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io
n

al
 t

re
at

ie
s 

w
ou

ld
, 

of
 c

ou
rs

e,
 

be
co

m
e 

co
nt

ro
l

li
ng

 a
s 

fe
de

ra
l 

la
,v

. 
A

t 
th

e 
ti

m
e 

of
 d

ra
ft

in
g

 t
hi

s 
A

c
t,

 t
h

e 
C

on
gr

es
s 

w
as

 a
w

ar
e 

of
 t

h
e 

p
ro

p
o

se
d

 P
sy

ch
ot

ro
pi

c 
C

o
n

v
en

ti
o

n
, 

w
h

ic
h

 d
ea

ls
 

w
it

h 
th

os
e 

co
n

tr
o

ll
ed

 s
ub

st
an

ce
s 

n
o

t 
in

cl
u

d
ed

 i
n

 t
h

e 
S

in
gl

e 
C

on


ve
nt

io
n

. 
T

h
e 

o
ri

g
in

al
 

d
ra

ft
in

g
 

o
f 

th
e 

A
ct

 
w

o
u

ld
 

ha
ve

 
p

la
ce

d 
pr

os
pe

ct
iv

e 
in

te
rn

at
io

n
al

 t
re

at
ie

s 
in

 t
h

e 
sa

m
e 

ca
te

go
ry

 a
s 

th
e 

S
in


gl

e 
C

on
ve

nt
io

n 
w

it
h

 
re

sp
ec

t 
to

 
n

eg
at

in
g

 
th

e 
re

q
u

ir
em

en
ts

 
fo

r 
H

E
W

 a
n

d
 D

ep
ar

tm
en

t 
o

f 
Ju

st
ic

e 
ap

p
ro

v
al

 p
ri

o
r 

to
 c

on
tr

ol
. 

A
f-

\ t
et

 
m

uc
h 

di
sc

us
si

on
 

in
 

E
xe

cu
ti

ve
 

C
o

m
m

it
te

e 
m

ee
ti

ng
s 

of
 

th
e

' 
H

on
se

 I
n

te
rs

ta
te

 a
n

d
 F

o
re

ig
n

 C
o

m
m

er
ce

 C
o

m
m

it
te

e,
 t

h
e 

ex
ce

p
rlc

m
 w

as
 p

er
m

it
te

d
 o

nl
y 

fo
r 

th
e 

S
in

gl
e 

C
o

n
v

en
ti

o
n

. 
T

h
e
 a

tt
em

p
t 

no
w

 t
o 

ci
rc

u
m

v
en

t 
th

e 
A

ct
, 

so
 t

h
at

 t
h

e 
P

sy
ch

ot
ro

pi
c 

C
o

n
v

en
ti

o
n

 
pr

ov
is

io
ns

 w
o

u
ld

 b
e 

in
 t

h
e 

sa
m

e 
po

st
u

're
 f

or
 c

o
n

tr
o

l 
pu

rp
os

es
 a

s 
th

os
e 

of
 t

he
 S

in
gl

e 
C

o
n

v
en

ti
o

n
, 

is
 d

ir
ec

tl
y 

co
n

tr
ar

y
 t

o
 t

h
e 

in
te

n
t 

of
 t

he
 C

on
gr

es
s 

an
d

 
th

e 
fi

na
l 

po
si

ti
on

 o
f 

th
e 

A
d

m
in

is
tr

at
io

n
.13

3 

D
ef

in
it

io
n

s 

Se
c1

io
n 

10
2 

co
nt

ai
ns

 
th

e 
op

er
at

iv
e 

de
fi

ni
ti

on
s 

fo
r 

T
it

le
 

II
 

w
hi

ch
 a

re
 a

ls
o 

in
co

rp
o

ra
te

d
 i

n
to

 T
it

le
 I

II
. 

H
ow

ev
er

, 
so

m
e 

de
fi

ni
-

m
. 

Id
. 

at
 p

. 
4

. 
13

2.
 I

d.
 a

t 
p

. 8
. 

13
3.

 S
u

p
ra

 n
o

te
 4

7,
 a

t 
23

0.
 

C
as

e:
 2

0-
71

43
3,

 0
9/

29
/2

02
0,

 ID
: 1

18
41

67
1,

 D
kt

E
nt

ry
: 1

9-
2,

 P
ag

e 
37

 o
f 2

86
(2

22
 o

f 1
49

1)
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A
 H

a
n

d
b

o
o

k 
o

n
 t

h
e 

19
70

 F
ed

er
al

 D
ru

g
 A

ct
 

ti
on

s,
 n

ot
ab

ly
 t

h
at

 o
f 

';n
ar

co
ti

c 
ad

di
ct

,"
 a

re
 d

if
fe

re
nt

 i
n

 T
it

le
s 

I 
an

d
 I

I.
 O

n
ly

 t
ho

se
 d

ef
in

it
io

ns
 w

h
ic

h
 r

eq
u

ir
e 

co
m

m
en

t 
o

r 
em

ph
a

si
s 

ap
ar

t 
fr

o
m

 t
h

ei
r 

st
at

em
en

t 
in

 t
h

e 
A

ct
 a

re
 d

is
cu

ss
ed

. 
T

h
e 

pa
r

en
th

et
ic

al
 n

u
m

b
er

s 
p

re
ce

d
in

g
 e

ac
h 

de
fi

ni
ti

on
 c

o
rr

es
p

o
n

d
 w

it
h 

th
e 

ap
p

ro
p

ri
at

e 
su

bs
ec

ti
on

 n
u

m
b

er
 i

n
 S

ec
ti

on
 1

02
. T

h
es

e 
in

cl
ud

e:
 

( 1
) 

"A
d

d
ic

t"
: 

T
h

is
 t

er
m

 i
s 

de
fi

ne
d 

to
 i

n
cl

u
d

e 
an

y 
in

di
vi

du
al

 
w

ho
 u

se
s 

an
y 

na
rc

ot
ic

 d
ru

g
 s

o 
as

 t
o 

en
d

an
g

er
 t

h
e 

p
u

b
li

c 
m

or
al

s,
 

h
ea

lt
h

, 
sa

fe
ty

 
o

r 
w

el
fa

re
 

o
r 

w
h

o
 

h
as

 
n

o
 

po
w

er
 

of
 

se
lf

-c
on

tr
ol

 
w

it
h

 r
ef

er
en

ce
 t

o 
hi

s 
ad

d
ic

ti
o

n
. 

T
h

e
 d

ef
in

it
io

n 
is

 s
tr

ik
in

gl
y 

di
fc

 
fe

re
n

t 
fr

om
 t

h
at

 c
o

n
ta

in
ed

 i
n

 T
it

le
 I

 a
n

d
 p

er
p

et
u

at
es

 t
he

 e
ar

li
er

 
"a

d
d

ic
t"

 d
es

ig
n

at
io

n
 o

f 
o

p
ia

te
 a

dd
ic

ti
on

, 
ra

th
er

 t
h

an
 t

h
e 

br
oa

de
f 

"d
ru

g
 d

ep
en

d
en

t 
pe

rs
on

" 
de

fi
ni

ti
on

 o
f 

th
e 

W
o

rl
d

 H
ea

lt
h

 O
rg

an
i

za
ti

o
n

 u
p

on
 ,

vh
ic

h
 t

he
 T

it
le

 I
 d

ef
in

it
io

n 
is

 b
as

ed
. 
It

 w
o

u
ld

 s
ee

m
 

th
at

 t
he

 d
ef

in
it

io
n 

is
 

b
ro

ad
 e

n
o

u
g

h
 

to
 e

nc
om

pa
ss

 
ps

yc
ho

lo
gi

ca
l 

as
 w

el
l 

as
 p

hy
si

ca
l 

ad
d

ic
ti

on
, 

th
u

s 
b

ri
n

g
in

g
 i

t 
w

it
h

in
 t

he
 s

co
pe

 o
f 

cu
rr

en
t 

m
ed

ic
al

 a
u

th
o

ri
ty

 a
n

d
 c

er
ta

in
 c

o
n

tr
o

ll
ed

 s
ub

st
an

ce
s,

 s
uc

h 
as

 a
m

p
h

et
am

in
es

, 
th

at
 h

av
e 

m
in

im
al

 p
hy

si
ca

l 
d

ep
en

d
en

cy
 b

u
t 

se
=

 
ve

re
 p

sy
ch

ol
og

ic
al

 d
ep

en
d

en
cy

.13
4 

(2
) 

"A
d

m
in

is
te

r"
: 

T
h

is
 t

er
m

 c
ov

er
s 

th
e 

di
re

ct
 a

pp
li

ca
ti

on
, 

in
 

an
y 

m
an

n
er

 a
n

d
 b

y 
an

y 
m

ea
ns

, 
of

 a
 c

o
n

tr
o

ll
ed

 s
ub

st
an

ce
 t

o 
th

e 
b

od
y 

of
 a

 
p

at
ie

n
t 

o
r 

re
se

ar
ch

 s
ub

je
ct

 
(i

n
cl

u
d

in
g

 a
ni

m
al

s)
 

by
 

a 
p

ra
ct

it
io

n
er

 o
r 

by
 h

is
 a

u
th

o
ri

ze
d

 a
g

en
t 

o
r 

b
y

 t
h

e 
p

at
ie

n
t 

o
r 

re
=

 
se

ar
ch

 
su

b
je

cL
 a

t 
th

e 
di

sc
re

ti
on

 o
f 

th
e 

p
ra

ct
it

io
n

er
. 

T
h

e
 d

ef
in

i
ti

o
n

 r
eq

u
ir

es
 t

h
at

 t
he

 a
p

p
li

ca
ti

o
n

 b
e 

p
er

fo
rm

ed
 i

n
 t

h
e 

pr
es

en
ce

 
of

 
th

e 
p

ra
ct

it
io

n
er

 
re

ga
rd

le
ss

 
of

 
w

ho
 

ac
tu

al
ly

 
ad

m
in

is
te

rs
 

th
e 

d
ru

g
. 

(3
) 

';A
ge

n
t"

: 
T

h
is

 t
er

m
 m

ea
ns

 a
n

 a
u

th
o

ri
ze

d
 p

er
so

n 
(i

nc
lu

d
in

g
 a

 
co

rp
or

at
io

n
) 

la
w

fu
ll

y 
ac

ti
ng

 
fo

r 
a 

m
an

u
fa

ct
u

re
r,

 
di

st
ri

b•
 

u
to

r 
o

r 
di

sp
en

se
r.

 
C

o
m

m
o

n
 

o
r 

co
n

tr
ac

t 
ca

rr
ie

rs
, 

p
u

b
li

c 
w

ar
e=

 
h

o
u

se
m

en
 a

n
d

 t
h

ei
r 

em
p

lo
ye

es
 a

re
 e

xc
ep

te
d 

w
h

en
 a

ct
in

g 
ir

t~
 th

e 
us

ua
l 

an
d

 l
aw

fu
l 

co
ur

se
 o

f 
th

ei
r 

bu
si

ne
ss

. 
(5

) 
"C

on
tr

o
l"

: 
T

h
e
 t

er
m

 i
s 

n
ew

 t
o

-E
lru

g 
la

w
 t

er
m

in
ol

og
y,

 b
ut

: 
it

s 
de

fi
ni

ti
on

 i
n

 t
he

 A
ct

 i
s 

se
lf

-e
xp

la
na

to
ry

. 
It

 r
ef

er
s 

to
 t

h
e 

pr
o

ce
d

u
re

 b
y 

w
hi

ch
 a

 d
ru

g 
is

 a
d

d
ed

 t
o,

 d
el

et
ed

 f
ro

m
 o

r 
m

ov
ed

 w
it

h"
 

in
 f

iv
e 

sc
he

du
le

s 
co

n
ta

in
ed

 i
n

 P
ar

t 
B

 o
f 

th
e 

A
ct

. 

13
4.

 
S

u
p

ra
 n

o
te

 4
7

, 
a

t 
12

0.
 

C
o

n
tr

o
l 

an
d

 E
n

fo
rc

e
m

en
t. 
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(6
) 

"C
o

n
tr

o
ll

ed
 s

ub
st

an
ce

"
: 

T
h

is
 i

s 
a 

n
ew

 t
er

m
 o

f 
ar

t,
 r

ep
la

c
in

g 
op

ia
te

-d
ep

re
ss

an
t-

st
im

ul
an

t 
d

ru
g

 
te

rm
in

o
lo

g
y 

an
d

 c
ov

er
s 

al
l 

su
bs

ta
nc

es
 

su
bj

ec
t 

to
 

T
it

le
 

II
. 

C
h

em
ic

al
 

pr
ec

ur
so

rs
, 

as
 

w
el

l 
as

 
dr

'u
gs

, 
fa

ll
 w

it
h

in
 t

hi
s 

de
fi

ni
ti

on
. 

(7
) 

"D
el

iv
er

" 
o

r 
"d

el
iv

er
y"

: 
T

h
e 

d
ef

in
it

io
n

 o
f 

th
es

e 
te

rm
s 

co
v

et
s 

th
e 

ac
tu

al
, 

at
te

m
p

te
d

 o
r 

co
ns

tr
uc

ti
ve

 t
ra

n
sf

er
 o

f 
a 

co
n

tr
o

ll
ed

 
su

bs
ta

nc
e.

 I
t 

is
 p

ur
po

se
ly

 b
ro

ad
 i

n
 s

co
pe

 s
o 

as
 

to
 c

ov
er

 e
ve

ry
 a

s
pe

€t
 o

f 
th

e 
tr

an
sf

er
 

of
 

co
n

tr
o

ll
ed

 
su

bs
ta

nc
es

 
fr

o
m

 
o

n
e 

pe
rs

on
 

ta
 a

no
th

er
. 

(H
i) 

"D
is

pe
ns

e"
: 

T
h

is
 t

er
m

 c
ov

er
s 

th
e 

de
li

ve
ry

 o
f 

a 
co

n
tr

o
ll

ed
 

sb
bs

ta
nc

e 
to

 a
n

 u
lt

im
at

e 
u

se
r 

o
r 

re
se

ar
ch

 s
u

b
je

ct
 b

y 
a 

p
ra

ct
it

io
n

er
 

or
 p

u
rs

u
an

t 
to

 h
is

 l
aw

fu
l 

or
de

r.
 T

h
e
 t

er
m

 i
nc

lu
de

s 
th

e 
pr

es
cr

ib


in
g 

an
d

 a
d

m
in

is
te

ri
n

g
 a

n
d

 t
h

e 
pa

ck
ag

in
g,

 l
ab

el
in

g
 o

r 
co

m
p

o
u

n
d


im

g 
ne

ce
ss

ar
y 

to
 p

re
p

ar
e 

th
e 

su
bs

ta
nc

e 
fo

r 
de

li
ve

ry
. 

A
 "

d
is

p
en

se
r"

 
is 

a 
p

ra
ct

it
io

n
er

 w
ho

 d
el

iv
er

s 
a 

co
n

tr
o

ll
ed

 s
u

b
st

an
ce

 
to

 a
n

 u
lt

i
m

at
e 

us
er

 o
r 

re
se

ar
ch

 s
ub

je
ct

. 
T

h
e
 i

n
te

n
t 

an
d

 r
ea

so
n 

fo
r 

th
e 

de


liv
er

y 
de

te
rm

in
es

 t
h

e 
d

ef
in

it
io

n
 o

f 
th

e 
tr

an
sf

er
 f

or
 

th
e 

pu
rp

os
es

 
of

 t
he

 T
it

le
 a

n
d

 t
h

e 
co

rr
es

p
o

n
d

in
g 

le
ga

l 
co

ns
eq

ue
nc

es
. 

(1
1)

 
"D

is
tr

ib
u

te
":

 
T

h
is

 
te

rm
 

m
ea

ns
 

to
 

d
el

iv
er

 
a 

co
nt

ro
ll

e"
d 

su
bs

ta
nc

e 
an

d
 i

nc
lu

de
s 

at
te

m
p

te
d

 o
r 

co
ns

tr
uc

ti
ve

 d
el

iv
er

y
. 

T
h

e
 

te
rm

 d
oe

s 
n

o
t 

in
cl

u
d

e 
ad

m
in

is
te

ri
n

g
 o

r 
di

sp
en

si
ng

 a
 

co
n

tr
o

ll
ed

 
m

bs
ta

nc
e.

 I
n

 o
th

er
 ·w

or
ds

, 
d

is
tr

ib
u

te
 g

en
er

al
ly

 p
er

ta
in

s 
to

 t
h

e
li

l
Tr

ci
t d

el
iv

er
y 

of
 a

 c
o

n
tr

o
ll

ed
 s

ub
st

an
ce

. 
(1

4)
 

"M
an

u
fa

ct
u

re
":

 
T

hi
s 

te
rm

 c
ov

er
s 

th
e 

p
ro

d
u

ct
io

n,
 

p
re

p


ar
at

io
n,

 
pr

op
ag

at
io

n,
 

co
m

p
o

u
n

d
in

g
 o

r 
pr

oc
es

si
ng

 
of

 a
 

d
ru

g
 

o
r 

ott
he

r 
sh

bs
ta

nc
e 

fr
o

m
 a

 
p

la
n

t,
 f

ro
m

 
o

th
er

 n
at

u
ra

l 
so

dr
ce

s 
o

r 
by

 
ch

em
ic

al
 s

yn
th

es
is

. 
B

y 
v

ir
tu

e 
of

 t
he

 d
ef

in
it

io
n 

o
f 

th
e 

te
rm

 "
pr

o
du

ct
io

n.
,"

 m
an

u
fa

ct
u

re
 a

ls
o 

in
cl

ud
es

 t
h

e 
g

ro
w

in
g

 o
f 

a 
co

n
tr

o
ll

ed
 

SU
:b

sta
nc

e,
 s

uc
h 

as
 m

ar
ih

u
an

a 
o

r 
p

ey
o

te
. 

(1
5)

 
"M

ar
ih

u
an

a
"

: 
T

h
e
 d

ef
in

it
io

n
 f

or
 

th
is

 
te

rm
 i

s 
th

e 
sa

m
e 

as
 u

n
d

er
 e

xi
st

in
g 

la
w

. 
(Ii

 6)
 

"N
ar

co
ti

c 
d

ru
g

":
 T

h
e
 d

ef
in

it
io

n 
fo

r 
th

is
 t

er
m

 i
s 

th
e 

sa
m

e 
as

 @
d

er
 e

xi
st

in
g·

 f
ed

er
al

 l
aw

 i
n

cl
u

d
in

g
 t

h
e 

co
m

p
o

u
n

d
s 

of
 c

oc
a 

l'e
ai

ve
s 

su
ch

 a
s 

co
ca

in
e,

 
th

at
 a

re
 n

o
t 

ph
ar

m
ac

ol
og

ic
al

ly
 

cl
as

si
fi

ed
 

as
 n

ar
co

ti
cs

. 
(I

7)
 

"O
p

ia
te

":
 T

h
e
 d

ef
in

it
io

n 
of

 t
hi

s 
te

rm
 i

s 
th

e 
sa

m
e 

as
 

un


de
f'

ex
is

ti
ng

 f
ed

er
al

 l
aw

. 

C
as

e:
 2

0-
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3,

 0
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29
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02
0,

 ID
: 1
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41

67
1,
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kt

E
nt

ry
: 1

9-
2,

 P
ag

e 
38
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f 2

86
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23
 o

f 1
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A
 H

a
n

d
b

o
o

k 
o

n
 t

h
e 

19
70

 F
ed

er
al

 D
ru

g
 A

ct
 

(2
0)

 
"P

ra
ct

it
io

n
er

"
: 

T
h

is
 t

er
m

 l
im

it
s 

an
d

 d
es

cr
ib

es
 t

ho
se

 w
ho

 
ca

n
 l

eg
it

im
at

el
y 

"a
d

m
in

is
te

r"
 a

n
d

 "
di

sp
en

se
" 

u
n

d
er

 t
h

e 
T

it
le

. 
It

 
en

co
m

pa
ss

es
 a

ll
 m

ed
ic

al
 d

oc
to

rs
, 

p
h

ar
m

ac
ie

s,
 h

os
pi

ta
ls

 o
r 

an
y 

ot
h


er

 p
er

so
n

 
(a

s 
d

ef
in

ed
 i

n
 I

 
U

.S
.C

. 
§1

) 
p

er
m

it
te

d
 u

n
d

er
 e

it
h

er
 f

ed


er
al

 o
r 

st
at

e 
la

w
 t

o
 d

is
tr

ib
u

te
, 

di
sp

en
se

, 
co

n
d

u
ct

 r
es

ea
rc

h,
 a

d
m

in


is
te

r 
o

r 
us

e 
in

 
te

ac
h

in
g

 
o

f 
ch

em
ic

al
 

an
al

ys
is

 
a 

co
n

tr
o

ll
ed

 
st

ib


st
an

ce
 i

n
 a

 p
ro

fe
ss

io
na

l 
p

ra
ct

ic
e 

o
r 

re
se

ar
ch

. 
(2

1)
 

"P
ro

d
u

ct
io

n
":

 
T

h
is

 
in

cl
u

d
es

 
th

e 
m

an
u

fa
ct

u
ri

n
g

, 
pl

an
t

in
g,

 
cu

lt
iv

at
in

g
 

o
r 

h
ar

v
es

ti
n

g
 

o
f 

a 
co

n
tr

o
ll

ed
 

su
b

st
an

ce
. 

T
h

is
 

d
ef

in
it

io
n

 i
s 

an
 a

tt
em

p
t 

to
 b

ri
n

g
 a

ll
 n

at
u

ra
l 

m
ea

n
s 

o
f 

g
ro

w
th

 a
nd

 
sy

n
th

et
ic

 m
an

u
fa

ct
u

ri
n

g
 o

f 
co

n
tr

o
ll

ed
 s

ub
st

an
ce

s 
w

it
h

in
 y

1e
 r

eg
= 

u
la

ti
o

n
 o

f 
th

e 
T

it
le

 a
n

d
 i

s 
si

gn
if

ic
an

t 
in

 t
h

at
 i

t 
ex

p
an

d
s 

th
e 

de
fi

n
it

io
n

 o
f 

m
an

u
fa

ct
u

re
. 

(2
2)

 
"I

m
m

ed
ia

te
 p

_re
cu

rs
o

r"
: 

T
h

is
 

te
rm

 
is

 
d

ef
in

ed
 ·

as
 
~
 s

ub


st
an

ce
 w

h
ic

h
 

is
 

th
e 

ke
y 

d
ru

g
, 

ac
ti

ve
 

in
g

re
d

ie
n

t 
o

r 
)\'

im
m

ed
ia

te
 

ch
em

ic
al

 i
n

te
rm

ed
ia

ry
" 

u
se

d
 o

r 
li

ke
ly

 t
o 

b
e 

u
se

d
 i

n
 t

h
e 

m
a1

:m
fa

c
tu

re
 o

f 
a 

co
n

tr
ol

le
d

 s
ub

st
an

ce
. 

U
n

d
er

 t
h

is
 d

ef
in

it
io

n
, 

B
N

D
D

 h
as

 
th

e 
au

th
o

ri
ty

 t
o

 r
eg

u
la

te
 t

h
e 

in
te

rm
ed

ia
te

 c
he

m
ic

al
s 

u
se

d-
in

 d
ru

g 
m

an
u

fa
ct

u
re

, 
as

 w
el

l 
as

 t
h

e 
fi

na
l 

sy
nt

he
si

ze
d 

p
ro

d
u

ct
. 

T
h

is
 d

ef
in

i:
: 

ti
o

n
 

re
p

re
se

n
t~

 
a 

m
aj

o
r 

ex
p

an
si

o
n

 
o

f 
th

e 
au

th
o

ri
ty

 
to

 
re

gu
Ja

te
 

an
d

 c
o

n
tr

o
l 

v
ar

io
u

s 
su

bs
ta

nc
es

. 
A

n
y

 "
im

m
ed

ia
te

 p
re

cu
rs

o
r"

 
th

at
 

is
 c

o
n

tr
o

ll
ed

 i
s 

su
b

je
ct

 t
o 

th
e 

sa
m

e 
re

p
o

rt
in

g
,_

 li
ce

n
si

n
g

 a
n

d
 r

eg
u

la
to

ry
 r

eq
u

ir
em

en
ts

 a
s 

th
os

e 
fo

r 
o

th
er

 c
o

n
tr

o
ll

ed
 s

ub
st

an
ce

s.
 

(2
5)

 
"U

lt
im

at
e 

u
se

r"
: 

T
h

is
 t

er
m

 i
s 

a 
m

o
d

if
ic

at
io

n
 o

f 
an

 e
xi

st


in
g

 d
ef

in
it

io
n

 a
n

d
 i

s 
a 

ke
y 

te
rm

 
th

ro
u

g
h

o
u

t 
th

e 
A

ct
. 

It
 r

ef
er

s 
o

n
ly

 t
o

 a
 p

er
so

n
 w

h
o

 h
as

 l
a

w
fu

fly
 o

b
ta

in
ed

 a
n

d
 w

h
o

 p
os

se
ss

es
 a

 
co

n
tr

o
ll

ed
 s

u
b

st
an

ce
 f

o
r 

hi
s 

o
w

n
 u

se
, 

fo
r 

th
e 

us
e 

o
f 

a 
m

em
b

er
 

o
f 

hi
s 

h
o

u
se

h
o

ld
, 

o
r 

fo
r 

an
 a

n
ii

n
al

 o
w

n
ed

 b
y

 h
im

 o
r 

a 
m

em
o

et
 

o
f 

hi
s 

h
o

u
se

h
o

ld
. 

T
h

e
 k

ey
 w

o
rd

 h
er

e 
is

 "
la

w
fu

l,
" 

in
 t

h
at

 i
n

 ·o
r•

 
d

er
 

fo
r 

"" 
p

er
so

n
 

to
 

la
w

fu
ll

y 
o

b
ta

in
 

a 
co

n
tr

o
ll

ed
 

su
bs

ta
nc

e,
 

it
 

m
u

st
 b

e 
d

is
p

en
se

d
 t

o 
h

im
 p

u
rs

u
an

t 
to

 t
h

e 
la

w
fu

l 
o

rd
er

 o
f 

a 
pr

ac
=

 
ti

ti
o

n
er

. 
If

 t
h

e 
su

b
st

an
ce

 i
s 

n
o

t 
o

b
ta

in
ed

 l
aw

fu
ll

y,
 t

h
en

 t
h

e 
pe

r
so

n 
do

es
 

n
o

t 
fa

ll
 

w
it

h
in

 
th

e·
 d

ef
in

it
io

n
 

o
f 

"u
lt

im
at

e 
u

se
r"

 
an

d
 

th
u

s 
is

 n
o

t 
ex

em
p

t 
fr

o
m

 r
.e

g-
is

tr
at

io
n 

u
n

d
er

 S
ec

ti
on

 3
02

. 
F

u
rt

h
er


m

o
re

, 
a 

pe
rs

o
n 

w
h

o
 h

as
 l

aw
fu

ll
y 

o
b

ta
in

ed
 a

 c
o

n
tr

o
ll

ed
 s

ub
st

an
ce

, 
b

u
t 

w
h

o
 p

os
se

ss
es

 i
t 

fo
r 

a 
p

u
rp

o
se

 o
th

er
 t

h
an

 o
n

e 
sp

el
le

d
 o

u
t 

in
 

th
e 

d
ef

in
it

io
n

 
(i

.e
. 

in
te

n
t 

to
 d

is
tr

ib
u

te
) 

fa
ll

s 
o

u
ts

id
e 

th
e 

''u
lt

i-

{ 

C
o

n
tr

o
l 

a
n

d
 E

n
fo

rc
em

en
t 

69
 

tn
a.

te
 u

se
r"

 c
at

eg
or

y 
an

d
 t

h
u

s 
is

 n
o

 l
o

n
g

er
 e

x
em

p
t 

fr
o

m
 r

eg
is

tr
a

ti
on

, 
P

A
R

T
 B

-
A

U
T

H
O

R
IT

Y
 T

O
 

C
O

N
T

R
O

L
: 

S
T

A
N

D
A

R
D

S
 

A
N

D
 S

C
H

E
D

U
L

E
S

 

T
h

is
 p

o
rt

io
n

 o
f 

th
e 

A
ct

 w
as

 o
n

e 
o

f 
th

e 
fo

ca
l 

p
o

in
ts

 o
f 

at
te

n


d.0
n 

fo
r 

th
e 

H
o

u
se

 C
o

m
m

it
te

e 
o

n
 I

n
te

rs
ta

te
 a

n
d

 F
o

re
ig

n
 C

om


m
er

ce
. 

C
o

n
si

d
er

ab
le

 c
o

n
tr

o
v

er
sy

 a
ro

se
 

in
 

th
e 

S
u

b
co

m
m

it
te

e 
o

n
 

P
u

b
li

c 
H

ea
lt

h
 a

n
d

 W
el

fa
re

 o
v

er
 w

h
et

h
er

 t
h

e 
D

ep
ar

tm
en

t 
o

f 
Ju

s
ti

ce
 s

h
o

u
ld

 h
av

e 
th

e 
d

ru
g

 c
o

n
tr

o
l 

au
th

o
ri

ty
 o

r 
w

h
et

h
er

 i
t 

sh
o

u
ld

 
be

 p
la

ce
d 

in
 

th
e 

D
ep

ar
tm

en
t 

o
f 

H
ea

lt
h

, 
E

d
u

ca
ti

o
n

 
an

d
 

W
el


ta

r~
,_,~a

5 
. 

O
ri

gi
na

ll
y,

 t
h

e 
A

ct
 g

av
e 

th
e 

A
tt

o
rn

ey
 G

en
er

al
 f

in
al

 a
u

th
o

ri
ty

 
to

 d
et

er
m

in
e 

w
h

ic
h

 s
ub

st
an

ce
s 

sh
o

u
ld

 b
e 

co
n

tr
o

ll
ed

 p
u

rs
u

an
t 

to
 

S
ec

ti
on

 s
q

 (a
),

 
af

te
r 

co
n

su
lt

at
io

n
 w

it
h

 t
h

e 
S

ec
re

ta
ry

 o
f 

H
ea

lt
h

, 
..-J

td
u

e..a
ti

o
n

 a
n

d
 W

el
fa

re
. 

S
u

b
st

an
ti

al
 o

p
p

o
si

ti
o

n
 t

o
 t

h
is

 p
ro

v
is

io
n

 
de

ve
lo

pe
d 

w
it

h
in

 w
h

at
 m

ig
h

t 
be

st
 b

e 
ca

ll
ed

 t
h

e 
se

-i
en

ti
fi

c-
m

ed
ic

al


pf
il!

t:w
.'i

co
fo

gi
ca

l 
co

m
m

u
n

it
y.

 
T

h
e
 

o
p

p
o

si
ti

o
n

 
ar

g
u

ed
 

re
p

ea
te

d
ly

 
-
-
-

:ii
. 

c~h
· 

J 
. 

D
 

. 
d 

. 
d 

d 
. 

.f
i 

ti
ia

t 
t 

·e
 

us
t1

ce
 

ep
ar

tm
en

t,
 

es
pl

te
 a

n
 e

x
p

an
 

e 
so

en
t1

 
c 

pr
es

-
eq

ce
- i

n
 B

N
D

D
, 

d
id

 n
o

t 
po

ss
es

s 
th

e 
re

q
u

is
it

e 
sc

ie
nt

if
ic

 e
x

p
er

ti
se

 
. 

frt
o!

i' 
th

e 
d

es
ir

ed
 s

ci
en

ti
fi

c 
o

b
je

ct
iv

it
y

 
to

 
ef

fe
ct

iv
el

y 
p

er
fo

rm
 

th
is

 
-

'i
u

n
ct

io
n

.1
3

6
 

T
h

e
 

D
ep

ar
tm

en
t 

o
f 

Ju
st

ic
e 

m
ai

n
ta

in
ed

 
th

at
 

d
ru

g
 

co
:tj

Jf
ol

 e
n

ta
il

ed
 a

s 
m

an
y 

le
ga

l 
co

n
si

d
er

at
io

n
s 

as
 m

ed
ic

al
 o

ne
s.

13
7 

U
lt

im
at

el
y

 t
h

e 
q

u
es

ti
o

n
 w

as
 r

es
o

lv
ed

 b
y

 c
o

m
p

ro
m

is
e.

 T
h

e
 A

t
to

rn
ey

 G
en

er
al

 r
et

ai
n

ed
 t

h
e 

au
th

o
ri

ty
 t

o
 i

n
it

ia
te

 p
ro

ce
ed

in
g

s 
to

 
. 

-
./

 
r.

on
tr

ol
 a

 s
ub

st
an

ce
, 

to
 m

o
v

e 
a 

co
n

tr
o

ll
ed

 s
u

b
st

an
ce

 w
it

h
in

 
th

e 
sc

fie
(T

ul
es

, 
o

r 
to

 d
el

et
e 

a 
su

b
st

an
ce

 a
lr

ea
d

y
 c

o
n

tr
o

ll
ed

; 
b

u
t 

to
 t

h
e 

S
ec

re
ta

ry
 o

f 
H

E
W

 w
as

 d
el

~
ga

te
d

 _t
h

e 
re

sp
o

n
si

b
il

it
y 

o
f 

p
ro

v
id

in
g 

m
ed

ie
al

 
an

d
 

sc
ie

nt
if

ic
 

ev
al

u
at

fo
n

 
o

f 
_th

e 
su

b
st

an
ce

. 
S

u
b

se
ct

io
n

 

. ~
5

. 
Se

e 
te

st
im

on
y 

o
f 

M
r.

 J
o

h
n

 E
, 

In
g

er
so

ll
, 

D
ir

ec
to

r,
 B

u
re

au
 

o
f 

N
ar

co
ti

cs
 

an
d

 
~

f
ig

~
s
 

D
ru

gs
, 

be
fo

re
 

S
u

b
co

m
m

it
te

e 
o

n
 

P
u

b
li

c 
H

ea
lt

h
 

an
d

 
W

el
fa

re
 

o
f 

th
e 

Hc
ms

e 
C

o
m

m
it

te
e 

o
n

 
In

te
rs

ta
te

 a
n

d
 

F
or

ei
gn

 
G

om
m

er
ce

, 
F

eb
ru

ar
y 

3,
 

19
70

, 
M

ar
ch

 
';•

19
7.0

: _
 

}3
6,

 H
ea

ri
ng

s 
on

 S
. 

1S
95

 
et

 a
l.

 b
ef

or
e 

th
e 

Su
bc

om
m

it
te

e 
to

 
In

ve
st

ig
at

e 
Ju

ve
ni

le
 

D
e

lin
q1

u:;
1c

y 
o

f 
th

e 
S

en
a

te
 J

u
d

ic
ia

ry
 

C
o

m
m

it
te

e,
 9

1s
t 

C
on

g.
, 

1s
t 

Se
ss

., 
p

p
. 

27
9,

 
31

7 
(f

96
9)

, 
st

at
em

en
t 

o
f 

D
r.

 H
en

ry
 B

ri
ll

, 
C

h
rm

n
.,

 A
m

er
. 

M
ed

. 
A

ss
oc

. 
C

om
m

. 
o

n
 A

lc
o

ho
li

ff
ii,

 a
nd

 D
ru

g
 D

ep
en

d
en

ce
 

(a
t 

31
7)

, 
an

d 
.te

st
im

on
y 

o
f 

D
r.

 
St

an
le

y 
Y

ol
le

s,
 D

ir
., 

N
at'

I. 
In

st
. o

f 
M

en
ta

l 
H

ea
lt

h
 (

at
 2

79
).

 
f!

l't.
 S

u
p

ra
 n

o
te

 1
35

. 

C
as

e:
 2

0-
71

43
3,

 0
9/

29
/2

02
0,

 ID
: 1

18
41

67
1,

 D
kt

E
nt

ry
: 1

9-
2,

 P
ag

e 
39

 o
f 2

86
(2

24
 o

f 1
49

1)



70
 

A
 H

a
n

d
b

o
ok

 o
n 

th
e 

19
70

 F
ed

er
al

 D
ru

g
 A

ct
 

(a
) 

fu
rt

h
er

 
p

ro
v

id
es

 t
h

at
 

th
e 

S
ec

re
ta

ry
's 

ev
al

u
at

io
n

s 
an

d
 r

ec
om


m

en
d

at
io

n
s 

ar
e 

b
in

d
in

g
 o

n
 t

h
e 

A
tt

o
rn

ey
 G

en
er

al
 a

s 
to

 m
ed

ic
al

 
an

d
 s

ci
en

ti
fic

 m
at

te
rs

; 
an

d
 a

 r
ec

o
m

m
en

d
at

io
n

 b
y

 t
h

e 
Se

cr
et

ar
y

 t
ha

t 
a 

su
b

st
an

ce
 n

o
t 

b
e 

co
n

tr
o

ll
ed

 i
s 

b
in

d
in

g
 o

n
 t

h
e 

A
tt

o
rn

ey
 G

ei
;ie

t:
a1

.1
as

 
-

. 
1 

-

F
u

rt
h

er
 c

o
n

tr
o

v
er

sy
 d

ev
el

o
p

ed
 o

v
er

 t
h

e 
q

u
es

ti
o

n
 o

f 
th

e 
nu

m


b
er

 o
f 

co
n

tr
o

l 
sc

h
ed

u
le

s 
in

 t
h

e 
A

ct
 a

n
d

 t
h

e 
cr

it
er

ia
 t

o
 b

e 
ut

il
iz

ed
 

in
 p

la
ci

n
g

 s
u

b
st

an
ce

s 
in

 t
ho

se
 s

ch
ed

ul
es

. 
T

h
e
 o

ri
g

in
al

 l
eg

is
la

ti
on

 
co

n
ta

in
ed

 o
n

ly
 f

o
u

r 
co

n
tr

o
l 

sc
he

du
le

s;
 t

h
e 

en
ac

te
d

 p
ro

v
is

io
n 

es


ta
b

li
sh

ed
 f

iv
e

. 
M

u
ch

 o
f 

th
e 

o
p

p
o

si
ti

o
n

 t
o

 t
h

e 
fo

ur
-s

ch
ed

ul
e 

st
ru

e•
 

tu
re

 w
as

 f
ro

m
 i

n
d

u
st

ry
 i

n
te

re
st

s 
in

 m
in

o
r 

tr
an

q
u

il
iz

er
s.

 T
h

e
 p

o=
 

si
ti

on
 t

ak
en

 b
y 

th
es

e 
in

te
re

st
s-

th
a
t 

m
an

y
 t

ra
n

q
u

il
iz

er
s 

h
av

e 
a 

po


te
n

ti
al

 f
o

r 
ab

u
se

 w
h

id
i 

is
 s

u
b

st
an

ti
al

ly
 l

es
s 

th
an

 t
h

at
 o

f 
th

e 
ot

h:
e 

er
 

S
ch

ed
u

le
 

IV
 

su
bs

ta
nc

es
 

(a
m

p
h

et
am

in
es

 
an

d
 

b
ar

b
it

u
ra

te
s)

~
 

ev
en

tu
al

ly
 p

re
v

ai
le

d
, 

an
d

 a
 

fi
ft

h 
sc

h
ed

u
le

 
(h

av
in

g
 m

in
im

al
 c

on
e 

tr
ol

s)
 w

as
 c

re
at

ed
. 

D
es

p
it

e 
st

re
n

u
o

u
s 

o
b

je
ct

io
n

 b
y

 t
h

e 
Ju

st
ic

e 
D

e•
 

p
ar

tm
en

t,
 a

 f
iv

e-
sc

h
ed

u
le

 s
ys

te
m

 w
as

 a
d

o
p

te
d

. 
A

t 
th

e 
sa

m
e 

ti
m

e,
 

h
o

w
ev

er
, 

m
o

re
 s

tr
in

ge
n

t 
re

g
u

la
to

ry
 c

o
n

tr
o

ls
 w

er
e 

es
ta

b
li

sh
ed

 fo
r 

th
e 

su
b

st
an

ce
s 

re
m

ai
n

in
g 

in
 S

ch
ed

u
le

 I
V

. 

Se
c.

 8
11

. 
A

u
th

or
it

y 
a

n
d

 C
ri

te
ri

a 
fo

r 
C

la
ss

if
ic

at
io

n
 o

f 
S

u
bs

ta
n

ce
s 

S
u

b
se

ct
io

n
 

(a
) 

au
th

o
ri

ze
s 

th
e 

A
tt

o
rn

ey
 

G
en

er
al

, 
i1

~
er

 
t~H

: 
ru

le
-m

ak
in

g 
p

ro
ce

d
u

re
s 

o
f 

th
e 

A
d

m
in

is
tr

at
iv

e 
P

ro
ce

d
u

re
s 

A
ct

,Ia
9 

to
 a

d
d

 a
 s

ub
st

a'n
ce

 t
o 

a 
sc

h
ed

u
le

 o
r 

tr
an

sf
er

 a
 s

u
b

st
an

ce
 b

et
w

ee
n 

sc
he

du
le

s 
if

 h
e 

fi
nd

s 
th

at
 t

h
e 

su
b

st
an

ce
 h

as
 a

 p
o

te
n

ti
al

 f
or

 a
b

u
se

 
an

d
 t

h
at

 i
t 

fi
ts

 t
h

e 
cr

it
er

ia
 o

f 
th

e 
sc

h
ed

u
le

 i
n

 w
h

ic
h

 i
t 

is
 t

o
 o

e 
p

la
ce

d
. 

T
h

e
 A

tt
o

rn
ey

 G
en

er
al

 i
~ 

al
so

 a
u

th
o

ri
ze

d
 t

o
 r

em
o

v
e 

a 
su

b
st

an
ce

 e
n

ti
re

ly
 f

ro
m

 t
h

e 
sc

h
ed

u
le

s 
if

 h
e 

fi
nd

s 
th

at
 i

t 
n

o
 l

o
n

g
er

_f
its

 
th

e 
re

q
u

ir
em

en
ts

 f
9

r 
in

cl
u

si
o

n
 i

n
 a

n
y 

sc
h

ed
u

le
. 

A
ct

io
n

 m
ay

 b
e 

in
it

ia
te

d
 a

t 
th

e 
re

q
u

es
t 

o
f 

H
E

W
 o

r 
o

n
 t

h
e 

p
et

it
io

n
 1 o

f 
an

 i
n

te
t"

es
te

d 
p

ar
ty

, 
as

 w
el

l 
as

 b
y

 t
h

e 
A

tt
o

rn
ey

 G
en

er
al

. 

R
eg

u
la

ti
o

n
s 

im
p

le
m

en
ti

n
g

 t
he

se
 p

ro
ce

d
u

re
s 

ar
e 

n
o

w
 e

ff
ec

ti
ve

 

13
8.

 
Su

pr
a.

 n
o

te
 4

8.
 

13
9.

 5
 U

.S
.C

. 
§5

51
 e

t 
se

q.
 

J 

C
o

n
tr

ol
 a

n
d

 E
n

fo
rc

em
en

t 
71

 

an
d

 p
ro

v
id

e 
fo

r 
a 

fu
ll

 
ad

m
in

is
tr

at
iv

e 
h

ea
ri

n
g

 b
ef

or
e 

a 
h

ea
ri

n
g 

ex
am

in
er

 a
p

p
o

in
te

d
 b

y 
th

e 
C

iv
il

 S
er

vi
ce

 C
o

m
m

is
si

o
n

.1
4

0 
B

y 
b

ei
n

g 
ab

le
 

to
 o

p
er

at
e 

u
n

d
er

 
th

es
e 

ru
le

-m
ak

in
g 

p
ro

ce
d

u
re

s, 
B

N
D

D
 

is
 

ab
le

 t
o

 a
v

o
id

 
m

an
y 

o
f 

th
e 

cu
m

b
er

so
m

e 
fe

at
u

re
s 

o
f 

th
e 

co
n

tr
o

l 
pr

oc
ed

ur
es

 o
f 

S
ec

ti
o

n
 

70
1 

(e
) 

o
f 

th
e 

F
ed

er
al

 
F

o
o

d
, 

D
ru

g 
an

d
 

C
os

m
et

ic
 

A
ct

, 
w

h
ic

h
 

it
 

h
ad

 
b

ee
n

 
o

p
er

at
in

g
 

u
n

d
er

 
fo

r 
so

m
e 

tW
o 

ye
ar

s.
14

1 
T

h
e
 

m
o

st
 

si
g

ni
fi

ca
n

t 
d

if
fe

re
n

ce
 

is
 

th
at

 
u

n
d

er
 

th
e 

C
om

pr
eh

en
si

ve
 A

ct
, 

o
n

ce
 

th
e 

h
ea

ri
n

g 
is

 c
o

m
p

le
te

d 
an

d
 t

h
e 

ru
le

 
im

1e
d,

 
th

e 
d

ru
g

 i
s 

au
to

m
at

ic
al

ly
 

co
n

tr
o

ll
ed

 a
n

d
 n

o
 s

ta
y 

o
f 

th
e 

co
nt

ro
l 

o
rd

er
 p

en
d

in
g 

ju
d

ic
ia

l 
re

v
ie

w
 n

ee
d

 b
e 

g
ra

n
te

d
. 

U
n

d
er

 t
h

e 
ol

d 
70

1 
(e

) 
p

ro
ce

d
u

re
s,

 a
 s

ta
y 

w
as

 c
u

st
o

m
ar

y 
p

en
d

in
g 

ju
d

ic
ia

l 
re


vi

ew
. 

S
ub

se
ct

io
n 

(b
) 

se
ts

 
o

u
t 

th
e 

p
ro

ce
d

u
re

s 
w

h
ic

h 
th

e 
A

tt
o

rn
ey

 
G

e n
er

al
 n

m
st

 f
ol

lo
w

 p
ri

o
r 

to
 i

n
it

ia
ti

n
g 

co
n

tr
o

l 
p

ro
ce

ed
in

gs
. 

A
f

te
r 

g
at

h
er

in
g

 n
ec

es
sa

ry
 d

at
a,

 h
e 

m
u

st
 r

eq
u

es
t 

fr
o

m
 t

h
e 

S
ec

re
ta

ry
 

o
f 

H
ea

lt
h,

 E
d

u
ca

ti
o

n
 a

n
d

 W
el

fa
re

 a
 

m
ed

ic
al

 a
n

d 
sc

ie
n

ti
fic

 
ev

al


U
at

fo
fi

 
an

d
 h

is
 r

ec
o

m
m

en
d

at
io

n
 

as
 

to
 

w
h

et
h

er
 

or
 

n
o

t 
th

e 
su

b-
,,. 

st
an

ce
 s

h
o

u
ld

 b
e 

co
n

tr
o

ll
ed

. 
T

h
e
 S

ec
re

ta
ry

's
 e

va
lu

at
io

n 
an

d
 r

ec
-

o
m

m
en

d
at

io
n

s 
m

u
st

 t
ak

e 
in

to
 a

cc
o

u
n

t 
su

cl
\ 

th
in

gs
 a

s 
th

e 
d

ru
g

's 
p

h
ar

m
ac

ol
og

ic
al

 e
ff

ec
ts

, 
th

e 
st

af
e 

o
f 

sc
ie

nt
if

ic
 k

n
o

w
le

dg
e 

re
ga

rd


in
g 

th
e 

d
ru

g
, 

th
e 

p
u

b
li

c 
h

ea
lt

h
 r

is
k

 
an

d
 

th
e 

d
ru

g
's

 
ps

yc
h

ic
 

o
r 

-
p

hy
si

ol
og

it
al

 
d

ep
en

d
en

ce
 

li
ab

il
it

y.
 T

h
e
 S

ec
re

ta
ry

 m
u

st
 a

ls
o 

co
n


iid

ei
=;

fr
oi

n 
a 

m
ed

ic
al

 a
n

d
 s

ci
en

ti
fi

c 
st

an
d

p
o

in
t,

 t
h

e 
d

ru
g

's
 a

ct
u

al
 

or
 r

el
at

iv
e 

ab
u

se
 p

ot
el

'lt
ia

l,
 i

ts
 c

u
rr

en
t 

p
at

te
rn

 o
f 

ab
u

se
 a

n
d

 t
h

e 
seo

_e
~ 

an
a: s

ig
ni

fi
ca

n
ce

 o
f 

it
s 

ab
us

e.
 

In
. a

dd
it

io
n-

to
 r

ec
o

m
m

en
d

in
g

 w
h

et
h

er
 o

r 
n

o
t 

th
e 

d
ru

g
 s

h
o

u
ld

 
b

e 
eo

.h
tr

o
ll

ed
, 

th
'e

 S
ec

re
ta

ry
 m

u
st

 g
iv

e 
hi

s 
re

co
m

m
en

d
at

io
n

s 
as

 t
o

 
tn

e 
sc

he
du

le
 i

n
 w

h
ic

h
 

th
e 

d
ru

g 
sh

o
u

ld
 b

e 
p

la
ce

d.
 

If
 t

h
e 

H
E

W
 

re
co

m
m

en
d

at
io

n
 

is
 

ag
ai

n
st

 
co

n
tr

o
l,

 
th

e 
A

tt
o

rn
ey

 
G

en
er

al
 

is
 

14
0.

 S
ee

 
g

en
er

al
ly

 
21

 
C

F
R

 
§3

08
.4

1.
 

T
h

es
e 

ru
le

m
ak

in
g 

Jl
ro

ce
d

u
re

s 
h

av
e 

al
re

ad
y 

oe
en

 i
m

p
le

m
en

te
d 

in
 t

ra
n

sf
er

ri
n

g 
th

e 
am

p
h

et
am

in
es

 f
ro

m
 S

ch
ed

u
le

 I
II

 t
o 

Sc
h

ed
u

le
 

IT 
(3

6 
F

.R
. 

12
73

4)
 .

 
T

fi
ey

 w
il

l 
be

 f
u

rt
h

e
r 

u
ti

li
ze

d 
in

 t
h

e 
u

p
co

m
in

g 
tr

an
sf

er
 o

f 
sh

o
rt

-a
ct

in
g 

b
ar

b
it

u
ra

te
s 

ff
om

 S
ch

ed
ul

e 
II

I 
to

 S
ch

ed
u

le
 I

I 
an

d
 

th
e 

an
ti

ci
p

at
ed

 
co

n
tr

o
ll

in
g

 o
f 

m
et

h
aq

u
a

lo
n

e.
 

N
I.

 2
1 

u.
s.c

. §
37

1.
 

.....
., 

C
as

e:
 2

0-
71

43
3,

 0
9/

29
/2

02
0,

 ID
: 1

18
41

67
1,

 D
kt

E
nt

ry
: 1

9-
2,

 P
ag

e 
40

 o
f 2

86
(2

25
 o

f 1
49

1)



72
 

A
 H

a
n

d
b

oo
k 

on
 t

h
e 

19
70

 F
ed

er
al

 D
ru

g 
A

ct
 

\ 
b

ar
re

d
 b

y 
th

at
 r

ec
o

m
m

en
d

at
io

n
 f

ro
m

 f
u

rt
h

er
 p

ro
ce

ed
in

gs
, 

s?
nc

e 
al

l 
m

ed
ic

al
 a

n
d

 s
ci

en
ti

fi
c 

fi
nd

in
gs

 a
re

 b
in

d
in

g
 u

p
o

n
 t

h
e 

A
tt

or
ne

y 
G

en
er

al
. 

T
h

is
 

pr
ov

is
io

n 
w

as
 

de
si

gn
ed

 
to

 
p

re
v

en
t 

th
e 

A
tt

or
ne

y 
G

en
er

al
's

 c
o

n
d

u
ct

in
g

 h
is

 o
w

n 
re

se
ar

ch
 i

n
 t

h
e 

ev
en

t 
h

e 
w

as
 d

is
~a

t
is

fi
ed

 
w

it
h

 
H

E
W

's
 s

ci
en

tif
i_

c 
an

d
 

m
ed

ic
al

 
ev

al
ua

ti
on

. 
H

o
w

ev
h

, 
-

th
e 

A
tt

o
rn

ey
 G

en
er

al
 i

s 
n

o
t 

b
o

u
n

d
 b

y 
a 

re
co

m
m

en
d

at
io

n
 f

ro
m

 
H

E
W

 t
h

at
 a

 d
ru

g
 s

h
o

u
ld

 b
e 

co
n

tr
ol

le
d.

 
S

ub
se

ct
io

n 
( c

) 
se

ts
 o

u
t 

o
th

er
 f

ac
to

rs
'w

hi
ch

 t
h

e 
A

tt
o

rn
ey

 G
en


er

al
 m

u
st

 c
on

si
de

r 
w

it
h

 r
es

pe
ct

 t
o

 a
ny

 s
ub

st
an

ce
 h

e 
pr

op
<j

1$
es

 t
o 

co
nt

ro
l.

 T
h

e
 f

ac
to

rs
 s

et
 ~

m
t 

ar
e 

su
bs

ta
nt

ia
ll

y 
si

m
il

ar
 t

o
 t

ho
se

 t
he

 
S

ec
re

ta
ry

 o
f 

H
ea

lt
h

, E
d

u
ca

ti
o

n
 a

n
d

 W
el

fa
re

 m
u

st
 c

on
si

de
r.

 

S
ub

se
ct

io
n 

.(d
) 

pr
ov

id
es

 
th

at
 w

h
er

e 
co

n
tr

o
l 

o
f 

a 
su

bs
ta

nc
e 

is 
re

q
u

ir
ed

 u
n

d
er

 
in

te
rn

at
io

n
al

 
tr

ea
ti

es
, 

pr
ot

oc
ol

s 
o

r 
co

nv
en

ti
on

s,
 

in
 e

ff
ec

t 
o

n
 O

ct
o

b
er

 2
7

, 
19

70
, 

th
e 

A
tt

o
rn

ey
 G

en
er

al
 i

s 
au

th
or

iz
ed

 
to

 c
on

tr
o

l 
th

em
 w

it
h

o
u

t 
re

g
ar

d
 t

o 
th

e 
fi

nd
in

gs
 a

n
d

 p
ro

ce
du

re
s 

re


q
u

ir
ed

 i
n

 S
ec

ti
on

s 
81

1 
an

d
 8

12
. 

T
h

is
 S

ub
se

ct
io

n 
w

il
l 

ge
ne

ra
ll

y 
ap


pl

y 
on

ly
 t

o 
th

os
e 

su
bs

ta
nc

es
 d

es
ig

na
te

d 
as

 n
ar

co
ti

cs
 b

y
 t

h
e 

W
o

rl
d

 
H

ea
lt

h
 O

rg
an

iz
at

io
n

 a
n

d
 b

ro
u

g
h

t 
w

it
h

in
 t

h
e 

p
u

rv
ie

w
 o

f 
th

e 
..,S

in
-

gl
e 

C
o

n
v

en
ti

o
n

 o
n

 N
ar

co
ti

c 
D

ru
gs

, 
19

61
.1

42
 

· 
;
:
 

S
ub

se
ct

io
n 

(e
) 

p
er

m
it

s 
th

~ .
. A

tt
o

rn
ey

 G
en

er
al

 t
o

 c
o

n
tr

o
l 

an
 i

m
:

m
ed

ia
te

 p
re

cu
rs

or
 a

n
d

 p
la

ce
 i

t 
in

 t
h

e 
sa

m
e 

sc
he

du
le

_ a
s 

th
e 

su
b

st
an

ce
 o

f 
w

h
ic

h
 i

t 
is

 a
 p

re
cu

rs
or

 o
r 

in
 a

 s
ch

ed
ul

½
 w

it
h

 a
 h

ig
-h

et
 

'\
 

I
L

 

n
u

m
er

ic
al

 
de

si
gn

at
io

n.
 

A
ga

in
, 

co
n

tr
o

l 
of

 
im

m
ed

ia
te

 
pr

ec
hr

so
fs

 
is

 w
it

h
o

u
t 

re
g

ar
d

 t
o 

th
e 

fi
nd

in
gs

 a
n

d
 ~

ro
ce

du
re

s 
·r

eq
u

ir
ed

 b
y 

Se
c-

ti
on

s 
81

1 
an

d
 8

12
. 

.,.. 
S

ub
se

ct
io

n 
1 
(f

) 
pr

ov
id

es
 a

 p
ro

ce
d

m
;e

 w
hi

cl
:t 

w
il

l 
gi

ve
 t

h
e 

A
tt

or
~ 

ne
y 

G
en

er
al

 a
dv

an
ce

 n
ot

ic
e 

of
 n

ew
 d

ru
g

s.
 c

o
m

in
g

 o
n

 t
h

e 
m

ar
ke

t 
w

h
ic

h
 m

ay
 h

av
e 

a 
p

o
te

n
ti

al
 f

or
 a

bu
se

. 
A

ny
 t

im
e 

a 
n

ew
 d

ru
g

 a
pe

 
p

li
ca

ti
o

n
 i

s 
su

b
m

it
te

d
 t

o
 t

h
e 

F
ed

er
al

 F
o

o
d

 a
n

d
 D

ru
g

 A
dm

in
is

tr
a

ti
o

n
 f

or
 a

n
y 

d
ep

re
ss

an
t,

 
st

im
u

la
n

t 
o

r 
ha

ll
uc

in
og

en
ic

 d
ru

g,
 s

ue
&

 
in

fo
rm

at
io

n
 i

'1
1s

t 
b

e 
fo

rw
ar

de
d 

to
 t

h
e 

A
tt

o
rn

ey
 G

en
er

al
 i

f 
it

 a
p

pe
ar

s 
th

at
 t

h
e 

d
ru

g
 h

as
 a

n
 a

bu
se

 p
ot

en
ti

al
. 

T
h

is
 w

il
l 

en
ab

le
 t

he
 

A
tt

o
rn

ey
 G

en
er

al
 

to
 i

n
it

ia
te

 c
on

tr
ol

 
pr

oc
ee

di
ng

s,
 

an
d

, 
in

 m
an

y 

14
2.

 S
u

p
ra

 n
ot

e 
47

, 
at

 1
20

. 

C
on

tr
ol

 a
n

d
 E

n
fo

rc
em

en
t 

73
 

in
st

l}
nc

es
, 

ac
tu

al
ly

 c
o

n
tr

o
l 

th
e 

d
ru

g
 b

ef
or

e 
it

 c
o

m
fs

 o
n 

th
e 

m
ar


ke

t.1
'~

 
T

o
 d

at
e,

 t
hi

s 
p

ro
ce

d
u

re
 h

as
 n

o
t 

al
w

ay
s 

b
ee

n
 s

uc
ce

ss
fu

l.
 I

n
 o

n
e 

in
st

an
ce

, 
F

D
A

 f
ai

le
d 

to
 n

o
ti

fy
 B

N
D

D
 o

f 
an

 a
p

p
ro

v
ed

 n
ew

 )d
ru

g
 

ap
pl

ic
at

io
n 

fo
r 

th
e 

d
ru

g
 T

ra
nx

en
e®

, 
a 

tr
an

q
u

il
iz

er
 w

h
ic

h
 F

D
A

 
Ee

lt 
li

ad
 a

 p
o

te
n

ti
al

 f
or

 a
b~

1s
e,

 
u

n
ti

l 
th

re
e 

m
o

n
th

s 
af

te
r 

th
e 

d
ru

g
 

li.a
d 

be
gu

n 
to

 b
e 

m
ar

k
et

ed
. 

S
te

ps
 h

av
e 

b
ee

n
 t

ak
en

 t
o

 p
re

v
en

t 
an


ot

he
r 

su
ch

 o
cc

u
n

en
ce

.1
4

4
 

S
ub

se
ct

io
n 

· (
g)

 
pr

es
er

ve
s 

th
e 

fu
nc

ti
on

s 
o

f 
th

e 
F

ed
er

al
 

F
o

o
d

 
an

d 
D

n~
g 

A
d

m
in

is
tr

at
io

n
 i

n
 r

eg
u

la
ti

n
g

 n
o

n
n

ar
co

ti
c 

dr
ug

s 
w

h
ic

h
 

m
ay

 b
e 

so
ld

 o
ve

r 
th

e 
co

u
n

te
r 

w
it

h
o

u
t 

a 
p

re
sc

ri
p

ti
o

n
 b

y 
re

q
u

ir
in

g
 

tn
e 

A
tt

or
ne

y 
G

en
er

al
 

to
 

ex
cl

ud
•e 

an
y

 
o

f 
th

es
e 

d
ru

gs
 

fr
o

m
 

th
e 

sc
he

du
le

s.
 

Se
t.

 8
12

. 
Sc

he
du

le
s 

o
f 

C
o

n
tr

o
ll

ed
 S

ub
st

an
ce

s 

T
h

is
 S

ec
ti

on
 c

o
n

ta
in

s 
th

e 
fi

ve
 s

ch
ed

ul
es

 i
n

 w
hi

ch
 a

ll
 s

ub
st

an
ce

s 
su

bj
ec

t 
to

 c
o

n
tr

o
l 

ar
e 

li
st

ed
. 

E
ac

h 
sc

he
du

le
 h

as
 i

ts
 o

w
n

 c
ri

te
ri

a 
. 

' 
fa

t 
d

ru
g

 p
la

ce
m

en
t,

 s
uc

h 
as

 
th

e 
d

eg
re

e 
o

f 
ab

us
e 

p
o

te
n

ti
al

 
an

d
 

, 
, 

ift
e 

de
gr

ee
 

of
 

ps
yc

ho
lo

gi
ca

l 
o

r 
ph

ys
ic

al
 

d
ep

en
d

en
ce

 
li

ab
il

it
y.

 
1 
lV

itf
i: 

th
e 

ex
ce

p
ti

o
n

 o
f 

Sc
h

ej
u

le
 I

, 
th

e 
cr

it
er

ia
 f

or
 e

ac
h 

sc
he

du
le

 
at

e 
re

la
ti

ve
 t

o
 o

n
e 

an
o

th
er

.:.
.. T

h
e
 m

aj
o

r 
d

iv
id

in
g

 l
in

e 
co

m
es

 b
e-

. 
I 

tW
ee

n 
S

c~
d

u
le

s 
I 

ar
id

 I
I 

in
 t

h
at

 n
o

 d
ru

g
 l

is
te

d 
in

 S
ch

ed
u

le
 I

 h
as

 

14
·3.

 B
N

D
D

 
ha

s 
es

ta
bl

is
h

ed
 

it
s-

ow
n 

•e
ar

ly
 

w
ar

n
in

g
 

sy
st

em
 

ca
ll

ed
 

D
ru

g
 

A
bu

se
 

\'v
am

fn
g

N
et

w
o

rk
 (

D
A

W
N

).
 T

h
e
 p

\.
np

os
e 

of
 t

h
e 

D
A

W
N

 o
p

er
at

io
n

 i
s:

 
1.

 T
h

e
 i

de
n

tif
ie

at
fo

n 
o

f 
d

ru
g

s 
cu

rr
en

tl
y

 b
ei

n
g

 a
bu

se
d 

an
d

/o
r 

;s
so

ci
at

ed
 w

it
h

 h
ar

m
 

to
 

th
e 

in


di
vi

du
al

 a
n

d
 s

oc
ie

ty
. 

2.
 

T
o

 
th

e 
6

:t
en

c 
fe

as
ib

le
, 

d
et

er
m

in
at

io
n

 
o

f 
ex

is
ti

n
g

 p
at

te
rn

s 
of

 1
ln1

g a
.b

us
e 

an
d

 o
b

se
rv

at
io

n
 o

f 
ch

an
g

in
g

 t
re

n
d

s 
in

cl
u

d
in

g
 d

et
ec

ti
on

 
o

f 
ne

w
 a

bu
se

 
eh

~i
tie

s 
an

d 
ne

w
 c

o
m

b
in

at
io

n
s.

 3
. 

P
ro

vi
si

on
 o

f 
d

at
a 

fo
r 

th
e 

as
se

ss
m

en
t 

o
f 

th
e 

re
la


d'?

e 
h·

az
if

ds
 t

o
 h

ea
lt

h
 a

n
d

 t
h

e 
re

la
ti

ve
 a

bu
se

 p
o

te
n

ti
a

l 
fo

r 
su

b
st

an
ce

s 
w

it
h

 
cu

rr
en

t 
li'

ffm
af

i 
ex

pe
ri

en
ce

s.
 4

. 
P

ro
vi

si
on

 o
f 

d
at

a 
n

ee
d

ed
 f

or
 r

at
io

n
al

 c
o

n
tr

o
l 

an
d

 s
ch

ed
u

li
n

g
 

-
~

 
. 

of
 d

rn
gs

 o
f 

ab
us

e,
 b

o
th

 n
ew

 a
n

d
 o

ld
. 

fn
fo

nn
;i

t.
io

n 
is

 o
b

ta
in

ed
 f

ro
m

 
th

e 
fo

ll
ow

in
g 

fiv
e 

so
u

rc
es

 w
hi

ch
 B

N
D

D
 

fe
el

s 
pT

o
,':

id
e 

th
e 

gr
ea

te
st

 
in

p
u

t 
in

 
fu

lf
il

li
ng

 
th

ei
r 

p
u

rp
o

se
s:

 
1.

 
In

p
at

ie
n

t 
u

n
it

s 
o

f 
no

n
fe

de
ra

l,
 s

ho
rt

-t
er

m
 

ge
n

er
al

 
h

o
sp

it
al

s 
(a

s 
de

fi
ne

d 
by

 
th

e 
A

m
er

ic
an

 
H

o
sp

it
al

 
A

ss
'o


C

lit
io

fi
),

 2
. 

E
m

er
ge

n
cy

 
d

ep
ar

tm
en

ts
, 

lo
ca

te
d 

in
 

n
o

n
fe

d
er

al
, 

sh
o

rt
-t

er
m

 
ge

ne
i-

al
 

h
o

s
p i

ta
ls

. 
3.

 
C

ou
nt

y 
m

ed
ic

al
 e

x
am

in
er

s 
o

r 
co

u
n

ty
 c

o
ro

n
er

s.
 4

. 
S

tu
d

en
t 

h
ea

lt
h

 
ce

nt
er

s.
 

5. 
C

fi
si

s 
in

te
rv

en
ti

o
n

 
ce

nt
ei

·s
 

n
o

t 
di

re
ct

ly
 

af
fi

li
at

ed
 

w
it

h
 

co
ll

eg
es

 
an

d
 

un
iv

er
si

ti
es

. 
14

4.
 I

le
.,r

;.
tr

om
et

ho
rp

ha
n 

is
 

sp
ec

if
ic

al
ly

 
ex

cl
u

d
ed

 
fr

om
 

an
y

 
sc

he
du

le
 

b
y 

S
ec

ti
on

 
(g

)(
2)

. 

/ 

,,.-

C
as

e:
 2

0-
71

43
3,

 0
9/

29
/2

02
0,

 ID
: 1

18
41

67
1,

 D
kt

E
nt

ry
: 1

9-
2,

 P
ag

e 
41

 o
f 2

86
(2

26
 o

f 1
49

1)



74
 

A
 H

a
n

d
b

o
o

k 
o

n
 t

h
e 

19
70

 F
ed

er
a

l 
D

ru
g

 A
ct

 

a 
cu

rr
en

tl
y

 
ac

ce
p

te
d

 
m

ed
ic

al
 

us
e 

in
 

tr
ea

tm
en

t 
in

 
th

e 
U

ni
te

d:
 

S
ta

te
s.

 T
h

e
 d

ru
gs

 i
n

 a
ll

 t
he

 o
th

er
 s

ch
ed

ul
es

 h
av

e 
cu

rr
en

tl
y

 a
cc

ep
t0 

ed
 t

re
at

m
en

t 
us

es
 i

n
 t

he
 U

n
it

ed
 S

ta
te

s.
 

S
ch

ed
ul

e 
I 

co
nt

ai
ns

 
ce

rt
ai

n
 

o
p

iu
m

 
de

ri
va

ti
ve

s 
~

nd
 

op
ia

te
s 

w
h

ic
h

 h
av

e 
n

o
 m

ed
ic

al
 u

se
 i

n
 t

h
e 

U
n

it
ed

 S
ta

te
s.

 N
o

n
e 

1h
av

e 
· e

ve
r 

re
ce

iv
ed

 a
 N

ew
 D

ru
g

 A
p

p
li

ca
ti

o
n

 u
n

d
er

 t
h

e 
F

ed
er

al
, 

F
oo

d,
 D

ru
g 

an
d

 C
o

sm
et

ic
 A

ct
;14

5 
th

us
 t

he
y 

ca
n

n
o

t 
b

e 
m

ar
k

et
ed

 i
n

 i
nt

er
st

at
e 

co
m

m
er

ce
. 

Sc
h

ed
u

le
 I

 
al

so
 c

on
ta

in
s 

a 
n

u
m

b
er

 o
f 

ha
ll

uc
in

og
en

ic
 

dr
ug

s,
 i

n
cl

u
d

in
g

 m
ar

ih
u

an
a 

an
d

 t
h

e 
te

tr
ah

yd
ro

ca
nn

ab
in

ol
s-

. 
T

h
e 

1 

h
al

lu
ci

no
ge

ns
 a

re
 l

is
te

d 
in

 S
ch

ed
u

k
 I

 
p

u
re

ly
 f

or
 r

eg
ul

at
or

y 
pu

p 
po

se
s 

si
nc

e 
th

ey
 h

av
e 

n
o

 a
cc

ep
te

d 
m

ed
ic

al
 u

se
 

in
 

th
is

 c
o~

f)
.tf

y.
 

T
h

is
 

ra
is

es
 

an
 

in
te

re
st

in
g

 
sp

ec
ul

at
io

n.
 

D
es

pi
te

 
an

y
 

m
or

al
 

bi
as

 
w

it
h

 r
eg

ar
d

 t
o 

m
ar

ih
u

an
a,

 
if

 i
t 

pr
ov

es
 

su
cc

es
sf

ul
 

in
 

tr
ea

tm
ei

it
; 

su
ch

 a
s 

in
 r

ed
u

ci
n

g
 i

nt
ra

oc
ci

il
ar

 e
ye

 p
re

ss
ur

e 
in

 g
la

uc
om

a,
 t

he
n 

it
 m

u
st

 b
e 

re
sc

h
ed

u
le

d
 t

o 
a 

lo
w

er
 s

ch
ed

ul
e 

be
ca

us
e 

of
 i

ts
 m

ed
ic

al
 

\ 
' 

-
us

e.
 T

h
e
 s

am
e 

w
o

u
ld

 b
e 

tr
u

e 
o

f 
L

~
D

 i
n

 t
h

e 
tr

ea
tm

en
t 

o
f 

te
rm

i0 

n
al

 c
an

ce
r 

p
at

ie
nt

s 
an

d
 h

er
o

in
 d

ep
en

de
nc

e,
 s

h
o

u
ld

 i
t 

ev
er

 b
e 

us
ed

 
as

 a
 m

ai
n

te
n

an
ce

 r
eg

im
en

. 
· 

S
ch

ed
ul

e 
II

 
co

nt
ai

ns
 

o
p

iu
m

, 
co

ca
 

le
af

 
de

ri
va

ti
ve

s,
 

th
e 

Cl
as

'S
 

"A
" 

na
rc

ot
ic

s,
 

su
ch

 a
s 

m
et

h
ad

o
n

e 
ag

d 
m

o
rp

h
in

e,
 

an
d

 
th

e 
am

., 
p

he
ta

m
in

es
. 

L
iq

u
id

 m
et

h
am

p
h

et
am

in
e 

w
as

 i
n

se
rt

ed
 i

n
to

 S
ch

ed
ul

e 
II

 a
s 

a 
co

m
p

ro
m

is
e 

m
ea

su
re

 d
u

ri
n

g 
th

e 
H

ou
se

-S
en

at
~

 c
on

fe
te

nc
e 

o
n

 t
h

e 
A

ct
.1

46
 

" 
, 

T
h

e
 A

ct
 p

as
se

d 
th

e 
H

o
u

se
 w

it
h

 a
m

p
h

et
am

in
es

 a
n

d
 a

ni
ph

et
a:

a 
m

in
e-

li
ke

 s
ub

st
an

ce
s 

in
 S

ch
ed

ul
e 

II
I,

 b
u

t 
th

e 
A

ct
 w

as
 a

m
en

d
ed

 in
 

th
e 

S
en

at
e 

to
 l

is
t 

al
l 

th
es

e 
dr

ug
s 

in
 S

ch
ed

ul
e 

II
. 

A
n

 a
tt

e#
f p

t 
M

i~
 

m
ad

e 
to

 c
om

p
ro

m
is

e,
 w

it
h

 
th

e 
re

su
lt

 i
rh

at
 a

ll
 

li
qt

Ji
d 

in
je

ct
i,b

l'e
 

fo
rm

s 
of

 m
et

h
am

p
h

et
am

in
e 

w
er

e 
li

st
ed

 i
n

 I
I 

an
d

 a
ll

 o
th

er
 a

ffi
;-

p
he

ta
m

in
es

 w
er

e 
le

ft
 i

n
 I

II
.14

7 
B

N
D

D
's

 p
os

it
io

n 
~t

 t
h

at
 t

im
e 

wa
s 

th
at

 t
h

er
e 

w
er

e 
to

o 
m

an
y 

va
ri

et
ie

s 
o

f 
am

p
h

et
am

in
es

 a
n

d
 a

m
ph

ef
a,

m
in

e 
co

m
po

u
n

d
s 

to
 b

e 
co

ns
id

er
ed

 t
o 

ar
b

it
ra

ri
ly

 a
n

d
 i

m
m

ed
ia

te
ly

 
tr

an
sf

er
 a

ll
 o

f 
th

em
 f

ro
m

 S
ch

ed
ul

e 
II

I 
to

 S
ch

ed
ul

e 
II

. 
T

h
ey

 s
ta

t~
 

ed
 t

h
at

 t
h

ey
 w

o
u

ld
 m

ov
e 

ad
m

in
is

tr
at

iv
el

y
 t

o
 e

ff
ec

t 
th

is
 t

ra
ns

fe
r 

14
5.

 
~I

 
U

.S
.C

. 
§5

05
. 

14
6.

 S
u.

pm
 n

o
te

 1
11

. 
"" 

14
7.

 S
u

p
ra

 n
o

te
 I

ll
, 

at
 9

. 

' ., 

C
o1

1t
ro

l 
a1

1d
 E

n
fo

rc
·e

m
en

l 
75

 

aiS
\ 

~o
Jn

 
as

 
d

u
e 

co
n_s

id
er

at
~

on
 

w
as

 
af

fo
rd

ed
 

th
e 

dr
ug

s 
in

vo
lv

ed
. 

'I)
;1

ey
 a

ct
ed

 a
lm

os
t 

1m
m

ec
ha

te
ly

 a
ft

er
 t

h
e 

A
ct

 w
as

 a
p

p
ro

v
ed

 a
n

d
 

fil
l.e

 t
ra

ns
fe

r 
w

as
 m

ad
e 

u
n

co
n

te
st

ed
 o

n
 J

ul
y 

7,
 1

97
1.

14
8 

S
ch

ed
ul

e 
II

I 
co

nt
ai

ns
 

th
e 

sh
or

t-
ac

ti
ng

 
b

ar
b

it
u

ra
te

s 
an

d
 

th
e 

Ci
as

s 
",

B
" 

na
rc

ot
ic

 d
ru

gs
, 

su
ch

 
as

 
em

p
ir

in
 a

n
d

 c
od

ei
ne

 p
re

p
ar

a
tio

ns
. 

P
ar

eg
or

ic
 i

s 
al

so
 l

is
te

d 
in

 S
ch

ed
ul

e 
II

I.
 A

s 
n

o
te

d
 e

ar
li

er
, 

B'
fy

D
D

 i
s 

pr
es

en
tl

y 
se

ek
in

g 
to

 m
ov

e 
al

l 
th

e 
sh

or
t-

ac
ti

ng
 b

ar
b

it
u


tai

te
s 

in
to

 S
ch

ed
ul

e 
II

. 
S

ch
ed

ul
e 

IV
, 

w
h

ic
h

 w
as

 
th

e 
n

ew
 f

if
th

 
sc

he
du

le
 a

d
d

ed
 i

n
 

th
e 

r[
o

us
e~

 c
on

ta
in

s 
ce

rt
ai

n
 m

aj
o

r 
an

d
 m

in
o

r 
tr

an
q

u
il

iz
er

s 
an

d
 t

h
e 

](
m

.g
-a

ct
in

g 
b

ar
b

it
u

ra
te

s.
 S

ch
ed

ul
e 

V
 l

is
ts

 a
ll

 t
h

e 
ex

em
p

t 
n

ar
co

ti
c 

ilf
>t

ep
ar

at
io

ns
 w

h
ic

h
 m

ay
 b

e 
so

ld
 o

v
er

 t
h

e 
co

u
n

te
r 

w
it

h
o

u
t 

a 
pr

e
so

ip
ti

o
n

. 
T

he
 m

os
t 

n
o

ta
b

le
 f

ea
tu

re
 o

f 
th

e 
sc

h
ed

u
li

n
g

 s
ch

em
e 

is
 

th
at

 i
t 

cf
fr

ec
tly

 r
el

at
es

 t
o 

th
e 

re
g

u
la

to
ry

 s
ys

te
m

 a
n

d
 t

h
e 

p
en

al
ty

 s
tr

u
ct

u
re

. 
ir

b
e 

de
gr

ee
 o

f 
re

g
u

la
to

ry
 c

o
n

tr
o

l 
im

p
o

se
d

 o
ve

r 
a 

gi
ve

n
 d

ru
g

 d
e-

-
/ 

pt
i!n

.d
s 

t1
p<

:m
 t

h
e 

sc
he

du
le

 i
n

 w
h

ic
h

 t
h

e 
dr

ug
· 

is
 l

is
te

d.
 T

h
e
 p

en
al

ty
 

im
po

se
d 

fo
r 

a 
v

io
la

ti
o

n
 i

nv
ol

vi
ng

 a
 g

iv
en

 d
ru

g
 w

il
l 

d
ep

en
d

 u
p

o
n

 
th

e 
sc

he
du

le
 i

n
 w

h
ic

h 
th

e 
d

ru
g

 i
s 

pl
ac

ec
va

nd
 w

h
et

h
er

 i
t 

is
 c

la
ss

i
_ ff

od
: a

.s 
a 

na
rc

ot
ic

 o
r--

-a
 n

on
na

rc
ot

ic
. 

T
h

is
 b

ec
om

es
 e

x
tr

em
el

y
 i

m


po
rta

nt
 i

n
 l

ig
h

t 
o

f 
th

e 
fa

ct
 

th
at

 
dr

ug
s 

ca
n

 
b

e 
m

o
v

ed
 

u
p

 
an

d
 

@
ow

fi,
w

it
h.

in
 t

h
e 

sc
he

du
le

s 
ad

m
in

is
tr

at
iv

el
y.

 W
h

en
 a

 s
ub

st
an

ce
 i

s 
'J;fl

:C
iV

e
d

 f
ro

m
 S

ch
ed

ul
e 

II
I 

to
 I

I,
 f

or
 e

xa
m

pl
e,

 t
h

e 
re

g
u

la
to

ry
 c

on


fil:
o,f

s 
ti

gh
te

n 
dr

as
ti

ca
ll

y;
 h

ow
ev

er
, 

th
e 

'p
en

al
ti

<s
 f

or
 a

 v
io

la
ti

o
n

 i
n

>wo
!v

i:n
g 

th
at

 
su

bs
ta

nc
e 

m
ay

 
o

r 
m

ay
 

no
,t 

ch
a1

1g
e,

 
d

ep
en

d
in

g
 o

n
 

w
he

tl
'ie

r 
it

 ·is
 a

 n
ar

co
ti

c 
o

r 
no

nr
ia

rc
ot

ic
. 

A,
§ 

a 
re

su
lt

 o
f 

th
is

 a
pp

ro
ac

h,
 

th
e 

F
ed

er
al

 
G

o
v

er
n

m
en

t 
fi

na
ll

y 
'ha

s 
tl'

Ie
 s

ta
tu

to
ry

 s
tr

u
ct

u
re

 w
h

ic
h

 w
il

l 
p

er
m

it
 g

re
at

er
 

re
sp

on
si

ve


]l,
es

s 
t@

 t
h

e 
dy

na
m

ic
s 

of
 t

h
e 

n
at

io
n

's
 u

se
 o

f 
dr

ug
s 

an
d

 o
th

er
 c

he
m


ic

al
 s

1.
1b

st
an

ce
s 

an
d

 f
ro

m
 w

h
ic

h
 i

t 
ca

n
 r

es
p

o
n

d
 w

it
h

 g
re

at
er

 a
c

el
il.

ra
cy

 a
n

d
 p

ro
p

ri
et

y
 t

o
 t

he
 v

ar
yi

n
g

 c
ri

se
s 

w
hi

ch
, 

fr
o

~
 

ti
m

e 
to

 
li'f

ffi
e,

 m
ay

 a
r.i

se
. 

A
t 

th
e 

sa
m

e 
ti

m
e,

 t
h

e 
re

g
u

la
to

ry
 s

ch
em

e 
ca

n
 b

e 
·t:l

se
d 

to
 l

oo
se

n 
as

 w
el

l 
as

 t
ig

h
te

n
 c

on
tr

ol
s 

if
 t

im
e 

o
r 

sc
ie

nt
if

ic
 f

ac
t 

s1Q
.o~

v 
th

at
 p

re
se

n
t 

re
g

u
la

ti
o

n
 i

s 
to

o 
se

ve
re

 o
r 

is
 e

x
ac

ti
n

g
 t

oo
 m

an
y

 
~
 c

os
ts

. 
fu

ie
 t

ru
e 

te
st

 o
f 

th
is

 s
ys

te
m

 w
il

l 
b

e 
in

 l
oo

se
ni

ng
 r

e-

14
8. 

36
 F

.R
. 

12
73

4.
 J

u
ly

 7
, 

19
71

. 
' 

./
 

C
as

e:
 2

0-
71

43
3,

 0
9/

29
/2

02
0,

 ID
: 1

18
41

67
1,

 D
kt

E
nt

ry
: 1

9-
2,

 P
ag

e 
42

 o
f 2

86
(2

27
 o

f 1
49

1)



76
 

A
 H

a
n

d
b

o
o

k 
01

1 
th

e 
19

70
 F

ed
er

al
 D

ru
g

 A
ct

 

st
ra

in
ts

 w
h

en
 

ju
st

if
ie

d.
 

A
 

sc
he

m
e 

th
at

 i
s 

d
ir

ec
te

d
 o

nl
y 

to
w

ar
ds

 
ti

g
h

te
r 

an
d

 t
ig

h
te

r 
co

nt
ro

ls
 w

il
l,

 i
n

 t
im

e,
 l

os
e 

it
s 

m
os

t 
im

p
o

rt
an

t 
at

tr
ib

u
te

s,
 f

le
xi

b~
li

ty
 

an
d

 t
h

e 
ca

pa
ci

ty
 t

o
 a

d
ju

st
 t

o
 c

h
an

g
in

g
 s

o-
ci

al
 c

ir
cu

m
st

an
ce

s.
 

' 

P
A

R
T

 C
-R

E
G

IS
T

R
A

T
IO

N
 O

F
 M

A
N

U
F

A
C

T
U

R
E

R
S

, 
D

IS
T

R
IB

U
T

O
R

S 
A

N
D

 D
IS

P
E

N
S

E
R

S
 O

F
 

C
O

N
T

R
O

L
L

E
D

 S
U

B
S

T
A

N
C

E
S

 

P
ar

t 
C

 
o

f 
T

it
le

 
II

 
es

ta
bl

is
he

s 
th

e 
st

at
u

to
ry

 
fr

am
ew

or
k_

 b
y 

w
h

ic
h

 t
h

e 
fe

de
ra

l 
g

o
v

er
n

m
en

t 
se

ek
s 

to
 r

eg
u

la
te

 t
h

e 
u

se
 o

f 
co

n
tr

o
ll

ed
 

su
bs

ta
nc

es
 

in
 

ap
p

ro
v

ed
 

ci
rc

um
st

an
ce

s.
 

A
m

o
n

g
 

ot
he

r 
th

in
gs

, 
it

 
pr

ov
id

es
 

fo
r 

re
g

is
tr

at
io

n
 

o
f 

m
an

u
fa

ct
u

re
rs

, 
di

st
ri

bu


to
rs

, 
re

se
ar

ch
er

s 
an

d
 d

is
pe

ns
er

s;
 

au
th

or
iz

es
 i

ns
pe

ct
io

ns
 o

f 
es

ta
b

li
sh

m
en

ts
 u

ti
li

ze
d 

by
 r

eg
is

tr
an

ts
 a

n
d

 a
pp

li
ca

nt
s 

fo
r 

re
gi

st
ra

ti
on

; 
es

ta
bl

is
he

s 
m

in
im

u
m

 
la

b
el

in
g

 a
n

d
 

pa
ck

ag
in

g 
re

q
u

ir
em

en
ts

; 
di


re

ct
s 

th
at

 t
h

e 
A

tt
o

rn
ey

 G
en

er
al

 e
st

ab
li

sh
 p

ro
d

u
ct

io
n

 q
uo

ta
s 

fo
r 

S
ch

ed
ul

e 
I 

an
d

 I
_I

 s
ub

st
an

ce
s;

 a
n

d
 e

st
ab

li
sh

es
 p

re
sc

ri
p

ti
o

n
 r

eg
ul

a
ti

on
s 

fo
r 

di
sp

en
si

ng
 c

o
n

tr
o

ll
ed

 s
ub

st
an

ce
s.

 
T

h
is

 
p

o
rt

io
n

 o
f 

th
e 

A
ct

 
re

ce
iv

ed
 

ca
re

fu
l 

at
te

n
ti

o
n·

 t
h

ro
u

g
h

o
u

t 
th

e 
d

ev
el

o
p

m
en

t 
of

 
th

e 
le

gi
sl

at
io

n 
be

ca
us

e 
o

f 
it

s 
ne

ce
ss

ar
il

y 
si

gn
if

ic
an

t 
im

p
ac

t 
up

on
 

th
e 

p
h

ar
m

ac
eu

ti
ca

l 
in

d
u

st
ry

 
an

d
 

m
ed

ic
al

 
an

d
 

re
se

ar
ch

 
pr

of
es


s1

0n
s.

 

S
ec

ti
on

 8
21

. R
u

le
s 

an
d 

R
eg

u
la

ti
on

s 
) 

; I 
T

h
is

 S
ec

ti
on

 a
ut

ho
ri

ze
s 

th
e 

A
tt

o
rn

ey
 

G
en

er
al

 
to

 
pr

om
ul

ga
te

 
ru

le
s 

an
d

 
re

g
u

la
ti

o
n

s 
ne

ce
ss

ar
y 

fo
r 

th
e 

im
p

le
m

en
ta

ti
o

n
 

of
 

th
e 

re
g

u
la

to
ry

 p
ro

vi
si

on
s 

co
n

ta
in

ed
 i

n
 t

h
e 

A
ct

. 
It

 a
ls

o 
au

th
or

iz
es

 \.i
m

 
to

 c
h

ar
ge

 "
re

as
o

n
ab

le
" 

fe
es

 r
el

at
in

g·
 t

o
 t

h
e 

re
gi

st
ra

ti
on

 o
f~

m
ah

11
-

fa
ct

ur
er

s,
 

d
is

tr
ib

u
to

rs
 

an
d

 
di

sp
en

se
rs

 
u

n
d

er
 

th
e 

A
ct

.1
49

 
T

he
se

 
fe

es
 a

re
 n

o
t 

in
te

n
d

ed
 t

o 
co

ve
r 

th
e 

en
ti

re
 c

os
t 

o
f 

in
d

u
st

ry
 r

eg
ul

a
ti

on
 b

y 
B

N
D

D
, 

b
u

t 
ra

th
er

 a
re

 i
n

te
n

d
ed

 t
o

 o
ff

se
t 

so
m

e 
o

f 
th

e 
ex

~ 
pe

ns
es

 
in

cu
rr

ed
 

in
 

th
e 

h
an

d
li

n
g

 a
n

d
 

pr
oc

es
si

ng
 

o
f 

re
gi

st
ra

ti
on

 
fo

rm
s 

an
d

 a
pp

li
ca

ti
on

s.
 

S
ec

ti
on

 8
22

. P
er

so
n

s 
R

eq
u

ir
ed

 to
 R

eg
is

te
r 

S
ub

se
ct

io
n 

(a
) 

re
q

u
ir

es
 

al
l 

pe
rs

on
s 

m
an

u
fa

ct
u

ri
n

g
,_

 d
is

tr
ib

ut


in
g

 o
r 

di
sp

en
si

ng
 c

on
tr

o
ll

ed
 s

ub
st

an
ce

s,
 o

r 
in

te
n

d
in

g
 t

o
 m

an
uf

ac
-

14
9.

 R
eg

is
tr

at
io

n
 f

ee
s 

ar
e:

 
M

an
u

fa
ct

u
re

rs
, 

$5
0.

00
; 

D
is

tr
ib

u
to

rs
, 

$2
5.

00
; 

D
is

pe
ns

er
s,

 
$5

.0
0

; 
R

es
ea

rc
he

rs
, 

$5
.0

0;
 I

n
st

ru
ct

o
rs

, 
$5

.0
0

. 

·
t I 

C
o

n
tr

o
l 

an
d 

E
n

fo
rc

em
en

t 
77

 

tu
re

, 
di

st
ri

r.
ut

e 
o

r 
di

sp
en

se
 c

o
n

tr
o

ll
ed

 s
ub

st
an

ce
s,

 t
o 

an
n

u
al

ly
 r

eg


is
te

r 
w

it
h 

th
e 

A
tt

o
rn

ey
 G

en
er

al
. 

T
h

e
 a

n
n

p
al

, 
as

 o
pp

os
ed

 t
o

 p
er


m

an
en

t,
 r

eg
is

tr
at

io
n 

re
q

u
ir

em
en

t 
is

 i
n

te
n

d
ed

 t
o 

gi
ve

 t
h

e 
A

tt
o

rn
ey

 
G

en
ei

:a
l 

th
e 

m
ea

ns
 o

f 
re

vi
ew

in
g 

a 
gi

ve
n 

re
g

is
tr

an
t'

s 
ac

ti
vi

ti
es

 d
u

r
in

g 
th

e 
ye

ar
 a

n
d

, 
if

 c
ir

cu
m

st
an

c.-
as

 w
ar

ra
n

t,
 t

h
e 

m
ea

n
s 

o
f 

d
en

y
in

g
 

an
nu

al
 r

en
ew

al
 o

f 
re

gi
st

ra
ti

on
. 

S
ub

se
ct

io
n 

(b
) 

sp
ec

if
ic

al
ly

 
au

th
or

iz
es

 
re

gi
st

ra
nt

s 
to

 
m

an
uf

ac
-

-
nu

re
, 

di
st

ri
bu

te
, 

di
sp

en
se

, 
po

ss
es

s 
o

r 
co

n
d

u
ct

 r
es

ea
rc

h
 w

it
h

 c
on


nr

oI
Ie

d 
su

bs
ta

nc
es

 t
o

 t
h

e 
ex

te
n

t 
au

th
o

ri
ze

d
 b

y
 t

h
ei

r 
re

gi
st

ra
ti

on
. 

T
hi

s 
S

ec
ti

on
 w

as
 

in
se

rt
ed

 t
o 

m
ak

e 
cl

ea
r 

th
at

 p
er

so
ns

 r
eg

is
te

re
d 

,\'
er

e 
la

w
fu

ll
y 

en
ti

tl
ed

 t
o

 h
an

d
le

 c
o

n
tr

o
ll

ed
 s

ub
st

an
ce

s.
 

S
ub

se
ct

io
n 

(c
), 

w
h

ic
h

 e
xe

m
pt

s 
su

ch
 p

er
so

ns
 a

s 
ag

en
ts

 a
n

d
 e

m


pl
oy

ee
s 

9f
 r

eg
is

tr
an

ts
, 

c9
m

m
o

n
 o

r 
co

n
tr

ac
t 

ca
rr

ie
rs

, 
w

ar
eh

ou
se


m

en
, 

an
d

 u
lt

im
at

e 
us

er
s 

fr
o

m
 r

eg
is

tr
at

io
n,

 w
as

 i
n

co
rp

o
ra

te
d

 p
ri


m

ar
il

y 
to

 i
n

su
re

 
th

at
 a

 
gi

ve
n 

es
ta

b
li

sh
m

en
t 

w
as

 
re

gi
st

er
ed

 
an

d
 

th
at

 t
he

 e
m

pl
oy

ee
s 

w
o

rk
in

g
 w

it
h

in
 t

h
at

 e
st

ab
li

sh
m

en
t 

w
o

u
ld

 n
o

t 
ha

ve
 t

o 
re

gi
st

er
. 

A
n

 e
x

am
p

le
 i

s 
th

e 
ca

se
 o

f 
th

e 
c;

ha
in

•d
ru

g
 s

to
re

 
w

he
re

 p
ha

rm
ac

is
ts

 a
re

 r
o

ta
te

d
 f

ro
m

 s
to

re
 t

o
 s

to
re

. 
In

su
rm

o
u

n
t

ab
le

 p
ro

bl
em

s 
w

o
u

ld
 a

ri
se

 i
n

 t
h

e 
re

co
rd

-k
ee

pi
ng

 a
~

d
 i

n
v

en
to

ry
 

pr
oc

ed
ur

es
 i

f 
ea

ch
 i

nd
iv

ic
lu

al
-"

ph
ar

m
ac

is
t 

w
er

e 
re

q
u

ir
ed

 t
o

 r
eg

is


te
r 

si
nc

e 
it

 i
s 

th
e 

re
g

is
tr

an
t 

w
ho

 i
s 

re
sp

on
si

bl
e 

fo
r 

th
e 

re
co

rd
s 

an
d

 
in

ve
nt

or
ie

s.
 B

u
t 

w
h

er
e 

th
e 

ac
tu

al
 p

h
ar

m
ac

y
 i

s 
re

gi
st

er
ed

, 
th

er
e 

is
 

no
 n

ee
d 

to
 r

eg
is

te
r 

th
e 

em
pl

oy
ee

 p
ha

rm
ac

is
ts

 s
in

ce
_ t

h
e 

"e
st

ab
li

sh


m
en

t"
 i

ts
el

f 
w

il
l 

b
e 

re
sp

on
si

bl
e 

fo
r 

co
n

fo
rm

in
g

 w
it

h
 

th
e 

re
gu


la

to
ry

 r
eq

u
ir

em
en

ts
. 

S
ec

ti
on

 
(d

),
 w

h
ic

h
 p

er
m

it
s 

th
e 

A
tt

o
:n

ey
 G

en
er

al
 t

o 
w

ai
ve

 t
h

e 
re

gi
st

ra
ti

on
 r

eq
u

ir
em

en
ts

 f
or

 a
 g

iv
en

 p
er

so
n,

 i
s 

in
 r

ea
li

ty
 a

 c
ar

ry


ov
er

 f
ro

m
 p

re
vi

ou
s 

la
w

. 
U

n
d

er
 p

re
vi

ou
s 

la
w

, 
su

ch
 p

er
so

ns
 

an
d

 
pl

ac
es

 
as

 
V

et
er

an
s 

A
d

m
in

is
tr

at
io

n
 

ho
sp

it
al

s,
 

C
iv

il
 

D
ef

en
se

 
pe

r
so

nn
el

 
an

d
 

m
il

it
ar

y 
pe

rs
on

ne
l 

w
er

e 
ex

em
p

te
d

 
fr

o
m

 
re

gi
st

ra


tio
n.

1s
o 

S
ub

se
ct

io
n 

(e
) 

re
q

u
ir

es
 a

 
se

pa
ra

te
 r

eg
is

tr
at

io
n

 f
or

 
ea

ch
 

p
ri

n


ci
pa

l 
pl

ac
e 

of
 b

us
in

es
s 

o
r 

pr
of

es
si

on
al

 p
ra

ct
ic

e 
w

h
er

e 
co

n
tr

o
ll

ed
 

m
os

ta
qc

es
 a

re
 m

an
u

fa
ct

u
re

d
, 

d
is

tr
ib

u
te

d
 o

r 
di

sp
en

se
d.

 T
h

e
 r

ea


so
ns

 f
or

 t
hi

s 
se

pa
ra

te
 r

eg
is

tr
at

io
n

 r
eq

u
ir

em
en

t 
ar

e 
m

an
y.

 O
n

e 
is

 
to

 
in

su
re

 
th

at
 

B
N

D
D

 
kn

ow
s 

al
l 

pl
an

ts
 

w
h

er
e 

co
n

tr
o

ll
ed

 
su

b-

15
0.

 2
6 

u
.s.

c.
 §

47
72

. 

/ 

C
as

e:
 2

0-
71

43
3,

 0
9/

29
/2

02
0,

 ID
: 1

18
41

67
1,

 D
kt

E
nt

ry
: 1

9-
2,

 P
ag

e 
43

 o
f 2

86
(2

28
 o

f 1
49

1)
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COMMERCE, JUSTICE, SCIENCE, AND RE-
LATED AGENCIES APPROPRIATIONS FOR 
FISCAL YEAR 2019 

WEDNESDAY, APRIL 25, 2018 

U.S. SENATE, 
SUBCOMMITTEE OF THE COMMITTEE ON APPROPRIATIONS, 

Washington, DC. 

The subcommittee met at 2:32 p.m., in room SD–192, Dirksen 
Senate Office Building, Hon. Jerry Moran (Chairman) presiding. 

Present: Senators Moran, Shelby, Alexander, Murkowski, Collins, 
Graham, Boozman, Capito, Lankford, Kennedy, Shaheen, Leahy, 
Feinstein, Coons, Schatz, Manchin, and Van Hollen. 

U.S. DEPARTMENT OF JUSTICE 

STATEMENT OF HON. JEFF SESSIONS, ATTORNEY GENERAL 

OPENING STATEMENT OF SENATOR JERRY MORAN 

Senator MORAN. Good afternoon. I call the hearing to order. 
Mr. Attorney General, welcome to the committee, the Committee 

on Commerce, Justice, Science Appropriations Subcommittee. We’re 
here to examine the Department of Justice’s fiscal year 2019 budg-
et request. 

I am pleased to welcome you to this subcommittee. My colleagues 
and I are very much interested in hearing from you in your—hear-
ing your testimony, considering your testimony today. Your input 
is not only helpful, but necessary, as we review the President’s 
spending priorities for the Justice Department. 

While this hearing is about the Department’s fiscal year 2019 
budget request, I would suspect that you will hear about a number 
of other issues unrelated to the Department’s resource and funding 
needs. My focus in this hearing is to better understand your top 
funding priorities and to emphasize those that are important to our 
Nation. 

The Department of Justice is responsible for, and involved in, 
many important national priorities. Arguably, the greatest respon-
sibility includes keeping Americans safe, which carries a new 
meaning, given the growing national security threats of today, and 
upholding the rule of law. This requires that Congress adequately 
fund our Nation’s law enforcement efforts, including counterter-
rorism and cybersecurity initiatives. 
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Attorney General SESSIONS [continuing]. Be free to discuss it. 
Senator SCHATZ. My final question. The DEA, in August of 2016, 

called for applications to produce more federally-approved research- 
grade marijuana. Since then, the Department of Justice has re-
ceived 25 applications, but none of them have been responded to 
either with an approval or denial. What is the status of those appli-
cations? 

Attorney General SESSIONS. We are moving forward, and we will 
add—fairly soon, I believe, the paperwork and reviews will be com-
pleted, and then we will add additional suppliers of marijuana 
under the controlled circumstances. But, there is—a lot of people 
didn’t know, I didn’t know—a treaty—international treaty of which 
we are a member, that requires certain controls in that process. 
And the previous proposal violated that treaty. We’ve now gotten 
language I believe complies with the treaty and will allow this 
process to go forward. 

Senator SCHATZ. If the Chair will indulge me, one final comment. 
We’re all evolving on this issue, some quicker than others, maybe 

some too quick. And I really believe that we have to do this in the 
proper way. I think there are good civil rights reasons for decrimi-
nalizing and for pursuing a Federalist approach around this. But, 
if we’re narrowly addressing the question of whether or not this is 
medicine, then we do need the Department of Justice, the FDA, 
and everybody to work together to pursue that question, double- 
blind studies and all. And I also think that we need to understand 
we are in a humanitarian crisis when it comes to the opioid epi-
demic, which means that we may have to cast aside some of the 
things that we’ve believed all of our lives as it relates to other 
drugs and look at harm reduction. I appreciate you keeping an 
open mind along those lines. 

Thank you. 
Attorney General SESSIONS. Thank you, Senator Schatz. 
Senator MORAN. Senator, thank you. 
Senator from Oklahoma, Senator Lankford. 
Senator LANKFORD. Thank you, Mr. Chairman. 
Let me add to that conversation a little bit before we—before I 

jump into a line of questions. 

MEDICAL MARIJUANA

I am one of the skeptical individuals that, so far, has not evolved 
on this issue of marijuana. I have a hard time believing that, if 
only more of our parents smoked more marijuana, our kids would 
be so much better and our families would be so much better, and 
employment would be so much better if more of our employees 
smoked more marijuana. I just have a hard time believing that. 

And, as far as medicinal issues, this is an area the NIH has done 
active work on. And NIH is—currently has several billion dollars 
that the Appropriations Committee has allocated to them to be able 
to study pain medications that are nonaddictive, to try to address 
that. And that was entirely appropriate to do. We have an opioid 
epidemic. I’d rather not swap an opioid epidemic with addiction to 
marijuana and just say we solved the problem. We didn’t solve the 
problem, long term. 
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otnngress of tqe Nniteh j;fates 
1Wlas1Jington, :mar 20515 

The Honorable Uttam Dhillon 
Acting Administrator 
Drug Enforcement Administration 
8701 Morrissette Drive 
Springfield, VA 22152 

September 28, 2018 

The Honorable Jeff Sessions 
A ttomey General 
United States Department of Justice 
950 Pennsylvania Avenue, NW 
Washington, DC 20530 

Dear Acting Administrator Dhillon and Attorney General Sessions: 

Considering the recent decision by the Drug Enforcement Administration (DEA) to approve the 
importation from Canada of marijuana for research, we write with deep concern and with 
questions over the delay in approving additional approved domestic manufacturers of cannabis 
for this same purpose. 

Cannabis offers breakthrough possibilities to help alleviate suffering and disease, but more research 
is needed. Currently, there is only one legal domestic supplier of marijuana for research purposes. 
Many have raised concerns about the cannabis it manufactures, however, such as the quality of the 
product. In August 2016, DEA adopted a new policy so as to increase the number of domestic 
manufacturers in order to increase the amount of cannabis supply and facilitate research. 

Further, on October 18, 201 7, you, Attorney General Sessions, testified before the Senate Judiciary 
Committee. In response to a question from Senator Orrin Hatch about federally-approved 
manufacturers of research cannabis, you stated "I think it would be healthy to have some more 
competition in the supply." We agree. Fortunately, over two dozen American companies have filed 
applications to manufacture cannabis products for research purposes. 

Unfortunately, in the two years since DEA's new policy, no additional manufactures have been 
approved. There have been several unsuccessful attempts to ascertain the cause of this delay, most 
recently a July 25, 2018 letter from a bipartisan group of Senators and an August 31 letter from a 
bipartisan group of Representatives. 

The need for additional domestic manufacturers of marijuana for research purposes was illustrated 
a few days ago by DEA. On Tuesday, September 18, it granted approval to the University of 
California San Diego's Center for Medical Cannabis Research to import capsules of THC and CBD 
from a Canadian company, Tilray Inc., for purposes of medical research. The one manufacturer 
in the U.S. does not offer capsules of cannabis compounds. If there were other domestic 
manufacturers, they might offer this option. 

On April 18, 2017, President Trump issued an executive order to "Buy American and Hire 
American." Despite the Department of Justice (DOJ) and DEA possessing over two dozen 
applications from qualified domestic manufacturers, however, DEA approved the importation of 
cannabis products from Canada. Adding insult to injury, one application to produce research 
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cannabis was submitted by a campus within the University of California system - and one campus 
of that system will be the eventual recipient of Tilray, Inc.'s THC and CBD products. 

We should note that just recently the House Judiciary Committee approved by voice vote the Medical 
Cannabis Research Act. This bill would require there be at least three domestic suppliers of cannabis 
for research purposes. There is strong and bipartisan interest in Congress in increasing the number 
of manufacturers in the U.S. of cannabis for research. While Congress will act if the Administration 
does not, the Administration could make this goal a reality much more quickly if it approved some 
of the pending applications. 

With that in mind, and considering the news of the need to import cannabis products from Canada 
for U.S. research, we would like answers to the following questions, some of which have been asked 
by some of us previously: 

1. What is the current status of the twenty-six cannabis manufacturer applications? How long 
has each been pending before DOJ and DEA? 

2. What steps have the DEA and DOJ taken to review the cannabis manufacturer applications 
currently pending? What are the reasons these applications have not been approved? 

3. When do you estimate the DEA and DOJ will complete their review of all of the cannabis 
manufacturing applications and begin approving some as new manufacturers? 

4. In the past twelve months, excluding Schedule I Bulk Manufacturer registrations for 
cannabis, how many other DEA registrations has DOJ reviewed? 

We look forward to working with the Administration to see that our domestic need for cannabis for 
research can be met by American institutions. Your prompt response would be greatly appreciated. 
Thank you for your time and consideration. 

Sincerely, 

Member of Congress Member of Congress 

Cc: Dr. '-.ora D. \ 'olkow, Director, :---.ational Institute on Drug _ \bu~c 

C
as

e:
 2

0-
71

43
3,

 0
9/

29
/2

02
0,

 ID
: 1

18
41

67
1,

 D
kt

E
nt

ry
: 1

9-
2,

 P
ag

e 
47

 o
f 2

86
(2

32
 o

f 1
49

1)



A122

,/4,v(. ~ 
Earl Blumenauer 

Member of Congress 

Member of Congress 

Eleanor Holmes Norton 
Member of Congress 

Chellie Pingree 
Member of Congress 

Dana Rohrabacher 
Member of Congress 

Steve Cohen 
Member of Congress 

Seth Moulton 

Jared P lis 
Member of Congress 

Darren Soto 
Member of Congress 

M.C. 
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I want to talk about another policy matter with respect to can-
nabis. I represent the State of Colorado. In Colorado, recreational 
use of marijuana was legalized in 2014. Today, more than half the 
States have legalized either the recreational or medical use of 
marijuana. 

Researchers at the University of Colorado, which I am proud to 
represent, are working hard to understand the health effects. They 
are studying promising approaches that use marijuana to relieve 
chronic pain and the symptoms of Parkinson’s disease. 

In August of 2016, I understand this is before you were at the 
Department of Justice, Mr. Attorney General, the DEA took a big 
step towards improving scientific research on marijuana when it 
submitted a request in the Federal Register for applications to 
produce federally approved research-grade marijuana. Several in-
stitutions have submitted an application but have yet to receive a 
response. What is the status of those applications, if you might 
know, and do you know if the Department of Justice and the DEA 
intend to support legitimate cannabis research that could help pro-
tect the health and safety of our citizens? 

Mr. WHITAKER. For the 3 months that I have been the Acting At-
torney General, this is an issue that I have been aware of, and I 
have actually tried to get the expansion and the applications out. 
We have run into a very complicated matter regarding a treaty 
that we are trying to work around. We have some international 
treaty obligations that may not allow the way the marijuana has 
to be handled from the research facilities to the researchers—or the 
grow facility to the researchers. So it is something that I am very 
aware of. It is something I am trying to push. Unfortunately, I 
have 6 days left in this chair at the most. I don’t know if I am 
going to successfully get to it, but I understand the concern and 
know that we are trying to make it work. 

Mr. NEGUSE. I appreciate that and applaud that. And if I could 
get your assurances that, within the 6 days, if you could just follow 
up with the Department staff to follow up with our office in writ-
ing, it would be incredibly helpful for us as folks reach out. 

Mr. WHITAKER. We will try to get an answer as to the current 
status, but my recollection where I last found it is that—— 

Mr. NEGUSE. That is sufficient. Thank you, Mr. Attorney Gen-
eral. 

You mentioned earlier that the public essentially learned that 
Attorney General Sessions was fired on November 7, 2018, by 
tweet. And you were appointed via that same tweet. When did you 
first learn that Mr. Sessions was fired, would be fired? 

Mr. WHITAKER. I learned on November 7th, if that is your ques-
tion. I mean, I, you know—— 

Mr. NEGUSE. It is. 
Mr. WHITAKER. Yeah, okay. 
Mr. NEGUSE. So you learned by virtue of that same tweet that 

we all learned. 
Mr. WHITAKER. Yes. I would suggest—the only point I would put 

on that, Congressman—I am sorry to interrupt—is that Mr. Ses-
sions resigned, you know, sent in his resignation letter. 

Mr. NEGUSE. Understand. Did you have any conversations with 
folks at the White House prior to November 7, 2018, about Attor-
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this application must be received not 
later than July 23,1982.

B. Secretary, Board of Governors of
the Federal Reserve System, 
Washington, D.C. 20551:

A. Colorado National Bankshares,
Inc., Denver, Colorado; to acquire 100 
percent of the voting shares or assets of 
The Exchange National Bank of 
Colorado Springs, Colorado Springs, 
Colorado. Comments on this application 
must be received not later than July 23* 
1982.

Board of Governors of the Federal Reserve 
System, June 23,1982.
Dolores S. Smith, .
Assistant Secretary o f the Board.
[FR Doc. 82-17498 Filed 6-28-82; 8:45 am]
BILLING CODE 6210-01-M

Formation of Bank Holding Companies
The companies listed in this notice 

have applied for the Board’s approval 
under section 3(a)(1) of the Bank 
Holding Company Act (12 U.S.C. 
1842(a)(1)) to become bank holding 
companies by acquiring voting shares 
and/or assets of a bank. The factors that 
are considered in acting on the 
applications are set forth in section 3(c) 
of the Act (12 U.S.C. 1842(c)).

Each application may be inspected at 
the offices of the Board of Governors, or 
at the Federal Reserve Bank indicated 
for that application. With respect to 
each application, interested persons 
may express their views in writing to the 
address indicated for that application. 
Any comment on an application that 
requests a hearing must include a 
statement of why a written presentation 
would not suffice in Heu of a hearing, 
identifying specifically any questions of 
fact that are in dispute and summarizing 
the evidence that would be presented at 
a hearing.

1. Federal Reserve Bank of New York 
(A. Marshall Puckett, Vice President) 33 
Liberty Street, New York, New York 
10045:

1. Chemical First State Corporation, 
Wilmington, Delaware; to become a 
bank holding company by acquiring 100 
percent of the voting shares of Chemical 
Bank (Delaware) Wilmington, Delaware. 
Comments on this application must be 
received not later than July 23,1982.

B. Federal Reserve Bank of Atlanta
(Robert E. Heck, Vice President) 104 
Marietta Street, N.W., Atlanta, Georgia 
30303:

1. City Bancorp, Inc., New Iberia,
Louisiana; to become a bank holding 
company by acquiring 100 percent of the 
voting shares of City Bank & Trust 
Company, New Iberia, Louisiana.

Comments on this application must be 
received not later than July 23,1982.

C. Federal Reserve Bank of Chicago 
(Franklin D. Dreyer, Vice President) 230 
South LaSalle Street, Chicago, Illinois 
60690:

1. Crete Bancorporation, Inc., Crete, 
Illinois; to become a bank holding 
company by acquiring 80 percent of the 
voting shares of United Bank of Crete- 
Steger, Crete, Illinois. Comments on this 
application must be received not later 
than July 23,1982.

D. Federal Reserve Bank of Kansas
City (Thomas M. Hoenig, Assistant Vice 
President) 925 Grand Avenue,, Kansas 
City, Missouri 60198;

1. Perry Bancshares, Inc., Perry, 
Oklahoma; to become a bank holding 
company by acquiring 100 percent of the 
voting shares of Exchange Bank and 
Trust Company, Perry, Oklahoma. 
Comments on this application must be 
received not later than July 23,1982.

E. Federal Reserve Bank of Dallas
(Anthony J. Montelaro, Assistant Vice 
President) 400 South Akard Street, 
Dallas, Texas 75222:

1. Dallas Guaranty Bancshares, Inc., 
Dallas, Texas; to become a bank holding 
comapny by acquiring at least 80 
percent of the voting shares of Guaranty 
Bank, Dallas, Texas. Comments on this 
application must be received not later 
than July 23,1982.

2. Lower Rio Grande Valley
Bancshares, La Feria, Texas; to become 
a bank holding company be acquiring 80 
percent of the voting shares of The First 
National Bank of La Feria, La Feria, 
Texas; The First National Bank of 
Mercedes, Mercedes, Texas; and Valley 
National Bank, Harlingen, Texas, a 
proposed new bank. Comments on this 
application must be received not later 
than July 23,1982.

Board of Governors of the Federal Reserve 
System, June 23,1982.
Dolores S. Smith,
Assistant Secretary o f the Board.
[FR. Doc. 82-17495 Filed 6-28-82; 8:45 am]
BILUNG CODE 6210-01-M

Bank Holding Companies; Notice of 
Proposed de Novo Nonbank Activities

The bank holding companies listed in 
this notice have applied, pursuant to 
section 4(c)(8) of the Bank Holding 
Company Act (12 U.S.C. 1843(c)(8)) and 
section 225.4(b)(1) of the Board’s 
Regulation Y (12 CFR 225.4(b)(1)), for 
permission to engage de novo (or 
continue to engage in an activity earlier 
commenced de novo), directly or 
indirectly, solely in the activities 
indicated, which have been determined

by the Board of Governors to be closely 
related to banking.

With respect to each application, 
interested persons may express their 
views on the question whether 
consummation of the proposal can 
“reasonably be expected to produce 
benefits to the public, such as greater 
convenience, increased competition, or 
gains in efficiency, that outweigh 
possible adverse effects, such as undue 
concentration of resources, decreased or 
unfair competition, conflicts of interest, 
or unsound banking practices.” Any 
comment on an application that requests 
a hearing must include a statement of 
the reasons a written presentation 
would not suffice in lieu of a hearing, 
identifying specifically any questions of 
fact that are in dispute, summarizing the 
evidence that would be presented at a 
hearing, and indicating how the party 
commenting would be aggrieved by 
approval of that proposal.

Each application may be inspected at 
the offices of the Board of Governors or 
at the Federal Reserve Bank indicated 
for that application. Comments and 
requests for hearings should identify 
clearly the specific application to which 
they relate, and should be submitted in 
writing and received by the appropriate 
Federal Reserve Bank not later than July
22,1982.

A. Federal Reserve Bank of New York 
(A. Marshall Puckett, Vice President) 33 
Liberty Street, New York, New York 
10045:

1. Citicorp, New York, New York
(consumer finance and credit-related 
insurance activities; Illinois): To expand 
the activities and service areas of 
existing offices of its subsidiaries, 
Citicorp Person-to-Person Financial 
Center, Inc. and Citicorp Person-to- 
Person Financial Center of Illinois, Inc., 
located in Schaumburg, Illinois, and to 
establish a de novo office of Citicorp 
Homeowners, Inc. at the same 
Schaumburg, Illinois, location. The new 
activities in which the offices of Citicorp 
Person-to-Person Financial Center, Inc. 
and Citicorp Person-to-Person Financial 
Center of Illinois, Inc. propose to engage 
de novo are: the making, acquiring and 
servicing, for its own account and for 
the account of others, of extensions of 
credit to individuals secured by liens on 
residential or non-residential real estate; 
and the sale of mortgage life and 
mortgage disability insurance directly 
related to extensions of mortgage loans. 
The proposed service area for the 
aforementioned proposed activities shall 
be comprised of the entire state of 
Illinois. The proposed expanded service 
area of the Citicorp Person-to-Person 
Financial Center, Inc. office shall be the
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this application must be received not 
later than July 23, 1982. 

B. Secretary, Board of Governors of 
the Federal Reserve System, 
Washington, D.C. 20551: 

A. Colorado Notional 8(111kshares, 
Inc., Denver, Colorado; lo acquire 100 
percent of the voting shares or assets of 
The Exchange National Bank of 
Colorado Springs, Colorado Springs, 
Colorado. Comments on this application 
must be received not later than July 23, 
1982. 

Board of Govemon of the Federal Reserve 
System, June 23, lm!Z. 
Dolores S. Smith, 
Assistant Secreto.ry of the Board. 
IFR Dex 82-17498 Filed 11-211-82: &45 am) 

BIi.UNG COOE 621M1-11 

Formation of Bank Holding Companies 

The companies listed in this notice 
have applied for the Board's approval 
under section 3(a)(l) of the Bank 
Holding Company Act (12 U.S.C. 
1842(a)(1)) to become bank holding 
companies by acquiring voting shares 
and/or assets of a bank. The factors that 
are considered in acting on the 
applications are set forth in section 3(c) 
of the Act (12 U.S.C. 1842(c)). 

Each application may be inspected at 
the offices of the Board of Governors, or 
at the Federal Reserve Bank lndicated 
for that application. With respect to 
each application, interested persons 
may express their views in writing to the 
address Indicated for that application. 
Any comment on an application that 
requests a hearing must include a 
statement of why a written presentation 
would not suffice in lieu of a hearing, 
identifying specifically any questions of 
fact that are in dispute and summarizing 
the evidence that would be pr~sented at 
a hearing. 

t.f'ederal Reserve Bank of New York 
(A. Marshall Puckett, Vice President) 33 
Liberty Street. New York, New York 
10045: 

1. Chemical First State Corporation, 
Wilmington, Delaware; to become a 
bank holding company by acquiring 100 
percent of the voting shares of Chemical 
Bank (Delaware) Wilmington. Delaware. 
Comments on this application mus1 be 
received not later than July 23, 1982. 

B. Federal Reserve Bank of Atlanta 
(Robert E. Heck. Vice President} 104 
Marietta Street, N.W., Atlanta, Georgia 
30303: I 

1. City Bancorp. Inc., New Iberia, 
Louisiana; lo become a bank holding 
company by acquiring 100 percent of the 
voting shares of City Bank & Trust 
Company, New Iberia, Louisiana. 

Comments on this applies lion must be 
received not later than July 23, 1982. 

C. Federal Reserve Bank of Chicago 
(Franklin D. Dreyer, Vice President} 230 
South LaSalle Street, Chicago, Illinois 
60690: 

1. Crete Bancorporation, Inc., CJ;'ete, 
Illinois; to become a bank holding 
company by acquiring 80 percent of the 
voting shares of United Bank of Crete
Steger, Crete, Illinois. Comments on this 
application must be received not later 
than July 23, 1982. 

D. Federal Reserve Bank of Kansas 
City (Thomas M. Hoenig, Assistant Vice 
President} 925 Grand Avenue,, Kansas 
City, Missouri 60198; 

1. Perry Bancshares. Inc., Perry, 
Oklahoma; to become a bank holding 
company by acquiring100 percent of the 
voting shares of Exchange Bank and 
Trust Company, Perry, Oklahoma. 
Comments on this application must be 
received not later than July 23, 1982. 

E. Federal Reserve Bank of Dallas 
(Anthony J. Montelaro, Assistant Vice 
President) 400 South Akard Street, 
Dallas, Texas 75222: 

1. Dallas Guaranty Bancshares, Inc., 
Dallas, Texas; to become a bank holding 
comapny by acquiring at least 80 
percent of the voting shares of Guaranty 
Bank, Dallas, Texas. Comments on this 
application must Ire received not later 
than July 23, 1982. 

2. Lower Rio Grande Valley 
Bancsh<JJ'8s, La Feria, Texas; to become 
a bank holding company be acquiring 80 
percent of the voting shares of The First 
National Bank of La Feria, La Feria, 
Texas; The First National Bank of 
Mercedes, Mercedes, Texas; and Valley 
Natioual Bank, Harlingen, Texas. a 
proposed new bank. Comments on this 
application must be received not later 
than July 23, 1982. 

Board of Go\'emors of the Federal Reserve 
System. June 23, 1982. 
Dolores S. Smith, 
Assistant Secretary of 1'1e Board. 
(PR. Doc. az,..17495 Piled &-2&-82: 8:45 11D1I 
BIi.UNG CODE 121M1-M 

Bank Holding Companies; Notice of 
Proposed de Novo Nonbank Activities 

The bank holding companies listed in 
this notice have applied, pursuant to 
section 4[o}(8) of the Bank Holding 
Company Act (12 U.S.C.1843(c)(8J) and 
section 225.4(b)(l) of the Board's 
Regulation Y (12 CFR 225.4(b)(1)), for 
permission to engage de nova (or 
continue to engage in an activity earlier 
commenced de nova), directly or 
indirectly, solely In the activities 
indicated, which have been determined 

by the Board of Governors to be closely 
related to banking. 

With respect to each application, 
interested persons may express their 
views on the question whether 
consummation of the proposal can 
"reasonably be expected to produce 
benefits to the public, such as greater 
convenience, increased competition, or 
gains in efficiency, that outweigh 
possible adverse effects, such as undue 
concentration of resources, decreased or 
unfair competition. conflicts of interest. 
or unsound banking practices." Any 
comment on an application that requests 
a hearing must include a statement of 
the reasons a written presentation 
would not suffice in lieu of a hearing, 
Identifying specifically any questions of 
fact that are in dispute, summarizing the 
evidence that wouJd be presented at a 
hearing, and indicating how the party 
commenting wouJd be aggrieved by 
approval .of that proposal. 

Each application may be inspected at 
the offices of the Board of Governors or 
at the Federal Reserve Bank indicated 
for that application. Comments and 
requests for hearings should identify 
clearly the- specific application to which 
they relate, and should be submitted in 
writing and received by the appropriate 
Federal Reserve Bank not later than July 
22, 1982. 

A. Federal Reserve Bank of New York 
(A. Marshall Puckett, Vice President) 33 
Liberty Street, New York, New York 
10045: 

1. Citicorp, New York, New York 
(consumer finance and credit-related 
insurance activities; Illinois): To expand 
the activities and service areas of 
existing offices of i-ts subsidiaries, 
Citicorp Person-to-Person Financial 
Center, Inc. and Citicorp Person-to
Person Financial Center of Illinois, Inc., 
located in Schaumburg, Illinois, and to 
establish a de novo office of Citicorp 
Homeowners, Inc. at the same 
Schaumburg, Illinois, location. The new 
activities in which the offices of Citicorp 
Person-to-Person Financial Center. Inc. 
and Citicorp Person-to-Person Financial 
Center of Illinois, Inc. propose to engage 
de novo are: the making, acquiring and 
servicing, for its own account and for 
the account of others, of extensions of 
credit to individuals secured by liens on 
residential or non-residential real estate: 
and the sale of mortgage life and 
mortgage disability insurance directly 
related to extensions of mortgage loans. 
The proposed service area for the 
aforementioned proposed activities shall 
be comprised of the entire state of 
Illinois. The proposed expanded service 
area of the Citicorp Person-to-Person 
Financial Center. Inc. office shall be the 
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entire state of Illinois for a portion of its 
previously approved activities, 
specifically, the making or acquiring of 
loans and other extensions of credit, 
secured or unsecured, for consumer and 
other purposes; the sale of credit related 
life and accident and health or 
decreasing or level (in the case of single 
payment loans) term life insurance by 
licensed agents or brokers, as required; 
the sale of consumer oriented financial 
management courses; and the servicing, 
for any person, of loans and other 
extensions of credit The proposed 
expanded service area of the CPTP- 
Illinois office shall be the entire state of 
Illinois for a portion of its previously 
approved activities, specifically, the 
making or acquiring of loans and other 
extensions of credit, secured or 
unsecured, for consumer and other 
purposes; the sale of credit related life 
and accident and health or decreasing 
or level fin the case of single payment 
loans) term life insurance by licensed 
agents or brokers, as required; the 
extensions of loans to dealers for die 
financing of inventory (floor planning) 
and working capital purposes; the sale 
of consumer oriented financial 
management courses; and the servicing, 
for any person, of loans and other 
extensions of credit. The activities in 
which the proposed de novo office of 
Citicorp Homeowners, Inc. will engage 
are: the making or acquiring of loans 
and other extensions of credit, secured 
or unsecured, for consumer and other 
purposes; the sale of credit related life 
and accident and health or decreasing 
or level (in the case of single payment 
loans) term life insurance by licensed 
agents or brokers, as required; the sale 
of consumer oriented financial 
management courses; the servicing, for 
any person, of loans and other 
extensions of credit; the making, 
acquiring and servicing, for its own 
account and for the account of others, of 
extensions of credit to individuals 
secured by liens on residential or non- 
residential real estate; and the sale of 
mortgage life and mortgage disability 
insurance directly related to extensions 
of mortgage loans. The proposed service 
area of Citicorp Homeowners, Inc. shall 
be comprised of the entire state of 
Illinois for all the aforementioned 
activities. Credit related life, accident, 
and health insurance Company, an 
.affiliate of Citicorp Person-to-Person 
Financial Center, Inc., Citicorp Person- 
to-Person Financial Center of Illinois,
Inc. and Citicorp Homeowners, Inc.

2. Citicorp, New York, New York 
(consumer finance and credit-related 
insurance activities; Georgia): To 
expand the activities and service area of

an existing office of its subsidiary, 
Citicorp Person-to-Person Financial 
Center, Inc., located in Morrow, Georgia, 
and to establish a de novo office of 
Citicorp Homeowners, Inc. at the same 
Morrow, Georgia, location. The new 
activities in which the Citicorp Person- 
to-Person Financial Center, Inc. office 
proposes to engage de novo are: the 
making, acquiring and servicing, for its 
own account and for the account of 
others, of extensions of credit to 
individuals secured by liens on 
residential or non-residential real estate; 
and the sale of mortgage life and 
mortgage disability insurance directly 
related to extensions of mortgage loans. 
The proposed service area for the 
aforementioned proposed activities shall 
be comprised of the entire state of 
Georgia. Hie proposed expanded 
service area of Citicorp Person-to- 
Person Financial Center, Inc. shall be 
comprised of the entire state of Georgia 
for a portion of its previously approved 
activities, specifically, the making or 
acquiring of loans and other extensions 
of credit, secured or unsecured, for 
consumer and other purposes; the sale 
of credit related life and accident and 
health or decreasing or level (in the case 
of single payment loans} term life 
insurance by licensed agents or brokers, 
as required, the sale of consumer 
oriented financial management courses; 
and the servicing, for any person, of 
loans and other extensions of credit.
The activities in which the de novo 
office of Citicorp Homeowners, Inc. 
proposes to engage are: the making or 
acquiring of loans and other extensions 
of credit, secured or unsecured, for 
consumer and other purposes; the sale 
of credit-related life and accident and 
health or decreasing or level (in the case 
of single payment loans) term life 
insurance by licensed agents or brokers, 
as required; the sale of consumer 
oriented financial management courses; 
the servicing, for any person, of loans 
and other extensions of credit; the 
making, acquiring and servicing, for its 
own account and for the account of 
others, of extensions of credit to 
individuals secured by liens on 
residential or non-residential real estate; 
and the sale of mortgage life and 
mortgage disability insurance directly 
related to extensions of mortgage loans. 
The proposed service area of de novo 
office of Citicorp Homeowners, Inc. 
shall be comprised of the entire State of 
Georgia for all the aforementioned 
proposed activities. Credit related life, 
accident, and health insurance may be 
written by Family Guardian Life 
Insurance Company, an affiliate of 
Citicorp Person-to-Person Financial

Center, Inc. and Citicorp Homeowner, 
Inc. -

3. Citicorpr New York, New York 
(consumer finance and credit-related 
insurance activities; Louisiana): To 
expand the activities and service areas 
of three existing offices of its subsidiary, 
Citicorp Person-to-Person Financial 
Center, Inc. and to establish three de 
novo offices of Citicorp Homeowners, 
Inc. at the same locations. The new 
activities in which the offices of Citicorp 
Person-to-Person Financial Center, Inc. 
propose to engage de novo are: the 
making, acquiring and servicing, for its 
own account and for the account of 
others, of extensions of credit to 
individuals secured by liens on 
residential or non-residential real estate; 
and the sale of mortgage hfe and 
mortgage disability insurance directly 
related to extensions of mortgage loans. 
The proposed service area of each of the 
Citicorp Person-to-Person offices for the 
aforementioned proposed activities shall 
be comprised of the entire state of 
Louisiana. The proposed expanded 
service areas of the Citicorp Person-to- 
Person offices shall be the entire state of 
Louisiana for a portion of their 
previously approved activities, 
specificially, die making or acquiring of 
loans and other extensions of credit 
secured or unsecured, for consumer and 
other purposes; the extension of loans to 
dealers for the financing of inventory 
(floor planning) and working capital 
purposes; the purchasing and servicing 
for its own account of sales finance 
contracts; the sale of credit related life 
and accident and health or decreasing 
or level (in the case of single payment 
loans) term life insurance by licensed 
agents or brokers, as required; the sale 
of consumer oriented financial 
management courses; and the servicing, 
for any person, of loans and other 
extensions of credit. The activities in 
which the propose^! de novo offices of 
Citicorp Homeowners, Inc. will engage 
are: the making, acquiring, of loans and 
other extensions of credit, secured or 
unsecured, for consumer and other 
purposes; the sale of credit related life 
and accident and health or decreasing 
or level (in the case of single payment 
loans) term life insurance by licensed 
agents or brokers, as required; the sale 
of consumer oriented financial 
management courses; the servicing, for 
any person, of loans and other 
extensions of credit; the making, 
acquiring and servicing, for its own 
account and for the account of others, of 
extensions of credit to individuals 
secured by liens on residential or non- 
residential real estate; and the sale of 
mortgage life and mortgage disability
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entire state of Illinois for a portion of its 
previously approved activities, 
specifically, the making or acquiring of 
loans and other extensions of credit, 
secured or unsecured, for consumer and 
other purposes; the sale of credit related 
life and accident and health or 
decreasing or level (in the case of single 
payment loans) term life insurance by 
licensed agents or brokers. as required; 
the sale of consumer oriented financial 
management courses; and the servicing, 
for any person, of loans and other 
extensions of credit. The proposed 
expanded service area of the CPTP
Illinois office shall be the entire state of 
Illinois for a portion of its previously 
approved activities, specifically, the 
making or acquiring of loans and other 
extensions of credit, secured or 
unsecured, for consumer and other 
purposes; the sale of credit related life 
and accident and health or decreasing 
or level (in the case of single payment 
loans} term life insurance by licensed 
agents or brokers, as required: the 
extensions of Loans to dealers for the 
financing of inventory (floor planning) 
and working capital purposes: the sale 
of consumer oriented financial 
management courses: and the servicing, 
for any person. of loans and other 
extensions of credit The activities in 
which the proposed de novo office of 
Citicorp Homeowners, Inc. will engage 
are: the making or acquiring of loans 
and other extensions of credit, secured 
or unseClll'ed, for consumer and other 
purposes; the sale of credit related life 
and accident and health or decreasing 
or level (in the C8Be of single payment 
loans} term life insurance by licensed 
agents or brokers, as required; the sale 
of consumer oriented financial 
management courses; the servicing, fot 
any person, of loans and other 
extensions of credit: the making, 
acquiring and servicing, £or its own 
account and for the account of others, of 
extensions of credit to individuals 
secured by liens on residential or non
residential real estate; and the sale of 
mortgage life and mortgage disability 
insurance directly related to extensions 
of mortgage loans. The proposed service 
area of Citicorp Homeowners, Inc. shall 
be comprised of the entire state of 
Illinois for all the aforementioned 
activities. Credit related life, accident, 
and health insurance Company, an 
affiliate of Citicorp Person•to-Person 
Financial Center. Inc., CHicorp Person
to-Person Financial Center of Illinois, 
Inc. and Citicorp Homeowners, Inc. 

2. Citicorp. New York, New York 
(consumer finance and credit-related 
insurance activities; Georgia): To 
expand the activities and service area of 

an existing office of its subsidiary. 
Citicorp Person-to-Person Financial 
Center, Inc., located in Morrow, Georgia, 
and to establish a de novo offke of 
Citicorp Homeowners, Inc. a1 the same 
Morrow, Georgia, location. The new 
activities in which the Citicorp Person
to-Person Financial Center, Inc. office 
proposes to engage de novo are: the 
making, acquiring and servicing. for its 
own account and for the account of 
others, of extensions of credit to 
individuals secured by liens on 
residential or non-residential real estate; 
and the sale of mortgage life and 
mortgage disability insurance directly 
related to extensions of mortgage loans. 
The proposed service area !or the 
aforementioned proposed activities shall 
be comprised of the entire state of 
Georgia. The proposed expanded 
service area of Citicorp Person-to• 
Person Financial Center, Inc. shall be 
comprised of the entire state of Georgia 
for a portion of its previously approved 
activities, specifically, the making or 
acquiring of loans and other extensions 
of credit, secured or unsecured, for 
consumer and other purposes; the sale 
of credit related life and accident and 
health or decreasing or level (in the case 
of single payment loans) tenn life 
insurance by licensed agents or brokers, 
as required, the sale of consumer 
oriented financial management courses: 
and the servicing, for any person. of 
loans and other extensions of credit 
The activities in which the de novo 
office of Citicorp Homeowners, Inc. 
proposes to engage are: the making or 
acquiring of loans and other extensions 
of credit, secured or unsecured, for 
consumer and other purposes: the sale 
of credit-related life and accident and 
health or decreasing or level (in the case 
of single payment loans) term life 
insurance by licensed agents or brokers, 
as required: the sale of consumer · 
oriented financial management courses; 
the servicing, for any person, of loans 
and other extensions of credit; the 
making, acquiring and servicing, for its 
own account and for the account of 
others, of extensions of credit to 
individuals secured by liens on 
residential or non-residential real estate: 
and the sale of mortgage life and 
mortgage disability insurance directly 
related to extensions of mortgage loans. 
The proposed service area of de novo 
office of Citicorp Homeowners, Inc. 
shall be comprised of the entire State of 
Georgia for all the aforementioned 
proposed activities. Credit related life, 
accident. and health insurance may be 
written by Family Guardian Life 
Insurance Company, an affiliate of 
Citicorp Person-to-Person Financial 

Center, Inc. and Citicorp Homeowner, 
Inc. 

3. Citicorp, New York. New York 
(consumer finance and credit-related 
insurance activities; Louisiana}: To 
expand the activities and service areas 
of three existing offices of its subsidiary, 
Citicorp Person-to-Person Financial 
Center, Inc. and to establish three de 
novo offices of Citicorp Homeowners. 
Inc. at the same locations. The new 
activities in which the offices of Citicorp 
Person-to-Person Financial Center, Inc. 
propose to engage de novo are: the 
making, acquiring and servicing, for its 
own account and for the account of 
others, of extensions of credit to 
individuals secured by liens on 
residential or non-residential real estate: 
and the sale of mortgage life and 
mortgage disability insurance directly 
related to extensions of mortgage loans. 
The proposed service area of each of the 
Citicorp Person-to-Person offices for the 
aforementioned proposed activities shall 
be comprised of the entire state of 
Louisiana. The proposed expanded 
service areas of the Citicorp Person-to
Person offices shall be the entire state of 
Louisiana for a portion of their 
previously approved activities, 
specificially, the making or acquirill8 of 
loans and other extensions of credit. 
seco:red or unsecured, for consumer and 
other purposes: the extension of loans to 
dealers for the financing of inventory 
(floor planning} and working capital 
purposes: the purchasing and servicing 
for its own account of aales finance 
contracts; the sale of credit related life 
and accident and health or decreasing 
or level (in the case of single payment 
loans) tenn life insurance by licensed 
agents or brokers, es required; the sale 
of consumer oriented financial 
management courses; and the servicing, 
for any person, of loans and other 
extensions of credit. The activities in 
which the propose,:! de novo offices of 
Citicorp Homeowners, Inc. will engage 
are: the making, acquiring, of loans and 
other extensions of credit, secured or 
unsecured, for consumer and other 
purposes; the sale of credit related life 
and accident and health or decreasing 
or level (in the case of single payment 
loans) term life insurance by licensed 
agents or brokers, as required: the sal~ 
of consumer oriented financial 
management courses; the servicing, for 
any person. of loans and other 
extensions of credit: the making, 
acquiring and servicing, for Its own 
account and for the account of others, of 
extensions of credit to individuals 
secured by liens on residential or non
residential real estate; and the sale of 
mortgage life and mortgage disability 
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insurance directly related to extensions 
of mortgage loans. The proposed service 
areas of the de novo offices of Citicorp 
Homeowners, Inc. shall be comprised of 
the entire State of Louisiana for all the 
aforementioned activities. Credit related. 
life, accident, and health insurance may 
be written by Family Guardian Life 
Insurance Company, an affiliate of 
Citicorp Person-to-Person Financial 
Center, Inc. and Citicorp Homeowners, 
Inc. The aforementioned activities will 
be conducted from the following three 
locations: 9029 Mansfield Road, Suite 
103, Shreveport, Louisiana; 3621 
Veterans Memorial Boulevard, Metairie, 
Louisiana; Aurora Village, 4132 General 
DeGaulle Drive, New Orleans,
Louisiana.

4. Citicorp, New York, New York 
(consumer finance and credit-related 
insurance activities; Georgia and 
Florida): To expand the activities of an 
existing office of its subsidiary, Citicorp 
Person-to-Person financial Center of 
Florida, Inc., located in Jacksonville, 
Florida, and to establish a de novo office 
of Citicorp Homeowners, Inc. at the 
same Jacksonville, Florida, location. The 
activities to be engaged in at this 
location by Citicorp Person-to-Person 
Financial Center of Florida, Inc. and 
Citicorp Homeowners, Inc. will include: 
the making or acquiring of loans and 
other extensions of credit, secured or 
unsecured, for consumer and other 
purposes; the making, acquiring, and 
servicing for its own account and for the 
account of others, of extensions of credit 
to individuals secured by liens on 
residential or nonresidential real estate; 
the sale of credit related life and 
acciden) and health of decreasing or 
level (in the case of single payment 
loans) term life insurance by licensed 
agents or brokers, as required; the sale 
of mortgage life and mortgage disability 
insurance directly related* to extensions 
of mortgage loans; the sale of consumer 
oriented financial management courses; 
and the servicing, for any person, of 
loans and other extensions of credit.
The proposed service area of Citicorp 
Person-to-Person Financial Center of 
Florida, Inc. and Citicorp Homeowners, 
Inc. at this location shall be comprised 
of the entire states of Florida and 
Georgia for all the aforementioned 
activities. Apart from this notification, 
Citicorp Person-to-Person Financial 
Center of Florida, Inc. will also continue 
to engage in the previously approved 
activity of the sale of credit-related 
property and casualty insurance 
protecting real and personal property 
subject to a security agreement with 
Citicorp Person-to-Person, Inc., and to 
the extent permissible under applicable

state insurance laws and regulations in 
its previously approved service area of 
Georgia. Credit related life, accident, 
and health insurance may be written by 
Family Guardian Life Insurance 
Company, and affiliate of Citicorp 
Person-to-Person Financial Center of 
Florida, Inc. and Citicorp Homeowners, 
Inc.

5. Citicorp, New York, New York 
(consumer finance and credit-related 
insurance activities; Florida): To expand 
the activities and service area of an 
existing office of its subsidiary, Citicorp 
Person-to-Person Financial Center of 
Florida, Inc., located in Fort Lauderdale, 
Florida, and to establish a de novo office 
of Citicorp Homeowners, Inc. at the 
same Fort Lauderdale, Florida, location. 
The new activities in which the office of 
Citicorp Person-to-Person Financial 
Center of Florida, Inc. proposes to 
engage de novo are: the making, 
acquiring and servicing, for its own 
account and for the account of others, of 
extensions of credit to individuals 
secured by liens on residential or non
residential real estate; and the sale of 
mortgage life and mortgage disability 
insurance directly related to extensions 
of mortgage loans. The proposed service 
area for the de novo activities shall be 
comprised of the entire state of Florida. 
The proposed expanded service area of 
Citicorp Person-to-Person Financial 
Center of Florida, Inc. shall be 
comprised of the entire state of Florida 
for a portion of its previously approved 
activities, specifically, the sale of credit- 
related life and accident and health or 
decreasing or level (in the case of single 
payment loans) term life insurance by 
licensed agents or brokers, as required. 
The activities in which the de novo 
office of Citicorp Homeowners, Inc. 
proposes to engage are: the making or 
acquiring of loans and other extensions 
of credit, secured or unsecured, for 
consumer and other purposes; the 
making, acquiring, and servicing for its 
own account and for the account of 
others, of extensions of credit to 
individuals secured by liens or 
residential or nonresidential real estate; 
the sale of credit related life and 
accident and health or decreasing or 
level (in the case of single payment 
loans) term life insurance by licensed 
agents or brokers, as required; the sale 
of mortgage life and mortgage disability 
insurance directly related to extensions 
of mortgage loans; the sale of consumer 
oriented financial management courses; 
and the servicing, for any person, of 
loans and other extensions of credit. 
The proposed service area of the de 
novo office of Citicorp Homeowners, 
Inc. shall be comprised of the entire

state of Florida for all the 
aforementioned proposed activities. 
Credit related life, accident, and health 
insurance may be written by Family 
Guardian Life Insurance Company, and 
affiliate of Citicorp Person-to-Person 
Financial Center of Florida, Inc. and 
Citicorp Homeowners, Inc.

6. Citicorp, New York, New York 
(consumer finance and credit-related 
insurance activities; Florida): To expand 
the activities and service area of an 
existing office of its subsidiary, Citicorp 
Person-to-Person Financial Center of 
Florida, Inc., located in Tampa, Florida 
and to establish a de novo office of 
Citicorp Homeowners, Inc. at the same 
Tampa, Florida location. The new 
activities in which Citicorp Person-to- 
Person Financial Center of Florida, Inc. 
proposes to engage de novo are: the 
making, acquiring and servicing, for its 
own account and for the account of. 
others, of extensions of credit to 
individuals secured by liens on 
residential or non-residential real estate; 
and the sale of mortgage life and 
mortgage disability insurance directly 
related to extensions of mortgage loans. 
The proposed service area for the 
aforementioned proposed activities shall 
be comprised of the entire state of 
Florida. The proposed expanded service 
area of Citcorp Person-to-Person 
Financial Center shall be comprised of 
the entire state of Florida for a portion 
of its previously approved activities, 
specifically, the sale of credit-related life 
and accident and health or decreasing 
or level (in the case of single payment 
loans) term life insurance by licensed 
agents or brokers, as required. The 
activities in which the de novo office of 
Citicorp Homeowners, Inc. proposes to 
engage are: the making or acquiring of 
loans and other extensions of credit, 
secured or unsecured, for consumer and 
other purposes; the sale of credit related 
life and accident and health or 
decreasing or level (in the case of single 
payment loans) term life insurance by 
licensed agents or brokers, as required; 
the sale of consumer oriented financial 
management courses; the servicing, for 
any person, of loans and other 
extensions of credit; the making, 
acquiring and servicing, for its own 
account and for the account of others, of 
extensions of credit to individuals 
secured by liens on residential or non
residential real estate; and the sale of 
mortgage life and mortgage disability 
insurance directly related to extensions 
of mortgage loans. The proposed service 
area of the de novo office of Citicorp 
Homeowners, Inc. shall be comprised of 
the entire State of Florida for all the 
aforementioned proposed activities.
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insurance directly related to extensions 
of mortgage loans. The proposed service 
areas of the de novo of£ices of Citicorp 
Homeowners, Inc. shall be comprised of 
the entire State of Louisiana for all the 
aforementioned activities. Credit related 
life. accident, and health insurance may 
be wrillen by Family Guardian Life 
Insurance Company, an affiliate of 
Citicorp Person-to-Person Financial 
Center, Inc. and Citicorp Homeowners. 
Inc. The aforementioned itctivities will 
be conducted from the following three 
locations: 9029 Mansfield Road, Suite 
103, Shreveport, Louisiana; 3621 
Veterans Memorial Boulevard, Metairie, 
Louisiana; Aurora Village, 4132 General 
DeGaulle Drive. New Orleans, 
Louisiana. 

4. Citicorp, New York, New York 
(consumer finance and credit-related 
insurance activities; Georgia and 
Florida): To expand the activities of an 
existing office of its subsidiary, Citicorp 
Person-to-Person Financial Center of 
Florida, lnc., located in Jacksonville. 
Florida, and to establish a de novo office 
of Citicorp Homeowners, Inc. at the 
same Jacksonville, Florida, location. The 
activities to be engaged in at this 
location by Citicorp Person-to-Person 
Financial Center of Florida, Inc. and 
Citicorp Homeowners, Inc. will include: 
tho making or acquiring of loans and 
other extensions of credit, secured or 
unsecured, for consumer and other 
purposes; the making, acquiring, and 
servicing for its own account and for the 
account of others, of extensions of credit 
to individuals secured by liens on 
residential or nonresidential real estate; 
the sale of credit related life and 
accident and health of decreasing or 
level (in the case of single payment 
loans) term life insurance by licensed 
agents or brokers, as required; the sale 
of mortgage life and mortgage disability 
insurance directly related·to extensions 
of mortgage loans; the sale of consumer 
oriented financial management courses; 
and the servicing, for any person, of 
loans and other extensions of credit. 
The proposed service area of Citicorp 
Person-to-Person Financial Center of 
Florida, Inc. and Citicorp Homeowners, 
Inc. at this location shall be comprised 
of the entire states of Florida and 
Georgia for all the aforementioned 
activities. Apart from this notification, 
Citicorp Person-to-Person Financial 
Center of Florida, Inc. will also continue 
to engage in the previously approved 
activity of the sale of credit-related 
property and casualty insurance 
protecting real and personal property 
subject to a security agreement with 
Citicorp Person-to-Person, Inc., and to 
the extent permissible under applicable 

state insurance laws and regulations in 
its previously approved service area of 
Georgia. Credit related life. accident, 
and health insurance may be written by 
Family Guardian Life Insurance 
Company, and affiliate of Citicorp 
Person-to-Person Financial Center of 
Florida, Inc. and Citicorp Homeowners, 
Inc. 

5. Citicorp, New York. New York 
(consumer finance and credit-related 
insurance activities; Florida): To expand 
the activities and service area of an 
existing office of its subsidiary, Citicorp 
Person-to-Person Financial Center of 
Florida, Inc., located in Fort Lauderdale, 
Florida, and to establish a de novo office 
of Citicorp Homeowners, Inc. at the 
same Fort Lauderdale, Florida, location. 
The new activities in which the office of 
Citicorp Person-to-Person Financial 
Center of Florida, Inc. proposes to 
engage de novo are: the making, 
acquiring and servicing, for its own 
account and for the account of others, of 
extensions of credit to individuals 
secured by liens on residential or non
residential real estate; and the sale of 
mortgage life and mortgage disability 
insurance directly related to extensions 
of mortgage loans. The proposed service 
area for the de novo activities shall be 
comprised of the entire state of Florida. 
The proposed expanded service area of 
Citicorp Person-to-Person Financial 
Center of Florida, Inc. shall be 
comprised of the entire state of Florida 
for a portion of its previously approved 
activities. specifically, the sale of credit
related life and accident and health or 
decreasing or level (in the case of single 
payment loans) term life insurance by 
licensed agents or brokers, as required. 
The activities in which the de novo 
office of Citicorp Homeowners, Inc. 
proposes to engage are: the making or 
acquiring of loans and other extensions 
of credit, secured or unsecured, for 
consumer and other purposes; the 
making, acquiring, and servicing for its 
own account and for the account of 
others, of extensions of credit to 
individuals secured by liens or 
residential or nonresidential real estate; 
the sale of credit related life and 
accident and health or decreasing or 
level (in the case of single payment 
loons) term life insurance by licensed 
agents or brokers, as required; the sale 
of mortgage life and mortgage disability 
insurance directly related to extensions 
of mortgage loans; the sale of consumer 
oriented financial management courses; 
and the servicing, for any person, of 
loans and other extensions of credit. 
The proposed service area of the de 
novo office of Citicorp Homeowners, 
Inc. shall be comprised of the entire 

state of Florida for all the 
aforementioned proposed activities. 
Credit related life, accident. and health 
insurance may be written by Family 
Cuardi ... n Life Insurance Company. and 
affiliate of Citicorp Person-to-Person 
Financial Center of Florida, Inc. and 
Citicorp Homeowners, Inc. . 

6. Citicorp, New York, New York 
(consumer finance and credit-related 
insurance activities: Florida): To expand 
the activities and service area of an 
existing office of its subsidiary, Citicorp 
Person-to-Person Financial Center of 
Florida, Inc .• located in Tampa, Florida 
and to establish a de novo office of 
Citicorp Homeowners, Inc. at the same 
Tampa, Florida location. The new 
activities in which Citicorp Person-to
Person Financial Center of Florida, Inc. 
proposes to engage de novo are: the 
making. acquiring and servicing, for its 
own account and for the account of. 
others, of extensions of credit to 
individuals secured by liens on 
residential or non-residential real estate: 
and the sale of mortgage life and 
mortgage disability insurance directly 
related to extensions of mortgage loans. 
The proposed service area for the 
aforementioned proposed activities shall 
be comprised of the entire state of 
Florida. The proposed expanded service 
area of Citcorp Person-to-Person 
Financial Center shall be comprised of 
the entire state of Florlda for a portion 
of its previously approved activities, 
specifically, the sale of credit-related life 
and accident and health or decreasing 
or level (in the case of single payment 
loans) term life insurance by licensed 
agents or brokers, as required. The 
activities in which the de novo office of 
Citicorp Homeowners, Inc. proposes to 
engage are: the making or acquiring of 
loans and other extensions of credit, 
secured or unsecured, for consumer and 
other purposes; the sale of credit related 
life and accident and health or 
decreasing or level (in the case of single 
payment loans) term life insurance by 
licensed agents or brokers, as required; 
the sale of consumer oriented financial 
management courses: the servicing, for 
any person, of loans and other 
extensions of credit; the making, 
acquiring and servicing, for its own 
account and for the account of others, of 
extensions of credit to individuals 
secured by liens on residential or non• 
residential real estate; and the sale of 
mortgage life and mortgage disability 
insurance directly related to extensions 
of mortgage loans. The proposed service 
area of the de novo office of Citicorp 
Homeowners. Inc. shall be comprised of 
the entire State of Florida for all the 
aforementioned proposed activities. 

Case: 20-71433, 09/29/2020, ID: 11841671, DktEntry: 19-2, Page 53 of 286
(238 of 1491)



Federal Register /  Voi. 47, No. 125 /  Tuesday, June 29, 1982 /  Notices 28141

Credit related life, accident and health 
insurance may be written by Family 
Guardian Life Insurance Company, an 
affiliate of Citicorp Person-to-Person 
Financial Center of Florida, Inc. and 
Citicorp Homeowners, Inc.

7. Citicorp, New York, New York 
(consumer finance and credit-related 
insurance activities; Kansas and 
Missouri): To expand the activities and 
service area of an existing office of its 
subsidiary, Citicorp Person-to-Person 
Financial Center, Inc., located in 
Overland Parìe, Kansas, and to establish 
a de novo office of Citicorp 
Homeowners, Inc. at the same Overland 
Parìe, Kansas, location. The new 
activities in which the Citicorp Person- 
to-Person Financial Center,. Inc. office 
proposes to engage de novo are: the 
making, acquiring and servicing, for its 
own accountant and for the account of 
others, of extensions of credit to 
individuals seemed by liens on 
residential or non-residentiai real estate; 
and the sale of mortgage life and 
mortgage disability insurance directly 
related to extensions of mortgage loans. 
The proposed service area for the 
aforementioned proposed activities shall 
be comprised of the entire states of 
Kansas and Missouri. The proposed 
expanded service areas of the Citicorp 
Person-to-Person Financial Center, Inc. 
office shall be the entire states of 
Kansas and Missouri for a portion of its 
previously approved activities, 
specifically, the making or acquiring of 
loans and other extensions of credit, 
secured or unsecured, for consumer and 
other purposes; the sale of credit related 
life and accident and health or 
decreasing o? level (in the case of single 
payment loans) term life insurance by 
licensed agents or brokers, as required; 
the sale of consumer oriented financial 
management courses; and the servicing, 
for any person, of loans and other 
extensions of credit. The activities in 
which the proposed de novo office of 
Citicorp Homeowners, Inc. will engage 
are: the making or acquiring of loans 
and- other extensions of credit, secured 
or unsecured, for consumer and other 
purposes; the sale of credit related life 
and accident and health or decreasing 
or level (in the case of single payment 
loans) term life insurance by licensed 
agents or brokers, as required; the sale 
of consumer oriented financial 
management courses; the the servicing, 
for any person, of loans and other 
extensions of credit; the making, 
acquiring and servicing, for its own 
account and for the account of others, of 
extensions of credit to individuals 
secured by liens on residential or non- 
residential real estate; and the sale of

mortgage life and mortgage disability 
insurance directly related to extensions 
of mortgage loans. The proposed service 
area of Citicorp Homeowners, Inc. shall 
be comprised of the entire States of 
Kansas and Missouri for all the 
aforementioned activities. Credit related 
life, accident, and health insurance may 
be written by Family Guardian Life 
Insurance Company, an affiliate of 
Citicorp Person-to-Person Financial 
Center, Inc. and Citicorp Homeowners, 
Inc.

Board of Governors of the Federal Reserve 
System, June 23,1982.
Delores S. Smith,
Assistant Secretary o f the Board.
[FR Doc. 82-17498 Filed 6-28-82; 8:4S am}
BILLING CODE 6210-01-M

DEPARTMENT OF HEALTH AND 
HUMAN SERVICES

Food and Drug Administration

[Docket NO. 82N-0162J

Proposed Recommendations to the 
Drug Enforcement Administration 
Regarding the Scheduling Status of 
Marihuana and Its Components and 
Notice of a Public Hearing
AGENCY: Food and Drug Administration. 
a c t io n : Notice.

s u m m a r y : The Food and Drug 
Administration (FDA) announces (1) its 
proposed recommendations, including 
scientific and medical evaluations, on 
the appropriate scheduling of marihuana 
plant materials under the Controlled 
Substances Act and. (2) that the 
proposed recommendations will be the 
subject of a public legislative-type 
hearing to be held on September 16,
1982. The proposed recommendations 
are published to give interested persons 
the opportunity to comment on the 
recommendations and on the scientific 
and medical evaluations. FDA will 
consider these comments as well as the 
information gathered from the public 
hearing in preparing its final 
recommendations and scientific and 
medical evaluations of the marihuana 
plant materials before transmitting them 
to the Assistant Secretary for Health, 
Department of Health and Human 
Services (DHHS). The Assistant 
Secretary for Health is responsible for 
making the DHHS recommendation to 
the Drug Enforcement Administration 
(DEA).
D A TES: Comments on the proposed 
recommendations by October 1,1982. 
Notice of participation in the public

Hearing by August 27,1982. Public 
hearing to be held September 16,1982. 
ADDRESSES: Written comments on the 
proposed recommendations to the 
Dockets Management Branch (HFA- 
305), Food and Drug Administration, Rm. 
4-62, 5600 Fishers Lane, Rockville, MD 
20857. Written or oral notice of 
participation along with the text or 
comprehensive outline.to the Division of 
Neuropharmacological Drug Products 
(HFD-120), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857, 301-443-3800.
FOR FURTHER INFO RM ATION CONTACT: 
Edwin V. Dutra, Jr., Bureau of Drugs 
(HFD-30), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857, 301-443-649Q. 
SUPPLEMENTARY INFO RM ATION:

I. Background
The plant, Cannabis saliva, commonly 

known as marihuana, contains hundreds 
of chemical compounds. Sixty-one of the 
chemicals that have been identified in 
the plant—the cannabinoids—are 
specific to connabis. Ten are now 
routinely quantified in identifying 
cannabis samples (Ref. 1).

The major psychoactive ingredient 
contained in the marihuana plant is 
delta-9-tetrahydrocannabinol (THC). 
THC content in cannabis plants varies 
not only among the different parts of a 
single plant (flowers, leaves, stems, 
seeds, etc.), but also at different stages 
of development of the same part of a 
single plant. The geographic location in 
which the plant is grown and the time of 
day at which the plant is harvestechalso 
affect THC content

The variability of THC content in 
natural plant material tends to render 
the marihuana plant resin, leaves, and 
seeds difficult substances for precise 
scientific investigation, and scientific 
and medical evaluations have therefore 
focused primarily on THC itself, and its 
immediate synthetic precursor, 
cannabidiol.

Nonetheless, marihuana itself is 
currently under investigation in the 
United States as an agent useful in, 
among other purposes, the control of 
nausea and vomiting from cancer 
chemotherapy, in the reduction of the 
vision-destroying increase in intraocular 
pressure which occurs in open-angle 
glaucoma, and in the reduction of 
muscular spasticity in certain neurologic 
diseases (Ref. 1).

Cannabis, cannabis resin, cannabis 
extracts, and tinctures of cannabis are 
controlled in Schedule I of the 1961 
Single Convention on Narcotic Drugs 
(Single Convention), to which the United
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Credit related life, accident, and health 
insurance may be written by Family 
Guardian Llfe lnsunmce Company, an 
affiliate of Citicorp Person-to-Person 
Financial Center of Florida. Inc. and 
Citicorp Homeowners, Inc. 

7. Citicorp, New York, New York 
(consumer finance end credit-related 
insurance activities; Kansas and 
Missouri): To expand the activities ai:td 
service area of an existing office of its 
subsidiary, Citicorp Person-to-Person 
Financial Center, Inc., located in 
OverJand Park. t.:ansas, and to establish 
a de novo office of Clticorp 
Homeowners, Inc. at the same Overland 
Park, Kansas, location. The new 
activities in which the Citicorp Person
to-Person Financial Center, htc. office 
proposes to engage de nova are: lhe 
makillg. acquiring and servicing, for its 
own accountant and for the account of 
others, of extensiDns of credit to 
individuals secured by liens on 
residential or non-residential real estate; 
and the sale of mortgage life and 
mortgage disability insurance directly 
related to extensions of mortgage loans. 
The proposed service area for the 
aforementioned proposed activities shall 
be comprised of the entire states of 
Kansas and Missouri. The proposed 
expanded service areas of the Citicorp 
Person-to-Person Financial Center, Inc. 
office shall be the entire states of 
Kansas and Missouri for a portion of its 
previously approved activities, 
specifically, the making or acquiring of 
loans and other extension& o[credit, 
secured or unsecured, for consumer and 
other purposes; the sale of credit related 
life and accident and health or 
decreasing or level (in the case of single 
payment loans) term life insurance by 
licensed agents or brokers, as required; 
the sale of consumer oriented financial 
management courses; and tlte servicing, 
for any person, of loans and other 
extensions of crediL The activities in 
which the proposed de novo office of 
Citicorp Homeowners. Inc. will engage 
are: the making or acquiring of loans 
and other extensions of credit, secured 
or Wlsecured. for consumer and other 
purposes: the sale of credit related life 
and accident and health or decreasing 
or level (in the case of single payment 
loans) term life insurance by licensed 
agents or brokers, as required: the sale 
of consumer oriented financial 
management courses: the the servicing, 
for any person. of loans and other 
extensions or credit; the making, 
acquiring and servicing. for its own 
account and for the account of others, of 
extensions of credit to individuals 
secured by liens on residential or non
residential real estate: and the sale of 

mortgage life and mortgage disability 
Insurance directly related to extension& 
of mortgase loans. The proposed service 
area of Citicorp Homeowners. Inc. shall 
be comprised of the entire States of 
Kansas and Missouri for all the 
aforementioned activities. Credit related 
life, accident, and health insurance may 
be written by Family Guardian We 
Insurance Company, an affiliate of 
Citicorp Person-to-Person Financial 
Center, Ine- and Citicorp Homeowners, 
Inc. 

Board of Governor& ol the Federal ReM!'Ve 
System. June 23, 1982. 
Delore9S.Smilh, 
Assistant Secretary of the Board. 
[PR Doc. 8Z-m911 Plied &-2&-SZ; 8o4S amj 
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DEPARTMENT OF HEAL TH AND 
HUMAN SERVICES 

Food and Drug Administration 

[Docket No. 82N-Of62J 

Proposed Recommendations to the 
Drug Enforcement Administration 
Regarding the Scheduling Status of 
Marlhuana and Its Components and 
Notice of a Public Hearing 

AGENCY: Food and Drug Administration. 
ACTION: Notice. 

SUMMARY: The Food and Drug 
Administration [FDA) announces (1) its 
proposed recommendations, including 
scientific and medical evaluations, on 
the appropriate scheduling or marihuana 
plant materials under the Controlled 
Substances Act and (Z) that the 
proposed recommendations will be the 
subject of a public legislative-type 
hearing to be held on September 16, 
1982. The proposed recommendations 
are published to give interested persons 
the opportunity to comment on the 
recommendations and on the scientific 
and medical evaluations. FDA will 
consider these comments as well as the 
infonnation gathered from the public 
hearing in preparing its final 
recommendations and scientific and 
medical evaluations of the marihuana 
plant materials before transmitting them 
to the Assistant Seaetary for Health, 
Department of Health and Human 
Services (DHHS). The Assistant 
Secretary for Health is responsible for 
making the 0HttS recommendation to 
the Drug Enforcement Administration 
(DEA). 

DATES: Comments on the proposed 
recommendations by October 1, 1982. 
Notice of participation in the public 

hearing by August 27, 198Z. Public 
hearing to be held September 16. 19S2. 

ADDRESSES: Written. comment:a on the 
proposed recommendations to the 
Dockets Man.igement Branch (HFA-
305), Food and Drug Administration. Rm. 
4-62, 5600 Fishers Lane. Rockville, MD 
20857. Written or oral notice of 
participation along with the text or 
comprehensive outline. to the Division of 
Neurophannacological Drug Products 
(HFD-lZO), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857, 301--443-3800. 

FOR FURTHER INFORMATION CONTACT: 
Edwin V. Dutra, Jr., Bureau of Drugs 
(HF0-30), Food and Drug 
Administration, 5600 Fishers Lane, 
Rockville, MD 20857, 301~3-6490. 
SUPPLEMENlARV INFORMATION: 

I. Background 
The plant, Cannabis saliva. commonly 

known as marihuana, contains hundreds 
of chemical compounds. Sixty-one of the 
chemicals that have been idenufied in 
the plant-the cannabinoids-are 
specific to connabis. Ten are now 
routinely quantified in identifying 
cannabis samples (Ref. 1 ). 

The major psychoactive ingredient 
contained in the marihuana plant i.s 
delta-9-tetrahydrocannabinol (THC). 
THC content in cannabis plants varies 
not only amOlJi the different parts of a 
single plant (flowers, leaves, stems. 
seeds. etc.). but also at different stages 
of development of the same part of a 
single plant. The geographic location in 
which the plant is grown and the time of 
day at which the plant Is harvested also 
affect THC content 

The variability of THC content in 
natural plant material tends to render 
the marihuana plant, resin. leaves, and 
seeds difficult substances for precise 
scientific investigation. and scientific 
and medical evaluations have therefore 
focused primarily on THC itself, and its 
immediate synthetic precursor, 
cannabidiol. 

Nonetheless. marihuana itself ls 
currently under investigation in the 
United States as an agent useful in, 
among other purposes, the control of 
nausea and vomiting from cancer 
chemotherapy, in the reduction of the 
vision-destroying increase in intraocular 
pressure which occurs in open-angle 
glaucoma. and in the reduction of 
muscular spasttcity in certain neurologic 
diseases (Ref. 1). 

Cannabis. cannabis resin. cannabis 
extracts. and tinctures of cannabis are 
controlled in Schedule I of the 1961 
Single Convention on Narcotic Drugs 
(Single Convention). to wbi.ch the United 
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States is a party. Schedule I is the most 
restrictive schedule in the Single 
Convention with mandated regulatory 
controls. Schedule I also includes 
heroin, morphine, and cocaine. Its major 
controls are import/export permits, 
quotas, prescriptions, and prevention of 
drug stockpiling and accumulations. In 
addition, cannabis and cannabis resin 
are controlled concurrently in Schedule 
IV of the Single Convention. Schedule
IV is best described as a “Super 
Schedule I” because it highlights the 
need for additional controls to be placed 
on certain drugs scheduled concurrently 
in Single Convention Schedule I. Heroin 
is the prototype for drugs in this 
schedule. The drugs in Schedule IV of 
the Single Convention are considered 
particularly dangerous and lack 
demonstrated therapeutic value. 
Although Schedule IV drugs are not 
subject to specific additional controls 
under the Single Convention, the treaty 
calls upon individual countries to use 
discretion in imposing whatever 
additional controls are necessary to 
protect the public health, including, if 
appropriate, a prohibition on production 
and trade. The Single Convention 
requires the United States to impose 
certain domestic controls on the 
marihuana plant materials listed above. 
The United States carries out these 
responsibilities under the Controlled 
Substances Act (CSA) (21 U.S.C. 801 et 
seq.).

In 1970 Congress enacted the CSA, 
establishing control schedules I through
V (21 U.S.C. 812(b) (1) through (5)). 
Congress placed marihuana in schedule 
I of the CSA, the classification providing 
for the most stringent domestic controls. 
See 21 U.S.C. 812. The findings required 
for schedule I drugs or substances are: 
high potential for abuse; no currently 
accepted medical use in treatment in the 
United States; and lack of accepted 
safety for use under medical 
supervision. The major schedule I 
controls are: limitation of dispensing to 
research use only; the requirement of 
separate recordkeeping; and limitation 
of the amounts produced during a given 
calendar year, i.e., quotas.

The CSA contains procedures by 
which changes in scheduling can be 
effected (21 U.S.C. 811(a)) including “on 
petition of any interested person”. In 
May 1972, the National Organization for 
the Reform of Marijuana Laws (NORML) 
petitioned the Bureau of Narcotics and 
Dangerous Drugs (now the Drug 
Enforcement Administration, DEA) 
under section 201(a) of the CSA (21 
U.S.C. 811(a)) to remove marihuana and 
its components from control under the 
CSA or to move marihuana and its

components to a less restrictive 
schedule. DEA denied NORML’s 
requests (37 FR18097; September 1,
1972). NORML appealed the denial to 
the United States Court of Appeals for 
the District of Columbia Circuit, and, in 
NORML v. Ingersoll, 497 F.2d 654 (D.C. 
Cir. 1974), the court ordered DEA to hold 
hearings and reconsider the NORML 
petition on the basis of evidence 
introduced at the hearings. Following 
these hearings, DEA again denied the 
NORML petition and ruled that the 
substances at issue would remain in 
CSA schedule I (40 FR 44164; September 
25,1975). NORML appealed the second 
denial and the court remanded the 
petition to DEA with instructions to 
refer it to the Secretary of DHHS for 
medical and scientific findings and 
recommendations for rescheduling. 
NORML v. DEA, 559 F.2d 745, 750 (D.C. 
Cir. 1977). The court directed the 
Secretary of DHHS to make evaluations 
and recommendations for each of the 
following cannabis materials:
“cannabis” and “cannabis resin” 
(minimum control—CSA II); cannabis 
leaves (minimum control—USA V); 
cannabis seeds capable of germination 
(minimum control—CSA V); synthetic 
tetrahydrocannabinol (THC) (no 
minimum control under CSA). The 
“minimum controls” schedules are the 
least restrictive domestic schedules 
consistent with the treaty obligations 
under the Single Convention on Narcotic 
Drugs, 1961, as interpreted by the court. 
THC was not listed by the court as 
having a minimum domestic schedule 
because THC is not controlled under the 
Single Convention. (THC is subject to 
control under the Psychotropic 
Convention, however, and thus is 
subject to control under the CSA.)

In addition, the court directed DEA to 
comply with the rulemaking procedures 
in 21 U.S.C. 811 (a) and (b) after it 
received the Secretary’s evaluation and 
recommendation.

In June 1977, DEA referred the 
NORML petition to the Secretary of the 
Department of Health, Education, and 
Welfare (now DHHS). FDA’s Controlled 
Substances Advisory Committee 
(CSAC) considered the NORML petition 
in November 1977 and March 1978. The 
CSAC (now the Drug Abuse Advisory 
Committee (DAAC)) recommended that 
the marihuana plant materials remain in 
CSA scheule I and that THC and 
cannabidiol be rescheduled to CSA 
schedule II. by letter dated June 4,1979, 
the Secretary recommended that all 
these substances remain in schedule I. 
The advisory committee’s rationale for 
recommending placing THC and 
cannabidiol in Schedule II was that it
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would facilitate research on the 
substances. The Secretary concluded, 
however, that facilitation of research 
was not relevant to any of the 
scheduling criteria established by the 
statute and, therefore, was not an 
appropriate basis for a scheduling 
recommendation.

In the Federal Register of June 20,1979 
(44 FR 36123), DEA denied NORML’s 
petition and denied a request for hearing 
on the ground that there was lack of 
substantial evidence to support lesser 
control of the substances that are the 
subject of NORML’s petition.

NORML petitioned the Court of 
Appeals for review of DEA’s final order 
denying the petition. On October 16,
1980, the court ordered that the case be 
remanded to DEA and that DEA refer all 
the substances at issue to DHHS for 
scientific and medical findings and 
recommendations on scheduling. The 
court directed that the DHHS review 
take into acount new evidence _ 
concerning medical use of the 
substances at issue. NORML v. DEA 
and HEW, No. 79-1660 (D.C. Cir., 
October 16,1980). On April 22,1981,
DEA referred the NORML petition to 
DHHS for review. DHHS Has adopted 
the following procedures in making the 
evaluations and scheduling 
recommendations for cannabis- 
containing substances (a separate 
procedure applies to THC, see 47 FR 
10080, March 9,1982):

1. Review by FDA of evidence 
concerning the uses of those substances, 
including comment from other 
appropriate units in DHHS.

2. Publication of the proposed 
scientific and medical evaluations and 
Scheduling recommendations in this 
Federal Register notice for public 
comment.

3. The holding of a legislative-type 
hearing under 21 CFR Part 15 on the 
proposed findings and recommendations 
(see details below in Part IV).

4. Consideration of the comments 
received as a result of the Federal 
Register notice and consideration of the 
pertinent information generated by the 
hearing in preparing FDA’s findings and 
recommendations for the Assistant 
Secretary for Health.

5. Review of the evaluations and 
recommendations by the Assistant 
Secretary for Health and transmittal to 
DEA.
II. Scheduling Recommendation

FDA proposes to recommend to the 
Assistant Secretary for Health that the 
marihuana plant materials that are the 
subject of the NORML petition remain in 
schedule I.
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States is a party. Schedule I is the most 
restrictive schedule in the Single 
Convention with mandated regulalory 
controls. Schedule l also includes 
heroin, morphine, and cocaine. Its major 
controls are import/export permits, 
quotas, prescriptions, and prevention of 
drug stockpiling and accumulations. In 
addition, cannabis and cannabis resin 
are controlled concurrently in Schedule 
IV of the Single Convention. Schedule 
IV is best described as a "Super 
Schedule I" because it highlights the 
need for additional controls to be placed 
oo certain drugs scheduled concurrently 
in Single Convention Schedule I. Heroin 
is the prototype for drugs in this 
schedule. The drugs in Schedule IV of 
the Single Convention are considered 
particularly dangerous and lack 
demonstrated therapeutic value. 
Al though Schedule IV drugs are not 
subject to specific additional controls 
under the Single Convention, the treaty 
calls upon individual countries to use 
discretion in imposing whatever 
additional controls are necessary to 
protect the public health, including, if 
appropriate, a prohibition on production 
and trade. The Single Convention 
requires the United States to impose 
certain domestic controls on the 
marihuana plant materials listed above. 
The United States carries out these 
responsibilities under the Controlled 
Substances Act (CSA) (21 U.S.C. 801 et 
seq.). 

In 1970 Congress enacted the CSA, 
establishing control schedules I through 
V (21 U.S.C. 812(b) (1) through (5)). 
Congress placed marihuana in schedule 
I of the CSA, the classification providing 
for the most stringent domestic controls. 
See 21 U.S.C. 812. The findings required 
for schedule I drugs or substances are: 
high potential for abuse; no currently 
accepted medical use in treatment in the 
United States; and lack of accepted 
safety for use under medical 
supervision. The major schedule I 
controls are: limitation of dispensing to 
research use only; the requirement of 
separate 1ecordkeeping; and limitation 
of the amounts produced during a given 
calendar year, i.e., quotas. 

The CSA contains procedures by 
which changes in scheduling can be 
effected (21 U.S.C. 811(a)) including "on 
petition of any interested person". In 
May 1972, the National Organization for 
the Reform of Marijuana Laws (NORML) 
petitioned the Bureau of Narcotics and 
Dangerous Drugs (now the Drug 
Enforcement Administration. DEA) 
under section 201(a) of the CSA {21 
U.S.C. 811(a)) to remove marihuana and 
its components from control under the 
CSA or to move marihuana and its 

components to a less restrictive 
schedule. DEA denied NORML's 
requests (37 FR 18097; September 1, 
1972). NORML appealed the denial lo 
the United States Court of Appeals for 
the District of Columbia Circuit, and, in 
NORML v. Ingersoll, 497 F.2d 654 (D.C. 
Cir. 1974), the court ordered DEA to hold 
hearings and reconsider the NO.R.\,fL 
petition on the basis of evidence 
introduced at the hearings. Following 
these hearings, DEA again denied the 
NORML petition and ruled that the 
substances at issue would remain in 
CSA schedule I (40 FR 44164; September 
25, 1975). NORML appealed the second 
denial and the court remanded the 
petition to DEA with instructions to 
refer it to the Secretary of DHHS for 
medical and scientific findings and 
recommendations for rescheduling. 
NORML v. DEA, 559 F.2d 745, 750 (D.C. 
Cir. 1977). The court directed the 
Secretary of DHHS to make evaluations 
and recommendations for each of the 
following cannabis materials: 
"cannabis" and "cannabis resin" 
(minimum control-CSA II); cannabis 
leaves (minimum control-CSA V); 
cannabis seeds capable of germination 
(minimum control-CSA V); synthetic 
tetrahydrocannabinol (THC) (no 
minimum control under CSA). The 
"minimum controls" schedules are the 
least restrictive domestic schedules 
consistent with the treaty obligations 
under the Single Convention on Narcotic 
Drugs, 1961, as interpreted by the court. 
THC was not listed by the court as 
having a minimum domestic schedule 
because THC is not controlled under the 
Single Convention. (THC is subject to 
control under the Psychotropic 
Convention, however, and thus is 
subject to control under the CSA.) 

In addition, the court directed DEA to 
comply with the rulemaking procedures 
in 21 U.S.C. 811 (a) and {b) after it 
received the Secretary's evaluation and 
recommendation. 

In June 1977, DEA referred the 
NORML petition to the Secretary of the 
Department of Health. Education, and 
Welfare (now DHHS). FDA's Controlled 
Substances Advisory Committee 
(CSAC) considered the NORML petition 
in November 1977 and March 1978. The 
CSAC (now the Drug Abuse Advisory 
Committee (DAAC)} recommended that 
the marihuana plant materials remain in 
CSA scheule I and that THC and 
cannabidiol be rescheduled to CSA 
schedule Il. by letter dated June 4, 1979, 
the Secretary recommended that all 
these substances remain in schedule I. 
The advisory committee's rationale for 
recommending placing THC and 
cannabidiol in Schedule II was that it 

would facilitate research on the 
substances. The Secretary concluded, 
however, that facilitation of research 
was not relevant to any of the 
scheduling criteria established by the 
statute and, therefore, was not an 
appropriate basis for a scheduling 
recommendation, 

In the Federal Register of June 20, 1979 
(44 FR 36123), DEA denied NOR,"11.'s 
petition and denied a request for hearing 
011 the ground that there was lack of 
substantial evidence to support lesser 
control of the substances that are the 
subject of NORML's petition. 

NORML petitioned the Court of 
Appeals for review of DEA's final order 
denying the petition. On October 16, 
1980, the court ordered that the case be 
remanded to DEA and that DEA refer all 
the substances at issue to DHHS for 
scientific and medical findings and 
recommendations on scheduling. The 
court directed that the DHHS review 
take into acount new evidence 
concerning medical use of the 
substances at issue. NORML v. DEA 
and HEW. No. 79-1660 (D.C. Cir., 
October 16, 1980). On April 22, 1981, 
DEA referred the NORML petition to 
DHHS for review. DHHS Has adopted 
the following procedures in making the 
evaluations and scheduling 
recommendations for cannabis
containing substances (a separate 
procedure applies to THC, see 47 FR 
10080, March 9, 1982): 

1. Review by FDA of evidence 
concerning the uses of those substances, 
including comment from other 
appropriate units in DHHS. 

2. Publication of the proposed 
scientific and medical evaluations and 
scheduling recommendations in this 
Federal Register notice for public 
comment. 

3. The holding of a legislative-type 
hearing under 21 CFR Part 15 on !he 
proposed findings and recommendations 
[see details below in Part IV). 

4. Consideration of the comments 
received as a result of the Federal 
Register notice and consideration of the 
pertinent information generated by the 
hearing in preparing FDA's findings and 
recommendations for the Assistant 
Secretary for Health. 

5. Review of the evs.luations and 
recommendations by the Assistant 
Secretary for Health and transmittal to 
DEA. 

D. Scheduling Recommendation 

FDA proposes to recommend lo the 
Assistant Secretary for Health that the 
marihuana plant materials that are the 
subject of the NORML petilion remain in 
schedule I. 
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FDA notes that the ultimate 
determination of the scheduling status of 
the marihuana plant materials under the 
CSA will be influenced not only by the 
results of these proceedings but also by 
U.S. treaty obligations under the Single 
Convention as interpreted by the court 
in NORML v. DEA. In NORML v. DEA, 
the court found that the Single 
Convention prescribes different controls 
for various parts of the marihuana or 
cannabis plant. Thus, the court 
concluded that the minimum domestic 
controls under the CSA for those 
materials required by the Single 
Convention were also different. 559 F.2d 
735, 757 (D.C. Cir. 1977). The court, in its 
directive to the Secretary of DHHS to 
make evaluations and recommendations 
on the cannabis materials subject of the 
NORML petition, delineated the 
minimum domestic control schedule 
required by the Single Convention for 
each of the substances at issue (see 
above). FDA’s, proposed conclusions are, 
however, based solely on its medical 
end scientific review of available data, 
not on its interpretation of this country's 
treaty obligations. FDA has carefully 
considered, from a medical and 
scientific standpoint, each of the five 
CSA schedules as well as no control and 
tentatively concludes that the 
marihuana substances at issue meet the 
findings only for CSA schedule I.
Marihuana Materials To Be Considered

Under the CSA (21 U.S.C. 802(15)):
The term “marihuana” means all parts 

of the plant Cannabis Sativa L., whether 
growing or not; the seeds thereof; the 
resin extracted from any part of such 
plant; and every compound, 
manufacture, salt, derivative, mixture, or 
preparation of such plant, its seeds or 
resin. Such term does not include the 
mature stalks of such plant, fiber 
produced from such stalks, oil or cake 
made from the seeds of such plant, any 
other compound, manufacture, salt, 
dérivative, mixture, or preparation of 
such mature stalks (except the resin 
extracted therefrom), fiber, oil, or cake, 
or the sterilized seed of such plant 
which is incapable of germination.

As previously noted, this ducument 
will address three separate categories of 
marihuana products: (1) cannabis and 
cannabis resin, (2) cannabis leaves, and
(3) cannabis seeds capable of 
germination.
.... Cannabis is the entire plant material 
including the seeds, the resin, the leaves, 
tha stems, the stalk, and all extracts 
obtained from the plant. Cannabis resin, 
which is generally referred to as 
hashish, is a concentrated extract from 
the plant. The composition of the 
cannabis plant, and of cannabis extract,

has been investigated and reported in 
the Journal of Natural Products (Ref. 2). 
This reference reports a total of 421 
known chemicals with new ones 
constantly being discovered and 
reported. Among the known compounds 
reported are 61 cannabinoids (chemical 
compounds perhaps unique to 
cannabis). In the following discussion, 
cannabis and cannabis resin will be 
referred to in most places collectively as 
“cannabis”.

Cannabis leaves contain the active 
substance THC and are the primary 
ingredients for making cannabis 
cigarettes. An analysis of the THC 
content of cannabis plant parts 
published in the Journal of 
Pharmaceutical Sciences (Ref. 3) 
showed the male flowers contained 1.6 
percent THC, the bracts, or female 
flower, 3.7 percent, the small female 
leaves, 1.4 percent, leaves from the male 
plant, 1.0 percent, stems from the male 
plant, 0.89 percent THC, and seeds from 
the female plant, 0.01 percent. THC 
content varies significantly in leaves 
from various cannabis plants and from 
leaves within the same plant. The 
National Institute on Drug Abuse has 
reported results from an analysis of 
various samples of cannabis obtained in 
1976. The THC content of leaves from 
five separate samples varied from 2.51 
percent THC to 4.68 percent.

The third category of marihuana 
material that must be analyzed is 
cannabis seeds capable of germination. 
As discussed above, the seeds 
themselves have a very low percentage 
of THC content and are not known to 
have any potential for misuse except in 
being used to grow marihuana plants.

In making a scheduling 
recommendation, the Department must 
consider the eight factors listed at 21 
U.S.C. 811(c). FDA’s analysis of these 
eight factors with respect to each of the 
marihuana plant materials that are the 
subject of the NORML petition follows:

1. Its actual or relative potential for 
abuse (21 U.S.C. 811(c)(1)). The 
legislative history of the CSA, or Title II 
of the Comprehensive Drug Abuse 
Prevention and Control Act of 1970 (sea 
House Report 91-1444, Part I (Ref. 4)), 
defines potential for abuse as including 
the following elements:

(1) There is evidence that individuals 
are taking the drug or drugs containing 
such a substance in amounts sufficient 
to create a hazard to their health or to 
the safety of other individuals or of the 
community;

(2) There is significant diversion of the 
drug or drugs containing such a 
substance from legitimate drug 
channels;

(3) Individuals are taking the drug or 
drugs containing such a substance on 
their own initiative rather than on the 
basis of medical advice from a 
practitioner licensed by law to 
administer such drugs in the course of 
his professional practice; or

(4) The drug or drugs containing such 
a substance are new drugs so related in 
their action to a drug or drugs already 
listed as having a potential for abuse to 
make it likely that the drug will have the 
same potentiality for abuse as such 
drugs, thus making it reasonable to 
assume that there may be significant 
diversions from legitimate channels, 
significant use contrary to or without 
medical advice, or that it has a 
substantial capability of creating 
hazards to the health of the user or to 
the safety of the community.

These elements will be discussed for 
each of the materials at issue.

a. Cannabis and cannabis resin. 1. 
FDA proposes to fin that individuals 
take cannabis in sufficient amounts to 
create a hazard to their health or to the 
safety of other individuals, or of the 
community. The extent of this use is 
discussed under Factors 4 and 5. The 
hazards to health are discussed under 
Factors 2, 3, and 6.

2. FDA proposes to find that there is 
not now a significant diversion of 
cannabis from legitimate drug channels. 
Cannabis is currently available through 
legitimate channels for reserach 
purposes only. The lack of significant 
diversion may result from the 
availability of illicit cannabis of equal or 
greater potency. If the illicit availability 
were not so widespread, there would 
presumably be additional pressure for 
diversion from legitimate channels.

3. FDA proposes to find that a 
significant number of persons take 
cannabis on their own initiative rather 
than on the basis of medical advice. 
When compared with the amount illicit 
cannabis available for persons to take 
on their own initiative, the amount of 
drug distributed in the course of medical 
research (the only currently authorized 
taking of cannabis under medical 
supervision) is insignificant. 
Approximately 10,000 to 15,000 times as 
much illicit cannabis as legitimate 
cannabis is available for distribution. Of 
the total amount of cannabis available 
for legitimate use, only approximately 5 
to 10 percent was actually distributed for 
research in 1980 and the remainder 
remained under security in storage. It 
can be concluded that the overwhelming 
majority of individuals using cannabis 
do so on their own initiative, not on the 
basis of medical advice from a 
practitioner licensed to administer the
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FDA notes that the ultimate 
determination of the scheduling status of 
the marihuana plant materials under the 
CSA will be influenced not only by the 
results of these proceedings but also by 
U.S. treaty obligations under the Single 
Convention as interpreted by the court 
in NORML v. DEA In NORML v. DEA, 
the court found that the Single 
Convention prescribes different controls 
for various parts of the marihuana or 
cannabis plant. Thus, the court 
concluded that the minimum domestic 
controls under the CSA for those 
materials required by the Single 
Convention were also different. 559 F.2d 
735, 757 (D.C. Cir. 1977}. The court, in its 
directive to the Secretary of DHHS to 
make evaluations and recommendations 
on the cannabis materials subject of the 
NORML petition, delineated the 
minimum domestic control schedule 
required by the Single Convention for 
each of the substances at issue (see 
above). FDA's proposed conclusions are, 
however, based solely on its medical 
and scientific review of available data, 
not on its interpretation of this country's 
treaty obligations. FDA has carefully 
considered, from a medical and 
scientific standpoint, each of the five 
CSA schedules as well as no control and 
tentatively concludes that the 
marihuana substances at issue meet the 
findings only for CSA schedule I. 
Marihuana MateriaJs To Be Considered 

Under the CSA (21 U.S.C. 802(15)): 
The term "marihuana" means all parts 

of the plant Cannabis Sativa L., whether 
growing or not: the seeds thereof: the 
resin extracted from any part of such 
plant; and every compound, 
manufacture, salt. derivative, mixture, or 
preparation of such plant, its seeds or 
resin. Such term does not include the 
mature stalks of such plant. fiber 
produced from such stalks, oil or cake 
made from the seeds of such plant, any 
other compound, manufacture, salt, 
derivative, mixture, or preparation of 
such mature stalks (except the resin 
extracted therefrom), fiber, oil, or cake, 
or the sterilized seed ofsuch plant 
which is incapable of germination, 

As previously noted. this ducument 
will address three separate categories of 
marihuana products: (1) cannabis and 
cannabis resin, (2) cannabis leaves, and 
(3) cannabis seeds capable of 
germination. 

Cannabis is the entire plant material 
Including the seeds. the resin, the leaves. 
the stems. the stalk, and all extracts 
obtained from the plant. Cannabis resin, 
which is generally referred to as 
hashish, is a concentrated extract from 
the plant. The composition of the 
cannabis plant, and of cannabis extract. 

has been investigated and reported In 
the Journal of Natural Products (Ref. 2). 
This reference reports a total of 421 
known chemicals with new ones 
constantly being discovered and 
reported. Among the known compounds 
reported are 61 cannabinoids {chemical 
compounds perhaps unique to 
cannabis). In the following discussion, 
cannabis and cannabis resin will be 
referred to In most places collectively as 
"cannabis". 

Cannabis leaves contain the active 
substance THC and are the primary 
ingredients for making cannabis 
cigarettes. An analysis of the THC 
content of cannabis plant parts 
published in the Journal of 
Pharmaceutical Sciences (Ref. 3) 
showed the male flowers contained 1.6 
percent THC. the bracts. or female 
flower, 3.7 percent, the small female 
leaves, 1.4 percent. leaves from the male 
plant, 1.0 percent, stems from the male 
plant. 0.89 percent THC, and seeds from 
the female plant, 0.01 percent. THC 
content varies significantly in leaves 
from various cannabis plants and from 
leaves within the same plant. The 
National Institute on Drug Abuse has 
reported results from an analysis of 
various samples of cannabis obtained in 
1976. The THC content of leaves from 
five separate samples varied from 2.51 
percent THC to 4.68 percenl 

The third category of marihuana 
material that must be analyzed is 
cannabis seeds capable of germination. 
As discussed above, the seeds 
themselves have a very low percentage 
or THC content and are not known to 
have any potential for misuse except in 
being used to grow marihuana plants. 

In making a scheduling 
recommendation, the Department must 
consider the eight factors listed at 21 
U.S.C. 811(c). FDA's analysis of these 
eight factors with respect to each of the 
marlhuana plant materials that are the 
subject of the NORML petition follows: 

1. /ts actual or re/olive potential for 
abuse {21 U.S.C. 811{c){1)}. The 
legislative history of the CSA. or Title ll 
of the Comprehensive Drug Abuse 
Prevention and Control Act of 1970 (see 
House Report 91-1444, Part I (Ref. 4)), 
defines potential for abuse as including 
the following elements: 

(1) There is evidence that individuals 
are taking the drug or drugs containing 
such a substance in amounts sufficient 
to create a hazard to their health or to 
the safety of other individuals or of the 
community: 

(2) There is significant diversion of the 
drug or drugs containing such a 
substance from legitimate drug 
channels; 

(3) Individuals are taking the drug or 
drugs containing such a substance on 
their own initiative rather than on the 
basis of medical advice from a 
practitioner licensed by law to 
administer such drugs in the course of 
his professional practice: or 

(4) The drug or drugs containing such 
a substance are new drugs so related in 
their action lo a drug or drugs already 
listed as having a potential for abuse to 
make It likely that the drug will have the 
same potentiality for abuse as such 
drugs, thus making it reasonable to 
assume that there may be significant 
diversions from legitimate channels, 
significant use contrary to or without 
medical advice, or that it has a 
substantial capability of creating 
hazards to the health of the user or to 
the sefety of the community. 

These elements will be discussed for 
each of the materials at issue. 

a. Ca11nobis and cannabis resin. 1. 
FDA proposes to fin that individuals 
take cannabis in sufficient amounts to 
create a hazard to their health or to the 
safety of other individuals, or of the 
community. The extent of this use is 
discussed under Factors 4 and 5. The 
hazards to health are discussed under 
Factors 2, 3, and 6. 

2. FDA proposes to find that there is 
not now a significant diversion of 
cannabis from legitimate drug channels. 
Cannabis is currenUy available through 
legitimate channels for reserach 
purposes only. The lack of significant 
diversion may result from the 
availability of illicit cannabis of equa] or 
greater potency. If the illicit availability 
were not so widespread, there would 
presumably be additional pressure for 
diversion from legitimate channels. 

3. FDA proposes to find that a 
significant number of persons take 
cannabis on their own initiative rather 
than on the basis of medical advice. 
When compared with the amount illicit 
cannabis available for persons to lake 
on their own initiative, the amount of 
drug distributed in the course of medical 
research (the only currently authorized 
taking of cannabis under medical 
supervision) is insignificant. 
Approximately 10,000 to 15,000 limes as 
much illicit cannabis as legitimate 
cannabis is available for distribution. Of 
the total amount of cannabis available 
for legitimate use, only approximately 5 
to 10 percent was actually distributed for 
research in 1980 and the remainder 
remained under security in storage. It 
can be concluded that the overwhelming 
majority of individuals using cannabis 
do so on their own initiative, not on the 
basis of medical advice from a 
practitioner licensed to administer the 
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drug in the course of professional 
practice. An indication of the numbers 
of individuals taking the drug illicitly is 
given under Factors 4 and 5 concerning 
the current pattern and scope of abuse.

4. The fourth element in potential for 
abuse defined in the legislative history 
and discussed above does not apply to 
cannabis.

Considering the four elements 
discussed above, FDA proposes to 
conclude that because of die large 
amount of materials which is illicitly 
available and the number of individuals 
taking the drugs on their own initiative 
that cannabis and cannabis resin have a 
high potential for abuse.

b. Cannabis leaves. The four elements 
described above can be applied to 
cannabis leaves in two ways. First, 
cannabis leaves can be considered in 
the way they are now available in illicit 
use, i.e., in conjunction with other parts 
of the marihuana plant in the mixture 
that has been referred to above as 
“cannabis". Alternatively, one could 
view cannabis leaves as a separate 
product, containing only the leaves, 
although this product is not currendy 
widely known or available in this 
country. Hie first approach seems more 
reasonable and is adopted in this 
proposal. FDA’s discussion of cannabis 
(above) applies equally well to cannabis 
leaves; FDA therefore proposes to 
conclude that cannabis leaves have a 
high potential for abuse.

Alternatively, if “cannabis leaves” are 
considered to be a separate product, the 
fourth element identified from the 
legislative history is applicable. 
Cannabis leaves are, because of their 
content of THC, so related in their 
action to "cannabis,” described above, 
that it is reasonable to assume that there 
may be significant diversions from 
legitimate channels (assuming that those 
diversions became easier than obtaining 
cannabis from other illicit sources), that 
there may be significant use contrary to 
or without medical advice, and the 
product would have a substantial 
capability of creating hazards to the 
health of the user. These conclusions are 
reached on the basis of the agency’s 
experience with and knowledge of 
cannabis itself. Under this alternative 
analysis, FDA again proposes to find 
that cannabis leaves have a high 
potential for abuse.

c. Cannabis seeds capable o f 
germination. Cannabis seeds capable of 
germination may be planted and 
cultivated to produce the cannabis 
plant. According to one source, the 
amount of illicit marihuana being grown 
or produced and harvested in the United 
States has an estimated value of more 
than $1 billion per year and is

continuing to increase (Ref. 5, 
Washington Post, November 15,1981 (F- 
13)).

When the four elements from the 
legislative history are applied to 
cannabis seeds, they would not identify 
the seeds themselves as having an 
actual or relative potential for abuse. 
Thus, there is no evidence that 
individuals are taking cannabis seeds in 
an amount sufficient to create a hazard 
to their health or the safety of others. 
There is not a significant diversion of 
cannabis seeds from legitimate drug 
channels, though it is reasonable to 
assume that if diversion became easy, it 
would occur because the seed could be 
used to grow marihuana. Individuals do 
not appear to take marihuana seeds on 
their own initiative. Marihuana seeds do 
not have an action so related to drugs 
already listed as having a potential for 
abuse as to require their identification 
as drugs subject to abuse.

Yet, Congress in articulating the bases 
for Conclusions concerning the actual or 
relative potential for abuse of a product 
did not expect FDA to dose its eyes to 
reality. Cannabis seeds capable of 
germination can obviously be used to 
produce cannabis, cannabis resin, and 
cannabis leaves, all of which plainly 
present a potential for abuse. For that 
reason FDA proposes to find that 
cannabis seeds capable of germination 
present a significant actual or relative 
potential for abuse as those terms are 
used in 21 U.S.C. 811(c)(1).

2. Scientific evidence o f its 
pharmacological effect i f  known (21 
U.S.C. 812(c)(2)). House Report 91-1444 
(Ref. 4) states “The state of knowledge 
with respect to the effect of uses of a 
specific drug is, of course, a major 
consideration, e.g., it is vital to know 
whether or not a drug has an 
hallurinogenic effect if it is to be 
controlled because of that effect The 
best available knowledge of the 
pharmacological properties of a drug 
should be considered.”

House Report 91-1444 (Ref. 4) states 
that this factor and factor 3 ("The state 
of current scientific knowledge 
regarding the drug or other substance” 
(21 U.S.C. 811(c)(3))) are closely related. 
This document distinguishes between 
factors 2 and 3 in the following manner: 
The discussion of factor 2 uncritically 
summarizes the relevant, available 
scientific evidence. In contrast, the 
discussion of factor 3 presents the 
agency’s evaluation of what may be 
reasonably and fairly concluded on the 
basis of the evidence discussed under 
factor 2.

a. Cannabis and cannabis resin. Hie 
voluminous literature on marihuana 
(over 8,000 references) precludes, for

any practical purpose, a complete and 
systematic review by agency staff of the 
original references concerning the 
pharmacological effects of cannabis and 
its derivatives. The agency, in 
evaluating the evidence, has reviewed 
major original articles as well as 
authoritative secondary sources. Major 
reviews in the following list are easily 
available sources of the evidence 
described in this section.

Institute of Medicine Report, 1982 
(Ref. 6).

NlDA Research Monograph, 1980 (Ref.
7).

Addiction Research Foundation, 1981 
(Ref. 8).

Journal o f Clinical Pharmacology, 
August-September 1981 (Ref. 9).

“Marihuana,” ed R. Mechoulam, 
Academic Press, 1973 (Ref. 10).

“Pharmacology of Marihuana,” ed. 
Braude and Szara, Raven Press, 1976 
(Ref. 11).

Evidence on the effects considered to 
be related to the use of cannabis is 
presented in two separate sections: 
Central Nervous System and Other 
Major Body or Organ Systems.
Central Nervous System

A. Cognitive and subjective effects. 
Cannabis and its derivatives have been 
reported to cause disorders in each of 
the following areas: (1) experience of 
self, (2) perception and the 
interpretation of the meaning of 
perceptions (apperception), (3) thought,
(4) feelings and effects, (5) will or 
volition, (6) control of instinctual 
behavior or drives, (7) memory, and (8) 
the higher intellectual functions, which 
include cognition, reason, and judgment 
(Ref. 6).

1. Disordered experience of the self. 
Cannabis use can,be associated with 
alterations in the experience of the self 
in bizarre but well-characterized ways.

For example, depersonalization (the 
sense that one is not one’s normal, 
natural self) and distortions of body 
image (the sense that one’s body is 
distorted or different) have been 
commonly reported in association with 
the use of cannabis. In the more severe 
clinical syndromes associated with 
cannabis use, disturbances in the 
experience of self of psychotic 
proportion have been described (e.g., the 
heart vibrating the entire body, limbs 
growing longer, the head enlarging). 
Cannabis use is said to cause distortions 
in the subjective experience of time and 
in one’s sense of relatedness to the 
environment (derealization).

2. Disordered perception and 
apperception. Perception and 
apperception are part of the complex
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drug in the course of professional 
practice. An indication of the numbers 
of individuals taking the drug illicitly is 
given under Factors 4 and 5 concerning 
the current pattern and scope of abuse. 

4. The fourth element in potential for 
abuse defined in the legislative history 
and discussed above does not apply to 
cannabis. 

Considering the four elements 
discussed above, IDA proposes to 
conclude that because of the large 
amount of materials which is illicitly 
available and the number of individuals 
taJcing the drugs on their own initiative 
that cannabis and cannabis resin have a 
high potential for abuse. 

b. Cllnnabis leaves. The four elements 
described above can be applied to 
cannabis leaves in two ways. First. 
cannabis leaves can be considered in 
the way they are now available in illicit 
use, i.e., In conjunction with other parts 
of the marihuana plant in the mixture 
that has been referred to above as 
"cannabis". Alternatively, one could 
view cannabis leaves as a separate 
product. conta,ining only the leaves, 
although this product is not currently 
widely known or available in this 
country. The first approach seems more 
reasonable and is adopted in this 
proposal. FDA's discussion of cannabis 
(above) applies equally well to cannabis 
leaves: FDA therefore proposes to 
conclude that cannabis leaves have a 
high potential for abuse. 

Alternatively. if "cannabis leaves" are 
considered to be a separate product, the 
fourth element identified from the 
legislative history is applicable. 
Cannabis leaves are. because of their 
content of THC, eo related in their 
action to "cannabis," d~cn"bed above, 
that it is reasonable to assume that there 
may be significant diversions from 
legitimate channels (assuming that those 
diversions became easier than obtaining 
cannabis from other illicit sources), that 
there may be significant use contrary to 
or without medical advice, and the 
product would have a substantial 
capability or creating hazards to the 
health of the user. These conclusions are 
reached on the basis of the agency's 
experience with and knowledge of 
cannabis itself. Under this alternative 
analysis, FDA again proposes to fmd 
that cannabis leaves have a high 
potential for abuse. 

c. Cannabis seeds capable of 
germination. Cannabis seeds capable of 
germination may be planted and 
cultivated lo produce the cannabis 
plant. According to one source. the 
amount of illicit marihuana being grown 
or produced and harvested in the United 
States has an estimated value of more 
than $1 billion per year and Is 

continuing to increase (Ref. 5, 
Washington Post, November 15, 1981 (F-
13)). 

When the four elements from the 
legislative history are applied to 
cannabis seeds, they would not identify 
the seeds themselves as having an 
actual or relative potential for abuse. 
Thus, there is no evidence that 
individuals are taking cannabis seeds in 
an amount sufficient to create a hazard 
to their health or the safety of others. 
There is not a significant diversion of 
cannabis seeds from legitimate drug 
channels, though it is reasonable to 
assume that if diversloa became easy, it 
would occur because the seed could be 
used to grow marihuana. Individuals do 
not appear to take marihuana seeds on 
their own initiative. Marihuana seeds do 
not have an action so related to drugs 
already listed as having a potential for 
abuse as to require their identification 
as drugs subject to abuse. , 

Yet, Congress in articulating the bases 
for conclusions concerning the actual or 
relative potential for abuse of a product 
did not expect FDA to close its eyes to 
reality. Cannabis seeds capable of 
germination can obviously be used to 
produce cannabis, cannabis resin, and 
cannabis leaves, all of which plainly 
present a potential for abW1e. For that 
reason IDA proposes to find that 
cannabis seeds capable of germination 
present a significant actual or relative 
potential for abuse as those terms are 
used in 21 U.S.C. 811(c)(1). 

2. Scientific evidence of its 
pharmacological effect if known (21 
U.S.C. 812(c](2}). House Report 91-1444 
(Ref. 4) states "The state of knowledge 
with respect to the effect of uses of a 
specific drug is, of course, a major 
consideration. e.g., il is vital to know 
whether or not a drug has an 
hallucinogenic effect if it is to be 
controlled because of that effect. The 
best available knowledge of the 
pharmacological properties of a drug 
should be considered." 

House Report 91-1444 (Ref. 4) states 
that this factor and factor 3 ("The state 
of current scientific knowledge 
regarding the drug or olher substance"' 
(21 U.S.C. 811(c}{3))) are closely related. 
Thie document distinguishes between 
factoNJ 2 and 3 in the following manner: 
The discussion of factor 2 uncritically 
summarizes the relevant, available 
scientific evidence. In contrast, the 
discussion of factor 3 presents the 
agency's evaluation of what may be 
reasonably and fairly concluded on the 
basis of the evidence discussed under 
factor 2. 

a. Cannabis and cannabis resin. The 
voluminous literature on marihuana 
(over 8,000 references) precludes, for 

any practical purpose, a complete and 
systematic review by agency staff of the 
original references concerning the 
pharmacological effects of cannabis and 
its derivatives. The agency. in 
evaluating the evidence. has reviewed 
major original articles as well as 
authoritative secondary sources. Major 
reviews in the following list are easily 
available sources of the evidence 
described in this section. 

Institute of Medicine Report, 1982 
(Ref. 6). 

NIDA Research Monograph. 1980 (Ref. 
7). 

Addiction Research Foundation, 1981 
(Ref. 8). 

Journal of Clinical Pharmacology, 
August-September 1981 (Ref. 9). 

"Maribuana," ed R. Mecboulam. 
Academic Press, 1973 (Ref. 10). 

"Pharmacology ofMarihuana," ed. 
Braude and Szara, Raven Press, 1976 
(Ref. 11). 

Evidence on the effects considered to 
be related to the use of cannabis is 
presented in two separate sections: 
Central Nervous System and Other 
Major Body or Organ Systems. 

Central Nervous System 

A Cognitive ond subjective effects. 
Cannabis and its derivatives have been 
reported to cause disorders in each of 
the following areas: (1) experience of 
self, (2) perception and the 
interpretation of the meaning of 
perceptions (apperception), (3) thought, 
(4) feelings and effects, (5) will or 
volition, (6) control of instinctual 
behavior or drives, (7) memory, and (8) 
the higher intellectual function·s. which 
include cognition, reason, and judgment 
(Ref. 6}. 

1. Disordered experience of the self. 
Cannabis use can,be associated with 
alterations in the experience of the self 
in bizarre but well-characterized ways. 

For example, depersonalization (the 
sense that one is not one's normal, 
natural self) and distortions of body 
image (the sense that one's body is 
distorted or different) have been 
commonly reported in association Wltb 
the use of cannabis. In the more severe 
clinical syndromes associated with 
cannabis use. disturbances in the 
experience of self of psychotic 
proportion have been described (e.g., the 
heart vibrating the entire body, limbs 
growing longer, the head enlarging}. 
Cannabis use is said to cause distortions 
in the subjective experience of time and 
in one's sense of relatedness to the 
environment (derealization). 

2. Disordered perception and 
apperception. Perception and 
apperceptlon are part of the complex 
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process by which an individual interacts 
with the environment, obtains (via the 
senses) data about the environment, and 
comes to understand the processed 
sensory data in a normal, meaningful 
way. Cannabis use has been associated 
with varied types of psychopathology 
affecting perception and apperception.

Sensory distortions are commonly 
reported with cannabis use and can 
involve changes in the intensity or 
quality of perceptions as well as their 
form (i.e., size, shape, proportions). For 
example, visual images may seem 
unusually intense, or three-dimensional 
objects may appear flat. Sensory stimuli 
may be misperceived (i.e., illusions) and 
frank hallucinations (i.e., perceptions 
without a corresponding environmental 
stimulus) may occur. These phenomena 
may be quite frightening or disturbing to 
the person who experiences them and 
may be associated with a paranoid 
experience (see discussion below).

3. Disturbances o f thought. Two types 
of disturbances of thought may be 
associated with the use of cannabis: (1) 
a formal thought disorder and (2) 
disorders of thought content. A formal 
thought disorder consists of several 
related phenomena involving 
impairments in a person’s ability to 
control the sequence, organization, and 
rate of thoughts. A formal thought 
disorder often appears to the observer 
as an inability of a person to 
communicate in a meaningful way. 
Speech may seem interrupted in an 
irregular and unpredictable manner by 
abrupt silences or by illogical, garbled, 
nonsensical, or unintelligible utterances.

The disorders of thought content 
consist for the most part of delusions 
(fixed, illogical, idiosyncratically held 
beliefs from which the individual cannot 
be persuaded by appeals to logic or 
reason) or delusion-like beliefs.
Delusions may be classified as to their 
specific content or type (i.e., grandiose, 
paranoid, etc.). Among the various types 
of delusions, those of paranoid character 
are probably most important. Because a 
person suffering a paranoid delusion 
may act upon it as though it were 
factual, inappropriate aggressive 
behavior may sometimes be expressed 
by such persons. Less-organized 
paranoid beliefs merge imperceptibly 
with feelings or moods and are 
described in the next section on feeling 
and affects.

4. Feeling and affects. Feeling and 
affects (the conscious, subjective 
aspects of an emotion) subsume a wide 
variety of moods and states, both 
pleasing and dysphoric.

Euphoria, or a state of elevated mood, 
is often reported as a result of cannabis 
use. This feeling state, variously

described as a “high" or as mellow 
contentment, is thought to contribute to 
the widespread illicit use of cannabis.

Dysphoric mood states also occur, 
however. Paranoia, the feeling of being 
and object of ridicule or persecution, is 
sometimes reported—especially in 
persons who may be considered to have 
less stable personality organizations 
(i.e., persons more prone to exhibit 
psychopathology under adverse 
circumstances). Paranoid experiences 
and behavior are also reported to be 
associated with the acute organic brain 
syndromes (i.e., delirium) attributed to 
cannabis intoxication. Pararïoia may be 
more organized and take the form of a 
delusion-like idea or a full-blown 
delusional system (see discussion 
above).

Unrealistic fright or fear, sometimes 
occurring in discrete episodes of 
overwhelming terror (panics), has been 
reported to occur in a relatively large 
proportion (i.e., one-third) of cannabis 
users (Ref. 6). Lesser degrees of anxiety 
or dysphoria may occur quite frequently 
in a large proportion of users. Indeed, 
intolerance to the dysphoric mood 
effects of cannabis is said to impair its 
usefulness as a potential therapeutic 
agent in many groups (i.e., the elderly).

5. Disturbances o f will or volition. The 
“amotivational syndrome” is reported to 
be a consequence of chronic cannabis 
use. Apparently, some especially heavy, 
usually daily, users of cannabis 
demonstrate a loss of ambition and 
interest in the more commonly held life 
goals. Work or school performance 
deteriorates and the affected person 
shows features of what might be 
considered a personality disorder (i.e., 
apathy, ineffectiveness, inability to plan 
for the long-term, etc.). Convincing proof 
that cannabis use is the cause rather 
than the result of these personality 
changes is lacking, however, as the 
evidence is based upon casual clinical 
observations (case reports).

6. Disturbances in the control o f 
instinctual urges or drives. The acutely 
intoxicated person may, by virtue of 
organic central nervous system 
depression or delirium exercise poor 
judgment and control. The potential for 
hostile behavior may be increased, 
especially when the person experiences 
paranoid feelings in the state of altered 
consciousness of intoxication caused by 
cannabis. Aggression is also alleged to 
occur idiosyncratically, independent of 
intoxication, in some cannabis users.

7. Disorders o f memory and attention. 
Cannabis may alter the ability of a 
person to attend to a task, to 
concentrate, to learn new information, 
to retain that information, or to recall at 
a later time that information acquired

while under the influence of cannabis. 
Ability to recall information acquired in 
the intoxicated state may be improved 
by re-intoxication (an example of state- 
dependent learning).

8. Distrubances o f higher intellectual 
functions. These functions include those 
of reason, intellect, and judgment. The 
“amotivational syndrome” can be 
categorized as an example of this class 
of pathology, but it has been discussed 
above as a disorder of volition.

B. Impairment o f motor and 
psychomotor performance. General 
motor coordination may be affected 
when cannabis is taken in amounts 
equivalent to that used in social settings. 
The degree of impairment is dose- 
related. Reaction time, which is a 
measure of attentiveness as well as 
motor agility, may also be compromised. 
Tracking, the ability to follow a moving 
target, is impaired at low doses of 
cannabis intake. Tracking skill is 
correlated with driving and flying ability 
(Ref. 6).
Other Major Body or Organ Systems

1. Cardiovascular. Acute cannabis use 
is associated with an acceleration of the 
heart rate; however, there may be some 
tolerance to this effect after chronic 
exposure. In addition, cannabis has 
effects (these vary with body position, 
dose, and chronicity of use) on cardiac 
output, blood pressure, and peripheral 
vascular resistance (Ref. 6).

2. Pulmonary. The effect of cannabis 
on the pulmonary system is difficult to 
distinguish from the effects of smoking 
itself. Cannabis, in small doses, has an 
acute bronchodilator effect; but this 
action may, with time, be overshadowed 
by the irritant properties; of smoke 
which can cause bronchoconstriction. 
Indeed, chronic smoking of cannabis 
may cause respiratory system 
pathology, similar to that produced by 
tobacco cigarette smoking (Ref. 6).

3. Reproductive system. In men, 
chronic cannabis use may lead to 
reduced sperm counts and motility; 
however, the relationship of these 
changes to male fertility is not known 
(Ref. 6). In women, there is some reason 
to believe that cannabis use might 
contribute to “subfertility,” but the 
evidence to support this belief is indirect 
(Ref. 6).

4. Genetic information. The evidence 
for a mutagenic effect of delta-9-THC 
must be distinguished from the 
mutagenic effect of cannabis when 
smoked. There is evidence of 
mutagenicity for the drug when it is 
smoked. There are also reports of 
chromosomal breaks occurring in cell
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process by which an individual interacts 
with the environment, obtains (via the 
senses) data about the environment, and 
comes to understand the processed 
sensory data in a normal. meaningful 
way. Cannabis use has been associated 
with varied types of psychopathology 
affecting perception and apperception. 

Sensory distortions are commonly 
reported with cannabis use and can 
involve changes in the intensity or 
quality of perceptions as well as their 
form (i.e., size, shape, proportions). For 
example, visual images may seem 
unusually intense, or three-dimensional 
objects may appear flat. Sensory stimuli 
may be misperceived (i.e., illusions) and 
frank hallucinations (i.e., perceptions 
without a corresponding environmental 
stimulus) may occur. These phenomena 
may be quite frightening or disturbing to 
the person who experiences them and 
may be associated with a paranoid 
experience (see discussion below). 

3. Disturbances of thought. Two types 
of disturbances of thought may be 
associated with the use of cannabis: (1) 
a formal thought disorder and (2) 
disorders of thought content. A formal 
thought disorder consists of several 
related phenomena involving 
impairments in a person's ability to 
control the sequence, organization, and 
rate of thoughts. A formal thought 
disorder often appears to the observer 
as an inability of a person to 
communicate In a meaningful way. 
Speech may seem interrupted in an 
Irregular and unpredictable manner by 
abrupt silences or by illogical, garbled, 
nonsensical, or unintelligible utterances. 

The disorders of thought content 
consist for the most part of delusions 
(fixed, Uloglcal, idiosyncratically held 
beliefs from which the individual cannot 
be persuaded by appeals to logic or 
reason) or delusion-like beliefs. 
Delusions may be classified as to their 
specific content or type (i.e., grandiose, 
paranoid, etc.). Among the various types 
of delusions, those of paranoid character 
are probably most important. Because a 
person suffering a paranoid delusion 
may act upon it as though It were 
factual. inappropriate aggressive 
behavior may sometimes be expressed 
by such persons. Less-organized 
paranoid beliefs merge imperceptibly 
with feelings or moods and are 
described in the next section on feeling 
and affects. 

4. Feeling and affects. Feeling and 
affects (the conscious, subjective 
aspects of an emotion) subsume a wide 
variety of moods and stales, both 
pleasing and dysphoric. 

Euphoria. or a state of elevated mood, 
is often reported as a result of cannabis 
use. This feeling state, variously 

described aa a "high" or as mellow 
contentment, Is thought to contribute to 
the widespread illicit use of cannabis. 

Dysphoric mood states also occur, 
however. Paranoia, the feeling of being 
and object of ridicule or persecution. is 
sometimes reported-especially In 
persons who may be considered to have 
less stable personality organizalions 
(i.e .. persons more prone to exhibit 
psychopathology under adverse 
circumstances). Paranoid experiences 
and behavior are also reported to be 
associated with the acute organic brain 
syndromes (I.e., delirium) attributed to 
cannabis intoxication. Paran•oia may be 
more organized and take the form of a 
delusion-like idea or a full-blown 
delusional system (see discussion 
above). 

Unrealistic fright or fear, sometimes 
occurring In discrete episodes of 
overwhelming terror (panics), has been 
reported to occur in a relatively large 
proportion (i.e., one-third) of cannabis 
users (Ref. 6). Lesser degrees of anxiety 
or dysphoria may occur quite frequently 
In a large proporUon of users. Indeed. 
intolerance lo the dysphoric mood 
effects of cannabis Is said to impair its 
usefulness as a potential therapeutic 
agent in many groups (I.e., the elderly). 

5. Disturbances of will or volition. The 
"amotivational syndrome" is reported to 
be a consequence of chronic cannabis 
use. Apparently, some especially heavy, 
usually daily, users of cannabis 
demonstrate a loss of ambition and 
Interest in the more commonly held life 
goals. Work or school performance 
deteriorates and the affected person 
shows features of what might be 
considered a personality disorder (I.e., 
apathy, Ineffectiveness, inability to plan 
for the long-term, etc.). Convincing proof 
that cannabis use is the cause rather 
than the result of these personality 
changes is lacking. however, as the 
evidence is based upon casual clinical 
observations (case reports). 

6. Disturbances in the control of 
instinctual urges or drives. The acutely 
intoxicated person may, by virtue of 
organic central ner\'ous system 
depression or delirium exercise poor 
judgment and control. The potential for 
hostile behavior may be increased, 
especially when the person experiences 
paranoid feelings in the state of altered 
consciousness of intoxication caused by 
cannabis. Aggression is also alleged to 
occur idiosyncratJcally, independent of 
intoxication, in some cannabis users. 

7. Disorders of memory and attention. 
Cannabis may alter the ability of a 
person to attend to a task, to 
concentrate. to learn new information, 
to retain that information, or to recall at 
a later time that Information acquired 

while under the influence of cannabis. 
Ability to recall information acquired In 
the Intoxicated state may be improved 
by re-intoxication (an example of state
dependent learning). 

8. Distrubances of higher intellectual 
functions. These functions include those 
of reason. intellect, and judgment. The 
"amolivational syndrome" can be 
categorized as an example of this class 
of pathology, but ii has been discussed 
above as a disorder of volition. 

B. Impairment of motor and 
psychomolor performance. General 
motor coordination may be affected 
when cannabis is taken in amounts 
equivalent to that used In social settings. 
The degree of impairment is dose
related. Reaction time, which is a 
measure of attentiveness as well as 
motor agility, may also be compromised. 
Tracking, the ability to follow a moving 
target, is impaired at low doses of 
cannabis intake. Tracking skill is 
correlated with driving and flying ability 
(Ref. 6). 

Other Major Body or Organ Systems 

1. Cardiovascular. Acute cannabis use 
is associated with an acceleration of the 
heart rate; however, there may be some 
tolerance to this effect after chronic 
exposure. In addition, cannabis has 
effects (these vary with body position, 
dose, and chronicity of use) on cardiac 
output, blood pressure, and peripheral 
vascular resistance (Ref. 6). 

z. Pulmonary. The effect of cannabis 
on the pulmonary system is difficult to 
distinguish from the effects of smoking 
itself. Cannabis, in small doses, has an 
acute bronchodilator effect; but this 
action may, with time, be overshadowed 
by the Irritant properties of smoke 
which can cause bronchoconstriction. 
Indeed, chronic smoking of cannabis 
may cause respiratory system 
pathology, similar to that produced by 
tobacco cigarette smoking (Ref. 6). 

3. Reproductive system. In men, 
chronic cannabis use may lead to 
reduced sperm counts and motility; 
however, the relationship of these 
changes to male fertility is not known 
(Ref. 6). In women. there is some reason 
to believe that cannabis use might 
contribute to "subfertility," but the 
evidence to support this belief is indirect 
(Ref. 6). 

4. Genetic information. The evidence 
for a mulagenic effect of della-9-THC 
must be distinguished from the 
mutagenic effect of cannabis when 
smoked. There is evidence of 
mutagenicity for the drug when it is 
smoked. There are also reports of 
chromosomal breaks occurring in cell 
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samples obtained from persons using 
cannabis (Ref. 6).

5. Immune system. Cannabis use may 
be associated with impairment of the 
function of the immune system (Ref. 6).

b. Cannabis leaves. As noted above, 
cannabis leaves are a constituent of the 
marihuana product that is normally used 
both illicitly and in research. Thus, the 
discussion above is directly applicable 
to cannabis leaves when viewed in the 
context in which they have been used. 
Because cannabis leaves are not known 
to have been used separated from other 
parts of the marihuana plant, there is no 
body of scientific evidence on the 
pharmachlogical effect of a product 
containing only cannabis leaves.
Because cannabis leaves contain a 
percentage THC content that is roughly 
equivalent to the percentage of THC in 
the cannabis discussed above, however, 
it is a reasonable scientific conclusion 
that the effects discussed in the previous 
section are also those of cannabis 
leaves alone.

c. Cannabis seeds capable of 
germination. FDA is not aware of 
scientific evidence of any 
pharmacological effect of cannabis 
seeds capable of germination in and of 
themselves. In fact, because the THC 
content of the seeds is relatively low, it 
would not be expected that the seeds by 
themselves would produce the effects 
discussed above. On the other hand, as 
previously noted, the seeds would 
predictably be used to grow marihuana 
plants and jay that route produce the 
pharmacological effects discussed in 
subsection (a) of this discussion.

3. The state o f current scientific 
knowledge regarding the drug or other 
substance (21 U.S.C. 811(c)(3)). as noted 
previously, this discussion presents 
FDA’s evaluation of the evidence 
discussed under factor 2 above.

a. Cannabis and cannabis resin. In 
weighing the scientific evidence on the 
effects of cannabis use, the agency has 
concluded that much of what is said and 
written about the plant and its 
derivatives is unsupported testimony 
and argument Such evidence cannot be 
used to estimate rates of risk for specific 
effects or establish cause and effect 
relationships. It is not known what 
proportion of a representative sample of 
normal persons would experience many 
of the effects described in the preceding 
section. The relationship of the observed 
effects of cannabis to the quantity of 
drug consumed and to the duration of its 
use is not always evident. Moreover, the 
mere association of a drug with a 
phenomenon does not demonstrate that 
the drug caused the phenomenon. The 
putative drug effect may be merely 
coincidentally associated with drug use.

In light of these many qualifications 
about the rlature of the available 
scientific evidence, it is important to 
explain how the agency distinguished 
reliable from unreliable information and 
reached its conclusions about the “state 
of current scientific knowledge 
regarding” cannabis.

First, members of the agency’s staff 
who are expert in issues of illicit drug 
use and the requirements for scheduling 
recommendations relied upon their own 
experience and knowledge of cannabis 
and experience in reviewing other 
scheduled drugs to reach their 
conclusions.

Second, the expertise of the agency’s 
expert staff and other appropriate 
agency officials has been supplemented 
with expertise from specific experts on 
cannabis who are or where either 
special government employees or 
members of the agency’s Drug Abuse 
Advisory Committee.

Finally, the agency has relied upon the 
scientific literature. Recent published 
evidence reviewed by the agency 
includes the report by the Institute of 
Medicine (IOM), National Academy of 
Sciences, on Marihuana and Health 
(National Academy Press, Washington, 
1982) (Ref. 6). The IOM report is not only 
recent and comprehensive but the IOM 
committee that wrote the report appears 
to be an impartial and disinterested 
group of scientists whose goal was an 
accurate statement of our current 
knowledge about the relationship of 
cannabis use to the public health.

FDA’s conclusion about the state of 
current scientific knowledge regarding 
cannabis follows; they are organized by 
body or organ system in a manner that 
parallels the presentation of the 
evidence under factor 2.
Central Nervous System

Although the agency has no means to 
estimate the exact proportion of 
cannabis users that will be affected, 
there is little reason to doubt that 
cannabis has potent effects on 
psychological and neurological 
behaviors of people. Available evidence 
shows that cannabis use can alter 
perception (cause illusions and 
hallucinations) and mood (cause 
anxiety, dysphoria, paranoia, etc.), and 
can cause panic and reactions of 
psychotic degree. Cannabis use can 
impair motor and psychomotor 
performance, and can alter the level of 
consciousness, impulse control, and, 
perhaps, judgment. The acute effects of 
cannabis range from mild, subjectively 
pleasing changes in affective state to 
frank, organic delirium. The acute 
behavioral effects are linked to cannabis 
use in a causal way. In contrast,

evidence on the long-term adverse 
consequences is less persuasive. In 
particular, it is not clear whether the 
well-characterized "amotivation” 
syndrome associated with chronic, 
heavy marihuana use is a manifestation 
of the personal character or 
psychopathology of some marihuana 
users or an expression of drug effect.
Body Systems Other Than the Central 
Nervous System

Cannabis has effects on the heart, 
lungs, and endocrine systems. The 
magnitude and significance of these 
effects is not known, but each must be 
considered a possible potential risk to 
the public health.

In summary, the effects of major 
social and medical significance 
associated with cannabis use and 
important to a scheduling 
recommendation are largely related to 
the central nervous system but include 
the cardiovascular and pulmonary 
systems. Cannabis does not appear to 
have major effects of known 
significance on other organ systems. It is 
important to emphasize, however, that 
the available evidence often does not 
address the critical questions.

The agency agrees with the general 
conclusion of the IOM (Ref. 6) that,
“(t]he scientific evidence published to 
date indicates that marihuana has a 
broad range of psychological and 
biological effects, some of which, at 
least under certain conditions, are 
harmful to human health. Unfortunately, 
the available information does not tell 
us how serious this risk may be” (p. 5).

b. Cannabis leaves. The conclusion in 
the previous discussion concerning 
cannabis and cannabis resin applies to 
cannabis leaves for the reasons and to 
the extent stated in this document’s 
discussion of Factor 2 as it applies to 
cannabis leaves. Current scientific 
knowledge concerning cannabis leaves 
not in conjunction with other parts of 
the marihuana plant is totally 
undeveloped because the leaves are not 
used separately.

c. Cannabis seeds capable of 
germination. Although current scientific 
knowledge concerning the 
pharmacological effects of cannabis 
seeds is undeveloped, because the THC 
content of the seeds is relatively very 
low, it can be fairly concluded that the 
seeds themselves will not have the 
pharmacological effects associated with 
other parts of the marihuana plant. As 
previously noted, however, the 
pharmacological effects of cannabis, 
discussed above, may be said to be 
associated with the seeds in that the
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samples obtained from persons using 
cannabis (Ref. 6). 

5. Immune system. Cannabis use may 
be associated with impairment of the 
function of the Immune system (Ref. 6). 

b. Cannabis leaves. As noted above, 
cannabis leaves are a constituent of the 
marihuana product that is normally used 
both illicitly and in research. Thus, the 
discussion above is directly applicable 
to cannabis leaves when viewed in the 
context in which they have been used. 
Because cannabis leaves are not known 
to have been used separated from other 
parts of the maribuana plant, there is no 
body of scientific evidence on the 
pharmacblogical effect of a product 
containing only cannabis leaves. 
Because cannabis leaves contain a 
percentage TilC content that is roughly 
equivalent to the percentage of THC in 
the cannabis discussed above, however, 
it is a reasonable scientific conclusion 
that the effects discussed in the previous 
section are also those of cannabis 
leaves alone. 

c. Cannabis seeds capable of 
germination. FDA is not aware of 
scientific evidence of any 
pharmacological effect of cannabis 
seeds capable of germination in and of 
themselves. In fact, because the THC 
content of the seeds is relatively low. it 
would not be expected that the seeds by 
themselves would produce the effects 
discussed above. On the other hand. as 
previously noted, the seeds would 
predictably be used to grow marihuana 
plants and by that route produce the 
pharmacological effects discussed in 
subsection (a) of this discussion. 

3. The state of current scientific 
knowledge regarding the drug or other 
substance {21 U.S.C. 811{c}{3)). as noted 
previously, this discussion presents 
FDA's evaluation of the evidence 
discussed under factor 2 above. 

a. Cannabis and cannabis resin. In 
weighing the scientific evidence on the 
effects of cannabis use, the agency has 
concluded that much of what is said and 
written about the plant and its 
derivatives is unsupported testimony 
and argument. Such evidence cannot be 
used to estimate rates of risk for specific 
effects or establish cause and effect 
relationships. lt is not known what 
proportion of a representative sample of 
normal persons would experience many 
of the effects described in the preceding 
section. The relationship of the observed 
effects of cannabis to the quantity of 
drug consumed and to the duration of its 
use is not always evident. Moreover, the 
mere association of a drug with a 
phenomenon does not demonstrate that 
the drug caused the phenomenon. The 
putative drug effect may be merely 
coincidentally associated with drug use. 

In light of these many qualifications 
about the nature of the available 
scientific evidence, it iB important to 
explain how the agency distinguished 
reliable from unreliable information and 
reached its concluaion8 about the "state 
of current scientific knowledge 
regarding" cannabis. 

First, members of the agency's staff 
who are expert in issues of illicit drug 
use and the requirements for scheduling 
recommendations relied upon their own 
experience and knowledge of cannabis 
and experience ln reviewing other 
scheduled dr\igs to reach their 
conclusions. 

Second, the expertise of the agency's 
expert staff and other appropriate 
agency officials has been supplemented 
with expertise from specific experts on 
cannabis who are or where either 
special government employees or 
members of the agency's Drug Abuse 
Advisory Committee. 

Finally, the agency baa relied upon the 
scientific literature. Recent published 
evidence reviewed by the agency 
includes the report by the Institute of 
Medicine (lOM), National Academy of 
Sciences, on Marihuana and Health 
(National Academy Press, Washington, 
1982) (Ref. 6). The IOM report is not only 
recent and comprehensive but the IOM 
committee that wrote the report appears 
to be an impartial and disinterested 
group of scientists whose goal was an 
accurate statement of our current 
knowledge about the relationshJp of 
cannabis use to the public health. 

FOA's conclusion about the state of 
current scientific knowledge regarding 
cannabis follows; they are organized by 
body or organ system in a manner that 
parallels the presentation of the 
evidence under factor z. 
Central Nervous System 

Although the agency bas no means tQ 
estimate the exact proportion of 
cannabis users that will be affected, 
there is Little reason to doubt that 
cannabis nas potent effects on 
psychological and neurological 
behaviors of people. Available e\idence 
shows that cannabis use can alter 
perception (cause illusions and 
hallucinations) and mood (cause 
anxiety. dysphoria. paranoia, etc.), and 
can cause panic and reactions of 
psychotic degree. Cannabis use can 
impair motor and psychomotor 
performance, and can alter the level of 
consciousness. impulse control, and, 
perhaps, judgment. The acute effects of 
cannabis range fr-0m mild, subjectively 
pleasing changes in affective state to 
frank, organic delirium. The acute 
behavioral effects are linked lo cannabis 
use ln a causal way. In contrast, 

evidence on the long-term adverse 
consequences is less persuasive. In 
particular. it is not clear whether the 
well-characterized "amotivation" 
syndrome associated with chronic. 
heavy maribuana use is a manifestation 
of the personal character or • 
psychopathology of some marihuana 
users or an expression of drug effect. 

Body Systems Other Than the Central 
NervOU8 System 

Cannabis has effects on the heart, 
lungs, and endocrine systems. The 
magnitude and significance of these 
effects Is not known, but each must be 
considered a possible potential risk to 
the public health. 

In summary, the effects of major 
social and medical significance 
associated with cannabis use and 
important to a scheduling 
recommendation are largely related to 
the central nervous system but include 
the cardiovascular and pulmonary 
systems. Cannabis does not appear to 
have major effects of known 
significance on other organ systems. It is 
important to emphasize, however, that 
the available evidence often does not 
address the critical questions. 

The agency agrees with the general 
conclusion of the IOM (Ref. 6) that, 
"[t]he scientific evidence published to 
date indicates that marihuana has a 
broad range of psychological and 
biological effects, some of which, at 
least under certain conditions, are 
hannful to human health. Unfortunately, 
the available information does not tell 
us how serious this risk may be" (p. 5). 

b. Cannabis leaves. The conclusion in 
the previous discussion concerning 
cannabis and cannabis resin applies to 
cannabis leaves for the reasons and to 
the extent stated in this document's 
discussion of Factor 2 as it applies to 
cannabis leaves. Current scientific 
knowledge concerning cannabis leaves 
not in conjunction with other parts of 
the marihuana plant is totally 
undeveloped because the leaves are not 
used separately. 

c. Cannabis seeds capable of 
germination. Although current scientific 
knowledge concerning the 
pharmacological effects of cannabis 
seeds is undeveloped, because the THC 
content of the seeds is relatively very 
low, it can be fairly concluded that the 
seeds themselves will not have the 
pharmacological effects associated with 
other parts of the marihuana plant. As 
previously noted. however, the 
phannacologicaJ effects of cannabis, 
discussed above, may be said to be 
associated with the seeds in that the 
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seeds will likely be used to grow the 
plant.

4. Its history and current pattern o f 
abuse (21 U.S.C. 811(c)(4)). In the 
legislative history of the CSA, Congress 
commented on Factor 4 as follows: “To 
determine whether or not a drug should 
be controlled, it is important to know 
the pattern of abuse of that substance, 
including the social, economic, and 
ecological characteristics of the 
segments of the population involved in 
such abuse.”

The following information 
demonstrates a history and current 
pattern of widespread illicit use of 
cannabis in the United States, as 
measured by wide use and illegal 
importation and distribution.

a. Cannabis and cannabis resin. 
Cannabis use goes back to the beginning 
of recorded history. For example, 
cannabis preparations have been used 
for thousands of years in Asia. Cannabis 
spread West to Europe and by the time 
Europeans reached the New World, they 
were using the cannabis plant as a 
source of cloth and as an intoxicant 
Marihuana or cannabis use began to 
grow in popularity in the United States 
during the 1920’s. By 1927,46 States and 
the District of Columbia had passed 
laws against marihuana and in the same 
year, the Federal government enacted 
the Marihuana Tax Act This Act made 
registration and taxation of marihuana 
buyers and sellers mandatory, and 
imposed criminal penalties. The Act 
effectively banned the possession and 
use of cannabis preparations. 
Subsequently in 1961, it was controlled 
under the Single Convention on Narcotic 
Drugs. In the. United States, it was 
subsequently controlled under Title II of 
the Comprehensive Drug Abuse 
Prevention and Control Act of 1970.

There have been a number of studies 
on the pattern of use and abuse of 
cannabis related to the pattern of use of 
other drugs of abuse. These studies 
show that cannabis is used concurrently 
with alcohol or other drugs of abuse 
(e.g., Ref. 13).

Results from a 1979 survey on drug 
use reported by the National Institute on 
Drug Abuse (Ref. 14) were as follows: in 
1979, 8 percent of 12 and 13 year-olds 
reported some experience with 
cannabis, and by ages 14 and 15, the 
percentage who had used cannabis 
increased to 32 percent More than half 
(51 percent) of 16 and 17 year-olds had 
used cannabis. In the overall 12 to 17 
year-old group, 31 percent had “ever 
experienced” marihuana use, more than 
double the figure (14 percent) which was 
reported in 1972. The peak use was in 
the age group from 18 to 25 years; 68

percent in 1979 compared with 48 
percent in 1972.

With respect to current use of 
cannabis, defined as use within the 
month preceding the survey, 16.7 percent 
of the 12 to 17 year-old group in the 1979 
survey currently used cannabis, while 35 
percent of the 18 to 25 year-old group 
were currently using cannabis. In the 
1979 survey, in the age group 26 years 
and over, 19.6 percent reported ever 
having used cannabis, while 6 percent 
reported current use. Corresponding 
figures for 1972 were 7.4 percent for 
having experienced cannabis use and 
2.5 percent currently using cannabis. 
Current users age 12 to 17 in 1972 
represented 7 percent of that age group, 
while in 1979 that same group (now 
members of the 18 to 25 year-old group) 
had a current use rate of 35 percent.
Thus approximately 28 percent of the 
individuals who were current users 
between the ages of 18 and 25 in 1979 
(the differences between 7 percent and 
35 percent) began using after the age of
17.

A similar study, using different age 
parameters and focusing on the year 
1977, provides confirmatory data. 
According to the NIDA Research 
Monograph, No. 35, May 1981 (Ref. 15), 
in 1977 there were 9,632,000 (56.8 
percent) out of 16,958,000 young adults 
age 18 to 21 years, and 9,261,000 (60.3 
percent) out of 15,358,000 young adults 
age 22 to 25 years who reported ever 
having used marihuana. These rates 
represent increases of 4 percent and 13 
percent oyer the 1974 rates for 18 to 21 
years and 22 to 25 years, respectively. 
The survey indicates there were 
3,233,000 regular users of marihuana out 
of 13,415,000 (24.1 percent) age 18 to 25 
years in 1977.

The special problem of drug abuse 
among women was reported in 1980 
(Ref. 16). Results were obtained from a 
sample of 14,428 women clients in 
treatment centers. The paper addressed 
differences in use of heroin, marihuana 
amphetamines, barbiturates, and 
sedatives according to age, race, and 
education. Marihuana was the second 
most commonly abused drug among 
these women.

A special U.S. population that has 
been surveyed is the military.
“Highlights from the Worldwide Survey 
of Nonmedical Drug Use and Alcohol 
Use Among Military Personnel, 1980” 
(Ref. 17). For the total military, 27 
percent reported using any drug within 
the past 30 days, and 26 percent 
reported using marihuana or hashish 
within the past 30 days. Twenty-six 
percent reported using marihuana, or 
hashish, during the past 30 days. Thirty- 
six percent reported using any drug

during the past 18 months, while 35 
percent reported using marihuana or 
hashish during the past 12 months. 
Further, for the total military, 19 percent 
of the population reported using 
marihuana or hashish at least once a 
week during the past 30 days. The next 
closest drug group used frequently by 
the military was amphetamines or other 
stimulants, at the rate of 3 percent at 
least once a week during the past 30 
days. Cannabis, i.e., marihuana or 
hashish, is thus by far the most widely 
abused drug in the military.

The National Institute on Drug Abuse 
(NIDA) also has reported on 
demographic trends in drug abuse, 1980- 
1995 (Ref. 15). In this report, NIDA uses 
information from previous surveys, up to 
the 1977 survey, to predict illicit drug 
use for the next 10 to 15 years. NIDA 
concluded that illicit drug use is 
decreasing among all age groups.

b. Cannabis leaves. The discussion 
above of the history and current pattern 
of abuse of cannabis and cannabis resin 
applies to cannabis leaves as commonly 
used. FDA is unaware of any significant 
history of use of cannabis leaves 
separated from all other parts of the 
marihuana plant.

c. Cannabis seeds capable of 
germination. The discussion above on 
the history and current pattern of abuse 
of cannabis and cannabis resin applies 
to cannabis seeds capable of 
germination because cannabis may be 
produced by use of such seeds. FDA is 
unaware of any history or current 
pattern of abuse of the seeds other than 
their use to grow cannabis.

5. The scope, duration, and 
significance o f abuse (21 U.S.C. 
811(c)(5)). In House Report 91-1444, 
Congress stated that:

In evaluating existing abuse, not only 
must the Attorney General know the 
pattern of abuse, but he must also know 
whether the abuse is widespread. He 
must also know whether it is a passing 
fad, or whether it is a significant chronic 
abuse problem like heroin addiction. In 
reaching his decision, the Attorney 
General should consider the economics 
of regulation and enforcement attendant 
to such a decision. In addition, he 
should be aware of the social 
significance and impact of such a 
decision upon those people, especially 
the young, that would be affected by it.

a. Cannabis and cannabis resin. The 
discussion in the previous section of 
percentages of marihuana users 
demonstrates that the cannabis abuse is 
of wide scope, involving, among others, 
the young and members of the military, 
is of considerable significance, and has 
continued for over a decade. Further
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seeds will likely be used to grow the 
plant. 

4. Jt.s history and current paltern of 
abuse {21 U.S.C. 811{c)(4)]. In the 
legislative history or the CSA, Congress 
commented on Factor 4 as follows: ''To 
determine whether or not a drug should 
be controlled, ii is important lo know 
lhe pattern of abuse of that substance, 
including the social, economic, and 
ecological characteristics of the 
segments of the population involved in 
such abuse." 

The following information 
demonstrates a history and current 
pattern of widespread illicit use of 
cannabis in the United States, as 
measured by wide use and illegal 
importation and distribution. 

a. Cannabis and cannabis resin. 
Cannabis use goes back to the beginning 
ofrecorded history. For example, 
cannabis preparations have been used 
for thousands of years in Asia. Cannabis 
spread West to Europe and by the time 
Europeans reached the New World. they 
were using the cannabis plant as a 
source of cloth and as an intoxicant. 
MaTihuana or cannabis use began to 
grow in popularity in the United States 
during the 1920's. By 1927, 46 States and 
the District of Columbia had passed 
laws against marihuana and in the same 
year, the Federal government enacted 
the Marihu.ana Tax Act This Act made 
regislTation and taxation of matihuana 
buyers and sellers mandatory, and 
imposed criminal penalties. The Act 
effectively banned the possession and 
use of cannabis preparations. 
Subsequently in 1961, it was controlled 
under the Single Convention on Narcotic 
Drugs. In the United States, it was 
subsequently controlled under Title Il of 
the Comprehensive Drug Abuse 
Prevention and Control Act of 1970. 

There have been a number of studies 
on the pattern of use and abuse of 
cannabis related to the pattern of use of 
other drugs of abuse. These studies 
show that cannabis is used concUITently 
with alcohol or other drugs of abuse 
(e.g., Ref. 13). 

Results from a 1979 survey on drug 
use reported by the National Institute on 
Drug Abuse (Ret 14) were as follows: In 
1979. 6 percent of 12 and 13 year-olds 
reported some experience with 
cannabis. and by ages 14 and 15, the 
percentage who had used cannabis 
increased to 32 percent More than half 
(51 percent) of 16 and 17 year-olds had 
used cannabis. In the overall 12 to 17 
year-old group, 31 percent had "ever 
experienced" marihuana use, more than 
double the figure (14 percent} which was 
reported in 1972. The peak use was in 
the age group from 18 to 25 years; 68 

percent in 1979 compared with 48 
percent in 1972. 

With respect to current use of 
cannabis. defined as use within the 
month preceding the survey, 16.7 percent 
of the 12 to 17 year-old grou.j> in the 1979 
survey currently used cannabis, while 35 
percent of the 18 to 25 year-old group 
were currently using cannabis. In the 
1979 survey. in the age group 26 years 
and over, 19.6 percent reported ever 
having used cannabis. while 6 percent 
reported current use. Corresponding 
figures for 1972 were 7,4 percent for 
having experienced cannabis use and 
2.5 percent currently using cannabis. 
Current users age 12 to 17 in 1972 
represented 7 percent of that age group, 
while in 1979 that same group (now 
members of the 18 to 25 year-old group) 
had a current use rate of 35 percenL 
Thus approximately 26 percent of the 
individuals who were current users 
between the ages of 18 and 25 in 1979 
(the differences between 7 percent and 
35 percent) began using after the age of 
17. 

A similar study, using different age 
parameters and focusing on the year 
1977, provides confirmatory data. 
According to the NIDA Research 
Monograph, No. 35, May 1961 (Ref. 15), 
In 1977 there were 9,632,000 (56.8 
percent) out of 16,956,000 young adults 
age 18 to 21 years, end 9,261,000 (60.3 
percent) out of 15,358.000 young adults 
age 22 to 2S years who reported ever 
having used marihuana. These rates 
represent increases of 4 percent and 13 
percent over the 1974 rates for 18 to 21 
years and 22 to 25 years, respectively. 
The survey indicates there were 
3,233,000 regular users of marihuana out 
of 13,415,000 {24.1 percent) age 18 to 25 
years in 1977. 

The special problem of drug abuse 
among women was reported in 1960 
(Ref. 16). Results were obtained from a 
sample of 14,428 women clients in 
treatment centers. The paper addressed 
differences in use of heroin, marihuana 
amphetamines, barbil\ltates, and 
sedatives according to age, race, and 
education. Marihuana was the second 
most commonly abused drug among 
these women. 

A special U.S. population that has 
been surveyed is the military. 
"Highlights from the Worldwide Survey 
of Nonmedical Drug Use and Alcohol 
Use Among Military Personnel. 1980" 
(ReL 17). For the total military, 27 
percent reported using any drug within 
the past 30 days, and 26 percent 
reported using marihuana or hashish 
within the past 30 days. Twenty-six 
percent reported using marihuana, or 
hashish, during the past 30 days. Thirty
six percent reported using any drug 

during the past 12 months, while 35 
percent reported using marihuana or 
hashish during the past 12 months. 
Further, for the total military, 19 percent 
of the population reported using 
maribuena or hashish at least once a 
week during the past 30 days. The next 
closest drug group used frequently by 
the military was amphetamines or other 
stimulants, at the rate of 3 percent at 
least once a week during the past 30 
days. Cannabis, I.e., marihuana or 
hashish, is thus by far the most widely 
abused drug in the military. 

The National Institute on Drug Abuse 
(NIDA) also has reported on 
demographic trends in drug abuse, 1960--
1995 {Ref. 15). In this report, NIDA uses 
information from previous surveys, up to 
the 1977 survey, to predict illicit drug 
use for the oext 10 to 15 years. NIDA 
concluded that iUicit drug use is 
decreasing among all age groups. 

b. Cannabis leaves. The discussion 
above of the history and current pattern 
of abuse of cannabis and cannabis resin 
applies to cannabis leaves as commonly 
used. FDA is W1awaTe of any significant 
history of use of cannabis leaves 
separated from all other parts of the 
marihuana plant. 

c. Cannabis seeds capable of 
germination. The discussion above on 
the history and current pattern of abuse 
of cannabis and cannabis resin applies 
to cannabis seeds capable of 
germination because cannabis may be 
produced by use of such seeds. FDA is 
unaware of any history or current 
pattern of abuse of the seeds other than 
their use to grow cannabis. 

5. The scope, duration, and 
significance of abuse (21 U.S.C. 
811{c](SJ). In House Report 91-1444, 
Congress stated that: 

In evaluating existing abuse, not only 
must the Attorney General know the 
pattern of abuse. but he must also know 
whether the abuse ls widespread. He 
must also know whether it ts a passing 
fad, or whether it is a significant chronic 
abuse problem like heroin addiction. ln 
reaching his decision. the Attorney 
General should consider the economics 
of regulation and enforcement attendant 
to such a decision. In addition, he 
should be aware of the social 
significance and impact of such a 
decision upon those people. especially 
the young, that would be affected by it. 

a. Cannabis and cannabis resin. The 
discussion in the previous section of 
percentages of marihuana users 
demonstrates that the cannabis abuse is 
of wide scope, involving, among others, 
the young and member& of the miJltary, 
is of considerable significance, and has 
continued for over a decade. Further 
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evidence on cannabis abuse is provided 
by information concerning the total 
amount of cannabis available in this 
country from illicit sources.

According to the Drug Enforcement 
Administration (DEA), about 10,000 to 
15,000 metric tons of cannabis 
(marihuana) were smuggled into the 
United States in 1978, a 4 percent 
increase over the 12,000 metric tons 
smuggled in 1977 (Ref. 20). The value of 
the marihuana in 1978 was estimated by 
DEA to be $15 to 23 billion 
(approximately $19,000,000,000 in 1977) 
(id).

For 1979, DEA has estimated the total 
cannabis supply to be between 10,000 
and 13,600 metric tons. Seventy-five 
percent of the total cannabis in 1979 was 
from Columbia, 11 percent from Mexico, 
7 percent from Jamaica, and 7 percent 
from domestic U.S. sources. For the year 
1980, the current estimate is 10,600 to
15,500 metric tons. Columbia supplies 75 
percent, Mexico 9 percent, Jamaica 10 
percent, and domestic U.S. sources 
account for 6 percent. The total amount 
would convert to 23,320,000 to 34,100,000 
pounds of cannabis available in the 
United States in 1980. This amount 
compares with the estimated 24,000,000 
pounds available in 1977. The amount of 
cannabis grown for scientific and 
medical investigations in the United 
States in 1979 was 986 kilos or 2,100 
pounds and approximately 2,000 kilos or 
4,400 pounds for the year 1980.

These statistics show that the scope 
of the illicit cannabis traffic is 
significant, and has been significant for 
a least 5 years. Also, the extent of the 
illicit use of cannabis, particularly 
among the young and the young adults, 
is widespread throughout the United 
States. Further, these statistics show 
that the drain of funds into illicit 
channels as a result of cannabis use is 
significant.

b. Canabis leaves. The discussions 
above regarding the scope, duration, and 
significance of abuse for cannabis and 
cannabis resin apply to cannabis leaves 
when used in conjunction with other 
parts of the marihuana plant. FDA is 
unaware of any use of cannabis leaves 
separated from all other parts of the 
marihuana plant and the agency, thus, 
has no information about scope, 
duration, and significance of abuse of 
leaves separated from other parts of the 
plant.

c. Cannabis seeds capable of 
germination. There are no data 
concerning the extent of illicit traffic in 
cannabis seeds capable of germination. 
As discussed previously, there are no 
data available on abuse of the seeds per 
se, as opposed to the plants that may be 
grown from the seeds.

6. What, if  any, risk there is to the 
public heatlh (21 U.S.C. 811(c)(6). With 
respect to this factor, House Report 91- 
1444 states: “If a drug creates no danger 
to the public health, it would be 
inappropriate to control the drug under 
this bill.”

a. Cannabis and cannabis resin.
Under factors 2 and 3 above, the 
scientific evidence of the 
pharmacologicabeffects and the state of 
current scientific knowledge regarding 
cannabis are discussed in detail. The 
agency agrees with the general 
conclusions of the 10M (Ref. 6) that, 
“(t]he scientific evidence published to 
date indicates that marijuana has a 
broad range of psychological and 
biological effects, some of which, at 
least under certain conditions, are 
harmful to human health. Unfortunately, 
the available information does not tell 
us how serious the risk may be” (p. 5).

The adverse consequences associated 
with marihuana use include both acute 
and chronic effects. The acute health 
hazards are most important and include, 
among others, impairments in almost all 
aspects of central nervous system 
function, and decrements in 
psychomotor performance skills 
necessary for driving or flying. Certain 
cardiovascular effects (e.g., those that 
can lead to increased heart rate and 
associated circulatory changes) may be 
harmful, especially to those with pre
existing heart disease. The acute health 
hazards often result in medical problems 
requiring immediate medical attention at 
hospital emergency rooms.

The chronic hazards of marihuana use 
are less well established. One probable 
risk of importance is the one associated 
with the common route of cannabis 
administration, smoking. Smoking of 
tobacco cigarettes is a well-documented 
health hazard, and it is reasonable to 
assume that smoking of cannabis 
cigarettes is hazardous as well.

Much of the most recent evidence 
about the effects of marihuana use in 
humans is reported in the Addiction 
Research Foundation Report, 1981 (Ref.
8) prepared by internationally 
recognized scientists in the field of drug 
abuse and effects of marihuana and the 
Institute of Medicine Report, 1982 (Ref. 
6), previously discussed. The National 
Institute on Drug Abuse also provided 
much of the most recent information 
relative to the epidemiology of effects of 
cannabis on the public use. The risk to 
the public health from acute and chronic 
cannabis use is evaluated on the basis 
of the effects included in these reports. 
Also, as is discussed in Part III below, 
cannabis or marihuana has no currently 
accepted medical use in treatment in the 
United States. Thus, in weighing the

risks against the benefits of marihuana 
use, FDA proposes to conclude that the 
scale is tipped heavily towards the risks. 
Clinical investigations designed to 
determine whether marihuana has 
medical utility and whether marihuana 
may be used safety ufider medical 
supervision are still ongoing.

In estimating the number of 
individuals who use cannabis and, thus, 
are at risk of suffering the reported 
adverse health consequences, the 
Federal government uses data from 
several sources including certain 
surveys, including the Drug Abuse 
Warning Network (DAWN), the 
National Household Survey on Drug 
Abuse (Household Survey), and the 
High School Senior, Survey (High School 
Survey). DAWN represents an ongoing 
reporting system, while the Household 
Survey and the High School Survey are 
periodic data collection efforts. Each 
survey contributes valuable information 
to the overall drug abuse picture.

The reports of death from medical 
examiners collected by DAWN for the 
calendar year 1980 placed marihuana at 
the lower end of the spectrum of 
frequency among the 100 drugs or 
substances reported. During the same 
period, however, marihuana was listed 
at the top end of the spectrum of 
frequency among the 100 drugs or 
substances reported as the reason for an 
emergency room visit during this period 
(Ref. 21). Marihuana was, for example, 
mentioned more than twice as often as 
amphetamines. Thus, it would appear 
that the adverse effects from marihuana 
use rarely result in a fatal outcome but 
are serious enough to be one of the 
major drug causes for seeking 
emergency room treatment.

In the High School Survey, high school 
seniors reported that they believe the 
regular use of marihuana has caused 
them to experience significant problems. 
For example, 28 percent reported they 
think less clearly, while 11 percent 
reported they felt less stable 
emotionally. Young people are believed 
to be especially at risk from the use of 
marihuana because of their ongoing 
physical and emotional maturation. It is 
possible that young, regular marihuana 
users may not be able to develop 
appropriate "life skills” on schedule, 
and that failing to do so it may be 
difficult, if not impossible, for them to 
make up these developmental 
differences later in life (Ref. 12).

As discussed earlier, although certain 
adverse effects have been reported from 
cannabis use, the exact percentage of 
cannabis users who are experiencing 
these adverse effects is unknown. FDA 
tentatively concludes that the risk to the
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evidence on cannabis abuse is provided 
by information concerning the total 
amount of cannabis available in this 
country from illicit sources. 

According to the Drug Enforcement 
Aclministration (DEA), about 10,000 to 
u:.ooo metric tons of cannabis 
(marihuana) were smuggled into the 
United States in 1978, a 4 percent 
increase over the 12,000 metric tons 
smuggled in 1977 (Ref. 20). The value of 
the marihuana in 1978 was estimated by 
DEA to be $15 to 23 billion 
(approximately $19,000,000,000 in 1977) 
(id). 

For 1979, DEA has estimated the total 
cannabis supply to be between 10,000 
and 13,600 metric tons. Seventy-five 
percent of the total cannabis in 1979 was 
from Columbia, 11 percent from Mexico, 
7 percent from Jamaica, and 7 percent 
from domestic U.S. sources. For the year 
1980, the current estimate Is 10,600 to 
15,500 metric tons. Columbia supplies 75 
percent. Mexico 9 percent, Jamaica 10 
percent, and domestic U.S. sources 
account for 6 percent. The total amount 
would convert to 23,320,000 to 34,100,000 
pounds of cannabis available in the 
United States in 1980. This amount 
compares with the estimated 24,000,000 
pounds available in 1977. The amount of 
cannabis grown for scientific and 
medical investigations in the United 
States in 1979 was 986 kilos or 2,100 
pounds and approximately 2,000 kilos or 
4,400 pounds for the year 1980. 

These statistics show that the scope 
of the illicit cannabis traffic is 
significant. and has been significant for 
a least 5 years. Also, the extent of the 
illicit use of cannabis, particularly 
among the young and the young adults, 
is widespread throughout the United 
States. Further. these statistics show 
that the drain of funds into illicit 
channels as a result of cannabis use is 
significant. 

b. Canabis leaves. The discussions 
above regarding the scope, duration, and 
significance of abuse for cannabis and 
cannabis resin apply to cannabis leaves 
when used in conjunction with other 
parts of the marihuana plant. FDA is 
unaware of any use of cannabis leaves 
separated from all other parts of the 
marihuana plant and the agency, thus, 
has no information about scope, 
duration, and significance of abuse of 
leaves separated from other parts of the 
plant. 

c. Cannabis seeds capable of 
germination. There are no data 
concerning the extent of illicit traffic in 
cannabis seeds capable of germination. 
As discussed previously, there are no 
data available on abuse of the seeds per 
se, as opposed to the plants that may be 
grown from the seeds. 

6. What, if any. risk there is to the 
public heatlh (21 U.S.C. Bll(c](6]. With 
respect to this factor, House Report 91-
1444 states: "If a drug creates no danger 
to the pubHc health. it would be 
inappropriate to control the drug under 
this bill." 

a. Cannabis and cannabis resin. 
Under factors 2 and 3 above, the 
scientific evidence of the 
pharmacological effects and the state of 
current scientific knowledge regarding 
cannabis are discussed in detail. The 
agency agrees with the general 
conclusions of the IOM (Ref. 6) that, 
"[t]he scientific evidence published to 
date indicates that marijuana has a 
broad range of psychological and 
biological effects, some of which, at 
least under certain conditions, are 
harmful to human health. Unfortunately, 
the available information does not tell 
us how serious the risk may be" (p. 5). 

The adverse consequences associated 
with marihuana use include both acute 
and chronic effects. The acute health 
hazards are most important and include, 
among others, impairments in almost all 
aspects of central nervous system 
function, and decrements in 
psychomotor performance skills 
necessary for driving or flying. Certain 
cardiovascular effects (e.g .. those that 
can lead to increased heart rate and 
associated circulatory changes) may be 
harmful, especially to those with pre
existing heart disease. The acute health 
hazards often result in medical problems 
requiring immediate medical attention at 
hospital emergency rooms. 

The chronic hazards of marihuana use 
are less well established. One probable 
risk of importance is the one associated 
with the common route of cannabis 
administration, smoking. Smoking of 
tobacco cigarettes is a well-documented 
health hazard, and it is reasonable to 
assume that smoking of cannabis 
cigarettes is hazardous as well. 

Much of the most recent evidence 
about the effects of marihuena use in 
humans is reported in the Addiction 
Research Foundation Report, 1981 (Ref. 
8) prepared by internationally 
recognized scientists in the field of drug 
abuse and effects of marihuana and the 
Institute of Medicine Report, 1982 (Ref. 
6), previously discussed. The National 
Institute on Drug Abuse also provided 
much of the most recent information 
relative to the epidemiology of effects of 
cannabis on the public use. The risk to 
the public health from acute and chronic 
cannabis use is evaluated on the basis 
of the effects included in these reports. 
Also. as is discussed in Part Ill below, 
cannabis or marihuana has no currently 
accepted medical use in treatment in the 
United States. Thus. in weighing the 

risks against the benefits of marihuana 
use, FDA proposes to conclude that the 
scale is tipped heavily towards the risks. 
Clinical investigations designed to 
determine whether marihuana has 
medical utility and whether marihuana 
may be used safety under medical 
supervision are still ongoing. 

In estimating the number of 
individuals who use cannabis and, thus, 
are at risk of suffering the reported 
adverse health consequences, the 
Federal government uses data from 
several sources including certain 
surveys, including the Drug Abuse 
Warning Network (DAWN), the 
National Household Survey on Drug 
Abuse (Household Survey), and the 
High School Senior Survey (High School 
Survey). DAWN represents an ongoing 
reporting system, while the Household 
Survey and the High School Survey are 
periodic data collection efforts. Each 
survey contributes valuable Information 
to the overall drug abuse picture. 

The reports of death from medical 
examiners collected by DAWN for the 
calendar year 1980 placed marihuana at 
the lower end of the spectrum of 
frequency among the 100 drugs or 
substances reported. During the same 
period, however, marihuana was listed 
at the lop end of the spectrum of 
frequency among the 100 drugs or 
substances reported as the reason for an 
emergency room visit during this period 
(Ref. 21}. Marihuana was, for example, 
mentioned more than twice as often as 
amphetamines. Thus, it would appear 
that the adverse effects from marihuana 
use rarely result in a fatal outcome but 
are serious enough to be one of the 
major drug causes for seeking 
emergency room treatment. 

In the High School Survey, high school 
seniors reported that they believe the 
regular use of marihuana has caused 
them to experience significant problems. 
For example, 28 percent reported they 
think less clearly, while 11 percent 
reported they felt less stable 
emotionaJly. Young people are believed 
to be especially at risk from the use of 
marihuana because of their ongoing 
physical and emotional maturation. It is 
possible that young, regular marihuana 
users may not be able to develop 
appropriate "life skills" on schedule, 
and that failing to do so it may be 
difficult, if not impossible, for them to 
make up these developmental 
differences later in life (Ref. 12). 

M discussed earlier, although certain 
adverse effects have been reported from 
cannabis use, the ex.act percentage of 
cannabis users who are experiencing 
these adverse effects Is unknown. FDA 
tentatively concludes that the risk to the 
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• public health from marihuana use is 
particularly serious because the number 
of marihuana users is so large. 
Whatever the precise risk, widespread 
use of cannabis will obviously produce 
a greater incidence of harm than 
relatively little use of cannabis. 
Moreover, although in some cases the 
relationship of cannabis use to reported 
adverse effects is not certain, 
particularly the emotional and 
“amotivational” effects, the 
consequences of these effects, if real, 
are so great that, in the absence of good 
evidence against the reported 
association, the risk to the public health 
must be considered great. FDA's 
proposed conclusion that cannabis does 
create a significant risk to public health 
is thus based on its known adverse 
effects and adverse effects that are 
suggested but not yet proved to be 
related to marihuana use,-both in a 
setting of relatively widespread use.

Based on die 1979 Household Survey, 
teenagers in the United States use more 
marihuana than teenagers anywhere 
else in the world (Ref. 22). Although a 
recent trend shows that marihuana use 
and use of other drugs has declined, it is 
too early to tell- whether this decrease 
will continue oris merely a pause in the 
rise. Despite this recent trend, the 
overall prevalence of use of marihuana 
has remained at approximately 60 
percent of high school seniors for the 
years 1978,1979, and 1980 (Ref. 6). 
Currently, it is estimated that 22 million 
or about 10 percent of the total U.S. 
population now use marihuana (Ref. 22). 
In 1960, less than 7 percent of young 
adults age 18 to 25 had used marihuana. 
In 1979, more than 60 percent of young 
adults had used marihuana (Ref. 22).

FDA, thus, proposes to conclude that 
cannabis may produce significant 
adverse health effects to persons who 
use marihuana. And, because 
approximately 22 million Americans are 
reported to be current users of 
marihuana, FDA proposes to conclude 
that there is a significant risk to the 
public health from marihuana or 
cannabis use.

b. Cannabis leaves. The risk to the 
public health associated with use of 
cannabis leaves in die state in which 
they are normally found, i.e., in 
conjunction with others parts of the 
marihuana plant, is significant for the 
reasons stated in subsection (a) above. 
There is virtually no reported 
experience with a product containing 
cannabis leaves separated from all other 
parts of die marihuana plant. Because 
the leaves themselves have significant 
THC content, however, it is reasonable 
to conclude that a use of a leaf-only

product would present the same risk as 
use of cannabis itself.

c. Cannabis seeds capable 
germination. The risk associated with 
cannabis seeds derives only from the 
probability that such seeds would be 
used to grow marihuana, which would in 
turn produce the risks described above.

7. Its psych ic or physiological 
dependence lia b ility  (21 U.S.C.
811(c)(7)). In House Report 91-1444, 
Congress states that; 'There must be an 
assessment of the extent to which a drug 
is physically addictive or 
psychologically habit-forming, if such 
information is known.”

a. Cannabis and cannabis resin. (1) 
Psychological (psychic) dependence 
liability. In the Federal Register of 
March 9,1982 (47FR10083), FDA 
proposed to conclude that some 
individuals should be considered 
sufficiently strong drug-seeking in their 
behavior to be considered severely 
psychologically dependent on cannabis. 
The basis for this conclusion is our 
belief that repeated seeking of an illicit 
drug with an established potential to 
cause injury constitutes prime facie 
evidence of psychological dependence. 
Also, it should be noted that a report of 
the American Medical Association’s 
(AMA) Council on Scientific Affairs, as 
adopted by the AMA House of 
delegates, concluded that marihuana is 
hazardous to health and that there was 
a growing prospect of appreciable 
number of marihuana users incurring 
physiological and psychological 
impairment (Ref. 23). Since the March 9, 
1982 Federal Register publication, FDA 
has completed a review of two recent 
and significant reports on marihuana 
and health (Institute of Medicine Study 
and Addiction Research Study) (Refs. 8 
and 8); These reports include nothing 
that changes FDA’s earlier proposed 
conclusions. Thus, FDA proposes to 
conclude that marihuana use can result 
in severe psychological dependence.

(2} Physical (physiological) 
dependence liability. The agency 
defines physiological dependence as the 
appearance of a characteristic 
syndrome, consisting of physical signs 
and symptoms, that appears upon 
cessation of drug use. Only one 
investigator has reported withdrawal 
signs and symptoms after frequent large 
doses of THC (Ref. 11). Other 
investigators have failed to observe a 
withdrawal syndrome. However, it is* 
important to emphasize that drugs now 
well known to cause physiologic, 
dependence (such as barbiturates, 
benzodiazepines, amphetamines, and 
some mixed opioid agonist/antagonist 
analgesics) were for many years

assumed to be free of any such liability. 
It was only after many years of medical 
use, under conditions of close scrutiny, 
that the serious physiological 
dependence caused by these drugs was 
recognized. Thus, although the agency is 
unable to conclude at this time, on the 
basis of the evidence available, that 
cannabis produces physiologic 
dependence, the experience with known 
dependence-producing drugs (described 
above) must be considered.

b. Cannabis leaves. For the reasons 
discussed above, cannabis leaves 
present a psychological dependence 
liability. This conclusion necessarily 
follows from the evidence concerning 
cannabis, whether the leaves are 
considered as components of marihuana 
as generally used or as a separate 
product that, because of its THC 
content, would have the same effects as 
cannabis. Like cannabis, cannabis 
leaves Gannot now be considered to 
have a physiological dependence 
liability.

c. Cannabis seeds capable o f 
germination. As previously noted, the 
seeds do not themselves present a 
dependence liability, but, because they 
may be used to grow marihuana, have a 
liability associated with that fact.

8. W hether the substance is  an 
im m ediate precursor o f a  substance 
already controlled under this title  (21 
U.S.C. 811(c)(8). House Report 91-1444 
states that: "The bill allows inclusion of 
immediate pretusors on this basis alone 
into the appropriate schedule and thus 
safeguards against possibilities of 
clandestine manufacture.”

a. Cannabis and cannabis resin. 
Cannabis and cannabis resin are not 
precursors of any substance already 
controlled. Cannabis and cannabis resin 
are substances which are themselves 
already controlled in Schedule I of the 
Controlled Substances Act

b. Cannabis leaves. Cannabis leaves 
are not an immediate precursor to a 
substance already controlled under this 
title. Because they are viewed as a 
component of cannabis, they are already 
controlled in schedue I.

c. Cannabis seeds capable o f . 
germination. Cannabis seeds capable of 
germination are not an immediate 
chemical precursor to a substance 
already controlled under this title. They 
are a "precursor” of cannabis in the 
sense that cannabis may be grown from 
the seeds. Because they are a 
component of cannabis, they are already 
controlled in schedule I.
HI. Criteria For Scheduling

The eight factors described above are 
used to determine into which of the five
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public health from marihuana use is 
particularly serious because the number 
of marihuana users ls so large. 
Whatever the precise risk, widespread 
use of cannabis will obviously produce 
a greater Incidence of harm than 
relatively little use of cannabis. 
Moreover, although in some cases the 
relationship of cannabis use to reported 
adverse eff ecta is not certo.in, 
particularly the emotional and 
"amotivational" effects, the 
consequences of these effects, if real, 
are so great that, in the absence of good 
evidence against the reported 
association. the risk to the public health 
must be considered great FDA's 
proposed conclusion that cannabis does 
create a significant risk to public health 
is thus based on its known adverse 
effects and adverse effects that are 
suggested but not yet proved to be 
related to marihuana use, both In a 
setting of relatively widespread use. 

Based on the 1979 Household Survey, 
teenagers in the United States use more 
marihuana than teenagers anywhere 
else in the world (Ref. 22), Although a 
recent trend shows that merihuana use 
and use of other drugs bas declined, it la 
too early to tell whether th.is decrease 
will continue or Is merely a pause in the 
rise. Despite this recent trend, the 
overall prevalence of use of marihuana 
has remained at approximately 60 
percent of high school seniors for the 
years 1978, 1979, and 1980 (Ret 6). 
Currently, It is estimated that 22 millfon 
or about 10 percent of the total U.S. 
population now use marihuana (Ref. 22), 
In 1960, less than 7 percent of young 
adults age 18 to 25 had used marlhuana. 
In 1979, more .than 60 percent of young 
adults had used marihuana (Ret 22). 

FDA, thus, proposes to conclude that 
cannabis may produce significant 
adverse health effects to persons who 
use mariliuana. And, because 
approximately 22 million Americans are 
reported to be current users or 
marihuana, FDA proposes to conclude 
that there ls a significant risk to the 
public health from marihuana or 
cannabis use. 

b. Cannabis leaves. The risk to the 
public health associated with use of 
cannabis leaves in the stale in which 
they am normally found. Le., in 
conjunction with others parts of the 
marihuana plant. is significant for the 
reasons stated in subsection (a} above. 
There is virtually no reported 
experience with a product containing 
cannabis leaves separated from all othe't 
parts of the marihuana plant. Because 
the leaves themselves have significant 
TiiC content, however, it is reasonable 
to conclude that a use of a leaf-only 

product would present the same risk as 
use of cannabis itself. 

c. Cannabis seeds capable 
germination. The risk associated with 
cannabis seeds derives only from the 
probability that such seeds would be 
used to grow marihuane, which would In 
tum produce the risks described above. 

7. Its psychic or physiological 
dependence liability (21 U.S.C. 
811(c)(7)). In House Report 91-1444, 
Congress states that: ''There must be an 
assessment of the extent to which a drug 
is physically addictive or 
psychologically habit-forming, If such 
infonnation is known." 

a. Cannabis and cannabis resin. (1) 
Psychological (psychic} dependence 
liability. In the Federal Register of 
March 9, 1982 (47FR 1008S), FDA 
proposed to conclude that some 
individuals should be considered 
sufficiently strong drug-seeking In their 
behavior to be considered severely 
psychologically dependent on cannabis. 
The basis for thia conclusion is our 
belief that repeated seeking ef an illicit 
drug with an established potential to 
cause Injury constitutes prlma facie 
evidence of psychological dependence. 
Also, It should be noti!d that a report or 
the American Medical Association's 
(AMA) Council on Scientific Affairs, as 
adopted by the AMA House of 
delegates, concluded tliat marihuana is 
hazardous to health and that there was 
a growing prospect of appreciable 
number of marihuana users incurring 
physiological and psychological 
impairment (Ref. 23). Since the March 9, 
1982 Federal Register publication. FDA 
has completed a review of two recent 
and aignificant reports on marihuana 
and health (Jnatitute of Medicine Study 
and Addiction Research Study) (Refs. 6 
and 8}. These reports Include nothing 
that changes FDA'a earlier proposed 
conclusions. Thus, FDA proposes to 
conclude that marlhuana uae can result 
in severe psychological dependence. 

(2) Physical (physiological) 
dependence liability. The agency 
defines physiological dependence as the 
appearanei! 0£ a characteristic 
syndrome, consisting of physical signs 
and symptoms, that appears upon 
cessation of drug use. Only one 
investigator has reported withdrawal 
signs and symptoms after frequent large 
doses of me (Ref. 11). Other 
investigators have failed to observe a 
withdrawal syndrome. However, it ls• 
Important to emphasize that drugs now 
well known to cause physiologic 
dependence (such as barbiturates. 
benzodiezepines, amphetamines, and 
some mixed opioid agonist/ antagonist 
analgesics) were for many years 

assumed to be free of any such liability. 
It was only after many years of medical 
use, under conditions of close acrutiny, 
that the serious physiological 
dependence caused by these drugs was 
recognized. Thus, although the agency is 
unable to conclude at this time, on the 
basis of the evidence available, that 
cannabis produces physiologic 
dependence, the experience \Vith known 
dependence-producing drugs (described 
above) must be considered. 

b. Cannabis leaves. For the reasons 
discussed above, cannabis leaves 
present a psychological dependence 
liability. This conclusion necessarily 
follows from the evidence concerning 
cannabis, whether the leaves are 
considered as components of marlhuena 
as generally used or as a separate 
product that. because ol its THC 
content, would have the same effects as 
cannabis. Like cannabis, cannabis 
le-aves cannot now be considered to 
have a physiological dependence 
liability. 

c. Cannabis seeds capable of 
germination. As previously noted, the 
seeds do not themselves pTesent a 
dependence liability, but, because they 
may be used to grow marihuana, have a 
liability associated with that fact. 

6. Whetlier the substance is an 
immediate precursor of a substance 
already controlled under this title (21 
U.S.C. 811{c){8J. House Report 91-1444 
states that: "The bill allows inclusion of 
Immediate precusors on this basis alone 
into the appropriate schedule and thus 
safeguards against posst'bilitles of 
clandestine manufacture." 

a. Cannabis and cannabis resin. 
Cannabis and cannabis resin are not 
precursol'!I of any substance already 
controlled. Cannabis and cannabis resin 
are substances -which are themselves 
already controlled In Schedule I of the 
Controlled Substances Act 

b. Cannabis leaves. Cannabis leaves 
are not an immediate precuraor to a 
substance already controlled under this 
title. Because they are viewed as a 
component of cannabis, they are already 
controlled in schedue I. 

c. Cannabis seeds capable of 
germination. Cannabis seeds capable of 
germination are not an immediate 
chemical precursor to a substance 
already controlled under this title. They 
are a "precursor" of cannabis in the 
sense that cannabis may be grown from 
the seeds. Because they are a 
component of cannabis, they are already 
controlled in schedule L 

III. Criteria For Scheduling 
The eight factors described above are 

used to determine into which of the five 
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CSA schedules, if any, a given drug or 
substance should be placed. Each of the 
five CSA schedules (I to V) has three 
criteria (A to C) to aid in this 
determination. To assign a substance to 
a schedule, the Attorney General must 
find that the substance meets the 
statutory criteria for that schedule. See 
21 U.S.C. 811(a).

Criterion A for all five schedules is a 
series of descriptions of abuse potential, 
declining from high to low abuse 
potential. Schedules I and II are 
identical in this regard, both requiring a 
finding of “high” potential for abuse. 
Schedules III through V require findings 
of lower, though still some, abuse 
potential.

Criterion B for all five schedules deals 
with whether the drug, or other 
substance, has a currently accepted 
medical use. Schedule I drugs must be 
found to have “no currently accepted 
medical use in treatment in the United 
States” while schedules n  through V fill 
require a “currently accepted medical 
use * * hi addition, criterion B for 
schedule II allows an alternative finding: 
“currently accepted medical use with 
severe restrictions."

Criterion C is different for schedule I 
than for the other schedules. For 
schedule!, the criterion requires a 
finding of “lack of accepted safety for 
use of the drug or other substance under 
medical supervision/’ For schedules II 
through V, this criterion consists of a 
sliding scale of the drug’a-dependence- 
producing capacity, either physical or 
psychological. Schedule II drugs require 
a finding of the highest dependence- 
producing capacity while schedule V 
drugs require the lowest.

In the Federal Register of June 20,1979 
(44 FR 36127), DHHS stated that it 
believed, from a medical/scientific 
standpoint, that the marihuana (or 
cannabis) plant materials “could be 
placed in either schedule I or schedule 
II” but recommended continued control 
in schedule I. A factor in the 
determination that both schedules I and 
II were appropriate from a medical 
scientific standpoint included the 
statements that: “Conceivably, the 
current investigational use of some of 
the substances could be classified as ‘a 
currently accepted medical use with 
severe restrictions’ within the meaning 
of the second criterion for schedule II. 
That is a plausible interpretation of that 
criterion but its appropriateness is not 
free from doubt.” (It should be noted 
that these statements were made in the 
context of the 1979 proceedings which 
applied to THC as well as the 
marihuana (or cannabis) plant materials 
at issue here.)

Although certain developments have 
occurred with respect to these 
substances in die intervening years (i.e., 
Federally approved research continues, 
legislation in some States provides for 
various degrees and kinds of research 
controls, and FDA has approved, on the 
recommendation of its oncologic drugs 
advisory committee, THC distribution 
under die National Cancer Institute’s 
“Group C” system), these developments 
do not change the fact that, as explained 
below, in FDA’s opinion the marihuana 
plant materials, as opposed to THC, 
meet all three criteria only for schedule
I. Accordingly, FDA proposes that they 
remain in schedule I.

A. Criterion A —On the sliding scale 
of abuse potential, FDA proposes to 
conclude that cannabis, cannabis resin, 
cannabis leaves, and cannabis seeds 
capable of germination (because they 
are planted, cultivated, grown, and 
harvested to produce the plant) have a 
high potential for abuse and thus meet 
this criterion for schedules I and II (the 
criterion is identical for tiiese two 
schedules).

As plant constituents, these cannabis 
substances have been shown to have a 
high potential for abuse (see discussion 
in factor 1 above). Thus, although licit 
plant materials have not been abused 
because they have been subject to 
stringent controls as an investigational 
drug under the Federal Food, Drug, and 
Cosmetic Act and a schedule I 
substance under the CSA, illicit plant 
materials are widely abused. These 
substances have marked psychotropic 
effects and, if more freely available, 
their abuse would very likely increase 
as major drugs of abuse (see discussions 
in factors 4 and 5). If the stringent CSA 
controls are removed from these 
substances, it can be anticipated that 
there would be attempted thefts, that 
attempts would be made to divert the • 
drug from legitimate channels, and that 
any drug so diverted would command 
premium prices in the illicit market.

The tentative conclusion that these 
substances have a high potential for 
abuse (thus meeting criterion A for 
schedules I and II) logically precludes 
them from meeting criterion A for 
schedules HI through V, for drugs in 
each of these three schedules have a 
progressively lower abuse potential than 
schedule I and II drugs.

B. Criterion B—This criterion involves 
the “accepted medical use” of the drug 
and has three different variations among 
the five schedules, as follows:

1. Schedule I: “The drug or other 
substance has no currently accepted 
medical use in treatment in the United 
States.”

2. Schedule II: “The drug or other 
substances has a currently accepted 
medical use in treatment in the United 
States or a currently accepted medical 
use with severe restrictions.” (Emphasis 
added.)

3. Schedules III through V: “The drug 
or other substances has a currently 
accepted medical use in treatment in the 
United States.”

FDA interprets the term “accepted 
medical use” to mean lawfully marketed 
under the Federal Food, Drug, and 
Cosmetic Act, 21 U.S.C. 301, et seq. The 
agency stated this interpretation 
previously in the Federal Register 
document dealing with THC (47 FR 
10084). NORML, in a subsequent action 
brought in the United States Court of 
Appeals for the District of Columbia, 
challenged that interpretation as 
conflicting with a statement made by the 
court in a footnote in NORML v. DEA, 
supra, 559 F.2d at 750, n.65. In the 
footnote, the court noted that the 
interrelationship between the Federal 
Food, Drug, and Cosmetic Act, in 
particular its “new drug” approval 
provision, and the Controlled 
Substances Act was far from clear. The 
court stated that it was appropriate for 
NORML to apply for rescheduling of 
marihuana under the Controlled 
Substances Act before obtaining 
approval of a new drug application 
under the Federal Food, Drug, and 
Cosmetic Act Id.

A drug may be marketed lawfully 
under the Federal Food, Drug, and 
Cosmetic Act after approval of a new 
drug application (NDA) for that drug. 
There are, theoretically, other ways in 
which a drug could be marketed legally. 
The drug could satisfy either the 
requirements for exemption from the 
definition of “new drug” in 21 U.S.C. 
321(p) or the requirements for a 
“grandfather clause” from the new drug 
approval provision, see, 21 U.S.C. 
321(p)(l) and Pub. L. 87-781, sec. 
107(c)(4). It is obvious, however, that the 
marihuana substances at issue here 
would not qualify either for exemption 
from the “new drug” definition or for the 
“grandfather clause” exceptions to 
premarket clearance.

A drug may also, theoretically, be 
legally marketed without violating the 
Federal Food, Drug, and Cosmetic Act if 
it is manufactured, processed, and used 
entirely within a single State without 
any connection at all with interstate 
commerce. (See, however, Article 23 and 
28 of the Single Convention on Narcotic 
Drugs regarding restrictions imposed by 
treaty on manufacture of marihuana.) 
The agency has considered whether 
there is any basis to conclude that the
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CSA schedules, if any, a given drug or 
substance should be placed. Each of the 
five CSA schedules (I to V) has three 
criteria (A to C) to aid in this 
determination. To assign a substance to 
a schedule, the Attorney General must 
find that the substance meets the 
statutory criteria for that schedule. See 
21 U.S.C. 811(a). 

Criterion A for all five schedules is a 
series of descriptions of abuse potential, 
declining from high to low abuse 
potential. Schedules I and Il are 
identical in this regard, both requiring a 
finding of "high" potential for abuse. 
Schedules m through V require findings 
of lower, though still some, abuse 
potential. 

Criterion B for all five schedules deals 
with whether the drug, or other 
substance, has a currently accepted 
medical use. Schedule I drugs must be 
found to have "no currently accepted 
medical use in treatment in the United 
States" while schedules II through V all 
require a "cunently accepted medical 
use• • •." In addition, criterion B for 
schedule JI allows an alternative finding: 
"currently accepted medical use with 
severe restrictions." 

Criterion C Is different for schedule I 
than for the other schedules. For 
schedule I, the criterion requires a 
finding of "lack of accepted safety for 
use of the drug or other substance under 
medical supervision." For schedules ll 
through V, this criterion consists of a 
sliding scale of the drug'&--dependence
producing capacity, either physical or 
psychological. Schedule II drugs require 
a finding of the highest dependence• 
producing capacity while schedule V 
drugs require the lowest. 

In the Federal Register of June 20, 1979 
(44 FR 36127), D.1-nIS stated that it 
believed, from a medical/scientific 
standpoint. that the marihuana (or 
cannabis) plant materials "could be 
placed in either schedule I or schedule 
Il" but recommended continued control 
In schedule I. A factor in the 
determination that both schedules t and 
II were appropriate from a medical 
scientific standpoint included the 
statements that: "Conceivably, the 
current investigational use of some of 
the substances could be classified as 'a 
currently accepted medical use with 
severe restrictions' within the meaning 
of the second criterion for schedule n. 
That is a plausible interpretation of that 
criterion but its appropriateness is not 
free from doubt." (It should be noted 
that these statements were made in the 
context of the 1979 proceedings which 
applied to THC as well as the 
marihuana (or cannabis) plant materials 
at issue here.) 

. 
Although certain developments have 

occurred with respect to these 
substances in the intervening years (i.e., 
Federally approved research continues, 
legislation in some States provides for 
various degrees and kinds of research 
controls, and FDA has approved, on the 
recommendation of its oncologic drugs 
advisory committee, THC distribution 
tmder the National Cancer lnstitute's 
"Group C" system), these developments 
do not change the fact that, as explained 
below, in FDA's opinion the marihuana 
plant materials, as opposed to THC, 
meet all three criteria only for schedule 
I. Accordingly, FDA proposes that they 
remain in schedule L 

A. Criterion A-On the sliding scale 
of abuse potential, FDA proposes to 
conclude that cannabis, cannabis reain, 
cannabis leaves, and cannabis seeds 
capable of germination (because they 
are planted, cultivated, grown, and 
harvested to produce the plant} have a 
high potential for abuse and thus meet 
this criterion for schedules I and Il (the 
criterion is identical for these two 
schedules). 

As plant constituents, these cannabis 
substances have been shown to have a 
high potential for abuse (see discussion 
in factor 1 above). Thus, although licit 
plant materials have not been abused 
because they have been subject to 
stringent controls as an investigational 
drug under the Federal Food, Drug, and 
Cosmetic Act and a schedule I 
substance under the CSA, illicit plant 
materiala are widely abused. These 
substances have marked psychotropic 
effects and, if more freely available, 
their abusa would very likely increase 
as major drugs of abuse (see discussions 
in factors 4 and 5). If the stringent CSA 
controls are removed from these 
substances, it can be anticipated that 
there would be attempted thefts, that 
attempts would be made to divert the 
drug from legitimate channels, and that 
any drug so diverted would command 
premium prices in the illicit market. 

The tentative conclusion that these 
substances have a high potential for 
abuse (thus meeting criterion A for 
schedules I and II) logically precludes 
them from meeting criterion A for 
schedules m through V, for drugs in 
each of these three schedules have a 
progressively lower abuse potential than 
schedule I and ll drugs. 

B. Criterion B-This criterion involves 
the "accepted medical use" of the drug 
and has three different variations among 
the five schedules, as follows: 

1. Schedule /: ''The drug or other 
substance has no currently accepted 
medical use in treatment in the United 
States." 

2. Schedule II: ''The drug or other 
substances bas a currently accepted 
medical use in treatment in the United 
States or a currently accepted medical 
use with severe restrictions." (Emphasis 
added.) 

3. Schedules Ill through V.· "The drug 
or other substances has a currently 
accepted medical use in treatment in the 
United States." 

FDA interprets the term "accepted 
medical use" to mean lawfully marketed 
under the Federal Food, Drug, and 
Cosmetic Act, 21 U.S.C. 301, et seq. The 
agency stated this interpretation 
previously in the Federal Register 
document dealing with THC (47 FR 
10084). NORML. in a subsequent action 
brought in the United States Court of 
Appeals for the District of Columbia, 
challenged that interpretation as 
conflicting with a statement made by the 
court in a footnote in NORML v. DEA, 
supra. 559 F..Zd at 750, n.65. In the 
footnote, the court noted that the 
interrelationship between the Federal 
Food. Drug, and Cosmetic Act, in 
particular its "new drug" approval 
provision, and the Controlled 
Substances Act was far from clear. The 
court stated that it was appropriate for 
NORML to apply for rescheduling of 
marihuana under the Controlled 
Substances Act before obtaining 
approval of a new drug application 
under the Federal Food, Drug, and 
Cosmetic Act. Id. 

A drug may be marketed lawfully 
under the Federal Food, Drug, and 
Cosmetic Act after approval of a new 
drug application (NOA) for that drug. 
There are, theoretically, other ways in 
which a drug could be marketed legally. 
The drug could satisfy either the 
requirements for exemption from the 
definition of "new drug" in 21 U.S.C. 
S21(p} or the requirements for a 
"grandfather clause" from the new drug 
approval provision. see, 21 U.S.C. 
321(p)(l) and Pub. L. 87-781, sec. 
107(c)(4). It is obvious, however, that the 
marihuana substances at issue here 
would not qualify either for exemption 
from the "new drug" definition or for the 
"grandfather clause" exceptions to 
premarket clearance. 

A drug may also, theoretically, be 
legally marketed without violating the 
Federal Food, Drug, and Cosmetic Act if 
it is manufactured, processed, and used 
entirely within a single State without 
any connection at all with interstate 
commerce. (See, however, Article 23 and 
28 of the Single Convention on Narcotic 
Drugs regarding restrictions imposed by 
treaty on manufacture of marihuana.) 
The agency has considered whether 
there is any basis to conclude that the 
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substances at issue in this document 
have obtained “accepted medical use” 
by virtue of totally intrastate production 
and use and has found no basis for a 
conclusion that these products have 
obtained acceptance of their medical 
use by that means.

Thus, there is no reason to conclude 
that the marihuana substances at issue 
here would qualify for "accepted 
medical use” in the absence of the 
approval by FDA of an NDA.

The mechanism set up by Congress 
for lawful marketing of a new drug 
requires submission of an NDA to FDA 
and FDA approval of that application 
before marketing. Before FDA can 
approve an NDA, however, the drug 
sponsor must submit data from an 
extensive battery of experimental 
testing on both animals and humans to 
establish the drug’s safety and 
effectiveness for its proposed uses. In 
addition, the sponsor must submit data 
on manufacturing controls 
demonstrating that standards of 
identity, strength, quality, and purity 
will be met. Finally, the sponsor must 
submit labeling which adequately 
reflects the proper conditions for use.
See 21 U.S.C. 355(d) and 21 CFR 314.1. 
Only after FDA has evaluated this 
information can the agency make a 
decision on whether the NDA should be 
approved and the drug marketed.

Thus, the lack of an approved NDA 
for a drug substance leads FDA to find 
that that substance lacks an “accepted 
medical use in treatment” for two 
reasons. First, if use of the drug is 
unlawful whenever interstate commerce 
is involved, medical use of the drug 
cannot be classified as accepted.
Second, in the absence of the data 
necessary for approval of an NDA, the 
agency has no basis for concluding that 
medical use of the drug in treatment can 
be considered acceptable by medical 
standards.

Because “currently accepted medical 
use * * * ” (schedules III through V 
and schedule II, first clause) means 
lawfully marketed under the act, “no 
currently accepted medical use ***** 
must mean not lawfully marketed. The 
substances at issue fit into the later 
category because they are new drugs 
within the meaning of the act and there 
is not an approved NDA for the drugs. 
Thus, they cannot be legally marketed 
without an approved NDA. The lack of 
data from any sources demonstrating 
that use of these substances is medically 
acceptable, i.e., that sufficient data 
exists to qualify the substances for NDA 
approval, confirms the finding that these 
substances do not meet this criterion for 
schedules III through V. Therefore, these

substances meet criterion B for schedule
L

A plausible argument exists, however, 
that these substances also meet the 
second clause of criterion B for schedule 
II because they have "a currently 
accepted medical use with severe 
restrictions.” Although this clause is not 
defined in either the statute or the 
legislative history, the agency believes 
that only certain investigational drugs in 
the later stages of the investigational 
process may fall within this statutory 
language.

Investigational drugs progress from 
experimentation in a very limited, 
closely supervised setting involving only 
a few individuals to use in a broader 
investigational protocol using hundreds 
of patients. Under FDA’s regulations, 
reports of these clinical studies are 
periodically sent to FDA so that the 
agency can monitor properly the ongoing 
reisearch and progression to broader 
clinical trials. See 21 CFR Part 312.

The placement of THC in National 
Cancer Institute’s “Group C” 
distribution scheme is an example of 
clinical research progression that , 
qualifies as a "currently accepted 
medical use with severe restrictions.” 
See 47 FR10080, March 9,1982. Clinical 
research on the marihuana (cannabis) 
materials at issue, however, has not 
progressed to the point that FDA 
believes that they have a currently 
accepted medical use with severe 
restrictions. In typical drug 
development,'following studies in 
animals, studies in humans are 
conducted in phases or stages to provide 
necessary information. The information 
gathered at each phase must be 
evaluated and determinations made 
based on the evaluation before a 
subsequent phase may begin. Early 
phase studies usually involving small 
numbers of patients are necessary to 
provide initial evidence as to safety, 
pharamacological effects, and dose* 
related side effects, principally so that 
later studies can be carefully designed. 
Subsequent phases of studies are 
necessary to provide evidence of clinical 
safety and effectiveness, i.e., knowledge 
of effective dose and side effects and 
indications of therapeutic potential in 
humans. Later phases of studies are 
conducted to confirm and extend the 
findings indicated by earlier phase 
studies. In later phases a drug is used 
the way it would be administered when 
marketed. By the time these later studies 
are completed, the drug or substance 
usually has been studied in several 
hundred to several thousand patients. 
Generally by this time sufficient data 
have been generated to that FDA can

make a dertermination regarding 
whether the drug is safe and effective 
under the statutory definitions. See 21 
U.S.C. 355(d).

THC is a drug in the late phases of 
investigation as described above while 
the investigational studies on the 
marihuana plant materials are properly 
classified as in the earlier phases of 
study. Moreover, before a drug 
substances may be used in the practice 
of medicine it must have a composition 
of active ingredients that has been 
established and accepted as standard 
(for example, conjugated estrogens and 
powdered digitalis). Such standardized 
identity, purity, potency, and quality are 
specified either in a new drug 
application or in official compendium, 
e.g., U.S. Pharmacopeia or National 
Formulary. There is no standard 
cannabis substance.

Legislation in more than 20 States 
authorizes the use of marihuana and/or 
THC for medical research, primarily to 
combat nausea and vomiting associated 
with cancer chemotherapy and in the 
treatment of glaucoma. Such uses, 
however, should not be confused with 
the “accepted medical use” standard. 
These uses are all investigational uses. 
At least 11 States FDA-approved 
protocols for such investigations. The 
American Medical Association’s 
Council on Scientific Affairs, in its 
report entitled “Marihuana in the ‘80s” 
(Ref. 23), makes the following statement: 
"For those (s)tates with enabling 
legislation that has not as yet been 
implemented, it is recommended that 
appropriate regulations and guidelines 
be established to insure that bonafide 
research is carried out, and that medical 
use beyond the context of clinical 
investigation is not permitted.” This 
statement clearly is in accord with 
FDA’s view that cannabis materials, as 
investigational research substances, are 
without accepted medical use in therapy 
or treatment by physicians practicing 
medicine in the United States.

Such State legislation, often referred 
to in their titles as “Therapeutic 
Research Acts,” should not be confused 
with State laws which “decriminalize” 
the possession or transfer of certain 
marihuana materials for personal use, 
including recreational uses. These latter 
State laws involve reductions in 
criminal penalties and do not address 
medical research with these substances. 
Consequently, FDA tentatively 
concludes that although an argument 
that the second clause of criterion B for 

Schedule II might be bet by certain 
marihuana substances under 
investigational use, the marihuana
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substances at issue in this document 
have obtained "accepted medical use" 
by virtue of totally intrastate production 
and use and has found no basis for a 
conclusion that these products have 
obtained acceptance of their medical 
use by that means. 

Thus, there is no reason to conclude 
that the marihuana substances at issue 
here would qualify for "accepted 
medical use" in the absence of the 
approval by FDA of an NOA. 

The mechanism set up by Congress 
for lawful marketing of a new drug 
requires submission of an NOA to FDA 
and FDA approval of that application 
before marketing. Before FDA can 
approve an NOA, howevel', lbe drug 
sponsor must submit data from an 
extensive battery of experimental 
testing on bolb animals and humans to 
establish the drug's safety and 
effectiveness for its proposed uses. In 
addition, the sponsor must submit data 
on manufacturing controls 
demonstrating that standards of 
identity, strength, quality, and purity 
will be met. Finally, the sponsor must 
submit labeling which adequately 
reflects the proper conditions for use. 
See 21 U.S.C. S55(d) and 21 CFR 314.1. 
Only after FDA has evaluated this 
information can the agency make a 
decision on whether the NOA should be 
approved and the drug marketed. 

Thus, the lack of an approved NDA 
for a drug substance leads FDA to find 
that that substance lacks an "accepted 
medical use in treatment" for two 
reasons. First, if use of the drug is 
unlawful whenever interstate commerce 
is involved, medical use of the drug 
cannot be classified as accepted. 
Second, in the absence or the data 
necessary for approval of an NOA, the 
agency has no basis for concluding that 
medical use of the drug in treatment can 
be considered acceptable by medical 
standards. 

Because "currently accepted medical 
use • • • " (schedules III through V 
and schedule II, first clause) means 
lawfully marketed under the act, "no 
currently accepted medical use • • • •· 
must mean not lawfully marketed. The 
substances at issue fit into the later 
category because they a.re new drugs 
Within the meaning of the act and there 
is not an approved NDA for the drugs. 
Thus, they cannot be legally marketed 
without an approved NOA. The lack of 
data from any sources demonstrating 
that use of these substances is medically 
acceptable, i.e., that sufficient data 
exists to qualify the substances for NDA 
approval, confirms the finding that these 
substances do not meet this criterion for 
schedules m through V. Therefore, these 

substances meet criterion B for schedule 
I. 

A plausible argument exists, however. 
that these substances also meet the 
second clause of criterion B for schedule 
II because they have "a currently 
accepted medical use with severe 
restrictions." Although this clause is not 
defined in either the statute or the 
legislative liistory, the agency believes 
that only certain investigational drugs in 
the later stages of the investigational 
process may fall within this statutory 
language. 

lnvestigatlonal drugs progress from 
experimentation in a very limited, 
closely supervised setting involving only 
a few individuals to use in a broader 
investigational protocol using hundreds 
of patients. Under FDA's regulations, 
reports of these clinical studies are 
periodically sent to FDA so that the 
agency can monitor properly the ongoing 
research and progression to broader 
clinical trials. See 21 CFR Part 312. 

The placement ofTiiC in National 
Cancer Institute's "Croup C" 
distribution scheme is an example of 
clinical research progression that 
qualifies as a "currently accepted 
medical use with severe restrictions." 
See 47 FR 10080, March 9, 1982. Clinical 
research on the marihuana (cannabis) 
materials at issue, however, has not 
progressed to the point that FDA 
believes that they have a currently 
accepted medical use with severe 
restrictions. In typical drug 
development,-following studies in 
animals, studies in humans are 
conducted in phases or stages to provide 
necessary information. The information 
gathered at each phase must be 
evaluated and determinations made 
based on the evaluation before a 
subsequent phase may begin. Early 
phase studies usually involving small 
numbers of patients are necessary to 
provide initial evidence as to safety, 
pha.ramacological effects, and dose• 
related side effects, principally so that 
later studies can be carefully designed. 
Subsequent phases of studies are 
necessary to provide evidence of clinical 
safety and effectiveness, i.e., knowledge 
of effective dose and side effects and 
indications of therapeutic potential in 
humans. Later phases of studies are 
conducted to confirm and extend the 
findings indicated by earlier phase 
studies. In later phases a drug is used 
the way it would be administered when 
marketed. By the ti.me these later studies 
are completed, the drug or substance 
usually has been studied in several 
hundred to several thousand patients. 
Generally by this time sufficient data 
have been generated to that FDA can 

make a derterminalion regarding 
whether the drug Is safe and effective 
under the statutory definitions. See 21 
U.S.C. S55(d). 

THC is a drug in the late phases of 
Investigation as described above while 
the investigational studies on the 
marihuana plant materials are properly 
classified as in the earlier phases of 
study. Moreover, before a drug 
substances may be used in the practice 
of medicine it must have a composition 
of active ingredients that has been 
established and accepted as standard 
(for example, conjugated estrogens and 
powdered digitalis). Such standardized 
identity, purity, potency, and quality are 
specified either in a new drug 
application or in official compendium, 
e.g., U.S. Phannacopeia or National 
Formulary. There is no standard 
cannabis substance. 

Legislation in inore than 20 States 
authorizes the use of marihuana and/or 
TI-IC for medical research, primarily to 
combat nausea and vomiting associated 
with cancer chemotherapy and in the 
treatment of glaucoma. Such uses, 
however, should not be confused with 
the "accepted medical use" standard. 
These uses are all investigational uses. 
At least 11 States FDA-approved 
protocols for such Investigations. The 
American Medical Association's 
Council on Scientific Affairs, in its 
report entitled "Marihuana in the '80s" 
(Ref. 23), makes the following statement: 
"For those f s]tates with enabling 
legislation that has not as yet been 
implemented, it is recommended that 
appropriate regulations and guidelines 
be established to insure that bonafide 
research is carried out, end that medical 
use beyond the context of clinical 
investigation is not permitted." This 
statement clearly is in accord with 
FDA's view that cannabis materials, as 
investigational research substances, are 
without accepted medical use in therapy 
or treatment by physicians practicing 
medicine in the United States. 

Such State legislation, often referred 
to in their titles as ''Therapeutic 
Research Acts," should not be confused 
with State laws which "decriminalize" 
the possession or transfer of certain 
maribuana materials for pel'Sonal use, 
including recreational uses. These latter 
State laws involve reductions in 
criminal penalties and do not address 
medical research with these substances. 
Consequently, FDA tentatively 
concludes that although an argument 
that the second clause of criterion B for 

' schedule ll might be bet by certain 
marihuana substances under 
lnvesligational use, the marihuana 
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substances at issue here do not meet 
criterion B for schedule n.

C. Criterion C—FDA proposes that 
the substances at issue meet criterion C 
for schedule I because there is "a lack of 
acccepted safety for use of the drug or 
other substance under medical 
supervision.” FDA believes that 
“accepted safety»” like “accepted 
medical use,” has not been shown for a 
drug product that has not qualified for 
lawful marketing under the act 
Accordingly, because these substances 
are not lawfully marketed, there is a 
“lack of accepted safety * *

As noted above, die Federal Food, 
Drug, and Cosmetic Act provides that 
FDA approve an NDA upon scientific 
evidence that die drug has been shown 
to be safe and effective for its proposed 
uses. See 21 U.S.C. 355(d). Because no 
drug is ever completely safe in the 
absolute sense, FDA considers “safe” to 
mean (in the context of a human drug) 
that the therapeutic benefits to be 
derived from the drug outweigh its 
known and potential risks under the 
conditions of use in the labeling. For this 
reason, FDA requires, before approval 
of an NDA, that extensive clinical and 
predinical testing be conducted to 
establish the safety of the drug. Indeed, 
FDA must deny approval of an NDA if 
inadequate information about die drug's 
adverse reactions is presented. See 21 
U.S.C. 355(d)(1).

Another factor considered by FDA in 
assessing the drug’s safety is the 
proposed labeling, which is approved at 
the time of approval for marketing. A 
drug might be considered safe for some 
proposed uses but not others. Only 
those proposed uses where the benefit/ 
risk ratio is favorable will be included in 
the indications section of the drug’s 
labeling. Physicians depend on detailed 
labeling for information on when and 
how a drug should be used, and any 
claim in the labeling must be supported 
by clinical studies. False or misleading 
proposed labeling also precludes FDA 
approval of an NDA. 21 U.S.C. 355(d)(6).

Clearly, the further along a drug is in 
the investigational process, the more 
information about safety and 
effectiveness there will be. But it is only 
upon approval for marketing, when 
there has been an institutional decision 
based on scientific judgment by the 
regulatory agency charged with the 
responsibility of evaluating the safety 
and efficacy of new drugs, that a drug 
becomes “accepted” as safe under 
medical supervision.

The safety and efficacy of the 
cannabis materials at issue have not yet 
been fully studied. Indeed, these 
materials are currently distributed to a 
limited number of physicians and

several States as investigational new 
drugs only, and a considerable amount 
of clinical research is still needed before 
an NDA could be submitted. Only when 
full information is received and 
reviewed by FDA can a responsible, 
scientific judgment be made that 
marihuana materials have “accepted 
safety for use * * * under medical 
supervision”. Accordingly, under the 
present facts, FDA proposes that the 
cannabis substances at issue meet 
criterion C for schedule L

Criterion C for schedule II provides 
that ”[a]buse of the drug or other 
substance may lead to severe 
psychological or physical dependence” 
(emphasis added). FDA proposes that 
abuse of the substances at issue may 
lead to severe psychological 
dependence hi some individuals (see 
discussion in factor 7). Whether this 
psychological dependence might be 
better characterized as “high” (schedule 
in criterion) rather than “severe" 
(schedule II criterion) is a matter of 
scientific judgment However, FDA 
tentatively concludes, based on the 
information before i t  that the 
psychological dependence-producing 
ability of these substances lies at the top 
end of the spectrum and is most 
appropriately characterized as “severe,” 
thereby meeting the criterion for 
schedule n.

In terms of possible physical 
dependence, FDA believes the available 
information before i t  at this time, is 
insufficent to determine with certainty 
whether physical dependence occurs.

D. Summary chart. FDA’s proposed 
recommendations on scheduling criteria 
for cannabis, cannabis resin, cannabis 
leaves, and cannabis seeds capable of 
germination may be summarized in the 
following chart:

Note.—The criterion varies according to 
the schedule.)

Criterion A Criterion B Criterion C

Schedule 1__ Mat Met................. M et
M et
Possibly m e t 
Not m et 
Not m et

Mat.................
Schedule Hl.„. 
Schedule IV » 
Schedule V .»

Not m et__.....

E. Conclusion. FDA proposes to 
recommend that, based on the scientific 
and medical evaluation, each of the 
cannabis materials at issue meet all 
three criteria for Schedule I. FDA 
proposes to recommend that each of the 
cannabis materials at issue remain in 
schedule L
IV. Public Hearing

Under 21CFR Part 15, the 
Commissioner of Food and Drugs may, 
as a matter of discretion, permit persons

to present information and views at a 
public hearing on any matter pending 
before FDA. The Commissioner has 
concluded that it is in the public interest 
to hold such a public hearing for the 
purpose of obtaining information and 
views on the màterial in Parts U and III 
above concerning the appropriate 
scheduling status under the CSA of 
cannabis, cannabis resin, cannabis 
leaves, and cannabis seeds capable of 
germination.

The public hearing will be be held on 
September 16,1982, from 9 a,m. to 4 p.m. 
in Conference Rms. D and E, Parklawn 
Bldg., 5600 Fishers Lane, Rockville, MD 
20857.

Every effort will be made to 
accommodate each person who wants to 
participate in the public hearing. 
However, each person who wants to 
ensure his or her participation in the 
hearing is encouraged by close of 
business on August 27,1982, to: (a) 
submit the text of the presentation so 
that the presiding officer and any other 
persons who may serve on a panel 
conducting the hearing may formulate 
useful questions to be posed at the 
hearing (a comprehensive outline may 
be submitted as an alternative to the 
text); and (b) file a written notice of 
participation containing the name, 
address, phone number, affiliation, if 
any, of tiie participant, topic of 
presentation, and approximate amount 
of time requested for the presentation. 
Oral notice of participation may be 
made by telephone as an alternative to 
the written notice.

The text or comprehensive outline and 
the written or oral notice of 
participation may be made to: Frederick 
J. Abramek, Bureau of Drugs (HKD-120), 
Food and Drug Administration, 5600 
Fishers Lane, Rockville, MD 20657, 301- 
443-3800.

Shortly after August 27,1982, the 
amount of time allotted to each person 
and the approximate time that oral 
presentation is scheduled to begin will 
be determined. A hearing schedule 
showing the persons making oral 
presentations and the time allotted to 
each person will be filed with the 
Dockets Management Branch (address 
above) and mailed or telephoned to 
each participant before the hearing. If 
the number of persons formally 
requesting time for presentation exceeds 
the number that can be accommodated 
during the day session, the hearing will 
be carried over past the scheduled time 
and, if necessary, to the following day. 
An attempt will be made to hear, at the 
conslusion of the hearing, any person 
who is late. Other interested persons 
attending the hearing who did not
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substances at issue here do not meet 
criterion B for schedule II. 

C. Criterion C-FDA proposes that 
the substances at issue meet critmon C 
for schedule I because there is "a lack of 
acccepted safety for use of the drug or 
other substance under medical 
supervision." FDA believes that 
"accepted safety," like "accepted 
medical use," has not been shown for a 
drug product that has not qualified for 
lawful marketing under the act 
Accordingly, because these substances 
are not lawfully marketed. there is a 
''lack of accepted safety • • •." 

As noted above, the Federal Food. 
Drug, and Cosmetic Act provides that 
FDA approve an NOA upon scientific 
evidence that the drug has been shown 
to be safe and effective for its proposed 
uses. See 21 U.S.C. 356(d). Because no 
drug is ever completely safe In the 
absolute sense. FDA considers "safe" to 
mean (in the context of a human drug) 
that the therapeutic beneflta to be 
derivedfrom the drug outweigh its 
known and potential risks under the 
conditions of use in the labeling. Fer thi1 
reason, FDA requires. before approval 
of an NOA. that extensive clinical and 
preclinical testing be conducted to 
establish the safety of the drug. Indeed. 
FDA mUBt deny approval of an NDA if 
inadequate information about the drug'• 
adverse reactions is presented. See 21 
U.S.C. 855(d){l). 

Another factor considered by FDA in 
assessing the drug's safety is the 
proposed labeling, which is approved at 
the time of approval for marketing. A 
drug might be considered safe for some 
proposed uses but not others. Only 
those proposed uses where the benefit/ 
risk ratio is favorable will be included In 
the indications section of the drug'• 
labeling. Physicians depend on detailed 
labeling for information on when and 
bow a drug should be used, and any 
claim in the labeling must be supported 
by clinical studies. False or misleading 
proposed labeling also precludes FDA 
approval of an NDA. 21 U.S.C. 555(d)(6). 

Clearly, the further along a drug is in 
the investigational process, the moril 
information about 1afety and 
effectiveness there will be. But it is only 
upon approval for marketing, when 
there has been an institutional decision 
based on scientific judgment by the 
regulatory agency charged with the 
responsibility of evaluating the safety 
and efficacy of new drugs, that a drug 
becomes "accepted" aa safe under 
medical supervision. 

The safety and efficacy of the 
cannabis materials at issue have not yet 
been fully studied. Indeed. these 
materials are currently distributed to a 
limited number of physicillll8 and 

several States as investigational new 
drugs only, and a considerable amount 
of clinical research is still needed before 
an NOA could be submitted. Only when 
full information is received and 
reviewed by FDA can a responsible, 
scientific judgment be made that 
marihuana materials have "accepted 
safety for use • • • under medical 
supervision''. Accordingly, under the 
present facts, FDA proposes that the 
cannabis substances at issue meet 
criterion C for schedule L 

Criterion C for schedule D provide, 
that "[a]buse of the drug or other 
substance may lead to severe 
psychological or pby&lcal dependence" 
(emphasis added]. FDA proposes that 
abuse of the 1ubstances at issue may 
lead to severe psychological 
dependence in some individuals (see 
discussion in factor 7). Whether this 
psychological dependence might be 
better characterized as "high" (schedule 
m criterion) rather than "severe" 
(schedule D criterion) 11 a matter of 
scientific judgment. However, FDA 
tentatively concludes, based on the 
information before it, that the 
psychological dependence-producing 
ability of these substances lies at the top 
end of the spectrum and is most 
appropriately characterized as "severe;• 
thereby meeting the criterion for 
tchedule ll. 

In terms of possible physical 
dependence, FDA believes the available 
information before it. at this time, is 
insufficent to determine with certainty 
whether physical dependence occurs. 

D. Summary chart. FDA's proposed 
recommendations on scheduling criteria 
for cannabi1, cannabis resin, cannabis 
leaves, and cannabis seeds capable of 
germination may be summarized in the 
following chart: 

Note.-The criterion varlea according to 
the schedule.) 

ClllellonA Crtt&11one Cltt8flon C 

SCIIIIMel- Mal.-- Met-.. Md. 

Schedule "- -·-- Nol met _ _ Mot. 
SchooiJleltl_ . Nolmel-. Not 11181 ... _,,_, PO&Si)lymet. 
Scheclllar'I- Nolmel- NollMI- ·- · NOCmel. 
Schedule y _ Notmel- Not met - NotmlC. 

E. Conclusion. FDA proposes to 
recommend that, based on the scientific 
and medical evaluation, each of the 
cannabis materials at issue meet all 
three criteria for schedule L FDA 
proposes to recommend that each of the 
cannabis materials at Issue remain in 
schedule L 

IV. Public Headng 
Under 21 CFR Part 15, the 

Commissioner of Food and Drugs may, 
as a matter of discretion. permit persons 

to present information and views at a 
public hearing on any matter pending 
before FDA. The Commissioner has 
concluded that it Is in the public interest 
to hold such a public bearing for the 
purpose of obtaining information and 
views on the material in Parts Il and ill 
above conceming the appropriate 
scheduling atatUB under the CSA of 
cannab.ia, cannabis resin. cannabis 
leaves, and cannabis seeds capable of 
germination. 

The public hearing will be be held on 
September 16. 1982, from 9 a..m. to 4 p.m. 
in Conference Rms. D and E, Parldawn 
Bldg., 5600 Fishers Lane, Rockville, MD 
20857. 

Every effort will be made to 
accommodate each person who wants to 
participate in the public hearing. 
However, each person who wants to 
ensure his or her participation In the 
hearing i1 encouraged by close of 
business on August 27, 1982, to: (a) 
submit the text of the presentation so 
that the presiding officer and any other 
persons who may serve on a panel 
conducting the hearing may formulate 
useful questions to be posed at the 
hearing (a comprehensive outline may 
be submitted a1 an alternative to the 
text); and (b) file a written notice of 
participation containing the name, 
address, phone number, affiliation. lf 
any, of the participant. topic of 
presentation. and approximate amount 
of time requested for the presentation. 
Oral notice of participation may be 
made by telephone as an alternative to 
the written notice. 

The text or comprehensive outline and 
the written or oral notice of 
participation may be made to: Frederick 
J. Abramek, Bureau of Drugs (HFD-120}, 
Food and Drug Administration. 5600 
Fishers Lane, Rockville, MD 20857, 501-
443-3800. 

Shortly after August 27, 1982, the 
amount of time allotted to each person 
and the approximate time that oral 
presentation is scheduled to begin will 
be determined. A hearing schedule 
showing the persons making oral 
presentationa and the time allotted to 
each person will be filed with the 
Dockets Management Branch (address 
above) and malled or telephoned to 
each participant before the hearing. If 
the number of persons formally 
requesting time for presentation exceeds 
the number that can be accommodaled 
during the day session. the hearing wilt 
be carried over past the scheduled time 
and, if necessary, to the following day. 
An attempt will be made to bear, at the 
conslusion of the hemng, any person 
who is late. Other interested persona 
attending the hearing who did not 
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request an opportunity to make an oral 
presentation will be given an 
opportunity to make an oral 
presentation at the conclusion of the 
hearing, in the discretion of the 
presiding officer, to the extent that time 
permits. The hearing will be informal in 
nature and the rules of evidence do not 
apply.
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Interested persons may, on or before 
October 1,1982, submit to the Dockets

Management Branch (address above), 
written comments regarding this notice. 
Two copies of any comments are to be 
submitted, except that individuals may 
submit one copy. Comments are to be 
identified with the docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the office above between 9 a.m. 
and 4 p.m., Monday through Friday.

Dated: June 7,1982.
Arthur Hull Hayes, Jr.,
Commissioner o f Food and Drugs,
[FR Doc. 82-17331 Filed 8-28-82; 8:45 am]
BILLING CODE 4160-01-M

Advisory Committees; Meeting 
a g e n c y : Food and Drug Administration. 
a c t io n : Notice.
s u m m a r y : This notice announces a  
forthcoming meeting of public advisory 
committees of the Food and Drug 
Administration (FDA). This notice also 
sets forth a summary of the procedures 
governing committee meetings and 
methods by which interested persons 
may participate in open public hearings 
conducted by the committees and is 
issued under section 10(a)(1) and (2) of 
the Federal Advisory Committee Act 
(Pub. L  92-463, 86 Stat 770-776 (5 U.S.C. 
App. I)), and FDA regulations (21CFR 
Part 14) relating to advisory committees. 
The following advisory committee 
meeting is announced:
Circulatory System Devices Panel

Date, time, and place. July 23,8:30
a.m., Rm. 403-425A, 200 Independence 
Ave. SW., Washington, D.C.

Type o f meeting and executive 
secretary. Open public hearing, 8:30 a.m. 
to 9:30 a.m.; open committee discussion, 
9:30 a.m. to 10:30 a.m.; closed committee 
deliberations, 10:30 a.m. to 3:45 p.m.; 
open committee discussion 3:45 p.m. to 
4:00 p.m.; Glenn A. Rahmoeller, Bureau 
of Medical Devices (HFK-450), Food and 
Drug Administration, 8757 Georgia Ave„ 
Silver Spring, MD 20910, 301-427-7559.

General function o f the committee.
The committee reviews and evaluates 
available data on the safety and 
effectiveness of medical devices 
currently in use and makes 
recommendations for their regulation.

Agenda—Open public hearing. 
Interested persons may present data, 
information, or views, orally or in 
writing, on issues pending before the 
committee. Those desiring to make 
formal presentations should notify the 
contact person before July 14,1982, and 
submit a brief statement of the general 
nature of the evidence or arguments 
they wish to present, the names and

addresses of proposed participants, and 
an indication of the approximate time 
required to make their comments.

Open com m ittee discussion. The 
committee will discuss several 
premarket applications (PMA’s) for 
pacemakers and may also review one or 
more PMA’s for other cardiovascular 
devices.

C losed com m ittee deliberations. The 
committee may discuss trade secret or 
confidential commercial information 
relevant to one or more PMA’s for 
pacemakers or other cardiovascular 
devices. This portion of the meeting will 
be closed to permit discussion of this 
information (5 U.S.C. 552b(c)(4)).

Each public advisory committee 
meeting listed above may have as many i  
as four separable portions: (1) An open 
public hearing, (2) an open committee 
discussion, (3) a closed presentation of 
data, and (4) a closed committee 
deliberation. Every advisory committee 
meeting shall have an open public 
hearing portion. Whether or not it also 
includes any of the other three portions 
will depend upon the specific meeting 
involved. The dates and times reserved 
for the separate portions of each 
committee meeting are listed above.

The open public hearing portion of 
each meeting shall be at least 1 hour 
long unless public participation does not 
last that long. It is emphasized, however, 
that the 1 hour time limit for an open 
public hearing represents a minimum 
rather than a maximum time for public 
participation, and an open public 
hearing may last for whatever longer 
period the committee chairman 
determines will facilitate the 
committee’s work.

Meetings of advisory committees shall 
be conducted, insofar as is practical, in 
accordance with the agenda published 
in this Federal Register notice. Changes 
in the agenda will be announced at the 
beginning of the open portion of a 
meeting.

Any interested person who wishes to 
be assured of the right to make an oral 
presentation at the open public hearing 
portion of a meeting shall inform the 
contact person listed above, either 
orally or in writing, prior to the meeting. 
Any person attending the hearing who 
does not in advance of the meeting 
request an opportunity to speak will be 
allowed to make an oral presentation at 
the hearing’s conclusion, if time permits, 
at the chairman’s discretion.

Persons interested in specific agenda 
items to be discussed in open session 
may ascertain from the contact person 
the approximate time of discussion. *

A list of committee members and 
summary minutes of meetings may be
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request an opportunJty to make an oral 
presentation will be given an 
opportunJty to make an oral 
presentation at the conclusion of the 
hearing, in the discretion of the 
presiding officer, to the extent that time 
permits. The bearing will be informal in 
nature and the rules of evidence do not 
apply. 
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Interested persons may, on or before 
October 1, 1982, submit to the Dockets 

Management Branch (address above), 
written comments regarding this notice. 
Two copies of any comments are to be 
submitted. except that individuals may 
submit one copy, Comments are to be 
identified with the docket number found 
in brackets in the heading of this 
document. Received comments may be 
seen in the office above between 9 a..JD.. 

and 4 p.m., ~nday through Friday. 
Dated: June 7, 1982. 

Arthur Hull HayH, Jr., 
Commissioner of Food and Drogs. 
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OIWNG COOE 4180-01-11 

Advisory Committees; Meeting 
AGENCY: Food and Drug Administration. 
ACTION: Notice. 

SUMMARY: This notice anno\lllces a 
forthcoming meeting of public advisory 
committees of the Food and Drug 
Administration (FDA). This notice also 
sets forth a summary of the procedures 
governing committee meetings and 
methods by which interested persons 
may participate in open public hearings 
conducted by the committees and is 
issued under section l0(a)(l) and (2) of 
the Federal Advisory Committee Act 
(Pub. L. 92-463, 86 Stat 770-776 (5 U.S.C. 
App. I)}, and FDA regulations (21 CFR 
Part 14) relating to advisory committees. 
The following advisory committee 
meeting is announced: 

Circulatory System Devices Panel 

Date, time, and place. July 23, 8:30 
a.m., Rm. 403-425A. 200 Independence 
Ave. SW., Washington. D.C. 

Type of meeting and executive 
secretary. Open public hearing, 8:30 a.m. 
to 9:30 a.m.; open committee discussion. 
9:30 a.m. to 10:30 a.m.; closed committee 
deliberations, 10:30 a.m. to 3:45 p.m.: 
open committee discussion 3:45 p.m. to 
4:00 p.m.; Glenn A. Rahmoeller, Bureau 
of Medical Devices (HFK-450), Food and 
Drug Administration. 8757 Georgia Ave,. 
Silver Spring, MD 20910, 301-427-7559. 

General function of the committee. 
The committee reviews and evaluates 
available data on the safety and 
effectiveness of medical devices 
currently in use and makes 
recommendations for their regulation. 

Agenda-Open public hearing, 
Interested persons may present data, 
information. or views, orally or in 
writing, on issues pending before the 
committee. Those desiring to make 
formal presentations should notify the 
contact person before July 14, 1982. and 
submit a brief statement of the general 
nature of the evidence or arguments 
they wish to present, the names and 

addresses of proposed participants, and 
an indication of the approximate time 
requ,ired to make their comments. 

Open committee discussion. The 
committee will discuss several 
premarket applications (PMA's) for 
pacemakers and may also review one or 
more PMA's for other cardiovascular 
devices. 

Closed committee deliberations. The 
committee may discuss trade secret or 
confidential commercial information 
relevant to one or more PMA's for 
pacemakers or other cardiovascular 
devices. This portion of the meeting will 
be closed to permit discussion of this 
Information (5 U.S.C. 552b(c)(4)). 

Each public advisory committee 
meeting listed above may have as many ~ 
as four separable portions: (1) An open 
public hearing, (2) an open committee 
discussion, (3) a closed presentation of 
data, and (4) • closed committee 
deliberation. Every advisory committee 
meeting shall have an open public 
hearing portion. Whether or not it also 
includes any of the other three portions 
will depend upon the specific meeting 
involved. The dates and times reserved 
for the separate portions of each 
committee meeting are listed above. 

The open public hearing portion of 
each meeting shall be at least 1 hour 
long unless public participation does not 
laat that long. It ls emphasized. however, 
that the 1 hour time limit for an open 
public hearing represents a minimum 
rather than a maximum time for public 
participation, and an open public 
hearing may last for whatever longer 
period the committee chairman 
determines will facilitate the 
committee's work. 

Meetings of advisory committees shall 
be conducted, Insofar as is practical, in 
accordance with the agenda published 
in this Federal Register notice. Changes 
in the agenda will be announced at the 
beginning of the open portion of a 
meeting, 

Any interested person who wishes to 
be assured of the right to make an oral 
presentation at the open public hearing 
portion of a meeting shall inform the 
contact person listed above, either 
orally or in writing, prior to the meeting. 
Any person attending the bearing who 
does not in advance of the meeting 
request an opportunity to speak will be 
allowed to make an oral presentation at 
the bearing's conclusion. if time permits, 
at the chairman's discretion. 

Persons interested in specific agenda 
items to be discussed in open session 
may ascertain from the contact person 
the approximate time of discussion. 

A list of committee members and 
summary minutes of meetings may be 

Case: 20-71433, 09/29/2020, ID: 11841671, DktEntry: 19-2, Page 66 of 286
(251 of 1491)



HeinOnline -- 53 Fed. Reg. 5156 1988

5156 Federal Register / Vol. 53, No. 34 / Monday, February 22, 1988 / Rules and Regulations 

Counsel, Federal Energy Regulatory 
Commission, 825 North Capitol Street, 
NE., Washington, DC 204"26, (202) 357-
8530. 
SUPPLEMENTARY INFORMATION: 

On January 25, 1988, the Commission 
issued a Notice of 0MB control number 
in Order No. 484, establishing a list for 
utilities to use in classifying certain 
property at nuclear power plants as 
"retirement units" for accounting 
purposes. (53 FR 2593, Jan. 29, 1988). 
This notice corrects the title shown on 
the prior notice. At 53 FR 2593, second 
column (page 1 of the Commission's 
order), the title is revised to read: "List 
of Property for Use in Accounting for the 
Addition and Retirement of Reactor 
Plant Equipment." 
Lois D. Cashell, 
Acting Secretary. 
[FR Doc. 88--3685 Filed 2-19-88; 8:45 am] 
BILLING CODE 6717-01-M 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

21 CFR Part 1308 

[Docket No. 84-48) 

Schedules of Controlled Substances; 
Scheduling of 3,4-
Methylenedioxymethamphetamine 
(MOMA) Into Schedule I of the · 

' .Controlled Substances Act; Remand 

AGENCY: Drug Enforcement 
Administration. 
ACTION: Final rule. 

SUMMARY: This is a final rule placing the 
drug 3.4-
methylenedioxymethamphetamine 
(MOMA) into Schedule I of the 
Controlled Substances Act (CSA) 
following a remand from the United 
States Court of Appeals for the First 
Circuit. This rule will classify MDMA as 
a Schedule I hallucinogenic controlled 
substance and is the culmination of a 
formal rulemaking on the record 
conducted .before an Administrative 
Law Judge of the Drug Enforcement 
Administration (DEA). The original final 
rule placing MOMA in Schedule I was 
published on October 14, 1986, with an 
effective date of November 13, 1986. (51 
FR 36552). On review by the United 
States Court of Appeals for the First 
Circuit the rule was vacated and 
remanded to the Administrator for ' 
further findings. Following a review of 
the record in this matter, the 
Administrator concludes that MOMA 
should be classified as a Schedule I 

controlled substance. This rule will 
impose the criminal and regulatory 
controls of Schedule I on the 
manufacture, distribution and 
possession of MOMA. 
EFFECTIVE DATE: The effective date of 
this order is March 23, 19.88. 
FOR FURTHER INFORMATION CONTACT: 
Howard McClain, Jr., Chief, Drug 
Control Section, Drug Enforcement 
Administration, 1405 I Street NW., 
Washington, DC 20537, Telephone: (202) 
633-1366. 
SUPPLEMENTARY INFORMATION: On 
October 14, 1986, the Administrator of 
DEA, following rulemaking on the 
record which included a hearing before 
an Administrative Law Judge, issued a 
final rule placing MOMA into Schedule I 
under the Controlled Substances Act. 
(52 FR 36552) The effective date of this 
rule was November 13, 1986. In this final 
rule, the Administrator made findings 
required by the statute, 21 U.S.C. 812(a), 
and concluded that MOMA met the 
criteria for placement of substances into 
Schedule I. The Administrator found 
that MOMA: (1) Had no currently 
accepted medical use in treatment in the 
United States; (2) lacked accepted safety 
for use under medical supervision; and 
(3) had a high potential for abuse. 

On September 19, 1987, the United 
States Court of Appeals for the First 
Circuit issued its opinion on the Petition 
for Review of the Order of the Drug 
Enforcement Administration. See, 
Grinspoon v. Drug Enforcement 
Administration. 828 F.2d 881. The 
mandate was issued on December 22, 
1987. The Court found that the 
Administrator applied an incorrect 
standard in determining the meaning of 
the phrases "currently accepted medical 
use in treatment in the United States" 
and "lack of accepted safety for use 
under medical supervision." Specifically 
the Court stated that-

The Administrator erroneously applied an 
interpretation of the "accepted medical use in 
treatment in the United States" and 
"accepted safety for use ... under medical . 
supervision" criteria of section 812[bl(1) that 
directly conflicts with congressional intent. 
We therefore vacate the Administrator's 
determination that MOMA should be placed 
in Schedule I of the CSA and remand the rule 
for further consideration by the DEA. On 
remand. the Administrator will not be 
permitted to treat the absence of FDA 
interstate marketing approval as conclusive 
evidence that MOMA has no currently 
accepted medical use and lacks accepted 
safety for use under medical supervision. 828 
F.2d 881, 891. 

The Court did not provide any further 
parameters for the Administrator in 
reconsidering his decision, stating that it 
would not infringe on the 

Administrator's statutory authority to 
develop such a standard. 

The Administrator concludes that 
further hearings are not necessary in 
this matter since the record below is 
extraordinarily complete and since all 
the parties had the opportunity to 
provide evidence and brief all the 
relevant issues, which included: 

What consititutes "currently accepted 
medical use in treatment in the United 
States" within the purview of 21 U.S.C. 
812(b)? 

What constitutes "accepted safety for 
use ... under medical supervision" 
within the purview of 21 U.S.C. 812(b)? 

Does MOMA have a "currently 
ai:;cepted medical use in treatment in the 
United States" within the purview of 21 
U.S.C. 812(b)? 

ls there a lack of "accepted safety for 
use [of l\;'fDMA] under medical 
supervision" within the purview of 21 
U.S.C. 812(b)? 

The Administrator further concludes 
that since all parties have had ample 
opportunity to be heard on these issues, 
there is no necessity to publish his 
conclusions as a proposed rule, but 
rather as a final rule. 

Findings 

The Administrator adopts the 
following findings regarding "accepted 
medical use in treatment in the United 
States" and "accepted safety for use 
under medical supervision" which were 
published as part of the original final 
rule found at 51 FR 36552 (October 14, 
1986); 1, 2, 3, 4, 5, 6, 7, 8, 11, 12, 13, 14, 15, 
16, 44, 45, 46, 47. These findings are 
incorporated into this final rule as 
though they were set out fully herein. 
The Administrator further finds, based 
upon the record in the proceedings 
conducted before the Administrative 
Law Judge: 

A. The published scientific and 
medical literature and the information 
from the files of the Food and Drug 
Administration do not establish or 
support claims of therapeutic use of 
MOMA, as an adjunct to psychotherapy, 
in treatment in the United States. 

B. There are insufficient and 
inadequate studies and reports 
characterizing MOMA from a chemical, 
toxicological and pharmacological 
perspective to justify use of MOMA in 
humans. 

C. There were no published accounts 
of MDMA's pharmacology or toxicology 
until 1973, when an animal study 
conducted by the U.S. Army Chemical 
Corps was released. It showed that the 
acute lethal doses of MOMA and MDA 
were similar. 
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D. Three reports published by 
Alexander Shulgin and others beginning 
in 1976 mention the effects of MOMA in 
humans. These studies describe 
MDMA's psychopharmacological profile 
in relation to other psychoactive drugs 
such as marijuana, psilocybin and MDA. 
Minimal descriptions of test procedures 
were included, and the studies included 
no data to indicate a potential 
therapeutic utility of MOMA as an 
adjunct to psychotherapy in humans. 

E. The therapeutic use of MOMA is 
not mentioned in any medical. 
psychiatric or psychotherapy textbooks, 
pharmacopeia or clinical pharmacology 
textbooks. 

F. An unpublished study entitled 
"MOMA: A New Psychotropic and its 
Effects in Humans" was prepared by Dr. 
George Greer. Dr. Greer is a psychiatrist 
in New Mexico with a private practice 
and little or no background as a 
researcher. His report describes the 
administering of MOMA to 29 
individuals for a variety of reasons 
ranging from curiosity and fun to a 
desire to change consciousness and 
behavior patterns. Only nine of the 
individuals had diagnosable psychiatric 
disorders. Dr. Greer reported that all the 
individuals experienced "positive" 
effects and relatively few side effects. 

The conclusions were based upon the 
subjective observations of Dr. Greer and 
a nurse, as well as conclusions of the 
subjects. Dr. Greer described the study 
as anecdotal and not a study designed 
to determine the efficacy of MOMA. 
Experts in psychiatry, psychotherapy 
and pharmacology concluded that Dr. 
Greer's study did not provide a 
reasonable basis for regarding MOMA 
as efficacious for enhancing therapeutic 
benefits of psychotherapy, and lacked 
scientific merit. They agreed that the 
study was not scientifically sound and 
produced only anecdotal results. The 
study contained no controls; it was not a 
blind or double blind study and thus 
significant bias was introduced; there 
were no criteria to measure . 
improvement or change; there was no 
defined therapeutic procedure; and the 
investigator lacked standing as a 
scientist and researcher. 

G. An unpublished study entitled, 
"MOMA Pilot Study-Physiological, 
Psychological and Sociological Study," 
by Dr. Joseph J. Downing examined the 
effects of MOMA in 21 healthy 
individuals with no diagnosable 
psychiatric disorders. Dr. Downing is 
not a researcher and has little or no 
experience in designing and conducting 
toxicological or clinical studies. All the 
subjects had previously used MOMA 
and a variety of other psychoactive 
drugs. The individuals brought their ow.n 

alleged MOMA to the study and 
determined the dose to be taken. The 
subjects concluded that they had 
"benefitted" from the use of MOMA. Dr. 
Downing concluded that "there is 
insufficient evidence to judge accurately 
either harm or benefit." Scientific 
experts who reviewed Dr. Downing's 
work concluded that his study suffers 
from the same problems as Dr. Greer's 
and that it has little or no scientific 
merit. An FDA pharmacologist, . 
experienced in evaluating the safety and 
efficacy of drugs, concluded that the 
study presents no data or evidence to 
support a claim that MOMA is effective 
as a therapeutic agent. 

H. Four psychiatrists presented 
evidence that they had used MOMA in 
their practices. Several other 
psychiatrists testified that use of MOMA 
by these individuals was consistent with 
accepted medical practice in their 
community. Each physician also 
described MOMA only in terms of 
therapeutic potential. All agreed that no 
scientific studies were done on which to 
conclude that MOMA has therapeutic 
utility. Most of these physicians had 
used MOMA themselves. The number of 
physicians who have used MOMA in 
their practices is very small in relation 
to the physician population. 

I. The World Health Organization 
(WHO) Expert Committee on Drug 
Dependence reviewed MOMA for 
possible scheduling under the 1971 
Convention on Psychotropic Substances 
in April 1985. The Expert Committee 
included internationally recognized 
experts in the field of psychiatry, 
clinical pharmacology and other medical 
professions. The Committee found that 

_ MOMA had no defined therapeutic use. 
The Committee further noted that the 
anecdotal data regarding MDMA's 
clinical utility were intriguing but that 
the studies lacked appropriate 
methodological design to ascertain the 
reliability of the observations and 
results. The Expert Committee 
recommended that MOMA be placed 
into Schedule I of the Convention 
because there was insufficient evidence 
to indicate that the substance has 
therapeutic usefulness. The United 
States is a party to the 1971 Convention 
on Psychotropic Substances. 

J. Published scientific literature does 
not support the safety of MOMA for use 
in humans. It strongly suggests that 
MOMA may not be safe for human use. 

K. Unpublished studies by Ors. Greer 
and Downing indicate that all 
individuals who took MOMA under their 
supervision experienced unpleasant side 
effects ranging from nausea and 
vomiting to ataxia, anxiety attacks, 
hallucinations and short-term memory 

loss. Dr. Greer's and Dr. Downing's 
studies suffer from severe 
methodological and other problems 
which lead experts to conclude that they 
contain no scientific evidence to assess 
the safety of MOMA. Dr. Downing 
concluded that there is insufficient 
evidence to accurately judge MDMA's 
safety. 

L. The substance administered by Dr. 
Greer in his study, as well c1s that 
administered by the other psychiatrists, 
was made by them under the 
supervision of a medicinal chemist and 
was not manufactured or tested under 
controlled conditions. 

M. The substances ingested by the 
subjects in Or. Downing's study were 
provided by the subjects themselves, 
and were of unknown origin, 
composition and purity. 

Discussion 
In order for.a drug or other substance 

to be placed into Schedule I, a finding is 
required that the substance has "no 
currently accepted medical use in 
treatment in the United States." The 
other four Schedules require a finding 
that the drug or other substance has a 
"currently accepted medical use in 
treatment in the United States." The 
United States Court of Appeals for the 
First Circuit has indicated that 
"currently accepted medical use in 
treatment in the United States," does 
not mean that a drug or other substance 
is lawfully marketed in the United 
States pursuant to the Federal Food, 
Drug and Cosmetic Act of 1938. While 
the Court clearly stated that whether a 
substance is lawfully marketed in the 
United States may be a factor to be · 
considered in making a determination of 
accepted medical use, it may not be the 
sole factor upon which the 
Administrator relies in making that 
determination. 

The characteristics of a drug or other 
substance with an accepted medical use 
in treatment include scientifically 
determined and accepted knowledge of 
its chemistry; the toxicology and 
pharmacology of the substance in 
animals; establishment of its 
effectiveness in humans through 
scientifically designed clinical trials; 
general availability of the substance and 
information regarding the substance and 
its use; recognition of its clinical use in 
generally accepted pharmacopeia, 
medical references, journals or 
textbooks; specific indications for the 
treatment of recognized disorders; 
recognition of the use of the substance 
by organizations or associations of 
physicians; and recognition and use of 
the substance by a substantial segment 
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of the medical practitioners in the 
United States. The drug MOMA has not 
been approved for marketing in the 
United States by the Food and Drug 
Administration. The chemistry, 
toxicology and pharmacology of MOMA 
have not been sufficiently studied in 
animals to provide a scientific basis for 
experimentation or clinical use in 
humans. The published literature 
contains no references to the clinical use 
of MOMA nor animal studies to indicate 
such a clinical use. Recognized texts, 
reference books and pharmacopeia 
contain no references to the therapeutic 
use of MDMA. The two unpublished 
studies supporting the therapeutic use of 
MDMA which were presented during the 
hearings, do not contain any data which 
can be assessed by scientific review to 
draw a conclusion that MDMA has a 
therapeutic use. Indeed, the 
psychiatrists who conducted the studies 
admit that the information which they 
obtained was anecdotal, and that the 
studies were not scientifically 
controlled. 

Evidence in the record indicates that 
at least four psychiatrists have 
administered MDMA in their practice to 
approximately 200 subjects. These 
physicians were not conducting 
scientific studies with MDMA,, they 
were administering the drug as if it was 
an approved product which had been 
scientifically tested. The evidence they 
presented was merely anecdotal 
accounts of observations of patients. 

While many witnesses in this 
proceeding, including those presented 
by the agency, indicated that MDMA 
may have a potential therapeutic use, 
such a potential use is not sufficient to 
establish accepted medical use. A panel 
of international experts reached the 
same conclusion, namely that there was 
insufficient evidence to indicate that the 
substance had therapeutic usefulness. 

The evidence in the record in this 
proceeding does not support a finding 
that MDMA has a ''currently accepted 
medical use in treatment in the United 
States." MDMA's lack of marketing 
approval by the Food and Drug 
Administration, coupled with the 
absence of reliable scientific data to 
establish the therapeutic usefulness and 
absence of widespread acceptance and 
recognition in the medical community, 
clearly demonstrates that it has·"no 
currently accepted medical use in 
treatment in the United States." 

The second of the three factors 
required for placement of a substance in 
Schedule I is that there is "lack of 
accepted safety for use of the drug or 
other substance under medical 
supervision." The United States Court of 
Appeals for the First Circuit indicated 

that "lack of accepted safety for use of 
the drug or other substance under 
medical supervison," is not conclusively 
demonstrated by lack of FDA approval 
for marketing of a drug or other 
substance in the United States. The fact 
that a drug or other substance is not 
lawfully marketed in the United States 
may be a factor to be considered in 
determining whether a substance lacks 
accepted safety for use under medical 
supervision, but it is not conclusive. 

Before a drug may be tested in 
humans, the Food and Drug 
Administration, the agency charged by 
Congress with determining the safety 
and efficacy of drugs, requires that it be 
safe as demonstrated by animal testing. 
The first requirement in determining the 
safety of a substance is that the 
chemistry of the substance must be 
known and reproducible. The next step 
is to conduct animal toxicity studies to 
show that the substance will not 
produce irreversible harm to organs at 
proposed human doses. Limited clinical 
trials may then be initiated but they 
must be carefully controlled so that 
adverse effects can be monitored and 
studies terminated if necessary. Very 
little of this information has been 
generated for MOMA. Safety in humans 
is evaluated as a risk/benefit ratio for a 
specific use. Any side effects found in 
human testing are required to be made 
known to the physician in labeling or 
package inserts which accompany the 
drug. MOMA is not available under 
these conditions. 

The claims of safety by the 
psychiatrists who have administered 
MOMA are based on,gross observations 
of the few subjects treated as well as 
self-evaluation by the subjects. These 
anecdotal observations, while useful in 
the overall evaluation of a substance, 
cannot substitute for controlled studies 
in animals and humans. There have 
peen studies in animals to show that 
MOMA produces long term serotonergic 
nerve terminal degeneration. Such 
effects would not necessarily be 
observed immediately in individuals 
who had taken the drug. The long term 
safety of MOMA has not been 
established through reproductive or 
carcinogenic studies. Since MOMA has 
not been shown to be effective for 
treating a specific condition, it is 
impossible to make a risk/benefit 
analysis of the drug. Two psychiatrists 
who testified on behalf of the agency in 
the proceedings indicated that they 
would not administer MOMA to humans 
until and unless further studies had been 
cond~cted to establish its safety and 
lack of neurotoxicity. 

Although a few psychiatrists claim 
that there has been relatively little 

reported major harm to individuals who 
have used MOMA, this does not 
establish that MOMA is safe for use 
under medical supervision. Scientists 
and prudent physicians have concluded 
that administration of MOMA to humans 
must not occur until further animal 
studies are conducted to adequately 
assess its potential toxicity in humans 
Based upon the lack of MDMA's 
established safety by animal and human 
testing, the lack of an FDA finding that 
MOMA is safe and may be safely 
administered to humans, its 
neurotoxicity in animals, and scientific 
and medical opinions that further testing 
is necessary prior to human use, the 
Administrator concludes that MOMA 
lacks accepted safety for use under 
medical supervision. 

MOMA has no accepted medical use 
in treatment in the United States and 
lacks accepted safety for use under 
medical supervision. The Administrator 
previously found that MOMA had a high 
potential for abuse, a finding that was 
upheld on review by the United States 
Court of Appeals for the First Circuit. 
The Administrator therefore concludes 
that MOMA should be placed into 
Schedule I of the Controlled Substances 
Act. 

List of Subjects in 2-1 CFR Part 1808 

Administrative practice and 
procedure, Drug traffic control, 
Narcotics, Prescription drugs. 

Under the authority vested in the 
Attorney General by section 201(a) of 
the Controlled Substances Act (21 U.S.C. 
811(a)) and delegated to the 
Administrator of the Drug Enforcement 
Administration by regulations of the 
Department of Justice, 28 CFR 0.lO0(b), 
the Administrator hereby orders that 
Part 1308, Title 21, Code of Federal 
Regulations, be amended as follows: 

PART 1308-SCHEDULES OF 
CONTROLLED SUBSTANCES 

1. The authority citation for Part 1308 
continues to read as follows: 

Authority: 21 U.S.C. 811, 812, 871(b). 

2. Section 1308.11 is amended by 
redesignating the existing paragraphs 
(d)(7) through (d)(24) as (d)(8) through 
(d)(25) and adding a new paragraph 
( d)(7) as follows: 

§ 1308.11 Schedule I. 
* 

(d) * * • 
(7) 3,4-

methylenedioxymethamphetamine 
(MOMA) .................................................. 7405 

* 
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Dated: February 18. 1988. 
John C. Lawn, 
Administrator. 
[FR Doc. 88-3801 Filed 2-19-88; 8:45 aml 
BILLING CODE 4410-09-M 

DEPARTMENT OF THE INTERIOR 

Office of Surface Mining Reclamation 
and Enforcement 

30 CFR Part 902 

Approval of Amendment to Alaska 
Permanent Regulatory Program 

AGENCY: Office of Surface Mining 
Reclamation and Enforcement (OSMRE), 
Interior. 
ACTION: Final rule. 

SUMMARY: OSMRE is announcing the 
approval of a proposed amendment to 
the Alaska permanent regulatory 
program [hereinafter referred to as the 
Alaska program] received by OSMRE 
pursuant to the Surface Mining Control 
and Reclamation Act of 1977 (SMCRA). 
This amendment consists of 
modification to eight articles of the 
Alaska regulations addressing the 
following areas: Environmental' 
Resource Information; Reclamation and 
Operation Plan; Performance Standards; 
Inspection and Enforcement; Conflict of 
Interest; Training, Examination and 
Certification of Blasters; Abandoned 
Mines; and General Provisions. The 
Federal rules at 30 CFR Part 902 
codifying decisions concerning the 
Alaska program are being amended to 
implement this action. This final rule is 
being made effective immediately to 
expedite the State program amendment 
process and to encourage States to bring 
their programs into conformance with 
the Federal standards without undue 
delay. Consistency of State and Federal 
standards is required by SMCRA. 
EFFECTIVE DATE: February 22, 1988. 
FOR FURTHER INFORMATION CONTACT: 
Mr. Jerry R. Ennis, Director, Casper Field 
Office, Office of Surface Mining 
Reclamation and Enforcement, 100 East 
"B" Street, Room 2128, Casper, 
Wyoming 82601-1918; Telephone: (307) 
261-5776. 
SUPPLEMENTARY INFORMATION: 

I. Background on the Alaska Program 

On May 2, 1983, the Secretary of the 
Interior approved the Alaska program. 
Information pertinent to the general 
background, revisions and amendments 
to the Alaska program submission, as 
well as the Secretary's findings and the 
disposition of comments, can be found _ 
in the March 23, 1983 Federal Register 

(48 FR 12274-12289). Subsequent actions 
concerning the Alaska program and 
amendments to the program are 
identified at 30 CFR 902.16. 

II. Discussion of Proposed Amendment 

On March 2, 1987, by letter dated 
February 24, 1987, OSMRE received a 
proposed amendment from the State of 
Alaska. By notice published in the May 
12, 1987 Federal Register, the Assistant 
Director, Western Field Operations, 
announced receipt of this proposed 
amendment and requested public · 
comment on its adequacy (52 FR 17772). 
The comment period closed June 11, 
1987. Since no one requested a public 
hearing, none was held. 

The amendment revised eight articles 
of Title 11, Chapter 90 of the Alaska 
Administrative Code (AAC) as 
described below: 

Article 4-Environmental Resource 
Information Requirements 

Subsection (b) of 11 AAC 90.065 is 
amended by adding language that 
allows registered professional land 
surveyors to prepare and/or certify 
certain maps, planviews and cross
sections. 

Article 5-Reclamation and Operation 
Plan ' 

Subsection ( d) of 11 AAC 90.077 is 
amended by adding language that 
allows registered professional land 
surveyors to prepare and/or certify 
certain maps, planviews and cross
sections. 

Article 11-Performance Standards 

Paragraph (a)(3) of 11 AAC 90.331 is 
amended by adding language that 
requires sedimentation ponds to provide 
sediment storage volume and detention 
time sufficient to meet applicable 
Federal effluent limitations and water 
quality standards as well as State 
standards. 
, Subsection (f) of 11 AAC 90.461 is 

amended by replacing an incorrect 
reference to subsection (d) with the 
correct reference to subsection (e). 

Article 12-Inspection and Enforcement 

Section 90.601 is amended by making 
minor editorial revisions to subsections 
(d), (e) and (f) and by adding a new 
paragraph (g), which addresses 
inspection frequency requirements for 
those operations that have temporarily 
ceased operation or have met the Phase 
II (revegetation) bond release 
requirements of Alaska Statutes (AS) 
27.21.170 (c)(2) and (d). 

Section 90.625 is amended by deleting 
all existing provisions and replacing 
them with language establishing a 

specific formula for comP,uting penalty 
assessments. Subsection (a) of 11 AAC 
90.627 is amended by adding language 
that grants the operator an opportunity 
to request an informal meeting with the 
State to discuss the facts surrounding 
the alleged violation. Subsection (b) of 
this section has also been revised to 
extend the time within which the 
Commissioner must render a decision 
and propose a penalty from 20 days to 
30 days. 

Article 14-Conflict of interest 

Section 90.751 is amended by 
replacing the reference to a specific 
form, OSM Form 705-1, with a more 
general reference to the "required OSM 
form." 

Article 15-Training, Examination and 
Certification of Blasters 

The February 24, 1987 amendment 
package includes a completely new 
Article 15, which contains requirements 
concerning the training, examination 
and certification of blasters, as required 
by 30 CFR 850.12(a) and 902.16(a)(l). As 
discussed in the May 12, 1987 Federal 
Register (52 FR 17772), Alaska had 
previously submitted a blaster 
certification program amendment on 
May 28, 1985 (50 FR 34863, August 28, 
1985), which, on November 19, 1986,'it 
supplemented with a cooperative 
agreement between the Department of 
Natural Resources (DNR) and the 
Universit"y of Alaska (52 FR 4630, 
February 13, 1987). 

The February 24, 1987 submission 
contained regulations replacing those 
originally submitted ori May 28, 1985. At 
the time of the February 24, 1987 
submission, OSMRE had not yet 
completed processing of the original 
blaster certification amendment. 
Therefore, the Director is combining the 
March 28, 1985 amendment and all 
related modifications with the February 
24, 1987 amendment and is addressing 
both in this notice. 

Article 16-Abandoned Mines 

To accommodate the addition of the 
blaster ·training, examination and 
certification regulations at Article 15, 
the State has redesignated the previous 
contents of Article 15 as Article 16. The 
article, which concerns the abandoned 
mine land reclamation program, is 
otherwise unchanged. · 

Article 17-General Provisions 

The contents of this article, previously 
known as Article 16, have been 
redesignated as Article 17, but, except 
for minor revisions to 11 AAC 90.907 (d) 
and (g), remain otherwise unchanged. 
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101 West Lombard Street, Baltimore, 
MD 21201, and at the Region m office of 
the Environmental Protection Agency, 
841 Chestnut Building. Philadelphia, 
Pennsylvania 19107. Copies of the 
consent decree may also be examined at 
the Environmental Enforcement Section, 
Land and Natural Resources Division, 
Department of Justice, Room 1647, Ninth 
Street and Pennsylvania Avenue, NW., 
Washington, DC 20530. A copy of the 
Consent Decree may be obtained in 
person or by mail from the 
Environmental Enforcement Section, 
Land and Natural Resources Division, 
Department of Justice. In requesting a 
copy please enclose a check in the 
amount of $1.90 (10 cents per page 
reproduction cost) payable to the 
Treasurer of the United States. 

Richard B. Stewart, 
Assistant Attorney General, land and 
Naturo/ Resources Division. 
[FR Doc. 89-30267 Filed 17r--23-a9; 8:45 am) 
BIWNG COD£ 4'1CHtl-ll 

Antitrust Division 

Proposed Termination of Final 
Judgments 

Notice is hereby given that defendants 
Union Camp Corporation and Bemis 
Company, Inc. have filed with the 

· United States District Court for the 
Eastern District of Virginia separate 
motions to terminate the final judgments 
in United States v. Union Camp 
Corporation and Bemis Company, Inc., 
Civil No. 500~A; and that the 
Department of Justice ("Department"), 
in a stipulation also filed with the Court, 
has consented to termination of the 
judgments as to both Union and Bemis, 
but has reserved the right to withdraw 
its consent pending receipt of public 
comments. The complaint in this case 
(filed on November 4, 1968) alleged that 
defendants conspired to restrain and 
monopolize interstate trade and 
commerce in the manufacture and sale 
of mesh window paper bai;s {used 

. principally for packaging potatoes) by 
asserting patent claims they knew to be 
invalid and by agreeing (with each other 
and with Union's licensees) to refuse 
patent licenses to certain applicants. 
The complaint also alleged that Union 
attempted to monopolize such 
manufacture and sale by improperly 
controlling entry therein and that Bemis 
did so by improperly using a patent it 
obtained by fraud and thus knew to be . 
invalid. 

The judgments (entered against 
defendant Union on February 24, 1959, 
and against defendant Bemis on July 1, 
1969) requir~. among other things, that 

until the end of 1996 Union attach a 
copy of its judgment to any claim of 
infringement of certain patents, and that 
Bemis (a) distribute to certain of its 
personnel copies of its judgment plus 
instructions for compliance therewith, 
and (b) impose on certain Bemis 
personnel a duty to report to 
management any facts such personnel 
learn which would invalidate or prevent 
issuance of any Bemis patent. The 
judgments also enjoin Union from (a) 
asserting the validity -0f certain patents 
which it believes should not have been 
issued or should be declared invalid, 
and (b) consulting or agreeing with 
current or prospective licenses over 
whether to grant further licenses under 
certain patents; and enjoin Bemis from 
(a) filing or further prosecuting any 
patent application, or enforcing or 
threatening to enforce any patent, 
whenever it learns of facts which would 
prevent the issuance of or would 
invalidate the patent, and (b) consulting 
or agreeing with its licensors or 
licensees over whether to grant 
additional patent licenses. 

The Department has filed with the 
Court a memorandum setting forth the 
reasons why the Department believes 
that termination of the judgments would 
serve the public interest. Copies of the 
complaint and final judgments, 
defendants' motion papers, the 
stipulation containing the Government's 
consent. the Department's 
memorandum, and all further papers 
filed with the Court in connection with 
these motions will be -available for 
inspection at Room 3233, Antitrust 
Division, Department of Justice, 10th 
Street end Pennsylvania Avenue NW., 
Washington, DC 20530 (telephone 202/ 
633-2481), and at the Office of the Clerk 
of the United States District Court for 
the Eastern District of Virginia, 200 
South Washington Street. Alexandria, 
Virginia 22314. Copies of any of these 
materials may be obtained from the 
Antitrust Division upon request and 
payment of the copying fee set by 
Department of Justice regulations. 

Interested persons may submit 
comments regarding the proposed 
termination of the decrees to the 
Department. Such comments must be 
received within the sixty (60) day period 
established by court order, and will be 
filed with the Court. Comments should 
be addressed to Robert E. Bloch, Chief, 
Professions and Intellectual Property 
Section, Antitrust Division, Department 

of Justice, Washington, DC 20530 
(telephone: 202/724-7425). 
Joseph H. Widmar, 
Director of Operations, Antitrust Division. 
[FR Doc. 89-30268 Filed 12-28-89; 8:45 am] 
BILLING CODE 4410-01-U 

Drug Enforcement Administration 

[Docket No. 86-22] 

Marijuana Scheduling Petition; DenJal 
of Petition 

This is a fmal order of the 
Administrator of the Drug Enforcement 
Administration (DEA) denying the 
petition of the National Organization for 
Reform of Marijuana Laws (NORML) to 
reschedule the plant material marijuana 
from Schedule I to Schedule Il of the 
Controlled Substances Act. This order 
follows a rulemaking on the record as 
prescribed by the Controlled Substances 
Act, 21 U.S.C. 801, et seq., and the 
Administrative Procedures Act, 5 U.S.C. 
551, et seq. There are seven parties in 
the rulemaking proceeding. Four parties, 
NORML, the Alliance for Cannabis 
Therapeutics (ACT), the Cannabis 
Corporation of America (CCA), and Carl 
Eric Olsen, comprised the pro-marijuana 
parties, those advocating the 
rescheduling of marijuana from 
Schedule I to Schedule II. The three 
remaining parties, wl!.o advocated that 
marijuana remain in Schedule I, were 
DEA, the National.Federation of Parenla 
for a Drug-Free Youth, and the 
International Association of Chiefs of 
Police (IACP). . 

The two issues involved in a 
determination of whether marijuana 
should be rescheduled from Schedule J 
to Schedule II are whether marijuana 
plant material has a currently accepted 
medical use in treatment in the United 
States, or a currently accepted medical 
use with severe restrictions; and 
whether there is a lack of accepted 
safety for use of marijuana plant 
material under medical supervision. 
After a thorough ·review of the record in 
this matter. the Administrator rejects the 
recommendation of the administrative 
law judge to reschedule marijuana into 
Schedule II and finds that the evidence 
in the record mandates a finding that the 
marijuana plant material remain in 
Schedule I of the Controlled Substances 
Act. 

The pro-marijuana parties advocate 
the placement of marijuana plant 

. material into Schedule ll for medical use 
in the treatment of a wide variety of 
ailments, including nausea and vomiting 
associated with chemctherapy, 
glaucoma, spasticity in amputees and 
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those with multiple sclerosis, epilepsy, 
poor appetite, addiction to drugs and 
alcohol, pain, and asthma. The evidence 
presented by the pro-marijuana parties 
includes outdated and limited scientific 
studies; chronicles of individuals, their 
families and friends who have used 
marijuana; opinions from over a dozen 
psychiatrists and physicians; court 
opinions involving medical necessity as 
a defense to criminal charges for illegal 
possession of marijuana; state statutes 
which made marijuana available for 
research; newspaper articles; and the 
opinions of laypersons, including 
lawyers and associations of lawyers. 
The Administrator does not find such 
evidence convincing in light of the lack 
of reliable, credible, and relevant 
scientific studies documenting 
marijuana's medical utility; the opinions 
of highly respected, credentialed experts 
that marijuana does not have an 
accepted medical use; and statements 
from the American Medical Association, 
the American Cancer Society, the 
American Academy of Ophthalmology, 
the National Multiple Sclerosis Society, 
and the Federal Food and Drug 
Administration that marijuana has not 
been demonstrated as suitable for use 
as a medicine, Each of these areas will 
be discussed separately. 

The record contains many research 
11tudies which have been published in 
scientific journals and many 
unpublished studies conducted by 
individual states. In order to evaluate 
the validity of any research study many 
factors must be considered. Certain 
scientific practices have been generally 
accepted by the scientific community 
which are designed to increase the 
validity of experimental studies. Studies 
or research projects which do not follow 
these accepted scientific practices have 
very limited, if any, credibility. A review 
of such studies must first examine the 
degree to which researchers control. or 
hold constant, all the variables which 
could affect the. results, except the 
variable being studied. For example, if 
you wish to evaluate the effectiveness of 
marijuana on a group of glaucoma 
patients, you must control any other 
medication which the patient is taking. 
Otherwise, it is impossible to conclude 
that the results are attributable to the 
marijuana. 

The second factor, or aspect of the 
design of a research project which must 
be evaluated, is the placebo effect. This 
is the tendency of research subjects to 
act and respond in a manner they 
believe is expected of them. To 
eliminate this factor, research subjects 
are usually "blinded," or not informed, 
of what drug they are receiving. Results 

of non-blind studies are questionable 
since they could be attributable, in large 
part, to psychological reactions of 
subjects rather than any real effects 
from the experimental drug. The next 
factor which must be minimized or 
eliminated for a research study to be 
valid is the expectation of the 
researcher. This is especially true where 
the effect being measured is subjective 
and not objective. For example, if the 
researcher is evaluating if the patient is 
nauseated, that is very subjective. If the 
researcher knows which patients are 
receiving the experimental drug, his 
perception of the results could be 
significantly altered. 

Other factors· to be considered when 
evaluating the validity of research 
include the number of subjects in the 
study, how the subjects are selected for 
the study, the length of the study, or how 
many times the experimental drug is 
administered, and the measurement of 
results in quantifiable, objective terms. 
The fewer the subjects in a research 
study, the less valid the results. If the 
sample of subjects is not statistically 
significant, the chances of the same 
results being duplicated-in other 
individuals is reduced. Subjects for a 
research study should be randomly 
selected and representative of the 
population that is targeted to use the 
drug. Testing of marijuana in cancer 
patients for relief of nausea and 
vomiting should not be limited to those 
who have previously used marijuana 
recreationally and request its use in the 
study. The leI13th of a study is 
particularly significant when the drug is 
to be used to treat a chronic condition 
such as glaucoma or spasticity. Studies 
based upon acute or one-time 
administration of the drug must be 
viewed with caution when the goal is 
treatment of a chronic condition. The 
effectiveness of the drug for long-time _ 
administration and the existence of side 
effects resulting from chronic use will 
not be revealed in acute studies. 

In addition to factors related to the 
design and execution of a research 
study, there are two other factors which 
must be reviewed in evaluation of a 
research study. Research results are 
always considered tentative or 
preliminary until they have been · 
replicated or confirmed by another 
researcher. The research study must be 
reported in sufficient detail to permit 
others to repeat it. Finally, publication 
of a study in a scientific journal, 
especially a journal which subjects an 
article to review prior to publication, 
adds validity to a study. Journal 
publication subjects a study to review 
and scrutiny by the scientific community 

and opens the door to replication of the 
studies. Unpublish'ed studies are 
inherently suspect. 

While research studies with the 
limitations mentioned above may 
provide useful and preliminary data 
which will be valuable in designing 
further studies, research studies with 
substantial limitations are not sufficient 
to support a determination that a drug 
has an accepted medical use. Both the 
published and unpublished research 
studies submitted by the pro-marijuana 
parties in this proceeding to support 
marijuana's medical use suffer from 
many deficiencies .. They are, in essence, 
preliminary studies; None of these 
studies has risen to the level of 
demonstrating that marijuana has an 
accepted medical use for treatment of 
any medical condition. The three 
medical conditions for which the 
majority of evidence in the record was 
presented are: (1) Nausea and vomiting 
associated with chemotherapy, (2) 
glaucoma, and (3) spasticity associated 
with amputation or multiple sclerosis. 
Evidence presented in each area will be 
discussed separately. 

Nausea and Vomiting 

Five studies were presented by the 
pro-marijuana parties to support the 
medical use of marijuana as an 
antiemetic. The first study by Sallan, et 
al., Antiemetic Effect of Delta-9-
Tetrahydrocannabinol in Patients 
Receiving Cancer Chemotherapy, 293 
New England Journal of Medicine, 795-
797(1975), utilized synthetic 
tetrahydrocannabinol (THC) and not the 
plant material marijuana. Although 
delta-9-THC is an active ingredient in 
the marijuana plant material, marijuana 
contains over 400 other chemicals. At 
least 61 of these chemicals are 
cannabinoids. All these chemicals could 
have some effect on the human body. 
Since THC is only one of many active 
ingredients in marijuana, THC studies 
are of very limited value in evaluating 
the therapeutic utility of marijuana. The 
route of administration, smoking versus 
oral injection, is a significant difference 
between use of marijuana and THC. 
Therefore, the results of the Sallan study 
are of little or no benefit in evaluating 
the medical utility of marijuana for 
treatment of nausea and vomiting 
associated with chemotherapy. 

The second study compared a 
combination of pure THC and marijuana 
to placebo cigarettes. This study by 
Chang, et al., Delta-9-
Tetrahydrocannabinol as an Antiemetic 
in Cancer Patients Receiving High-Dose 
Methotrexate, 91 Annals of Internal 
Medicine, 819--824 (1979), was 
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randomized, double-blind, and pla.cebo 
controlled. The study concluded, "that a 
combination of oral and smoked THC is 
a highly effective antiemetic compared 
to placebo * * *" This study was 
limited to 15 subjects, some of whom 
received both marijuana and THC at the 
aame time. The validity of the results of 
this study is severely limited by its small 
size and administration of the mixture of 
the two drugs, THC and marijuana. The 
study is not helpful in determining the 
therapeutic utility of marijuana alone in 
treating nausea and vomiting. 

The third study conducted by Dr. 
Thomas J. Ungerleider, a psychiatrist, 
involved the administration of 
marijuana to 16 bone marrow transplant 
patients suffering from severe nausea 
and vomiting from radiation therapy. 
The· results of this study are of little · 
value due to the limited number of 
patients, the subjective nature of the 
data, and the fact that the results of the 
study were never published. The 
conclusion that there was less nausea 
and vomiting with use of marijuana was 

_ based upon the subjects' and 
researcher's subjective determination. 
There were no objective measurements, 
such as number of incidents or 
frequency of vomiting. During cross
examination, Dr. Ungerleider indicated 
that the results of the study were not 
published because there was not enough 
hard data. 

The fourth study compared marijuana 
to THC as an antiemetic. Levitt, et al,. 
Randomized Double Blind Comparison 
of Delta-9-Tetrahydrocannabinol {THC] 
and Marijuana As Chemotherapy 
Antiemetics. (Meeting Abstract), 3 Proc. 
Annu. Meet. Am. Soc. Clio. Oncol. 91 
(1984). It concluded that THC is superior 
to marijuana in controlling nausea and 
vomiting. A specific formulation of 
synthetic THC has been approved for 
marketing and is available as a 
prescription drug for trea~ent of 
nausea and vomiting associated with 
cancer chemotherapy. 

The fifth study presented by the pro
marijuana parties is actually a group of 
programs, collectively labeled 
"Controlled Substances Therapeutic 
Research Programs," conducted by six 
states in the 1970's and 1980's. These 
programs involved the use of both 
marijuana cigarettes and synthetic THC 
capsules. The programs were given 
Investigational New Drug (IND) 
approval by the Food and Drug 
Administration (FDA) and the marijuana 
and THC were supplied by the Federal 
Government. The protocols of these 
programs were very loosely constructed. 
Thera were no controls. That is, there 
were no individuals who did not take 

the experimental drugs to compare with 
those who did. The studies were not 
blind or double-blind. Every research 
subject knew what drug they were 
receiving and, in many cases, were 
permitted to request either marijuana or 
THC. The studies were not randomized. 
In most instances, the results were 
measured by the subject's subjective 
evaluation of the drug's effectiveness. 
This is even more of a problem where 
the drug in question is a psychotropic or 
mind-altering substance like marijuana, 
which by its very nature makes some 
individuals feel "high," and may distort 
their perception of physical symptoms. 
There were no objectively measured 
results. The results were not published 
in scientific journals and, in some cases, 
data were lost or not recorded. The 
number of individuals who actually 
smoked marijuana in these studies was 
relatively small. These state studies 
were born of compassion and 
frustration. They abandoned traditional 
scientific methods in favor of dispensing 
marijuana to as many individuals as 
possible on the chance that it might help 
them. Though well-intentioned, these 
studies have little scientific value. 

The research studies presented by the 
pro-marijuana parties in this proceeding 
do not support a conclusion that 
marijuana has a therapeutic use for 
treatment of nausea and vomiting 
associated with chemotherapy. 

The pro-marijuana parties presented 
many testimonials from cancer patients, 
their families, and friends about the use 
of marijuana to alleviate nausea and 
vomiting associated with chemotherapy. 
These stories of individuals who treat 
themselves with a mind-altering drug, 
such as marijuana, must be viewed with 
great skepticism. There is no scientific 
merit to any of these accounts. In many 
cases the individuals were taking a 
variety of other medications and were 
using anything which might help treat 
the cancer as well as the nausea. They 
were using marijuana purchased on the 
street, and were unaware of the strength 
of the drug. They were not using the 
drug under medical supervision. Many 
of these ip.dividuals had been 
recreational users of marijuana prior to 
becoming ill. These individuals' desire 
for the drug to relieve their symptoms, 
as well as a desire to rationalize their 
marijuana use, removes any scientific 
value from their accounts of marijuana 
use. There is no doubt that these 
individuals and their loved-ones 

. believed that marijuana was beneficial. 
The accounts of these individuals' 
suffering and illnesses are very moving 
and tragic; they are not, however, 
reliable scientific evidence, nor do they 

provide a basis to conclude that 
marijuana has an accepted medical use 
as an antiemetic. 
· There were many physicians and 

other medical experts who testified in 
this proceeding. In reviewing the weight 
to be given to an expert's opinion, the 
facts relied upon to reach that opinion 
and the credentials and experience of 
the expert must be carefully examined. 
The experts presented by the pro- . 
marijuana parties were unable to 
provide a strong scientific or factual 
basis to support their opinions. In 
addition, many of the experts presented 
by the pro-marijuana parties did not 
have any expertise in the area of 
research in the specific medical area 
being addressed. The pro-marijuana 
parties presented the testimony of five 
psychiatrists to support the use of 
marijuana as an antiemetic. None of 
these individuals is an oncologist, nor 
have they treated cancer patients. Three 
of the psychiatrists, Drs. Grinspoon, 
Ungerleider and Zinberg are current or 
former board members of NORML or 
ACT. All these physicians indicated that 
they relied on scientific studies which 
they had read, their experience with 
cancer patients, or stories from others, 
to reach their conclusions. When 
questioned on cross-examination as to 
which studies they relied upon, most 
were unable to list one study. A review 
of the available literature has already 
demonstrated the unreliability of the 
studies that exist. The testimonials upon 
which these psychiatrists relied are also · 
scientifically suspect. The opinions of 
these psychiatrists are, therefore, of 
little value in determining whether 
marijuana is therapeutically useful as an 
antiemetic. 

Two pharmacologists, Drs. Morgan 
and Jobe, presented testimony on behalf 
of the pro-marijuana parties. Dr. Morgan 
is a professor at the City College of New 
York. He does not treat patients, nor is 
he an oncologist. His opinions are based 
upon a review of scientific studies and 
stories told to him by others. He has ties 
to NORML and is in favor of legalizing 
marijuana. Dr. Jobe is a pharmacologist 
and psychiatrist. He testified that his 
knowledge of marijuana's effects as a 
drug are based upon a review of the 
literature and stories from individuals 
undergoing chemotherapy. On cross
examination, Dr. Jobe indicated that this 
anecdotal information came from 
approximately four or five individuals. 
He also indicated that his knowledge of 
the scientific studies conducted with 
marijuana was not current. The opinions 
of Drs. Morgan and Jobe are of little . 
value in determining whether marijuana 
has a medical use. 
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Two general practitioners, Drs. Weil 
and Kaufman, also provided testimony 
on behalf of the pro-marijuana parties. 
Neither are oncologists, nor do they 
treat cancer patients. Dr. Weil is a 
wellness counselor at a health spa, and 
Dr. Kaufman is an officer of a company 
that audits hospital quality control 
programs. Dr. Weil bas written a 
nwnber of books on drugs and admitted 
that he bas personally used every mind
altering, illicit drug he has written about 
Dr. Kaufman stopped practicing 
medicine in 1974, and was unable to 
provide any information on cross
examination regarding the basis for his 
opinion that marijuana has an accepted 
medical use. Neither Dr. Weil nor Dr. 
Kaufman has a credible basis for their 
opinions regarding marijuana, and, 
therefore, their testimony will be 
disregarded. 

Four oncologists presented testimony 
on behalf of the pro-marijuana parties. 
They were Drs. Goldberg, Silverberg, 
Bickers, and Stephens. Dr. Goldberg is a 
board certified oncologist, but practices 
primarily internal medicine. She only 
administers chemotherapy to one or two 
patients a year. In her career, she has 
administered chemotherapy to no more 
than ten patients whom she believed to
be using marijuana. On cross
examination, she could not recall any 
studies regarding marijuana. Dr. 
Goldberg was a member and financial 
contributor to NORML. Dr. Silverberg 
has practiced oncology for 20 years. He 
ia a Professor of Clinical Oncology at 

· the University of California at San 
Francisco, but is not a board certified 
oncologist In his testimony, Dr. 
Silverberg indicated that there was 
voluminous medical research regarding 
marijuana's effectiveness in treating 
nausea and vomiting. On cross
examination, Dr. Silverberg could not 
identify any studies, and was forced to 
admit that he had been incorrect and 
that there were, µi fact. very few studies 
conducted using marijuana as an 
antiemetic. Although Dr. Silverberg has 
advised patients to use marijuana to 
control nausea and vomiting associated 
with chemotherapy, he has never been 
involved in any research nor has he 
documented any of his observations. Dr. 
Bickers is an oncologist in New Orleans 
and is- a Professor of Medicine at the 
Louisiana University School of 
Medicine. Although Dr. Bickers claims 
that young patients have better control 
over nausea and vomiting after using 
marijuana. he has never documented 
this claim. Dr. Bickers was unable to 
identify any scientific information which 
he relied upon in reaching his 
conclusion regarding marijuana. Dr. 

Stephens, an oncologist, Professor of 
Medicine and Director of Clinical 
Oncology at the University of Kansas, 
characterized marijuana as a "highly 
effective, and in some cases, critical 
drug in the reduction of 
chemotherapeutically-induced emesis." 
During cross-examination, Dr. Stephens 
stated that he was unaware of any 
scientific studies which had been done 
with marijuana, and that he had never 
done research or treated patients with 
marijuana. He indicated that he received 
his information about the patient's use 
of marijuana from the nursing staff or 
the patient's family. None of these 
oncologists based their opinions about 
marijuana on scientific studies or their 
own research. Most did not base their 
opinions on their direct observations, 
but on the opinions of others. In light of 
lack of scientific basis for these 
opinions, they will be given little regard. 

The agency presented the testimony 
of nationally recognized experts in 
oncology. Dr. Ettinger, a Professor of 
Oncology at John~ Hopkins School of 
Medicine, is the author of over 100 
published articles on cancer treatment. 
Dr. Ettinger testified: 

There la no indication that marijuana is 
effective in treating nausea and vomiting 
resulting from radiation treatment or other 
causes. No legitimate studies have been 
conducted which make such conclusions. 

He continued by stating that: 
Although extensive research has been 

conducted using • • • (THC) • • • as 
antiemetic treatment for cancer 
chemotherapy patients, very little research 
haa actually been conducted using marijuana 
• • • for the same purpose. Most of the 
information concerning-marijuana's 
effectiveness is anecdotal or comes from 
uncontrolled studies. 

Dr. Gralla, a Professor of Medicine at 
Cornell University Medical College, and 
an Associate Attending Physician at 
Sloan-Kettering Memorial Cancer 
Center, is an oncologist who has spent 
his entire professional career devoted to 
cancer research and treatment. Dr. 
Grella has conducted extensive research 
with antiemetic drugs and testified that 
there are currently many new medicines 
that control nausea and vomiting 
associated with chemotherapy more 
effectively than marijuana. He also 
stated that most physicians and 
oncologists have little interest in 
marijuana because of its negative side 
effects and other problems associated 
with its use. In conclusion, Dr. Grella 
stated that he and his fellow cancer 
specialists at Sloan-Kettering do not 
accept marijuana as being medically 
useful to treat nausea and vomiting 
associated with chemotherapy. 

Dr. Laszlo, currently Vice President of 
Research for the American Cancer 
Society, is an expert who has devoted · 
the majority of his over 30 years in 
medicine to the treatment of cancer. 
During his career, he spent eleven years 
as the Director of Clinical Programs at 
the Duke University Comprehensive 
Cancer Center. Dr. Laszlo has authored 
numerous scientific articles about 
cancer research and treatment and has 
written a book titled, Antiemetics and 
Cancer Chemotherapy. In his testimony 
for this proceeding, Dr. Laszlo stated 
that he does not advocate the use of 
marijuana as an antiemetic, in part, 
because there has not been sufficient 
testing of marijuana to show that it is a 
safe and effective drug. He also 
indicated that because there are other 
available, highly effective antiemetics, a 
physician does not need to resort to a 
crude drug such as marijuana. Dr. Laszlo 
concluded that marijuana does not have 
a currently accepted medical use in the 
United States for treatment of nausea 
and vomiting resulting from cancer 
chemotherapy. 

The American Cancer Society 
provided DEA with its policy statements 
regarding medical use of marijuana. The 
administrative law judge refused to 
admit this document into evidence in 
this proceeding, relegating it to the 
"public comment" section of the record. 
The Administrator, however, considers 
this document to be extremely relevant 
and, indeed, of substantial importance 
in this matter. The American Cancer 
Society has, and continues to, support 
research with substances which may 
provide relief to cancer patients, 
including marijuana. It states, however, 
that the results of clinical investigations 
are insufficient to warrant the decontrol 
of marijuana for medical use. The 
American Medical Association has 
expressed a similar opinion. 

The Food and Drug Administration 
has provided DEA with a scientific and 
medical evaluation of marijuana, as well 
as testimony from one of its leading 
pharmacologists. Evaluating marijuana 
against its criteria for safety and 
effectiveness, FDA has concluded that 
there is inadequate scientific evidence 
to support a finding that marijuana is 
safe and effective for treating nausea 
and vomiting experienced by patients 
undergoing chemotherapy. 

The pro-marijuana parties presented 
cases in which courts did not convict 
individuals ofa crime associated with 
possession and use of marijuana- based 
upon a legal defense of "medical 
necessity." These cases have no 
relevance, to this proceeding which 
relates to marijuana•s possible medical 
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use. The courts found only that these 
individuals, who were seriously ill and 
believed that marijuana would help 
them, did not have criminal intent in 
possessing or using marijuana. The 
judges and juries in these proceedings 
were not deciding medical and scientific 
facts, but legal issues. These decisions 
do not provide scientific evidence that 
marijuana has a medical use. 

The pro-marijuana parties also 
presented evidence that 34 states passed 
laws permitting marijuana's use for 
medical purposes in those states. These 
laws provided that marijuana should be 
available for medical research. The term 
"research" is essential to a reading of 
these statutes. These laws made 
marijuana available for research and, in 
some states, set up research programs to 
study marijuana's safety and 
effectiveness as a medicine. These 
statutes are read for what they are, 
encouraging research involving 
marijuana. They are not an endorsement 
by state legislatures that marijuana has 
an accepted medical use in treatment. 

The numerous testimonials and 
opinions of lay persons which were· 
presented in this proceeding by the pro
marijuana parties are not useful in 
determining whether marijuana has a 
medical use. While experiences of 
individuals with medical conditions who 
use marijuana may provide a basis for 
research, they cannot be substituted for 
reliable scientific evidence. For the 
many reasons stated in the previous 
discussion of scientific evidence, these 
statements can be given little weight. 
Similarly, endorsements by such 
organizations as the National 
Association of Attorneys General, that 
marijuana has a medical use as an 
antiemetic, are of little persuasive value 
when compared with statements from 
the American Cancer Society and the 
American Medical Association. 

Glaucoma 
The pro-marijuana parties presented 

several studies to support their 
contention that marijuana has a medical 
use for treatment of glaucoma. In order 
for a drug to be effective in treating 
glaucoma it must lower the pressure 
within the eye for prolonged periods of 
time and actually preserve sight or 
visual fields. The studies relied upon by 
the pro-marijuana parties do not 
scientifically support a finding that 
marijuana has a medical use for 
treatment of glaucoma. Five of the 
studies presented by the pro-marijuana 
parties are pure THC studies. As 
previously noted, THC is only one 
constituent among hundreds found in 
marijuana. Therefore, the consequences 
of an individual ingesting pure THC as 

compared to smoking marijuana are 
vastly different. A few of the studies 
presented do document that heavy 
doses of marijuana over a short time 
period reduce eye pressure in most 
individuals. However, there are no 
studies which document that marijuana 
can sustain reduced eye pressure for 
extended time periods. The acute, or 
short-term, studies also show various 
side effects from marijuana use, 
including lowered blood pressure, rapid 
heart beat, and heart palpitations. In a 
1979 study conducted by Drs. Merritt, 
Crawford, Alexander, Anduze, and 
Gelbart, the conclusions included a 
statement: "It is because of the 
frequency and severity with which 
untoward events occurred that 
marijuana inhalation is not an ideal 
therapeutic modality for glaucoma 
patients." 

The pro-marijuana parties presented 
testimonials of individuals who suffer 
from glaucoma and believe their 
condition has benefited from the use of 
marijuana. Most of these individuals 
used marijuana recreationally prior to 
discovery of their illness. Chief among 
the individuals presenting statements 
was Robert Randall. Mr. Randall is 
president of ACT, and has been on 
NORML's Board of Directors since 1976. 

. He has been a strong advocate for 
medical use of marijuana. Mr. Randall 
also has glaucoma. Mr. Randall began 
smoking marijuana as a college student 
in 1968, long before he was diagnosed in 
1972 as having glaucoma. At that time 
Mr. Randall was treated with standard 
glaucoma medications. In the mid 1970's 
Mr. Randall was involved in a 
preliminary-research study conducted 
by Dr. Robert Hepler. Dr. Hepler 
conducted some of the first published 
short-term marijuana studies relating to 
glaucoma. Dr. Hepler told Mr. Randall 
that he believed that marijuana in 
combination with other standard 
glaucoma medications would be helpful 
in reducing his eye pressure. In 1975, Mr. 
Randall was arrested for growing and 
possessing marijuana. His defense was 
medical necessity. Subsequently, he 
began receiving marijuana under an 
Investigational New Drug (IND) protocol 
sponsored by his physician. He also 
continued to receive standard glaucoma 
medications. Since 1978, Mr. Randall has 
been treated by Dr. North. Mr. Randall 
receives marijuana from the Federal 

• Government and continues to take 
standard glaucoma medications. Two 
physicians who treated Mr. Randall, 
including Dr. North, testified that Mr. 
Randall's eye pressure appears to have 
been controlled and his vision kept 
stable for the last several years. 

Mr. Randall smokes approximately&, 
to 10 marijuana cigarettes a day. Since 
Mr. Randall continues to take other 
glaucoma medications, his controlled 
eye pressure cannot be attributable 
solely to marijuana use. In fact, Dr. 
North testified that Mr. Randall needs 
the standard medications as well as 
marijuana, and that the marijuana itself 
is not totally effective in decreasing Mr. 
Randall's eye pressure. Mr. Randall's 
experience with marijuana, although 
utilized under a physician's directions, is 
not scientific evidence that marijuana 
has an accepted medical use in 
treatment of glaucoma. Dr. Merritt, one 
of Mr. Randall's physicians, responded 
to the question of why he did not 
publish the results of Mr. Randall's 
treatment by saying, "A single isolated 
incident of one person smoking 
marijuana is not evidence for other 
ophthalmologists who may want to use 
the drug." 

Dr. Hepler, the physician who 
conducted preliminary studies with 
marijuana and initially advised Mr. 
Randall to use marijuana with his other 
medications, now states that there is 
insufficient scientific evidence to 
conclude that marijuana is effective in 
treating glaucoma. The pro-marijuana 
parties rely primarily on the opinions of 
two of Mr. Randall's physicians, Drs . 
North and Merritt, in supporting their 
contention that marijuana has a medical 
use in treatment of glaucoma. Dr. North 
indicated that his conclusion that 
marijuana has a medical use in 
treatment of glaucoma is based solely 
on his observations of Mr. Randall. Dr. 
Merritt is a board certified 
ophthalmologist and researcher who has 
authored many articles on the use of 
marijuana and cannabinoids to reduce 
eye pressure. Dr. Merritt based his 
opinion that marijuana has a medical 
use in treatment of glaucoma on 
published scientific studies, treatment of 
Mr. Randall, and treatment of other 
glaucoma patients. As previously stated, 
all the available studies concern high 
doses of marijuana taken over short 
periods of time. Even Dr.- Merritt 
admitted that there are no studies to 
show that marijuana repeatedly lowers 
eye pressure over long time periods. The 
maintenance of lowered eye pressure is 
crucial in treating individuals with 
glaucoma. On cross-examination, Dr. 
Merritt was unable to provide either the 
specific number of individual patients he 
had observed or any scientific data 
relating to those patients. Although Dr. 
Merritt is a well-known ophthalmologist, 
the basis for his opinion that marijuana 
has a medical use in the treatment of 
glaucoma is not scientifically sound. 
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~ The agency presented several experts 
who testified.that there is insufficient 
scientific evidence to support a 
conclusion that marijuana has a medical 
use in treatment of glaucoma. In 
addition to Dr. Hepler, they include Dr. 
George Spaeth, Professor of 
Ophthalmology, Director of the 
Glaucoma Service at Will's Eye Hospital 
in Philadelphia and President of the 
American Glaucoma Society: and Dr. 
Keith Green, Professor of 
Ophthalmology, pharmacologist and 
researcher who has conducted research 
with both marijuana and THC. Perhaps 
the most persuasive evidence 
concerning the use of marijuana in 
treating glaucoma is the opinion of the 
American Academy of Ophthalmology, 
an organization representing 12,000 
physician members and 6,000 other 
medical professionals who specialize in 
the treatment of ophthalmology. The 
Academy has concluded that 
insufficient data exists to demonstrate 
the safety and efficacy of using smoked 
marijuana in the'treatment of glaucoma. 
FDA has also determined that there is 
insufficient evidence to conclude that 
marijuana has a medical use in 
treatment of glaucoma. 

Spasticity 

In support of their contention that 
marijuana has a medical use in 
treatment of spasticity in amputees and 
those with multiple sclerosis, the pro
marijuana parties presented three 
studies involving THC, testimonials of 
individuals with spasticity who use 
marijuana, medical opinions, and state 
court decisions on the medical necessity 
defense. The three studies presented by 
the pro-marijuana parties were very 
small studies. All three totalled 17 
patients, and used THC, not marijuana. 
to treat spasticity. There are no studies 
using marijuana to treat spasticity. 
These studies do not provide a scientific 
basis to conclude that marijuana has a 
medical use in treating spasticity. 

Dr. Denis Petro, a board certified 
neurologist, testified on behalf of the 
pro-marijuana parties that he believes 
that marijuana has a currently accepted 
medical use in treating spasticity. He 
testified that his opinion is based on the 
THC studies, experiences and 
observations of patients, and historical 
accounts of marijuana use. Dr. Petro 
knew of no studies in which marijuana 
was used to treat spasticity. He testified 
that his information from patients 
consisted of them telling him how the 
street marijuana these patients used at 
home affected their spasticity. He did 
not conduct any clinical studies or make 
objective measurements. Dr. Petra's 
opinion is not based upon any reliable 

scientific evidence. The same 
psychiatrists and general practitioners 
who reported marijuana had a medical 
use in treating nausea ar.d vomiting and 
glaucoma also stated that marijuana had 
a medical use in treating spasticity. 
None of these physicians based their 
opinions on reliable scientific evu:lence. 

The agency presented the testimony 
of national experts in the area of 
multiple sclerosis and spasticity. Dr. 
Kenneth Johnson is the Chairman of the 
Department of Neurology at the 
University of Maryland School of 
Medicine and manages the Maryland 
Center for Multiple Sclerosis (MS). He is 
the author of over 100 scientific and 
medical articles on MS. Dr. Johnson has 
spent most of his medical career 
researching MS and has diagnosed and 
treated more than 6,000 patients with 
the disease. He testified that he is 
unaware of any legitimate research 
involving marijuana to treat symptoms 
of MS. He further stated that, "[t]o 
conclude that marijuana is 
therapeutically effective without 
conducting vigorous testing would be 
professionally irresponsible." Dr. 
Donald Silberberg, Chairman of the 
Department of Neurology at the 
University of Pennsylvania School of 
Medicine and Chief of Neurology 
Service at the Hospital of Pennsylvania, 
has been actively researching and 
treating MS for most of his career. He 
has written over t30 medical articles on 
MS. He concluded that not only is there 
no legitimate medical or scientific 
evidence to support a conclusion that 
marijuana is effective in treating MS or 
spasticity, but that long-term treatment 
of MS patients with marijuana could be 
worse than the original disease. Dr. 
Silberberg placed no value on the 
reports of patients who claimed relief of 
their symptoms with marijuana because 
of the sporadic and episodic nature of 
MS attacks. 

The National Multiple Sclerosis 
Society has concluded that marijuana is 
not an accepted medical treatment for 
spasticity. Dr. Stephen Reingold, 
Assistant Vice President for Research of 
the National Multiple Sclerosis Society, 
indicated in his testimony that because 
there are no well-designed, well
controlled research studies using 
marijuana to treat spasticity, the society 
does not endorse or advocate the use of 
marijuana for such a purpose. 

The evidence presented by the pro
marijuana parties regarding use of 
marijuana to treat various other 
ailments such as pain, decreased 
appetite, alcohol and drug addiction, 
epilepsy, atopic neurodermatiti.s, 
scleroderma and asthma was limited to 

testimony of individuals who had used 
marijuana for those conditions and the 
testimony of the psychiatrists or general 
practice physicians mentioned earlier. 
There is not a shred of credible 
scientific evidence to support any of 
their claims. . 

With regard to marijuana's safety for 
use under medical supervision, the 
Administrator must again rely on the 
scientific evidence. While the pro
marijuana parties argue that no one has 
died from marijuana use, and the 
individuals who use it have testified that 
they have not experienced adverse 
effects, there is little or no scientific 
evidence to support their claims. For 
example, while Robert Randall claims 
marijuana smoking has had no adverse 
effect on his health or respiratory 
system, he has not had a physical 
examination or pulmonary function test 
in over ten years. 

In order to be effective, a drug's 
therapeutic benefits must be balanced 
against, and outweigh, its negative or 
adverse effects. This has not been 
established with marijuana. As the 
previously discussed evidence has 
demonstrated, there is as yet no reliable 
scientific evidence to support 
marijuana's therapeutic benefit. It is,. 
therefore, impossible to balance the 
benefit against the negative effects. The 
negative effects of marijuana use are 
well-documented in the record. 
Marijuana smoking, the route of 
administration advocated by many 
witnesses presented by the pro
marijuana parties. causes many well
known and scientifically documented 
side effects. These include decreased 
blood pressure, rapid heart rate, 
drowsiness, euphoria. disphoria and 
impairment of motor function. not to 
mention various negative effects on the 
respiratory and puhv.onary systems. 
Therefore, the only conclusion is that 
marijuana is not safe for use under 
medical supervision, because its safety 
has not been established by reliable 
scientific evidence. 

In summary, the Administrator finds 
that there is insufficient, and in many 
instances no, reliable, credible, scientific 
evidence, supported by properly 
conducted scientific research, to support 

· a conclusion that marijuana has a 
medical use to treat any ailment or 
disease. In addition. there is a lack of 
scientific evidence to support a 

• conclusion that marijuana is safe for use 
under medical supervision. This agency, 
and the Government as a whole, would 
be doing the public a disservice by 
concluding that this complex 
psychoactive drug with serious adverse 
effects bas a medical use based upon 
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anecdotal and unreliable evidence. The 
evidence presented by the pro
marijuana parties in this proceeding 
consisted of a few published scientific 
studies involving marijuana and TI-IC. 
testimony of general practice physicians 
and psychiatrists, and testimony of 
individuals who have used marijuana 
for various medical conditions. The 
majority of these individuals did not use 
marijuana under medical supervision 
and uaed "street" marijuana. In contrast, 
recognized, credentialed specialists in 
the fields of oncology, glaucoma and 
multiple sclerosis, and organizations 
involved in medical research in these· 
areas, have -concluded that marijuana 
does not have an accepted medical llile 
in treatment in the United States. The 
Administrator would be abdicating his 
responsibility to the public if he 
concluded that marijuana has a medical 
use and is safe for use under medical 
supervision. 

The preceding discussion is based 
upon the Administrator's review of the 
entire record in this matter. This record 
contains volumes of documents and 
testimony. The procedural history of this 
scheduling has extended for many 
years. The procedural history and the 
findings of fact and conclusions of law 
upon which the Administrator's decision 
is based are set forth below. 

Procedure 
This rulemaking proceeding was 

originally initiated by a petition filed by 
NORML on May 18, 1972, with the 
Bureau of Narcotics and Dangerous 
Drugs (BNDD). This petition requested 
that marijuana be removed from the 
Controlled Substances Act, or in the 
alternative, be moved to Schedule Vof 
the Act. After a series of proceedings, 
including hearings before BNDD and 
DEA and remands by the United States 
Court of Appeals for the District of 
Columbia Circuit, the matter was again 
the subject of a DEA hearing. This 
hearing followed a 1980 remand by the 
United States Court of Appeals for the 
District of Columbia Circuit, NORML v. 
DEA and HEW, No. 79-1660 (D.C. Cir. 
Oct. 16, 1980), in which the Court 
ordered DEA to refer all matters to the 
Department of Health and Human 
Services (HHS) for a scientific and 
medical evaluation and 
recommendation for scheduling. The 
matter was forwarded to lffiS by DEA, 
and the Food and Drug Administration 
(FDA) published "Proposed 
Recommendations to the Drug 
Enforcement Administration Regarding 
the Scheduling Status of Marijuana and 
Its Components and Notice of Public 
Hearing," in the Federal Register. 47 FR 
28141 (1982). On September 16, 1982, 

FDA conducted a legisiative-type 
hearing at which it received written and 
oral testimony. On May 13, 1983, the 
Assistant Secretary for Health 
forwarded his department's scientific 
and medical fmdi.nga and scheduling 

-recommendation regarding marijuana 
plant material to the Administrator of 
DEA. In this document the Assistant 
Secretary recommended that marijuana 
plant material continue to be controlled 
in Schedule I. On July 2, 1987, the 
Assistant Secretary for Health 
submitted a letter to the DEA Deputy 
Administrator in which he stated that it 
continued to be the position of the 
Department of Health and Human 
Services that marijuana. continue to be 
controlled in Schedule I based upon its · 
lack of accepted medical use in 
treatment in the United States. 

This current proceeding was initiated 
by publication of a notice of hearing in 
the Federal Register on June 24, 1986, 
which advised any individual interested 
in participating in the proceedings to file 
a written notice of such intent. Seven 
organizations or individuals participated 
in the proceeding. Four prehearing 
conferences were held in late 1986 and 
1987. Direct and rebuttal testimony were 
filed in written affidavit form. Fourteen 
days of hearings, for the purpose of 
cross-examination of witnesses, were 
held in three cities. All parties were 
permitted to file proposed findings of 
fact, conclusions of law and argument 
with Administrative Law Judge Francis 
L Young. The pro-marijuana parties, as 
petitioners, filed their proposed findings 
on April 15, 1988. The Government filed 
its proposed findings on May 16, 1988. 
The pro-marijuana parties then filed 
rebuttal on June 3, 1988. The 
administrative law fudge issued his 
opinion and recommended ruling, 
findings of fact, conclusions of law and 
decision on September 6, 1988. 
Exceptions to the administr!).tive law 
judge's recommended decision were 
filed by NORML, ACT, and the 
Government. By letter dated December 
9, 1988, the administrative law judge 
forwarded the entire record to the 
Administrator of DEA. 

The Administrator has carefully 
reviewed the entire record in this matter 
and hereby issues this fl.rial order as 
prescribed by 21 CFR 1316.67. The 
Administrator does not accept the 
recommendation of the administrative 
law judge that marijuana has an 
accepted medical use in treatment of 
some medical conditions, that marijuana 
has accepted safety for use under 
medic.al supervision, and that marijuana 
should be rescheduled into Schedule II 
of the Controlled Substances Act. The 

Administrator finds that marijuana must 
remain in Schedule I of the Controlled 
Substances Act because it has no 
accepted medical use in treatment of 
any condition in the United States and it 
is not safe for use under medical 
supervision. The Administrator has 
reviewed the proposed findings of fact 
submitted by all parties and those 
formulated by the administrative law 
judge. The Administrator adopts the 
findings of fact submitted by the 
Government as his own and in their 
entirety. They are as follows: 

F'mdings of Fact 
1. The cannabis plant ( Cannabis 

sativa L ) is an annual weed which 
belongs to the plant family 
Cannabaceae. This family has only one 
genus, the genus Cannabis which 
consists of one highly variable species, 
sativa. Many varieties of this species 
are known to exist. 

2. Over 400 different chemicals have 
been identified in the extracts of the 
plant Cannabis sativa. They belong to 
18 chemical classes of organic 
compounds. There are at least 61 
different cannabinoids. The proportions 
and concentrations of these 
cannabinoids, including THC. differ 
from plant to plant depending on 
growing conditions, age of the plant, and 
factors surrounding harvest. THC levels 
found in cannabis may vary from less 
than 0.2% in some plants to greater than 
10% in high quality plants. 

3. Cannabis or marijuana cannot be 
defined chemically, nor can it be easily 
standardized. No totally reliable 
classification system based on a single 
chemical analysis exists. Twenty-ona 
(21) cannabinoids have been clinically 
evaluated. Most of this testing centered 
on the psychotropic effects of the 
compounds, and only eight or nine of the 
cannabinoids have been tested for 
therapeutic utility. These studies have 
only been cursory except for the testing 
of synthetic THC. Cannabigerol (CBC) 
cannabinoids show antibacterial 
activity against gram positive bacteria, 
and have been shown to effect basic cell 
metabolism. Cannabinol (CBN) typo 
compounds have exhibited 
anticonvulsant, anti-inflammatory, 
immunological, and behavioral effects. 
CBN has also exhibited possible 
potentiation of TI-IC effects in man. 
Cannabidiol {CBD) has exhibited 
anticonvulsant activity. 

4. As well as significant variations in 
naturally occurring active substances in 
natural cannabis, there are variations in 
the active substances based on 
conditions under which the plant 
material has been maintained or stored. 
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THC ls labile to air oxidation forming 
cannabinol (CBN). Cannabidiol (CBD), 
in the presence of oxygen and light and 
upon heating, is converted to 
cannabielsoic acids. 

5. It is not known how smoking or . 
burning marijuana plant material affects 
the chemical composition of 
cannabinoids and their products. A 
large number of pyrolytic products is 
produced by burning that have not been 
identified for most of the constituents in 
Cannabis. Smoking as a dosage form to 
deliver marijuana to the human body is 
unsuitable for medical treatment due to: 
(1) Lack of standardization of the 
marijuana, (2) lack of knowledge of the 
amounts of each constituent available, 
(3) lack of knowledge of the activity of 
the chemicals while burning, (4) amount 
of product ingested being dependent on 
the individual's smoking technique, and 
(5) possible carcinogenic effect of 
smoking. There are no drugs which are 
delivered by smoking which are 
medically used in the United States. 

6. Cannabis sativa L. was one of the 
fll'st plants to be used by man for fiber, 
food. medicine, and in social and 
religious rituals. There were 
approximately 20 traditional medicinal 
·uses of cannabis preparations in the 
19th century. These included those 
recognized in 19th century medicine as 
well as folkloric use. These uses were 
based upon tradition and experience 
rather than scientific proof. Early . 
literature is replete with reports of the 
inconsistent or contradictory effects of 
marijuana preparations. The cannabis 
used for medical purposes in the United 
States and in Western medicine from 
the mid-19th to the early 20th century 
was cannabis extract which was orally 
administered as tinctures and pills. By 
1938, marijuana preparations were 
seldom used in medical practice, and the 
American Medical Association stated 
that, "Cannabis at the present time is 
slightly used for medicinal 
purposes • • • " In 1941, marijuana 
passed out of the National Formulary 
and The United States Pharmacopeia. 

7. Historically, man used natural 
plants to treat various ailments. With 
the advent of science, man began to use 
plant extracts to determine their effects. 
These extracts were crude drugs. Fifty 
years ago The United States 
Pharmacopeia listed many crude drugs. 
In recent times, scientists discovered 
that crude extracts owed their activity 
to chemical compounds and began 
isolating the chemical compounds from 
the plants and their extracts. Current 
technology emphasizes the development 
of synthetics of natural drugs by using 
the natural drugs as models. 

· 8. Currently, there are only four plants 
used in their natural states for medical 
purposes in the United States. Three 
others are utilized in crude extract form. 
These include ipecac and opium 
extracts, which must meet standards for 
potency and purity established in The 
United States Pharmacopeia before they 
can be used for medical purposes. In 
contrast to variations in cannabinoid 
content evident in cannabis, naturally 
occurring opium derivatives remain 
quantitatively stp.ble and the potency 
can be chemically standardized. 

9. Modem drug research is based on 
the use of well-defined preparations of 
pure compounds which, when 
administered to patients, allow 
reproducible results. The problems 
associated with using natural 
substances as drugs include the inability 
to regulate the doses of active 
constituents, and the interaction of the 
active constituents with other 
potentially active compounds in the 
natural substance. The presence of 
active constituents in most natural drugs 
may vary based on genetic factors, 
country of origin and growing 
conditions. As a result, most natural 
drugs cannot meet established quality 
control standards in the United States. 
Before a drug substance may be used in 
the practice of medicine, it must have a 
composition of active ingredients that 
has been established and accepted as 
standard. Such standardization, which 
includes identity, purity, potency, and 
quality, is specified in either a New Drug 
Application (NOA) or an official 
compengium such as The United States 
Pharmacopeia or National Formulary. 

10. There is no difference in the 
pharmacological effect between the 
THC isolated from cannabis and the 
synthetically produced THC which is 
now marketed in the United States. 

11. In the late 1960's, the Department 
of Health, Education and Welfare 
(DHEW) initiated a process to facilitate 
research with marijuana and THC. The 
FDA reviewed Investigational New Drug 
(IND) applications for marijuana and 
THC, assisted researchers and 
physicians in preparing IND protocols, 
and sent out information packets and 
model protocols. 

12. The IND procedure is the process 
by which drugs are introduced into man 
and their safety and effectiveness is 
evaluated over a period of years. The 
stated objectives of the FDA in 
regulating the clinical testing of new 
drugs are to "protect the rights and 
safety of human subjects of such testing 
while, at the same time, facilitating the 
development and marketing of 
beneficial drug therapies." The Food, 

Drug, and Cosmetic Act emphasizes the 
need to carry out scientifically valid 
studies as well as the need to control the 
investigational drug supply and obtain 
informed consent of the subject or 
patient. The drug used in the study must 
be able to be traced to the patient, and 
the investigator must submit annual 
reports to FDA and report adverse 
reactions. 

13. The protocols for the INDs with 
marijuana, especially the state protocols 
and the protocols for individual patients 
did not describe controlled studies. 
Controlled studies are necessary as the 
basis of a New Drug Application (NOA) .. 
No NOA for marijuana has been 
submitted to FDA for approval. Thus, 
marijuana remains an investigational 
drug subject to IND requirements. Due 
to the lack of an approved NOA, 
marijuana is not available by 
prescription in the United States. 

14. As of January 6, 1987, there were 
30 active INDs for marijuana; 82 INDs 
for marijuana have been discontinued. 

15. The National Institute on Drug 
Abuse (NIDA) has shipped a total of 
160,700 marijuana cigarettes for human 
studies from 1976 to 1986. Fifty-nine 
thousand (59,000) cigarettes were 
shipped to eight sp·onsors for human use 
outside state-sponsored programs. More 
than half of those, 30,900 cigarettes, 
were shipped to one sponsor during that 
period. · 

16. Thirty~four states have passed 
legislation concerning the use of 
cannabis (marijuana) and THC by 
physicians. Of these states, at least 24 
define this use of marijuana and THC as 
research. Of these 34 states, only 17 

· states (New Mexico, Illinois, Louisiana, 
Washington, Florida, Michigan, Oregon, 
Colorado, California, Nevada, Ohio, 
West Virginia, Georgia, Arizona, New 
York, Vermont and Tennessee) had 
approved INDs for marijuana or 
marijuana/THC as of March 1, 1984. Ten 
state-sponsored programs received 
marijuana cigarettes from the NIDA 
during the period 1978 to 1986. During 
this period 101,700 cigarettes were 
distributed to those states; California 
received 38,700 9igarettes, the most of 
any state. New Mexico received 8,700 
cigarettes in the period from 1978 to 
1986. In 1986, four state programs 
received a total of 1,860 cigarettes. In 
March 1982, a National Conference on 
the Therapeutic Application of 
Cannabinoids was held. The report of 
that conference indicates that "state 
programs in general had a small volume 
of participation and a high loss of data." 
The report also concluded that the 
designs of the state programs varied 
widely. 
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17. The California Research Advisory 
PaneL a California government agency, 
sponsored the California Cannabis 
Therapeutic Research Program. After six 
years of operation, from 1979 to 1986, the 
Research Advisory Panel found th.at 
only 101 patients received 210 
treatments with marijuana cigarettes. 
Slightly more than one-third of the 
patients received a second treatment of 
marijuana cigarettes. Approximately 20 
percent of the patients stopped using the 
cigarettes either because the cigarettes 
were ineffective, or the side effects were 
too severe. 

18. Approximately 250 individuals 
received marijuana and/ or THC 
capsules under the New Mexico 
Controlled Substances Therapeutic 
Research Program from February 1979 to 
June 1986 for control of nausea and 
vomiting associated with cancer 
chemotherapy. For admission to the 
program,. patients must have 
experienced nausea and vomiting in 
previous chemotherapy. An average of 
four to six individuals a month 
participated in the program. 
Approximately 20 New Mexico 
physiciallS participated in the state-wide 
program. There was no randomization in 
the study; the patients themselves chose 
to use either marijuana or TIIC. They 
were also free to switch from one drug 
to the other once they began treatment 
Under the program, 16 individuals 
switched from one drug to the other; 13 
switched from cigarettes to capsules, the 
others from capsules to cigarettes. Of 
the patients selected for evaluation, 94 
used TIIC capsules and 75 used 
marijuana cigarettes. Thare was no 
objective measurement of success or 
failure. The patients evaluated 
themselves based upon die degree of 
nausea and vomiting in previous 
chemotherapy sessions as compared 
with the degree of nausea and vomiting 
when marijuana or TIIC was used. 

19. One hundred-five patients enrolled 
in the State of Georgia marijuana and 
TIIC research study which was 
designed to evaiuate the efficacy and 
toxicity of marijuana and TIIC as an 
antiemetic in cancer patients undergoing 
chemotherapy treatment. Emory 
University enrolled 85 patients in their 
marijuana and TIIC research study. 
Thirty-eight patients from the State of 
Georgia study, and 81 patients from the 
Emory University study were evaluated 
Of the 119 patients evaluated in the 
combined studies, 44 smoked marijuana; 
the other 75 used THC capsules. The 
success rate for use ofTIIC capsules 
was 76 percent, and the success rate for 
smoking marijuana was 68.2 percent. 
Success was meast:red by patient self-

assessment or satisfaction. The primary 
reason for marijuana's failure as a 
treatment was the patients' intolerance 
of the cigarettes, or its failure to improve 
nausea and vomiting. 

20. Of the 165 individuals evaluated in 
the Michigan Therapeutic Research 
Project for the years 19~1982, 83 
received only marijuana. Another 31 
received marijuana after receiving 
Toracan (a phenothiazine in the same 
family as Compazine) during the same 
trial. The purpose of the trial (Trial A) 
was to evaluate the efficacy of 
marijuana to control nausea and 
vomiting induced by cancer 
chemotherapeutic agents. Thirty-four 
(34) cf the patients discontinued the 
study because they did not like smoking 
marijuana. Twenty-one (21) patients 
reported the adverse effect of 
sleepiness/fatigue, 13 reported sore 
throat, 7 reported headache, and 4 
reported being light-headed after 
smoking marijuana. Of 93 individuals 
who smoked marijuana at the first 
patient session. 14 reported no nausea, 
31 reported mild nausea, 22 reported 
moderate nausea, and 19 reported 
severe nausea. Of the 93 patients who 
smoked marijuana in the initial session. 
63 percent reported they felt "high." and 
58 percent reported no increased 
appetite stimulation. 

21. The State of New York Controlled 
Substances Therapeutic Research 
Program Report for 1982 indicates that 
by the end of July 1982, 840 marijuana 
cigarettes had been distributed to 45 
patients under the New York program. 
These 45 patients had 99 treatmenf 
episodes. The treatment of 18 patients 
was evaluated, and 15 found that they 
benefited from smoked marijuana in 
some manner. For the period from 
November 1981 to May 1986, 199 
patients received marijuana cigarettes 
under the New York program. During · 
that period, 6,044 marijuana cigarettes 
were distributed Oft.lie 199 patients 
who received marijuana, only 90 were 
evaluated. The evaluations were based 
solely on patient self-assessments of 
nausea nnd vomiting, appetite, physical 
status, mood, "high" feeling, and a 
record of the amount of drug taken. The 
program was also plagued by lack of 
compliance with reporting procedures. 
The results of the evaluations indicated 
that large percentages of the individuals 
who received chemotherapeutic agents 
which w-e known to produce moderate 
to severe emesis failed to respond to the 
smoked marijuana. The New York 
Summary Report concluded that while 
preliminary results of the "Inhalation 
Marijuana Research Project" were 

encouraging, further analysis, more data, 
and more research are needed. 

22. The July 1983 Report of the State of 
Tennessee program to evaluate 
marijuana and TIIC in treatment of 
nausea and/or vomiting associated with 
cancer therapy indicates that 43 patients 
have been enrolled in the program. Of 
these, 27 were evaluated. The patients 
enrolled in the program self-evaluated 
their nausea and vomiting, appetite and 
food intake, physical state, mood, high, 
and dosages of the drugs they received. 
Twenty-one (21) of the 27 patients used 
marijuana cigarettes. Nineteen (19) of 
the 21 evaluated the cigarettes as 
successful, success being defined as 
partially, moderately or very effective. 
The major reason for failure of 
marijuana cigarettes was smoking 
intolerance. 

23. Nausea and vomiting (emesis) are 
common side effects of cancer 
chemotherapy. Vomiting ill controlled by 
two distinct areas in the brain, the 
vomiting center and the chemoreceptor 
trigger zone (CTZ). Various cancer 
chemotherapeutic agents can trigger the 
vomiting center and the CTZ, thus 
causing nausea and vomiting. The 
incidence of emesis resulting from 
cancer chemotherapy often depends 
upon the type of agent used for the 
chemotherapy treatment. 
Chemotherapeutic agents most often 
associated with emesis also induce 
emesis of the greatest sevetjty. Cisplatin 
causes the highest incidence of emesis, 
whereas methotrexate causes only a 
moderate incidence of emesis. Other 
factors not specifically related to 
chemotherapy cnn also influence a 
patient's emesis, such as emotional 
status, alcohol consumption, age, and 
past chemotherapy experience. 

24. Prior to 1980, little research was 
conducted regarding antiemetics used to 
treat nausea and vomiti.-ig related to 
cancer chemotherapy. At that time, the 
most commonly used antiemetic was 
Compazine (prochlorpcrazine ). 
Compazine was largely ineffective in 
treating emesis caused by most cancer 
chemotherapy regimens. Since 1980, 
research with new antiemetics has 
proliferated. As a result of this 
additional research, several new and 
highly effective antiemetics and their 
combinations are now available 
including: metoclopramide, 
thiethylperezine malate, haloperidol, 
dexamethasone, diphenhydramine, 
droperidol, fiuphenazine hydrochloride, 
perphenazine, lorazepam, dronabinol 
(synthetic TIIC) in sesame oil in a soft 
gelatin capsule, and nabilone (a 
synthetic substance chemically and 
pharmacologically similar to TiiC). 
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25. To properly evaluate the 
effectiveness of a new antiemetic drug, 
researchers must perform carefully 
conducted randomized, double-blind 
testing of the drug against either a 
placebo or an established antiemetic, 
using a statistically significant patient 
population. Several factors are 
important when planning or evaluating 
an antiemetic study; these include: (a) 
Standardization of the emetic stimulus, 
(b) accuracy in data collection, with the 
use of objective parameters, such as the 
number of emetic episodes and the 
volume and duration of emesis, (cj 
standardization of patient population. 
with an indication of whether or not 
patients had previously received 
chemotherapy,. and (d) proper selection 
of route of administration, and drug 
schedule and dosage, based upon proper 
trials with the agent In addition, it is 
important to determine quantitatively 
the efficacy of antiemetic agents used 
singularly, so that results can be 
compared and further trials, including 
combination studies, can be planned 
appropriately. 

26. For a new antiemetic drug to be 
considered effective, it must be as 
effective or more effective in controlling 
emesis than the currently-available 
antiemetics. 

27. Relatively few scientific or medical 
studies have been conducted to evaluate 
marijuana's effectiveness as an 
antiemetic. Information concerning 
marijuana's antiemetic properties is 
primarily anecdotal. The research that 
has been conducted with marijuana has 
been primarily in the form of loose, 
uncontrolled studies which provide little 
valuable information as to the drug's 
effectiveness. Most research with 
marijuana has been conducted under 
state protocols. The state sponsored 
research conducted thus far has not 
employed carefully controlled double
blind. randomized testing of marijuana, 
nor has it involved large patient 
populations. As a result, little reliable 
information can be gleaned from these 
types of studies. 

28. Based upon the lack of quality 
testing, marijuana's antiemetic activity 
is not as established as that of THC or 
other available antiemetics. There are 
no double-blind randomized studies 
which have concluded that marijuana is 
as effective or more effective than 
synthetic THC, or any of the other 
currently available antiemetics. In fact. 
in 1984, the only controlled. randomized, 
double-blind, crossover study comparing 
the antiemetic effectiveness of smoked 
marijuana to orally ingested synthetic 
THC involved 20 patients and concluded 

that orally ingested THC was superior to 
smoked marijuana. 

29. Although THC is usually a 
constituent present in marijuana, since 
marijuana also contains at least 60 other 
active cannabinoids in varying 
quantities, the results of antiemetic 
trials using THC cannot be extrapolated 
in evaluating marijuana's antiemetic 
properties. For example, cannabidiol, a 
constituent present in marijuana, can 
potentiate some effects of THC, while 
suppressing other effects, including the 
antiemetic effect. 

30. No formal, well-controlled studies 
have been conducted which compare 
marijuana's effectiveness as an 
antiemetic against any of the currently 
available antiemetics such as 
metoclopramide, haloperidol, 
dexamethasone, prochlorperazine, 
nabilone, lorazepam, or any of the 
highly effective combinations of 
available antiemetics. 

31. The only studies which have been 
conducted using marijuana as an 
antiemetic include the following: (1) The 
state programs (discussed previously); 
(2) the study mentioned above which 
compared smoked marijuana to oral 
synthetic THC and concluded that THC 
was more effective: (3) a 
"compassionate" study conducted by 
Thomas J. Ungerleider involving 16 bone 
marrow transplant patients. In that 
study, the efficacy of the drug was 
measured only by subjective testing 
techniques: and (4) a study conducted 
by Alfred E. Chang which involved 15 
patients receiving methotrexate 
chemotherapy. 

32. The purpose of the Chang study 
was to compare the'antiemetic 
effectiveness of THC to a placebo. 
Initially in the study, patients randomly 
received either an oral THC capsule or 
placebo capsule prior to chemotherapy. 
Neither the patients nor the researchers 
were aware of which drug they receiv~d. 
Three separate chemotherapy trials 
were conducted during.the study. Only 
if the patient vomited during a trial 
would he or she receive a marijuana 
cigarette for the remaining doses of that 
chemotherapy trial. All patients who 
received marijuana cigarettes were 
experienced smokers. The study does 
not indicate how many patients resorted 
to smoking marijuana during each trial. 
Since six patients did not vomit at all on 
the THC, they did not receive marijuana 
cigarettes. The purpose of the study was 
not to compare the effectiveness of oral 
THC to marijuana but, rather, to 
compare THC's effectiveness against a 
placebo. Dr. Chang concluded that the 
combination of oral THC and smoked 
marijuana is a highly effective 

antiemetic in patients receiving 
methotrexate chemotherapy. Although 
Dr. Chang found that smoked marijuana 
was more reliable than oral THC in 
achieving therapeutic blood levels, he 
also found that it had drawbacks in 
patient acceptability; patients 
complained of its adverse taste, which 
induced nausea and vomiting in some 
instances. He also surmised that 
patients who are nonsmokers may not 
be willing and/ or able to smoke 
marijuana. Based upon these 
drawbacks, Dr. Chang concluded that 
"an alternative parenteral drug route 
needs to be established if THC [ or 
marijuana] is to have wide clinical 
acceptability." In addition, he . 
determined that additional studies 
relating to drug tolerance, effectiveness 
against nausea and vomiting produced 
by other chemotherapy regimens, and 
comparisons with conventional 
antiemetics needed to be conducted. 

33. A study conducted by Stephen E. 
Sallan, M.D., which is cited by both 
NORML and ACT, involved a double
blind. randomized evaluation of the 
antiemetic effect of synthetic THC 
capsules in ~6 patients receiving 
chemotherapy (although 22 patients 
participated in the study, only 16 
received oral THC). There is no 
indication as to what types of 
chemotherapeutic agents were 
administered to the patients during the 
study. Dr. Sallan concluded that THC 
had antiemetic effects. In addition. he 
made some "preliminary observations" 
comparing the antiemetic effect of 
smoked marijuana and oral THC 
capsules, based upon some patients' 
illicit use of marijuana which was 
neither qualitatively nor quantitatively 
controlled. He found that "[f] or most 
patients, both smoked and oral routes 
had identical effects." This study was 
not a scientific comparative study of 
smoked marijuana and oral THC, but 
rather a formal comparison between 
oral synthetic THC and placebo. 

34. Even in its limited use, marijuana 
has not been shown to be very effective 
in reducing nausea and vomiting when 
used with chemotherapeutic agents 
which produce severe emesis. 

35. In contrast to marijuana, synthetic 
oral THC (dronabinol), nabilone, 
metoclopramide, and other currently 
available antiemetics have been tested 
extensively through well-designed, 
controlled double-blind studies for both 
safety and efficacy. For example, more 
than 1,300 patients were tested with 
synthetic THC before it was made 
available as a Schedule II drug. 
Marijuana. on the other hand, has only 
been tested in 20 patients in a formal 
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comparative study, and roughly less 
than 500 patients in loosely controlled 
state studies. 

36. Neither marijuana nor oral THC 
has been demonstrated to be an 
effective antiemetic for patients 
receiving radiation therapy. In a THC 
study conducted at UCLA, Dr. 
Ungerleider concluded that oral THC 
was only slightly more effective than 
Compazine in controlling emesis caused 
by radiation therapy. No studies 
evaluating marijuana's effectiveness in 
this area were introduced during this 
proceeding. 

37. Since the advent of the new, highly 
effective antiemetics, few cancer · 
chemotherapy patients•discontinue 
treatment as a result of nausea and 
vomiting. 

38. Although the newer antiemetics 
and their combinations have been 
shown to be highly effective in treating 
emesis, even in conjunction with 
chemotherapy treatments known to 
produce severe nausea and vomiting in 
most patients, a small number of 
patients are refractory to all antiemetic 
treatment. There is no scientific or 
medical reason to believe that patients 
who do not respond well to currently
available antiemetics would respond 
any better after smoking marijuana. The 
only method to determine marijuana's 
effectiveness for that purpose would be 
to conduct controlled double-blind trials 
with the drug in that group of patients. 

39. There is no scientific or medical 
support for the hypothesis that 
marijuana or any of the cannabinoids 
are effective in treating emesis in 
children receiving chemotherapy. Again, 
only controlled trials comparing 
marijuana to other available antiemetics 
could support that contention. No such 
trials have been conducted as of this 
time. 

40. Smoking as a route of 
administration for antlemetics has not 
been demonstrated to be more 
advantageous than intravenous or oral 
administration. The claimed advantage 
of self-titration through smoking is only 
a hypothesis and has not been 
scientifically proven. In fact, oral 
administration of antiemetics is highly 
effective if effective antiemetics are 
given. Intravenous administration also is 
highly effective, especially since most 
chemotherapy agents are intravenously 
administered as well. 

41. Currently available antiemetics 
are also highly effective in outpatient 
care. Most patients can receive the 
newer antiemetics on an outpatient 
basis. There is no scientific or medical 
reason to conclude that marijuana is 
better-suited than currently available 
antiemetics in the treatment of emesis of 

outpatients. Carefully conducted clinical 
trials would be needed to demonstrate 
otherwise. 

42. In addition to not being as 
effective or more effective than 
currently-available antiemetics, the use 
of smoked marijuana in the treatment of 
emesis in cancer patients has significant 
drawbacks. As a psychoactive 
substance, marijuana causes anxiety 
and panic in inexperienced users. 
Marijuana smoking also caused nausea 
and vomiting in some patients, and left 
an unpleasant residual taste. Because 
tachycardia and orthostatic hypotension 
are negative side effects of marijuana 
smoking, it should not be administered 
to patients with heart problems such as 
arteriosclerotic heart disease and 
angina. Marijuana smoking can also 
lead to pulmonary problems including 
bronchitis and emphysema. Marijuana is 
a crude plant material which contains 
pathogenic bacteria that could prove 
harmful to immuno-compromised 
patients with various cancers or 
leukemias. The cannabinoids present in 
marijuana can further suppress the 
immune functions of individuals whose 
immune systems are already severely 
compromised by chemotherapeutic 
agents. Also, few patients can tolerate 
marijuana smoking. In fact, in the state 
programs employing marijuana, 
significant numbers of patients either 
switched from smoking to oral THC 
capsules or withdrew from research 
because they could not tolerate smoking 
marijuana. In Dr. Ungerleider's study 
involving 16 bone marrow trapsplant 
patients, three dropped out of the study 
because they found marijuana smoking 
to be undesirable, even though at the 
time of the study, no other antiemetics 
were available to them. In addition, 
because of the lack of standardization of 
the drug and varying smoking 
techniques, there is a problem with 
bioavailability and reproducibility of an 
administered dose of the drug. If the 
dose is not constant from treatment to 
treatment, the patient may go 
unprotected. 

43. The combination of currently 
available antiemetics produce less side 
effects than do each of the drugs given 
individually. These combinations 
produce less side effects than the 
cannabinoids, including marijuana. 
There is no scientific or medical 
evidence which demonstrates that 
marijuana produces fewer and less 
severe side effects than the currently
available antiemetics. 

44. Patient satisfaction with the 
combination antiemetic therapy is 
greater than that seen with marijuana. 

45. Interest in research using 
marijuana to treat emesis in cancer 

chemotherapy patients has waned as 
the availability of new, highly-effective 
antiemetics has increased. 

46. Patient interest in using marijuana 
to treat emesis caused by chemotherapy 
has also declined in recent years. 

47. The oncological community does 
not consider marijuana to have currently 
accepted medical use in the United 
States for the treatment of emesis 
caused by cancer chemotherapy. In 
addition, David Ettinger, M.D., Richard 
Gralla, M.D., and John Laszlo, M.D., 
each a highly respected oncologist and 
antiemetic researcher who has treated 
numerous patients and conducted 
extensive research with various 
cannabinoids and highly effective 
antiemetics, have concluded that based 
upon their research and knowledge of 
the field, marijuana does not have a 
currently accepted medical use in the 
United States for the treatment of 
emesis caused by cancer chemotherapy, 
nor has it been proven safe for use 
under medical supervision. 

48. The American Cancer Society has 
concluded that insufficient research has 
been conducted to advocate that 
marijuana be used as an antiemetic for 
chemotherapy patients. 

49. In its 1984 report, the National 
Academy of Sciences did not make any 
conclusions regarding marijuana's 
accepted medical use in the treatment of 
emesis in cancer chemotherapy patients. 
The only conclusion made in the report 
was that marijuana's antiemetic 
properties were less established than 
those of synthetic THC. 

50. The American Medical 
Association has concluded that 
marijuana does not have a currently 
accepted medical use in the United 
States for the treatment of emesis 
caused by cancer chemotherapy, nor has 
it been proven to be safe for use under 
medical supervision. 

51. Glaucoma is a term which 
describes a group of chronic ocular 
diseases which cause an increase in 
intraocular pressure that damages the 
retina and optic nerve and can lead to 
an eventual loss of vision. The most 
common form of glaucoma is primary 
open-angle glaucoma (POAG). This form 
of glaucoma is caused by an obstruction 
in the pathways for fluid exit from the 
eye while fluid inflow continues 
unabated. As a result, the pressure 
within the eye (intraocular pressure) 
increases beyond a level tolerated by 
the eye and can cause damage to the 
retina and optic nerve. 

52. Persons suffering from glaucoma 
have intraocular pressures which are 
higher than their eyes can tolerate. 
Traditionally, glaucoma was measured 
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by a statistical measure of intraocular 
pressure (a norm), meaning that if an 
individual's pressure was higher than 
the average, he was thought to have 
glaucoma: if the pressure was below the 
norm, he was thought not to have 
glaucoma. It is now known that this is 
not the proper method for diagnosing 
glaucoma. Ninety-five percent of 
individuals with statistically-elevated 
intraocular pressure are never affiicted 
with glaucoma, while one-third of 
glaucomatose individuals have 
intraocular pressures in the statistically 
normal range. 

53. Effective treatment for glaucoma 
involves the use of pharmaceutical 
agents or surgical procedures that 
prevent progressive optic nerve damage. 
If intraocular pressure can be lowered 
sufficiently, it can usually alter the 
course of the glaucoma. But, merely 
reducing.intraocular pressure is not 
necessarily beneficial to the eye, and 
pressure reduction does not necessarily 
prevent glaucomatose optic nerve 
damage. For a treatment to be effective, 
it must low.er intraocular pressure 
sufficiently to prevent additional 
damage to the optic nerve and retina, 
and also not cause unacceptable 
damage to the eye or to other parts of 
the body. In addition, it must be able to 
sustain the lowered pressure and 
preserve visual function for the patient's 
lifetime. . 

54. When new glaucoma treatments 
are tested for efficacy, they are 
evaluated for their ability to sufficiently 
lower intraocular pressure and to 
maintain visual fields. To properly 
measure. the treatment's· effect on both, 
it must be used in longaterm testing. 
Timolol, a drug currently used to treat 
glaucoma, has been. tested in this 
manner; Before it was approved for use 
in treating glaucoma, timoiol was 
rigorously tested in 300 to 400 persons 
through controlled, double-masked 
clinical trials. These studies involved 
treating patients with the drug for a 
minimum of three months, with a 
majority of the studies lasting for six 
months or more, during which time, the 
patients' visual fields were measured to 
determine whether there had been any 
progression of the disease. In addition, 
other conventional glaucoma 
medications have proven their efficacy 
through years of clinical experience. The 
miotics, apinephrine compounds and 
carbonic anhydrase inhibitors have 
been proven effective in lowering 
intraocular pressure and preserving 
visual function. 

55. The most efficacious way of . 
delivering any drug to the eye is through 
a topical drop, rather than by systemic 

application. Topical application reduces 
the possibility of systemic adverse 
effects from a drug since the total 
amount of the drug being delivered to 
the body is considerably less. 

56. In 1971, Robert S. Hepler, M.D. and 
Ira R. Frank, M.D. published preliminary 
results of one of the first experiments 
which measured the effect of smoked 
marijuana on intraocular pressures of 
normal, healthy males. The study 
involved acute administration of 
smoked marijuana through an ice-cooled 
water pipe to·eleven youthful men who 
did not suffer from glaucoma. After the 
one-time administration of the 
marijuana, nine subjects experienced 
decreases in intraocular pressure which 
ranged from 16 percent to 45 percent, 
one subject experienced a 4 percent 
increase in intraocular pressure, and one 
subject experienced no change following 
smoking. These results were later 
published in 1974 as part of a larger 
study in which Thomas J. Ungerleider, 
M.D. participated, aimed at measuring 
pupillary constriction, intraocular 
pressure, ,tear production, and 
conjunctiva! hyperemia (redness and 
irritation of the ey,e). The overall study 
involved 21 healthy subjects who 
smoked marijuana in an ice-cooled 
water pipe. Only the 11 subjects 
described in the earlier publication were 
tested for changes in intraocular 
pressures. -In addition to the results of 
changes in intraocular pressures, the 
authors also noted that smoking 
marijuana was associated with minor 
decreases in pupillary size, decrease in 
tear production, and conjunctival 
hyperemia. Central visual acuity, 
refraction, peripheral visual fields, 
binocular fusion and color vision were 
not altered by the single-dose 
administration of the marijuana. In 
addition. the authors noted that fatigue 
and sleepiness occurred several hours 
following the marijuana-induced "high". 

57. There are no published scientific 
reports or studies which demonstrate 
marijuana's ability to lower intraocular 
pressures in long-term chronic testing of 
glaucomatose research subjects. The 
only long-term study reported was one 
conducted by Dr. Hepler at U.C.L.A. The 
study evaluated responses of 19 normal, 
non-glaucomatose patients for a period 
of 94 days. The results of the 94-day 
study were not available at the time Dr. 
Hepler's. paper was published. The only 
conclusions made were that in the -
normal research subjects, intraocular 
pressure showed a prompt drop as soon 
as the subjects began. to smoke, and that 
there were no indications of cumulative 
effects upon the intraocular pressure 
response. 

58. There are few published scientific 
reports or studies which evaluate 
marijuana'_s effect on lowering 
intraocular pressure in glaucomatose 
individuals. All of the studies involve 
acute administration of the drug and , 
each involve relatively small numbers of 
research subjects. In 1976, Drs. Hepler 
and Petrus reported the results of their 
study which involved 12 research 
subjects who suffered from galucoma. 
Each subject was seen on four 
occasions. On one occasion, the subjects 
were given a placebo in a smokable 
form; on the other occasions, the 
subjects were either given oral 
(synthetic) me.or smoked marijuana. 
Some of the resarch subjects continued 
their usual courses of medication during 
the testing. The published study only 
reported the results of four of the 
research subjects. Two subjects failed to 
achieve a reduction in intraocular 
pressue. Also, the study did not indicate 
which of the four subjects, if any, had 
continued their conventional medication 
during the study. The study did not. 
differentiate between the effectiveness 
of marijuana or oral me. The 
researchers concluded that "patients 
with proven glaucoma frequently, 
although not invariably, demonstrate 
substantia[ decrease in intra ocular 
pressure following smoking of marijuana 
or ingestion of THC." In 1976, Drs. 
Hepler, Frank and Petrus reported on 
the results of another small study 
involving; 11 galucom.atose individuals 
who were observed after acute 
administration of marijuana. Of the 11 
patients studied, seven demonstrated 
drops in intraocula11 pressure averaging 
30-percent. The remaining four did not 
experience any drop, in intraocular 
pressure .. 

In 1979, Drs. Merritt and Crawford 
published results of an acute study of 
the effecta of marijuana and placebo on 
16 glaucomatose. research subjects. They 
concluded that "inhaled 
tetrahydrocannabinol ( delta-9-
tetrahydrocannabinol) lowers blood 
pressure and intraocular pressure, 
commensurately-with tachycardia [rapid 
heart rate],. in systemic normotensive 
and hypertensive glaucoma patients." In 
1980, Drs. Merritt; Crawford, Alexander, 
Anduze, and Gelbart reported the · · 
results of a study which observed the 
effect of acute administration of 
marijuana and placebo to 18· glaucoma , 
patients. They concluded that acute
administration of marijuana lowered 
both intraocular pressure and blood 
pressure in a. heterogenous glaucoma 
population. They· also noted that eight of 
the patients suffered from anxiety with 
tachycardia- and palpitations; five 
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suffered from postural hypotension 
(reduction in blood pressure upon 
standing): 18 suffered from sensory 
alterations including hunger, thirst, 
euphoria, drowsiness and chills: and 
nine suffered from conjunctival 
hyperemia and ptosis ( drooping upper 
eyelid). Based on the side effects, the 
researchers concluded that "it is 
because of the frequency and severity 
with which untoward events occurred 
that marijuana inhalation is not an ideal 
therapeutic modality for glaucoma 
patients." A total of no more than 50 
glaucomatose individuals have been 
administered smoked marijuana in a 
research setting. 

Approximately 40 of these individuals 
received marijuana during limited acute 
trials of the drug. The progress of the 
other individuals, who included Robert 
Randall and other individuals who used 
marijuana in conjunction with their 
conventional glaucoma medications, 
were never published since they only 
involved anecdotal observations, 
providing insufficient data to report 
which would be useful for other 
ophthalmologists in treating patients 
with glaucoma. 

59. In 1976, Dr. Mario Perez-Reyes 
reported the results of his preliminary 
study of acute intravenous 
administration of various cannabinoids 
on intraocular pressure. Twelve normal, 
nonglaucomatose patients were injected 
with a variety of cannabinoids which 
are present in marijuana: the 
cannabinoids were administered 
individually so that the effects could be 
evaluated separately. He concluded that 
several of the cannabinoids had 
intraocular pressure lowering qualities, 
including delta-8-tetrahydrocannabinol, 
which is less psychoactive than TI-IC. 
TI-IC appears to be the most effective 
cannabinoid for acutely reducing 
intraocular pressure, but is also the most 
psychoactive. Although marijuana, 
which consists of various cannabinoids, 
would have a different effect on eye 
pressure than one of its single 
constituents, the literature indicates that 
the effect would either be the same or 
less. , 

60. There are no published scientific 
or medical reports which evaluate 
marijuana's ability to preserve the 
visual function of glaucomatose 
individuals. 

61. None of the IND reports or studies 
submitted in this processing have 
compared marijuana's effectiveness in 
lowering intraocular pressure and 
preserving visual function to any of the 
currently accepted glaucoma 
medications. Although not proven 
through comparative studies, it is 
accepted that reductions in intraocular 

pressure continue for longer periods of 
time following administration of either 
timolol, pilocarpine, or phospholine 
iodide, than following administration of 
smoked marijuana. 

62. No evidence was introduced in 
this proceeding from states which have 
scientific protocols for researching 
marijuana's effect in the treatment of 
glaucoma. In 1986, the California 
Research Advisory Committee reported 
the results of its research protocol in this 
area which covered only the use of TI-IC. 
Only one individual received marijuana 
cigarettes for glaucoma. This was after 
the Research Advisory Panel mailed 
information about the program to · 
ophthalmologists throughout the State of 
California. Rhode Island reported that 28 
ophthalmologists in that state were 
contacted to determine if they had any 
interest in conducting research with 
marijuana. None of the ophthalmologists 
contacted responded affirmatively. 
Those who responded to 'the inquiry 
claimed that the drugs which were 
currently available sufficiently 
controlled glaucoma. . 

63. Acute administration of marijuana 
has demonstrated unacceptable 
negative side effects in research 
subjects participating in glaucoma 
studies. These side effects include 
orthostatic hypotension, tachycardia, 
conjunctiva! hyperemia, euphoria, 
dysphoria, drowsiness, 
depersonalization, difficulty in 
concentrating and thinking, impairment 
of motor coordination. Since the drop in 
intraocular pressure after smoking 
marijuana noted in acute studies lasts 
for approximately four to five hours, 
with the maximal fall occurring about 
one to two hours after administration, to 
be considered in treating glaucoma, 
marijuana would have to be 

· administered six to eight times per day 
for the duration of disease. Such use 
constitutes chronic administration of the 
drug. The negative effects of chronic 
administration of marijuana have not 
been adequately tested. Yet, specific 
unacceptable negative effects can be 
attributed to chronic administration of 
marijuana. These include: possible brain 
damage, sore throat, rhinitis, bronchitis 
and emphysema: suppression of 
luteinizing hormone secretion in women 
(which affects the production of 
progesterone): abnormalities in DNA 
synthesis, mitosis and growth: 
carcinogenicity: and genetic mutations. 

64. While marijuana plant material 
and some cannabinoids have been 
shown to lower intraocular pressure in 
acutely-treated normal human 
volunteers and glaucoma patients, it 
may lower intraocular pressure without. 

· preventing visual impairment in 

glaucoma patients. As noted above, 
there has been no documentation that 
marijuana use preserves the visual 
function of glaucomatose individuals. 
Because acute studies have shown that 
marijuana appears to act by lowering 
intraocular pressure and blood pressure 
concomitantly, there is some concern 
that lowering the blood pressure limits 
the blood supply to the optic nerve. 
Since the optic nerve relies on a 
constant supply of blood to function 
adequately, there is a concern that by 
reducing its blood supply by lowering 
systemic blood pressure, visual function 
will be further impaired in glaucomatose 
individuals. 

65. Based on the lack of documented 
evidence showing its utility in lowering 
introacular pressure in the long-term 
and maintaining visual function, coupled 
with the adverse side effects associated 
with its use, most experts agree that 
smoked marijuana has not been proven 
to be a viable drug for the treatment of 
glaucoma. These medical and scientific 
experts include: Mario Perez-Reyes, 
M.D. (a source often cited by NORML 
and ACT): Robert Hepler, M.D.: Keith 
Green, Ph.D.: George Spaeth, M.D.: Leo 
Hollister, M.D.: Reese Jones, M.D.: and 
Raphael Mechoulam, Ph.D. In addition, 
in previously published articles, John 
Merritt, M.D., a witness for ACT, has 
taken the position that marijuana's use 
in treating glaucoma is uni:icceptable 
because of the frequent and untoward 
side effects associated with its use. 
Also, the American Academy of 
Ophthalmology, an organization which 
represents more than 12,000 physician 
members and approximately 6,000 other 
medical professionals who specialize in 
the field of ophthalmology, has taken the 
position that insufficient data exists to 
demonstrate the safety and efficacy of 
using smoked marijuana in the 
treatment of glaucoma. The National 
Academy of Sciences, another source 
frequently cited by NORML and ACT, 
also concluded that smoking marijuana 
is not suitable for the treatment of 
glaucoma. 

66. Multiple Sclerosis (MS) is the 
major cause of neurological disability 
among young and middle-aged adults. It 
is a life-long disease which attacks the 
myelin sheath (the coating surrounding 
the message-carrying nerve fibers in the 
brain and spinal cord). Once the myelin 
sheath is destroyed, it is replaced by 
plaques of hardened tissue known as 
sclerosis. The plaques can obstruct 
impulses along the nerve systems which 
will produce malfunctions in the body 
parts affected by the damaged nervous 
system. The symptoms can include one 
or a combination of the following: 
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weakness, tingling, numbness, impaired 
sensation, lack of coordination, 
disturbances in equilibrium, double 
vision, loss of vision, involuntary rapid 
eye movement, slurred speech, tremors, 
stiffness, spe.sticity (involuntary- and 
abnormal contractions of muscle or 
muscle fibers), weakness of limbs, 
sexual dysfunction, paralysis, and 
impaired bladder and bowel functions. 
Spasticity can also result from serious 
injuries to the spinal cord, not related to 
MS; The effects of MS are sporadic in 
most individuals, and the symptoms 
occur episodically, either triggered by 
the malfunction of the nerve impulses or 
by external factors. Because of the 
variability of symptoms of the disease, 
MS is difficult to detect and diagnose. 
There is no known prevention or cure 
for MS: instead. there are only 
treatments for the symptoms. 

67. There are no published scientific 
reports or studies which evaluate 
marijuana's effectiveness in treating 
spasticity. The only existing information 
regarding the use of marijuana to treat 
the- effects of MS or spasticity is 
primarily anecdotal. Anecdotal 
information is only useful for providing 
a basis for conducting controlled 
research with the drug to evaluate its 
effectiveness. In order to sufficiently 
verify that a drug is effective for treating 
MS or spe.sticity, double-blind, 
controlled studies must be conducted on 
large groups of persons. 

68. The only studies evaluating the 
effect of cannabinoids on MS and 
spasticity employed synthetic THC or 
cannabidiol. These studies have been 
uniformly small, and the data presented 
are insufficient to evaluate the nature 
and quality of controls used. In 1981, 
Ors. Denis J. Petro and Carl Ellenberger 
published the results of a limited acute 
study using synthetic THC. That study 
involved the acute administration of oral 
synthetic THC to nine MS patients. The 
researchers noted that the spasticity 
scores of four of the nine patients 
improved significantly after the 
administration of the synthetic THC; one 

· patient improved after receiving the 
placebo; only two of three patients who 
felt improved actually demonstrated 
improvement by objective criteria. The 
EMG index of spasticity 
(electromyography-a method of 
measuring reflex responses, 
neuromuscular function and condition, 
and extent of nerve lesion) was 
impractical in five of the nine patients. 
The researchers concluded that further 
study should be conducted to determine 
the effectiveness of THC or one of its 
derivatives in treating spasticity. In a 
1986 abstract, W. C. Hanigan. R. 

Destree, and X. T. Troung reported the 
results of a 20-day study in which they 
administered oral synthetic THC to five 
spastic patients. They concluded that 
two patients experienced significant 
reductions in stretch resistance and 
reflex activity; and one patient 
withdrew from the study because of 
negative emotional side effects. In 
another abstract, R. Sandyk, P. Consroe, 
L. Stem and S. R. Snider, evaluated the 
effects of cannabidiol (a major non
psychoactive cannabinoid of marijuana) 
on three patients suffering from · 
Huntington's Disease (a progressive 
central nervous system disease 
characterized by muscular twitching of 
the-limbs or facial muscles). The first 
week they noted mild improvement in 
choreic movements. Further 
improvement was noted the second 
week and remained stable for another 
two weeks. The only side effects 
observed were cases of transient, mild 
hypo tension. 

69. There are no reported scientific or 
medical studies which have compared 
the effectiveness of marijuana, or its 
derivatives, with conventional 
treatments for MS and spasticity. There 
is no indication that marijuana would be 
more effective or safer then currently 
available treatments. In addition, 
conventional drugs may reduce 
spasticity with fewer side effects than 
marijuana. 

· 70. No long-term clinical studies 
employing marijuana, or any of its 
derivatives, have been conducted with 
respect to treating MS or. spasticity. 

71. The long-term safety of using 
marijuana to treat MS and spasticity has 
yet to be established. Marijuana's long
term effects on memory and intellect, its 
pulmonary effects, risks in pregnancy, 
and tolerance to the drug, are 
unresolved. Since marijuana may have 
undesirable side effects at doses 
necessary to reduce spasticity, the use 
of marijuana for long-term treatment 
such as is needed to treat MS and 
spasticity would be worse than the 
disease itself. 

72. None oft~ state reports 
submitted in this proceeding indicate 
that any state research with marijuana• 
was conducted with respect to · 
spesticity. The National Multiple 
Sclerosis Society does not advocate the 
use of marijuana to treat spa.sticity 
associated with MS. In addition. the 
International Federation of Multiple 
Sclerosis Societies does not recommend 
marijuana's use in treating spasticity. 
Also, noted neurologists who specialize 
in treating. and conducting spasticity 
research, including.Ors. Silberberg.and 
Johnson, concluded that marijuana has 

not been proven to have an accepted 
medical use in the treaiment of 
spasticity, nor has it been proven to be 
safe under medical supervision. Dr. 
Denis Petro, a witness for ACT, 
concluded in his synthetic THC study 
that "research needs to cover a larger 
and better controlled sample before any 
definitive statement would be possible." 

73. Epilepsy involves the progressive 
recruitment of normal brain neurons into 
rhythmic and then high frequency 
bursting. With the overwhelming of 
inhibitory restraints, the pauses 
betw-een bursts disappear and are 
replaced by tonic high frequency firing 
and the seizure appears. A prominent 
feature of epilepsy is its episodic nature. 

74. There· are no studies of the effects 
of crude marijuana on existing epileptic 
symptoms in man. Only survey and case 
report date are available. In 1976, 
Dennis M; Feenely reported the results 
of his survey among young epileptics in 
the Journal of the American Medical 
Association·. In that survey, young 
epileptics were questioned about their 
illicit use of marijuana, amphetamine, 
LSD; barbiturate, cocaine and heroin .. 
Most of the subjects reported that 

. marijuana hatl'no effect on their 
seizures. In addition, one subject 
reported that his marijuana use reduced 
the frequency of seizures, while another 
subject claimed that marijuana caused 
him to have seizures. Also, published 
case reports indicate marijuana's 
conflicting properties of both reducing 
and causing seizures. Although case 
reports and surveys of this type are not 
highly reliable· sources of scientific 
information. they follow the conflicting 
pattern. suggested' in animal studies 
employing synthetic TIIC. 

75. Smoked marijuana has only been 
tested on experimental epilepsy in one 
study. That study evaluated marijuana's 
effect on seizures in five mongrel dogs. 
After chronic administration of 
marijuana smoke, two of the five dogs 
exhibited gfand mal convulsions. In a 
study involving the administration of 
marijuana smoke to normal rats, 
"popcorn convulsions" (involuntary 
vertical jumping)· were observed in 50 
percent of the animals after 6 to 9 
exposures to the drug. 

76. Because of its potential to induce 
convulsant seizures, marijuana should 
not be used· by, epileptics. 

77. Cannabidiol (CBD) has also been 
studied for its anticonvulsant effects in 
animals. CBD is neither psychoa1:tive 
nor convulsant Conclusions drawn from 
animal testing of this; drug suggest that 
CBD shows promise as an 
anticonvulsant,and that its use should 
be clinically investigated in human 
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epilepsy to determine its therapeutic 
utility. 

78. Marijuana has not been proven to 
be an effective appetite stimulant, or 
antianorectic drug. Most studies have · 
involved oral THC rather than 
marijuana. In a doubleblind study 
employing smoked marijuana, normal 
patients using marijuana increased their 
caloric intake more than those using the 
placebo, but the variability was too 
great to draw any conclusions. Studies 
employing THC have failed to 
demonstrate an appreciable appetite 
stimulating or antianorectic effect. State 
reports of cancer chemotherapy patients 
receiving either synthetic THC or 
marijuana have failed to support any 
claims of marijuana's appetite 
stimulating properties. Several of the 
currently available antiemetics have 
appetite-stimulating properties. With 
patients undergoing cancer 
chemotherapy, controlling emesis 
generally eliminates problems with 
anorexia or appetite loss. Marijuana has 
not been compared with currently 
available antiemetics to evaluate its 
appetite stimulating properties. 

79. There is no scientific or medical 
indication that marijuana is effective in 
the treatment of either alcoholism or 

· drug addiction. Recent studies now 
demonstrate that abuse of marijuana 
and alcohol are frequently combined. In 
addition, animal studies present no 
evidence that marijuana is mare 
effective than currently available 
treatments for opiate withdrawal. 

80. Marijuana has not been 
demonstrated to be an effective 
analgesic. Studies have demonstrated 
that marijuana and THC both_increase 
and decrease pain. In addition, there is 
no indication that marijuana or 
synthetic THC are as effective or more 
effective than currently available 
analgesics. 

81. Marijuana bas not been shown to 
be effective in the treatment of asthma 
and bronchial spasms. Although smoked 
marijuana and THC were found to have 
bronchodilating effects following acute 
and short-term administration, smoke, 
even if it provides relief, is not desirable 
for asthmatics. Also, long-term smoking 
of marijuana reduces bronchodilation 
and causes significant airway 
obstruction. 

82. Although marijuana has also been 
suggested for several other medical 
problems, there is insufficient scientific 
data to support its use for these 
purposes. Although marijuana and some 
of the cannabinoids have sedative or _ 
hypnotic effects, their activity is not 
constant, nor is there-any indication that 
marijuana is even comparable to 
currently-available antianxiety and 

. insomnia medications. There also is no 
support for marijuana's use as an 
antidepressant drug. Nor is there 
sufficient indication that marijuana, or 
its constituents, would be a useful· 
medical alternative in the treatment of 
hypertension, neoplasms (tumors), 
infections, or migraine headaches. 

83. One of the primary methods for 
determining whether a particular drug is 
safe for use under medical supervision 
is to weigh its actual therapeutic benefit 
against its negative or unintended side 
effects. A side effect is a pharmacologic 
activity other than the desired effect. If 
the measurable therapeutic benefits of 
the drug outweigh its negative effects, 
the drug is generally considered safe for 
use; if the negative effects outweigh the 
therapeutic benefits, the drug is not 
considered safe for its intended use. 

84. In evaluating the negative side 
effects of a drug, several factors are 
taken into consideration. Generally, 
initial animal studies are conducted to 
determ4le the drug's toxicity. An LD-50 
is established (the dose which causes 
death in 50 percent of the animals 
tested). Factors other than the LD-50 are 
also considered in determining safety 
and toxicity. Additional 
pharmacological data is also needed, 
including the drug's bioavailability, 
metabolic pathways and 
pharmacokinetics. Acute and chronic 
testing must be conducted; first in 
animals, then in humans. 

85. Most pharmacological research 
with cannabis or its constituents has 
actually been conducted with orally 
ingested THC, rather than smoked 
marijuana. Although the pharmacologic 
effects are presumed to be similar, the 
studies with oral THC do not provide a 
complete picture of marijuana's effects. 
Few of the other cannabinoids have 
been pharmacologically evaluated. The 
health consequences from smoking 
marijuana are likely to be quite different 
than those of orally ingested THC. Yet 
most of the chronic animal studies have 
been conducted with oral or intravenous 
THC. 

86. There is a need for more 
information about the metabolism of the 
various marijuana constituents and their 
biologic effects. This requires many 
more animal studies. Then the 
pharmacologic information obtained 
from the animal studies must be tested 
in clinical studies involving humans. The 
pharmacologic testing of cannabinoids 
in animals thus far bas shown that while 
they do not appear to be highly toxic, 
they exert some alteration in almost 
every biological system that has been 
studied. 

87. Well-designed studies on the 
health effects of marijuana are relatively 

few. This is especially true with respect 
to chronic studies. Field studies in this 
area are deficient. Most are too small to 
detect unusual or rare consequences 
which could be of great importance. In 
addition, only modest research has been 
conducted using healthy male 
volunteers; very limited studies have 
been conducted using females, older 
individuals, or persons in poor health. 
The studies using marijuana on healthy 
male volunteers lead to a biased 
conclusion that the drug is safe without 
properly evaluating the populations at 
risk. To eliminate any such bias and to 
expand our knowledge of the chronic, 
long-term effects of marijuana use, 
sophisticated epidemiological studies of 
large populations, similar to those 
conducted for alcohol and tobacco use, 
must be done. It may take years of 
extensive research before all of 
marijuana's deleterious effects become 
apparent. 

88. The acute effects of marijuana use 
are fairly well established. Marijuana 
smoking usually causes acute changes in 
the heart and circulation which are 
characteristic of stress, including rapid 
heart rate (tachycardia), orthostatic 
hypotension, and increased blood · 
concentrations of carboxyhemoglobin 
(hemoglobin combined with carbon 
monoxide). Therefore, the drug is not 
indicated for persons who suffer from 
cardiovascular problems including 
angina, congestive heart failure, and 
arteriosclerosis. In addition, acute 
marijuana use also causes euphoria; 
dysphoria; anxiety; confusion; 

· psychosis; drowsiness; convulsions; and 
impairment of motor coordination, 
tracking ability and sensory and 
perceptual functions. Based upon these 
effects, marijuana should not be used by 
anxious or depressed, or unrecognized 
psychotic individuals, and epileptics. 

89. Many persons who have smoked 
marijuana in a research setting could 
not tolerate Its harshness and 
complained of throat soreness and other 
problems associated with smoking as a 
route of administration. In addition, 
many patients cannot, and will not, 
smoke a substance like marijuana for 
therapeutic purposes. 

90. Even though inadequate studies 
have been conducted concerning the 
effects of long-term chronic use of 
marijuana, certain detrimental effects on 
respiratory and pulmonary functions are 
well-established. Marijuana smoke 
inhibits pulmonary antibacterial defense 

, systems, possibly making marijuana 
users more susceptible to bacterial 
infections of the lung. One chronic 
smoking experiment tested pulmonary 
functions of healthy volunteer subjects 
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before and after 47 to 59 days of daily 
smoking of approximately five cigarettes 
per day. The study concluded that very 
heavy smoking for only six to eight 
weeks caused mild but significant 
airway obstruction. In addition, a study 
of heavy hashish (a crude smokable 
preparation of cannabis resin) users 
revealed a high incidence of 
bronchopulmonary consequences, 
including chronic bronchitis, chronic 
cough, and mucosa! changes of 
squamous metaplasia (a precancerous 
change). Chronic smoking can also 
result in emphysema. 

91. Regular and frequent marijuana 
smoking causes preneoplastic changes 
in airways similar to those produced by 
smoking tobacco. Marijuana smoke does 
not contain nicotine; but like tobacco, it 
does have an equally complex aerosol of 
particles in a vapor phase that form a 
tar mixture. The mixture contains many 
of the same hydrocarbons contained in 
tobacco tars which are thought to be 
associated with cancer causation. 
Marijuana also contains more tar than 
tobacco cigarettes. Animal studies using 
smoked marijuana have documented the 
growth of precancerous cells after 30 
months. Dr. C. Leuchtenberger, a 
professor at the Swiss Institute for 
Experimental Cancer Research, noted 
that exposure of human lung explants to 
fresh marijuana or tobacco cigarette 
smoke evoked abnormalities in DNA 
synthesis, mitosis, and growth with 
consequent genetic disturbances that 
may lead to malignant transformation. 
The abnormalities were more 
pronounced following exposure to 
marijuana than to tobacco smoke. These 
findings were later confirmed in a 
similar study. Marijuana smoke also 
contains benzene, a substance 
associated with leukemia, and 2-
aminonapthalene, which causes bladder 
cancer. 

92. Recent evidence also indicates 
that marijuana can depress an 
individual's immune function. The 
immune system's sensitivity to 
marijuana depends on the cannabinoid 
compound and varies among immune 
cell types. In addition to the various 
cannabinoids, bacteria present in the 
plant material can further affect the 
immune function. A number of microbial 
contaminants have been isolated from 
marijuana samples, including pathogenic 
aspergillus, Klebsiella pneumoniae, 
Enterbacter agglomerans, group D 
streptococcus, Enterbacter cloace, 
Bacillus sp. and salmonella enteritis. 
The bacteria were found in both licit 
and illicit supplies of marijuana. At the 
Memorial Sloan-Kettering Cancer 
Center, it is estimated that 60 patients 

die each year from invasive aspergillus. 
Aspergillus was cultured from samples 
of marijuana from patients who 
developed invasive pulmonary and 
allergic bronchopulmonary aspergillus. 
The data supports the theory that 
marijuana smoking during periods of 
immunosuppression (as during cancer 
chemotherapy), may lead to infection; 
Therefore, because of its own 
immunosuppression properties, and its 
propensity for causing infections in 
immunosuppressed individuals, 
marijuana smoking may be 
contraindicated in cancer chemotherapy 
patients. 

93. Studies conducted with respect to 
passive inhalation of heavy marijuana 
smoke demonstrate that passive 
inhalation of a substantial amount of 
sidestream marijuana can produce 
subjective effects, plasma levels of THC 
and urinary cannabinoid metabolites, in 
subjects similar to those found after the 
smoking of marijuana. The researchers 
concluded that with sufficient time and 
high marijuana smoke conditions, it 
becomes difficult to distinguish between 
active smoking and passive inhalation. 

94. Marijuana has also produced 
genetic and non-genetic birth defects in 
many animal species. Pure THC is not 
thought to produce permanent 
alterations of genes in cells studied to 
date, but other components of cannabis 
smoke can cause such mutations. When 
animals of one generation were exposed 
to cannabis smoke during pregnancy, 
birth defects were found in the third 
generation, suggesting that a gene 
change had been transmitted through 
second generation animals which were 
only exposed to cannabis smoke prior to 
birth. Cannabis smoke has been related 
to the increased numbers of early fetal 
deaths, decreased fetal weight, and an 
increased death rate at birth in study 
animals. Although there have been some 
cases reported of deformed babies being 
born to marijuana smoking mothers, no 
causal links can be made based upon 
the limited evidence. Further human 
research is necessary to establish or rule 
out such effects. Bg.sed upon the 
insufficient and inconclusive research in 
this area, pregnant women and those 
with marginal fertility may be at risk in 
smoking marijuana, even at moderate 
levels. 

95. Chronic marijuana use may also 
have a toxic effect on the human brain. 
Preliminary studies indicate that THC 
changes the way sensory information 
gets into and is acted on by the 
hippocampus. Chronic exposure 
damages and destroys nerve cells and 
causes other changes which are 
identical to normal aging and may be 

additive to the aging process. Therefore, 
chronic marijuana use could result in 
serious or premature memory disorders. 
The results of these studies are now 
being confirmed. 

96. Animal studies and some human 
studies have found that in males, sperm 
count and motility are decreased during 
cannabis use. In female animals, THC 
suppresses the secretion of luteinizing 
hormone. Prolonged suppression would 
eventually lower gonadal steroid levels. 
Whether these changes have any effect 
on human sexual function and fertility is 
not yet known. 

97. In addition to the known and 
suspected health risks associated with 
marijuana use, there is also evidence to 
suggest that tolerance to its therapeutic _ 
effects also develops. 

98. The National Academy of Sciences 
found that the dose of marijuana 
necessary to produce a therapeutic 
benefit is often close to one that 
produces an unacceptable frequency of 
toxic side effects. 

99. The severity and frequency of 
negative side effects experienced from 
marijuana smoking exceed those caused 
by accepted medications used to treat 
glaucoma, emesis and Multiple Sclerosis 
and spasticity. 

100. Because of its unacceptable side 
effects and undetermined therapeutic 
utility, smoked marijuana is not 
recommended for the treatment of 
glaucoma, emesis, Multiple Sclerosis 
and spasticity, epileptic seizures and 
convulsions, asthma, appetite loss or 
anorexia, alcoholism and drug abuse, 
pain and inflammation, anxiety, 
insomnia, migraine headaches, 
hypertension, depression, infections or 
tumors. 

Conclusion 
The Administrator finds that the 

administrative law judge failed to act as 
an impartial judge in this matter. He 
appears to have ignored the scientific 
evidence, ignored the testimony of 
highly-credible and recognized medical 
experts and, instead, relied on the 
testimony of psychiatrists and 
individuals who used marijuana. The 
administrative law judge relied heavily 
on anecdotal accounts of marijuana u~e 
by both physicians and seriously ill 
persons. The administrative law judge's 
findings of fact ignpred any evidence 
presented by the Government. For 
example, in his findings regarding 
marijuana and nausea and vomiting 
associated with chemotherapy, Judge 
Young cites many of the physicians 
presented by the pro-marijuana parties 
by name as accepting marijuana as 
"medically useful." Not once in his 
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findings or discussion does the judge 
acknowledge or mention the 
Government's experts. Not once does 
the judge mention why he chose to find 
the pro-marijuana parties' evidence 
more credible. The administrative law 
judge failed to acknowledge the position 
of a major organization of physicians, 
the American Medical Association: and 
those of organizations whose existence 
is dedicated to the treatment and study 
of the diseases at issue such as the 
American Cancer Society, the National 
Academy of Ophthalmology and the 
National Multiple Sclerosis Society. He 
chose instead to rely on the testimony of 
a very small number of physicians. Most 
significantly, the administrative law 
judge did not follow the standard for 
"accepted medical use in treatment in 
the United States," and "accepted safety 
for use * * * under medical 
supervision" established by the 
Administrator in previous scheduling 
proceedings. The administrative law 
judge chose, instead, to develop his own 
standard for both accepted medical use 
and accepted safety; standards which 
were specifically rejected by the 
Administrator in the scheduling of 3,4-
methylenedioxymethamphetamine 
(MOMA). 

The administrative law judge did not 
even apply his O\VIl standard 
consistently. While the administrative 
law judge found that marijuana had an 
accepted medical use in treatment of 
nausea and vomiting associated with 
chemotherapy; of spasticity associated 
with multiple sclerosis and amputation; 
and of pain associated with 
hyperparathyroidism; he concluded that 
it did not have accepted medical use in 
treatment of glaucoma. His rationale 
was that in applying his stan~d of 
accepted medical use, which is that a 
"significant minority" of physicians 
accept marijuana as medically useful, 
there were not enough physicians to 
establish such a "significant minority" 
with respect to glaucoma. In contrast, he 
found that one physician's opinion was 
sufficient to establish an accepted 
medical use of marijuana with regard to 
hyperparathyroidism, because that was 
a rare disease. 

The Administrator rejects the 
administrative law judge's findings and 
conclusions. They were erroneous; they 
were not based upon credible evidence; 
nor were they based upon evidence in 
the record as a whole. Therefore. in this 
case, they carry no weight and do not 
represent the position of the agency or 
its Administrator. The inadequacy of 
Judge Young's analysis of the case is 
exemplified by his acceptance of, and 
reliance upon, irresponsible and 

irrational statements propounded by the 
pro-marijuana parties. Such statements 
include the following: "marijuana is far 
safer than many of the foods we 
commonly consume. For example, eating 
ten raw potatoes can result in a toxic 
response. By comparison. it is physically 
impossible to eat enough marijuana to 
induce death." That such a statement 
would come from the proponents of 
marijuana is understandable. To give it 
the weight of an administrative law 
judge's finding is appalling. 

The Administrator has accepted the 
agency's findings of fact as his own. In 
order to conclude that these facts 
support a conclusion that marijuana 
remain in Schedule 1; they must be 
applied to the criteria set forth in the 
Controlled Substances Act for 
substances in Schedule I. 

The three criteria are found at 21 
U.S.C. 812(b)(l) and are as follows: 

(a) The drug or other substance has a 
high potential for abuse. 

(b) The drug or other substance has no 
currently accepted medical use in 
treatment in the United States. 

(c) There is lack of accepted safety for 
use of the drug or other substance under 

·medical supervision. 
For purposes of this proceeding, the 

parties stipulated that marijuana has a 
· high potential for abuse. The criteria for 

substances listed in Schedule II also 
includes that the drug has a high 
potential for abuse. 

The issue of what "currently accepted 
medical use in treabnent in the United 
States," and "accepted safety for use 
• * * under medical supervision" mean, 
has been the subject of a previous 
scheduling proceeding involving the 
drug MOMA. In that proceeding, the 
Administrator did not adopt Judge 
Young's recommendation and defined 
both phrases to mean approved for 
marketing as safe and effective pursuant 
to the Food, Drug, and Cosmetic Act. 51 
FR 36552, October 8, 1986. The 
Administrator's decision_was reviewed 
by the United States Court of Appeals 
for the First Circuit in Grinspoon v. 
DEA. 828 F.2d 881 (1987). The Court 
remanded the matter to the 
Administrator finding that his standard 
was too restrictive. The Court did not 
suggest a standard to be adopted and, 
instead. stated that "Congress has 
implicitly delegated to the Administrator 
the authority to interpret these portions 
of the CSA* * *" Grinsooon, p. 892. The 
Administrator then published a revised 
final rule in which he. listed several 
characteristics of a drug or other 
substance which has an "accepted 
medical use in treatment in the United 

States." 53 FR 5156, February 22, 1988. 
These characteristics are: 

1. Scientifically determined and 
accepted knowledge of its chemistry: 

2. The toxicology and pharmacology 
of the substance in animals; 

3. Establishment of i(s effectiveness in 
humans through scientifically designed 
clinical trials; 

4. General availability of the 
substance and information regarding the 
substance and its use; 

5. Recognition ofits clinical use in 
generally accepted pharmacopeia, 
medical references, journals or 
textbooks: 

6. Specific indications for the 
treat."Ilent of recognized disorders; 

7. Recognition of the use of the 
substance by organizations or 
associations of physicians; and 

8. Recognition and use of the_ 
substance by a substantial segment of 
the medical practitioners in the United 
States. 

These characteristics rely heavily on 
verifiable scientific data and acceptance 
by the medical community. These two 
areas go hand-in-hand, as aptly 
demonstrated by the record in this 
proceeding. Most physicians and 
organizations of physicians rely on 

· scientific data in formulating their 
opinions regarding the safety and 
effectiveness of a drug and whether they 
will provide it for their patients. Many of 
the experts and organizations who 
concluded that marijuana did not have 
an "accepted medical use in treabnent 
in the United States," stated that they 
reached this conclusion because of the 
lack of adequate scientific data to 
support the safety and efficacy of 
marijuana. The Administrator also notes 
that the Controlled Substances Act and 
its legislative history require him to 
consider scientific evidence in 
determining the schedule in which a 
drug should be placed. For example, the 
Controlled Substances Act at 21 U..S.C. 
811(c) lists eight factors to be considered 
in evaluating the three scheduling 
criteria. Included among those factors 
are ''scientific evidence of its 
pharmacological effect, if known" and 
"the state of current scientific 
knowledge regarding the drug or other 
substance." In addition, the Controlled 
Substances Act requires the 
Administrator to request a scientific and 
medical evaluation from the Secretary of 
Health and Human Services. The 
Administrator is then bound by the 
Secretary's recommendation as to 
scientific and medical matters. 21 U.S.C. 
811(b). In this proceeding, the Assistant 
Secretary for Health has provided the 
Administrator with an extensive 
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scientific and medical evaluation in 
which it Was recommended that 
marijuana remain in Schedule I because 
there is insufficient scientific and 
medical evidence to conclude that 
marijuana is a safe and effective drug. 

It is clear from the evidence presented 
in this proceeding that marijuana does 
not have the characteristics of a drug 
which has an "accepted medical use in 
treatment in the United States." Because 
of the complex composition of 
marijuana, containing over 400 separate 
constituents (many of which have not 
been tested) varying from plant to plant, 
the chemistry, toxicology and • 
pharmacology of marijuana is not 
established. As discussed previously, 
the effectiveness of marijuana has not 
been documented in humans with 
scientifically-designed clinical trials. 
While many individuals have used 
marijuana and claim that it is effective 
in treating their ailments, these 
testimonials do not rise to the level of 
scientific evidence. Marijuana is 
available from the Federal Government 
to those researchers who obtain proper 
licensure. However, the evidence 
suggests that only small numbers of 
researchers and physicians have 
obtained marijuana for this purpose, and 
that some research programs sponsored 
by states had trouble getting physicians 
to participate. The vast majority of 
physicians do not accept marijuana as 
having a medical use. Marijuana is not 
recognized as medicine in generally 
accepted pharmacopeia, medical 
references, journals or textbooks. As 
evidenced by expert physician 

. testimony and the statements of many 
professional medical and research 
organizations, marijuana is not accepted 
by organized medicine or a substantial 
segment of the physician population. 
The administrative law judge's 
conclusion that a "respectable minority" 
of physicians is all that is necessary to 
establish accepted medical use in " 
treatment in the United States is 
preposterous. By placing a substance in 
Schedule II, the Administrator, and 
through him, the Federal Government, 
establishes a national standard for drug 
use. Using the same criteria as medical 
malpractice cases to determine a 
national standard of medical acceptance 
is untenable. It must be recognized that 
in every profession, including the 
medical and scientific community, there 
are those that deviate from the accepted 
practices of the profession. These 
deviations may be the beginning of new 
revolutionary treatments or they may be 
rejected as quackery. The opinions of 
those few physicians and scientists are 
not sufficient to create a finding of 

national acceptance. The Administrator 
feels that, in light of the potential risks 
of declaring a drug has an accepted 
medical use in treatment in the United 
States, he must adhere to the strict 
standard that was established in the 
MDMA proceeding. It is clear that the 
evidence conclusively demonstrates that 
marijuana does not have an accepted 
medical use in treatment in the United 
States or an accepted medical use with 
severe restrictions. 

The Administrator's standard for 
"accepted safety for use • • • under 

. medical supervision" was also stated in 
the second MOMA final rule published 
on February 22, 1988. 53 FR 5156. The 
tests for determining accepted safety of 
a drug were stated as follows: 

The first requirement in determining safety 
of a substance is that the chemistry of the 
substance must be known and reproducible. 
The next step is to conduct animal toxicity 
studies to 11how that the substance will not 
produce irreversible harm to organs at 
proposed human doses. Limited clinical trials 
may then be initiated, but they must be 
carefully controlled so that adverse effects 
can be monitored and studies terminated if 
necessary • • • safety in humans is 
evaluated as a risk/benefit ratio for a specific 
use. 53 FR 5158. 

It is clear that marijuana cannot meet 
the criteria set forth above for safety 
under medical supervision. The 
chemistry of marijuana is not known 
and reproducible. The record supports a 
finding that marijuana plant material is 
variable from plant to plant. The 
quantities of the active constituents, the 
cannabinoids, vary considerably. In 
addition, the actions and potential risks 
of several of the cannabinoids have not 
been studied. Animal toxicity studies 
with marijuana show several potential 
risks or hazards of marijuana use, 
especially when the marijuana is 
smoked. These hazards have not been 
evaluated against the benefit or 
effectiveness of.the drug. This is due, in 
great part, to the fact that marijuana's 
effectiveness in treating specific medical 
conditions has not been established by 
reliable scientific studies. Since a proper 
risk/benefit ratio cannot be made, the 
safety of marijuana for medical use 
cannot be demonstrated. Such lack of 
information is the basis for the majority 
of the medical and scientific community, 
and the Food and Drug Administration, 
concluding that marijuana does not have 
"accepted safety for use • • • under 
medical supervision." The 
Administrator, therefore, concludes that 
marijuana lacks "accepted safety for use 
• • • under medical supervision." 

As a final note, the Administrator 
expresses his displeasure at the 
misleading accusations and conclusions 

leveled at the Government and 
communicated to the public by the pro
marijuana parties.specifically NORML 
and ACT. These two organizations have 
falsely raised the expectations of many 
seriously ill persons by claiming that 
marijuana has medical usefulness in 
treating emesis, glaucoma, spasticity 
and other illnesses. These statements 
have probably caused many people with 
serious diseases to experiment with 
marijuana to the detriment of their own 
health, without proper medical 
supervision, and without knowing about 
the serious side effects which smoking 
or ingesting marijuana may cause. These 
are not the Dark Ages. The Congress, as 
well as the medical community, has 
accepted that drugs should not be 
·available to the public unless they are 
found by scientific studies to be · 
effective and safe. To do otherwise is to 
jeopardize the American public, and 
take advantage of desperately ill people 
who will try anything to alleviate their 
suffering. The Administrator strongly 
urges the American public not to 
experiment with a potentially 
dangerous, mind-altering drug such as 
marijuana in an attempt to treat a 
serious illness or condition. Scientific 
and medical researchers are working 
tirelessly to develop treatments and 
drugs to treat these diseases and 
conditions. As expressed in the record, 
treatments for emesis (nausea and 
vomiting) associated with cancer 
chemotherapy have advanced 
significantly in the last ten years. Recent 
studies have shown an over 90 percent· 
rate of effectiveness for the new 
antiemetic drugs and therapies. NORML 
and ACT have attempted to perpetrate a 
dangerous and cruel hoax on the 
American public by claiming marijuana 
has currently accepted medical uses. 
The Administrator again emphasizes 
that there is insufficient medical and 
scientific evidence to support a 
conclusion that marijuana has an 
accepted medical use for treatment of 
any condition, or that it is safe for use, 
even under medical supervision. 

Based upon the evidence in the record 
and the conclusions discussed 
previously, the Administrator, under the 
authority vested in the Attorney General . 
by section 201(a) of the Controlled • · 
Substances Act (21 U.S.C. 811(a)) and 
delegated to the Administrator of the 
Drug Enforcement Administration by 
regulations of the Department of Justice, 
28 CFR 0.100(b), hereby orders that 
marijuana remain a Schedule I 
controlled substance as listed in 21 CFR 
1308.11(d)(14). . 

This order is effective December 29, 
1989. 
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Dated: December 21, 1989. 
John C. Lawn, 
Administrator. 
[FR Doc. 89-30126 Filed 12-28-89; 8:45 am] 
BIWNQ CODE 441CHIMI 

DEPARTMENT OF LABOR 

Employment Standards 
Administration, Wage and Hour 
Division 

Minimum Wages for Federal and 
Federally Assisted Construction; 
General Wage Determination 
Decisions· 

General wage determinations 
decisions of the Secretary of Labor are 
issued in accordance with applicable 
law and are based on the information 
obtained by the Department of Labor 
from its study of local wage conditions 
and data made available from other 
sources. They specify the basic hourly 
wage rates and fringe benefits which are 
determined to be prevailing for the 
described classes of laborers and 
mechanics employed on construction 
projects of a similar character and in the 
localities specified therein. 

The determinations in these decisions 
of prevailing rates and fringe benefits 
have been made in accordance with 29 
CFR Hart 1, by authority of the Secretary 
of Labor pursuant to the provisions of 
the Davis-Bacon Act of March 3, 1931, as 
amended (46 Stat.1494, as amended, 40 
U.S.C. 276a) and of other Federal 
statutes referred to in 29 CFR Part 1, 
Appendix. as well as such additional 
statutes as may from time to time be 
enacted containing provisions for the 
payment of wages determined to be 
prevailing by the Secretary of Labor in 
accordance with the Davis-Bacon Act. 
The prevailing rates and fringe b·enefits 
determined in these decisions shall, in 
accordance with the provisions of the 
foregoing statutes, constitute the 
minimum wages payable on Federal and 
federally assisted construction projects · 
to laborers and mechanics of the 
specified classes engaged on contract 
work of the character and in the 
localities described therein. 

Good cause is hereby found for not 
utilizing notice and public comment 
procedure thereon prior to the issuance 
of these determinations as prescribed in 

5 U.S.C. 553 and not providing for delay 
in the effective date as prescribed in 
that section, because the necessity to 
issue current construction industry wage 
determinations frequently and in large 
volume causes procedures to be 
impractical and contrary to the public 
interest. 

General wage determination 
decisions, and modifications and 
supersedes decisions thereto, contain no 
expiration dates and are effective from 
their date of notice in the Federal 
Register, or on the date written notice is 
received by the agency, whichever is 
earlier. These decisions are to be used 
in accordance with the provisions of 29 
CFR Parts 1 and 5. Accordingly, the· 
applicable decision, together with any 
modifications issued, must be made a 
part of every contract for performance 
of the described work within the 
geographic area indicated as required by 
an applicable Federal prevailing wage 
law and 29 CFR Part 5. The wage rates 
and fringe benefits, notice of which is 
published herein, and which are 
contained in the Government Printing 
Office (GPO) document entitled 
"General Wage Determinations Issued 
Under The Davis-Bacon And Related 
Acts," shall be the minimum paid by 
contractors and subcontractors to 
laborers and mechanics. 

Any person, organization, or 
governmental agency having an interest 
in the rates determined as prevailing is 
encouraged to submit wage rate and 
fringe benefit information for 
consideration by the Department. 
Further information and self
explanatory forms for the purpose of 
submitting this data may be obtained by 
writing to the U.S. Department of Labor, 
Employment Standards Administration, 
Wage and Hour Division, Division of 
Wage Determinations, 200 Constitution 
Avenue, NW., Room S-3504, 
Washington, DC 20210. 

Modifications to General Wage 
Determination Decisions 

The numbers of the decisions listed in 
the Government Printing Office 
document entitled "General Wage 
Determinations Issued Under the Davis
Bacon and Related Acts" being modified 
are listed by Volume, State, and page 
number(s). Dates of publication in the 
Federal Register are in parentheses 
following the decisions being modified. 

VOLUME I 
FLORIDA, FLB9-45 (January p. 206a 

6, 1989). p. 206c 
NEW YORK: 

NY89-2 (January 6, 1989) ....... p. 683 
pp.688,692 
p.693 

NY89-7 (January 6, 1989) ....... p. 737 
pp. 739,744 

NY89-10 (January 6, 1989) ..... p. 769 
pp.770 

VOLUME II 
IOWA, IA89-5 (January 6, p. 41 

1989). pp. 42-43 

VOLUME ID.
ALASKA, AI<89-1 (January 6, 

1989). 
IDAHO, ID89-1 (January 6, 

1989). . 
OREGON, OR89-1 (January 

6, 1989). 

p. 1 
p.2 
p.145 
p.146 
p. 307 
pp.30~10. 
p. 316, 

· pp. 323--324 
WASHINGTON, WA89-6 p. 423 

(January 6, 1989); pp. 424-425 
p.426a 
pp. 46-64£ 

General Wage Determination 
Publication 

General Wage determinations issued 
under the Davis-Bacon and related Acts, 
including those noted above, may be 
found in the Government Printing Office 
(GPO) document entitled "General 
Wage Determinations Issued Under The 
Davis-Bacon And Related Acts". This 
publication is available at each of the 50 
Regional Government Depository 
Libraries and many of the 1,400 
Government Depository Libraries across 
the country. Subscriptions may be 
purchased from: Superintendent of 
Documents, U.S. Government Printing 
Office, Washington, DC 20402, (202) 783-
3238 

When ordering subscription(s), be 
sure to specify the State(s) of interest, 
since subscriptions may be ordered for 
any or all of the three separate volumes, 
arranged by State. Subscriptions include 
an annual edition (issued on or about 
January 1) which includes all current 
general wage determinations for the 
States covered by each volume. 
Throughout the remainder of the year, 
regular weekly updates will be 
distributed to subscribers. 
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1 As set for in a memorandum of understanding
entered in to by HHS, the Food and Drug
Administration (FDA), and the National Institute on
Drug Abuse (NIDA), FDA acts as the lead agency
within HHS in carrying out the Secretary’s
scheduling responsibilities under the CAS, with the
concurrence of NIDA. 50 FR 9518 (1985).

2 To avoid confusion, those parts of the HHS
document that are not relevant to your petition with
respect to marijuana (i.e., those parts that are
relevant only to the scheduling of
tetrahydrocannabinols, dronabinol, or nabilone)
have been redacted from the attachment. The HHS
evaluation of these other substances will be
addressed when DEA responds (in separate letters)
to your petitions with respect to these other
substances.

DEPARTMENT OF JUSTICE

Drug Enforcement Administration

Notice of Denial of Petition
By letter dated March 20, 2001, the

Drug Enforcement Administration
(DEA) denied a petition to initiate
rulemaking proceedings to reschedule
marijuana. Because DEA believes that
this matter is of particular interest to
members of the public, the agency is
publishing below the letter sent to the
petitioner (denying the petition), along
with the supporting documentation that
was attached to the letter.

Dated: March 28, 2001.
Donnie R. Marshall,
Administrator.

U.S. Department of Justice,
Drug Enforcement Administration,

Washington, D.C. 20537
March 20, 2001.
Jon Gettman:

Dear Mr. Gettman: On July 10, 1995, you
petitioned the Drug Enforcement
Administration (DEA) to initiate rulemaking
proceedings under the rescheduling
provisions of the Controlled Substances Act
(CSA). Specifically, you petitioned DEA to
propose rules, pursuant to 21 U.S.C. 811(a),
that would amend the schedules of
controlled substances with respect to the
following controlled substances: marijuana;
tetrahydrocannabinols; dronabinol; and
nabilone. Although you grouped these
substances together in your petition, the
scheduling analysis differs for each. To avoid
confusion, DEA is providing you with a
separate response for each of the controlled
substances that you proposed be
rescheduled. This letter responds to your
petition to reschedule marijuana.

Summary

You requested that DEA remove marijuana
from schedule I based on your assertion that
‘‘there is no scientific evidence that [it has]
sufficient abuse potential to warrant schedule
I or II status under the [CSA].’’ In accordance
with the CSA rescheduling provisions, DEA
gathered the necessary data and forwarded
that information and your petition to the
Department of Health and Human Services
(HHS) for a scientific and medical evaluation
and scheduling recommendation. HHS
concluded that marijuana does have a high
potential for abuse and therefore
recommended that marijuana remain in
schedule I. Based on the HHS evaluation and
all other relevant data, DEA has concluded
that there is no substantial evidence that
marijuana should be removed from schedule
I. Accordingly, your petition to initiate
rulemaking proceedings to reschedule
marijuana is hereby denied.

Detailed Explanation

A. Statutory Requirements and Procedural
History

The CSA provides that the schedules of
controlled substances established by

Congress may be amended by the Attorney
General in rulemaking proceedings
prescribed by the Administrative Procedure
Act. 21 U.S.C. 811(a). The Attorney General
has delegated this authority to the
Administrator of DEA. 28 CFR 0.100.

As you have done, any interested party
may petition the Administrator to initiate
rulemaking proceedings to reschedule a
controlled substance. 21 U.S.C. 811(a); 21
CFR 1308.43(a). Before initiating such
proceedings, the Administrator must gather
the necessary data and request from the
Secretary of HHS a scientific and medical
evaluation and recommendation as to
whether the controlled substance should be
rescheduled as the petitioner proposes. 21
U.S.C. 811(b); 21 CFR 1308.43(d). The
Secretary has delegated this function to the
Assistant Secretary for Health.1

The recommendations of the Assistant
Secretary are binding on the Administrator
with respect to scientific and medical
matters. Id. If the Administrator determines
that the evaluations and recommendations of
the Assistant Secretary and ‘‘all other
relevant data’’ constitute substantial evidence
that the drug that is the subject of the petition
should be subject to lesser control or
removed entirely from the schedules, he shall
initiate rulemaking proceedings to
reschedule the drug or remove it from the
schedules as the evidence dictates. 21 U.S.C.
811(b); 21 CFR 1308.43(e). In making such a
determination, the Administrator must
consider eight factors:

(1) The drug’s actual or relative potential
for abuse;

(2) Scientific evidence of its
pharmacological effect, if known;

(3) The state of current scientific
knowledge regarding the drug;

(4) Its history and current pattern of abuse;
(5) The scope, duration, and significance of

abuse;
(6) What, if any, risk there is to the public

health;
(7) The drug’s psychic or physiological

dependence liability; and
(8) Whether the drug is an immediate

precursor of a substance already controlled
under the CSA.
21 USC 811(c).

In this case, you submitted your petition by
letter dated March 10, 1995. After gathering
the necessary data, DEA referred the petition
to HHS on December 17, 1997, and requested
from HHS a scientific and medical evaluation
and scheduling recommendation. HHS
forwarded its scientific and medical
evaluation and scheduling recommendation
to DEA on January 17, 2001.

B. HHS Scientific and Medical Evaluation
and Other Relevant Data Considered by DEA

Attached to this letter is the scientific and
medical evaluation and scheduling
recommendation that HHS submitted to

DEA.2 Also attached is a document prepared
by DEA that specifies other data relevant to
your petition that DEA considered.

C. Basis for Denial of Your Petition: The
Evidence Demonstrates That Marijuana Does
Have A High Potential For Abuse

Your petition rests on your contention that
marijuana does not have a ‘‘high potential for
abuse’’ commensurate with schedule I or II
of the CSA. The Assistant Secretary has
concluded, based on current scientific and
medical evidence, that marijuana does have
a high potential for abuse commensurate
with schedule I. The additional data gathered
by DEA likewise reveals that marijuana has
a high potential for abuse. Indeed, when the
HHS evaluation is viewed in combination
with the additional data gathered by DEA,
the evidence overwhelmingly leads to the
conclusion that marijuana has a high
potential for abuse.

Accordingly, there is no statutory basis for
DEA to grant your petition to initiate
rulemaking proceedings to reschedule
marijuana. For this reason alone, your
petition must be denied.

D. A Schedule I Drug With a High Potential
For Abuse and No Currently Accepted
Medical Use or Safety for Use Must Remain
Classified In Schedule I

DEA’s denial of your petition is based
exclusively on the scientific and medical
findings of HHS, with which DEA concurs,
that lead to the conclusion that marijuana has
a high potential for abuse. Nonetheless,
independent of this scientific and medical
basis for denying your petition, there is a
logical flaw in your proposal that should be
noted.

You do not assert in your petition that
marijuana has a currently accepted medical
use in treatment in the United States or that
marijuana has an accepted safety for use
under medical supervision. Indeed, the HHS
scientific and medical evaluation reaffirms
expressly that marijuana has no currently
accepted medical use in treatment in the
United States and a lack of accepted safety
for use under medical supervision.

Nor do you dispute that marijuana is a
drug of abuse. That is, you do not contend
that marijuana has no potential for abuse
such that it should be removed entirely from
the CSA schedules. Rather, your contention
is that marijuana has less than a ‘‘high
potential for abuse’’ commensurate with
schedules I and II and, therefore, it cannot be
classified in either of these two schedules.

Congress established only one schedule—
schedule I—for drugs of abuse with ‘‘no
currently accepted medical use in treatment
in the United States’’ and ‘‘lack of accepted
safety for use * * * under medical
supervision.’’ 21 USC 812(b). To be classified
in schedules II through V, a drug of abuse
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3 A controlled substance in schedule II must have
either ‘‘a currently accepted medical use in
treatment in the United States or a currently
accepted medical use with severe restrictions.’’ 21
USC 812(b)(2)(B).

must have a ‘‘currently accepted medical use
in treatment in the United States.’’ 3 Id. This
is why the CSA allows practitioners to
prescribe only those controlled substances
that are listed in schedules II through V. 21
USC 829. Drugs listed in schedule I, by
contrast, may not be prescribed for patient
use; they may only be dispensed by
practitioners who are conducting FDA-
approved research and have obtained a
schedule I research registration from DEA. 21
USC 823(f); 21 CFR 5.10(a)(9), 1301.18,
1301.32.

That schedule I controlled substances are
characterized by a lack of accepted medical
use was recently reiterated by Congress,
when it declared, in a provision entitled,
‘‘NOT LEGALIZING MARIJUANA FOR
MEDICINAL USE’’:

It is the sense of the Congress that—
(1) certain drugs are listed on Schedule I

of the Controlled Substances Act if they have
a high potential for abuse, lack any currently
accepted medical use in treatment, and are
unsafe, even under medical supervision;

(2) the consequences of illegal use of
Schedule I drugs are well documented,
particularly with regard to physical health,
highway safety, and criminal activity;

(3) pursuant to section 401 of the
Controlled Substances Act, it is illegal to
manufacture, distribute, or dispense
marijuana, heroin, LSD, and more than 100
other Schedule I drugs;

(4) pursuant to section 505 of the Federal
Food, Drug and Cosmetic Act, before any
drug can be approved as a medication in the
United States, it must meet extensive
scientific and medical standards established
by the Food and Drug Administration to
ensure it is safe and effective;

(5) marijuana and other Schedule I drugs
have not been approved by the Food and
Drug Administration to treat any disease or
condition.

* * * * *
Pub. L. No. 105–277, Div. F., 112 Stat. 2681–
760 to 2681–761 (1998) (emphasis added).

Thus, when it comes to a drug that is
currently listed in schedule I, if it is
undisputed that such drug has no currently
accepted medical use in treatment in the
United States and a lack of accepted safety
for use under medical supervision, and it is
further undisputed that the drug has at least
some potential for abuse sufficient to warrant
control under the CSA, the drug must remain
in schedule I. In such circumstances,
placement of the drug in schedules II through
V would conflict with the CSA since such
drug would not meet the criterion of ‘‘a
currently accepted medical use in treatment
in the United States.’’ 21 USC 812(b).

Therefore, even if one were to assume,
theoretically, that your assertions about
marijuana’s potential for abuse were correct
(i.e., that marijuana had some potential for
abuse but less than the ‘‘high potential for
abuse’’ commensurate with schedules I and
II), marijuana would not meet the criteria for

placement in schedules III through V since it
has no currently accepted medical use in
treatment in the United States—a
determination that is reaffirmed by HHS in
the attached medical and scientific
evaluation.

For the foregoing reasons, your petition to
reschedule marijuana cannot be granted
under the CSA and is, therefore, denied.

Sincerely,
Donnie R. Marshall,
Administrator.
Attachments.

Department of Health and Human Services,

Office of the Secretary, Office of the Public
Health and Science, Assistant Secretary for
Health, Surgeon General, Washington, D.C.
20201.

January 17, 2001.
Mr. Donnie R. Marshall,
Deputy Administrator, Drug Enforcement

Administration, Washington, D.C. 20537.
Dear Mr. Marshall: In response to your
request dated December 17, 1997, and
pursuant to the Controlled Substances Act
(CSA), 21 U.S.C. § 811 (b), (c), and (f), the
Department of Health and Human Services
(DHHS) recommends that marijuana * * *
continue to be subject to control under
Schedule I. * * * Marijuana and the
tetrahydrocannabinols are currently
controlled under Schedule I of the CSA.
Marijuana continues to meet the three criteria
for placing a substance in Schedule I of the
CSA under 21 U.S.C. 812(b)(1). As discussed
in the attached analysis, marijuana has a high
potential for abuse, has no currently accepted
medical use in treatment in the United
States, and has a lack of accepted safety for
use under medical supervision. Accordingly,
HHS recommends that marijuana * * *
continue to be subject to control under
Schedule I of the CSA.

You will find enclosed two documents
prepared by FDA’s Controlled Substance
Staff that are the bases for the
recommendations.

Sincerely yours,
David Satcher,
Assistant Secretary for Health and Surgeon

General.
Enclosure.

Basis for the Recommendation for
Maintaining Marijuana in Schedule I of
the Controlled Substances Act

A. Background

On July 10, 1995, Mr. Jon Gettman
submitted a petition to the Drug
Enforcement Administration (DEA)
requesting that proceedings be initiated
to repeal the rules and regulations that
place marijuana and the
tetrahydrocannabinols in Schedule I of
the Controlled Substances Act (CSA)
and dronabinol and nabilone in
Schedule II of the CSA. The petition
contends that evidence of abuse
potential is insufficient for each
substance or class of substances to be
controlled in Schedule I or II of the

CSA. In December 1997, the DEA
Administrator requested that the
Department of Health and Human
Services (DHHS) develop scientific and
medical evaluations and
recommendations as to the proper
scheduling of the substances at issue,
pursuant to 21 U.S.C. 811(b).

This document responds to the
portion of the petition that concerns
marijuana * * *.

In accordance with 21 U.S.C. 811(b),
the DEA has gathered information, and
the Secretary of DHHS has considered
eight factors in a scientific and medical
evaluation, to determine how to
schedule and control marijuana
(Cannabis sativa) under the CSA. The
eight factors are: actual or relative
potential for abuse, scientific evidence
of pharmacological effects, scientific
knowledge about the drug or substance
in general, history and current patterns
of abuse, the scope and duration and
significance of abuse, the risk (if any) to
public health, psychic or physiologic
dependence liability, and whether the
substance is an immediate precursor of
a substance that is already controlled. If
appropriate, the Secretary must also
make three findings—related to a
substance’s abuse potential, legitimate
medical use, and safety or dependence
liability—and then a recommendation.
This evaluation presents scientific and
medical knowledge under the eight
factors, findings in the three required
areas, and a recommendation.

Administrative responsibilities for
evaluating a substance for control under
the CSA are performed by the Food and
Drug Administration (FDA), with the
concurrence of the National Institute on
Drug Abuse (NIDA), as described in the
Memorandum of Understanding (MOU)
of March 8, 1985 (50 FR 9518–20).

Pursuant to 21 U.S.C. 811(c), the eight
factors pertaining to the scheduling of
marijuana are considered below. The
weight of the scientific and medical
evidence considered under these factors
supports the three findings that: (1)
Marijuana has a high potential for
abuse, (2) marijuana has no currently
accepted medical use in treatment in the
United States, and (3) there is a lack of
accepted evidence about the safety of
using marijuana under medical
supervision.

B. Evaluating Marijuana Under the
Eight Factors

This section presents scientific and
medical knowledge about marijuana
under the eight required factors.
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1. Its Actual or Relative Potential for
Abuse

The CSA defines marijuana as the
following:

All parts of the plant Cannabis Sativa L.,
whether growing or not; the seeds thereof;
the resin extracted from any part of such
plant; and every compound, manufacture,
salt, derivative, mixture, or preparation of
such plant, its seeds or resin. Such term does
not include the mature stalks of such plant,
fiber produced from such stalks, oil or cake
made from the seeds of such plant, any other
compound, manufacture, salt, derivative,
mixture, or preparation of such mature stalks
(except the resin extracted therefrom), fiber,
oil, or cake, or the sterilized seed of such
plant which is incapable of germination.
21 U.S.C. 802(16).

The term ‘‘abuse’’ is not defined in
the CSA. However, the legislative
history of the CSA suggests the
following in determining whether a
particular drug or substance has a
potential for abuse:

a. Individuals are taking the substance
in amounts sufficient to create a hazard
to their health or to the safety of other
individuals or to the community.

b. There is a significant diversion of
the drug or substance from legitimate
drug channels.

c. Individuals are taking the substance
on their own initiative rather than on
the basis of medical advice from a
practitioner licensed by law to
administer such substances.

d. The substance is so related in its
action to a substance already listed as
having a potential for abuse to make it
likely that it will have the same
potential for abuse as such substance,
thus making it reasonable to assume that
there may be significant diversions from
legitimate channels, significant use
contrary to or without medical advice,
or that it has a substantial capability of
creating hazards to the health of the user
or to the safety of the community.
Comprehensive Drug Abuse Prevention
and Control Act of 1970, H.R. Rep. No.
91–1444, 91st Cong., Sess. 1 (1970)
reprinted in U.S.C.C.A.N. 4566, 4603.

In considering these concepts in a
variety of scheduling analyses over the
last three decades, the Secretary has
analyzed a range of factors when
assessing the abuse liability of a
substance. These factors have included
the prevalence and frequency of use in
the general public and in specific sub-
populations, the amount of the material
that is available for illicit use, the ease
with which the substance may be
obtained or manufactured, the
reputation or status of the substance ‘‘on
the street’’, as well as evidence relevant
to population groups that may be at
particular risk.

Abuse liability is a complex
determination with many dimensions.
There is no single test or assessment
procedure that, by itself, provides a full
and complete characterization. Thus, no
single measure of abuse liability is ideal.
Scientifically, a comprehensive
evaluation of the relative abuse
potential of a drug substance can
include consideration of the drug’s
receptor binding affinity, preclinical
pharmacology, reinforcing effects,
discriminative stimulus effects,
dependence producing potential,
pharmacokinetics and route of
administration, toxicity, assessment of
the clinical efficacy-safety database
relative to actual abuse, clinical abuse
liability studies and the public health
risks following introduction of the
substance to the general population. It is
important to note that abuse may exist
independent of a state of physical
dependence, because drugs may be
abused in doses or in patterns that do
not induce physical dependence.

Animal data and epidemiological data
are both used in determining a
substance’s abuse liability. While
animal data may help the Secretary
draw conclusions on the abuse liability
of a substance, data regarding human
abuse, if available, is given greater
weight. For example, even if a
compound fails to display abuse
liability in animal laboratory testing,
positive evidence of abuse liability in
humans is given greater weight.
Epidemiological data can also be an
important indicator of actual abuse and
may, in some circumstances, be given
greater weight than laboratory data.
Thus, in situations where the
epidemiological data indicates that a
substance is abused, despite the lack of
positive abuse liability indications in
animal or human laboratory testing, the
abuse liability determination may rest
more heavily on the epidemiological
data. Finally, evidence of clandestine
production and illicit trafficking of a
substance are also important factors to
consider as this evidence sheds light on
both the demand for a substance as well
as the ease with which it can be
obtained.

The Secretary disagrees with Mr.
Gettman’s assertion that ‘‘[t]he accepted
contemporary legal convention for
evaluating the abuse potential of a drug
or substance is the relative degree of
self-administration the drug induces in
animal subjects.’’ As discussed above,
self-administration tests that identify
whether a substance is reinforcing in
animals are but one component of the
scientific assessment of the abuse
potential of a substance. Positive
indicators of human abuse liability for

a particular substance, whether from
laboratory studies or epidemiological
data, are given greater weight than
animal studies suggesting the same
compound has no abuse potential.

Throughout his petition, Mr. Gettman
argues that while many people ‘‘use’’
marijuana, few ‘‘abuse’’ it. He appears to
equate abuse with the level of physical
dependence and toxicity resulting from
marijuana use. Thus, he appears to be
arguing that a substance that causes
only low levels of physical dependence
and toxicity must be considered to have
a low potential for abuse. The Secretary
does not agree with this argument.
Physical dependence and toxicity are
not the only factors that are considered
in determining a substance’s abuse
potential. The actual use and frequency
of use of a substance, especially when
that use may result in harmful
consequences such as failure to fulfill
major obligations at work or school,
physical risk-taking, or even substance-
related legal problems, are indicative of
a substance’s abuse potential.

a. There is evidence that individuals
are taking the substance in amounts
sufficient to create a hazard to their
health or to the safety of other
individuals or to the community.

Marijuana is a widely used substance.
The pharmacology of the psychoactive
constituents of marijuana (including
delta9-THC, the primary psychoactive
ingredient in marijuana) has been
studied extensively in animals and
humans and is discussed in more detail
below in Section 2, ‘‘Scientific Evidence
of its Pharmacological Effects, if
Known.’’ Although it is difficult to
determine the full extent of marijuana
abuse, extensive data from the National
Institute on Drug Abuse (NIDA) and
from the Substance Abuse Mental
Health Services Administration
(SAMHSA) are available. These data are
discussed in detail in Section 4 ‘‘Its
History and Current Pattern of Abuse;’’
Section 5, ‘‘The Scope, Duration, and
Significance of Abuse;’’ and Section 6,
‘‘What, if any Risk There is to the Public
Health.’’

According to the National Household
Survey on Drug Abuse (NHSDA), of the
14.8 million Americans who used illicit
drugs on a monthly basis in 1999, 11.2
million used marijuana. In 1998, 1.6
million children between the ages of 12
and 17 used marijuana for the first time.
(See the discussion of the 1999 NHSDA
in Section 4). A 1999 survey of 8th,
10th, and 12th grade students indicates
that marijuana is the most widely used
illicit drug in this age group. By 12th
grade, 37.8% of students report having
used marijuana in the past year, and
23.1% report using it monthly. (See the
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discussion of the Monitoring the Future
Study in Section 4). Primary marijuana
abuse accounts for 13% of the
admissions to treatment facilities for
substance abuse, with 92% of those
admitted having used marijuana for the
first time by age 18. (See discussion of
the Treatment Episode Data Set in
Section 4).

The Drug Abuse Warning Network
(DAWN) is a national probability survey
of hospitals with emergency
departments (EDs). DAWN is designed
to obtain information on ED episodes
that are induced by or related to the use
of an illegal drug or the non-medical use
of a legal drug. DAWN recently reported
87,150 ED drug mentions for marijuana/
hashish in 1999, representing 16 % of
all drug-related episodes in 1999. (See
discussion of DAWN in Section 4). In
1999, DAWN data show that out of 664
medical examiner marijuana-related
episodes, there were 187 deaths in
persons who had used marijuana alone.
While marijuana has a low level of
toxicity when compared to other drugs
of abuse, there are a number of risks
resulting from both acute and chronic
use of marijuana. These risks are
discussed in full in sections 2 and 6
below.

b. There is significant diversion of the
substance from legitimate drug
channels.

Because cannabis is currently
available through legitimate channels
for research purposes only, there is
limited legitimate use of this substance
and thus limited potential for diversion.
The lack of significant diversion of
investigational supplies may also result
from the ready availability of cannabis
of equal or greater potency through
illicit channels.

The magnitude of the demand for
marijuana is, however, evidenced by the
Drug Enforcement Administration
(DEA) / Office of National Drug Control
Policy (ONDCP) statistics. Data on
marijuana seizures can often highlight
trends in the overall trafficking patterns.
The DEA’s Federal-Wide Drug Seizure
System (FDSS) provides information on
total federal drug seizures. FDSS reports
total federal seizures of 699 metric tons
of marijuana in fiscal year 1997, 825
metric tons in fiscal year 1998 and 1,175
metric tons in fiscal year 1999 (ONDCP,
2000).

c. Individuals are taking the
substance on their own initiative rather
than on the basis of medical advice
from a practitioner licensed by law to
administer such substances.

The 1998 NHSDA suggests that 6.8
million individuals use marijuana on a
weekly basis (SAMHSA, 1998),
confirming that marijuana has

reinforcing properties for many
individuals. The FDA has not approved
a new drug application for marijuana,
although research under several INDs is
currently active. Based on the large
number of individuals who use
marijuana, it can be concluded that the
majority of individuals using cannabis
do so on their own initiative, not on the
basis of medical advice from a
practitioner licensed to administer the
drug in the course of professional
practice.

d. The substance is so related in its
action to a substance already listed as
having a potential for abuse to make it
likely that it will have the same
potential for abuse as such substance,
thus making it reasonable to assume
that there may be significant diversions
from legitimate channels, significant use
contrary to or without medical advice,
or that it has a substantial capability of
creating hazards to the health of the
user or to the safety of the community.

Two drug products that contain
cannabinoid compounds that are
structurally related to the active
components in marijuana are already
regulated under the CSA. These are
Marinol (dronabinol, delta9-THC),
which is a Schedule III drug, and
nabilone, which is a Schedule II drug.
All other cannabinoid compounds that
are structurally related to the active
components in marijuana are listed as
Schedule I drugs under the CSA.
Cannabinoid compounds constitute a
distinct pharmacological class that is
unrelated to other drugs currently listed
in the CSA. The primary psychoactive
compound in botanical marijuana is
delta9-tetrahydrocannabinol (delta9-
THC). Other cannabinoids also present
in the marijuana plant likely contribute
to the psychoactive effects. Individuals
administer the constituents of marijuana
by burning the material and inhaling
(smoking) many of its combustible and
vaporized products. The route of
administration of a drug is one
component of its abuse potential. Most
psychoactive drugs exert their
maximum subjective effects when blood
levels of the drug are rapidly increased.
Inhalation of drugs permits a rapid
delivery and distribution of the drug to
the brain. The intense psychoactive
drug effect, which can be rapidly
achieved by smoking, is often called a
‘‘rush’’ and generally is considered to be
the effect desired by the abuser. This
effect explains why marijuana abusers
prefer the inhalation, intravenous or
intranasal routes rather than oral routes
of administration. Such is also the case
with cocaine, opium, heroin,
phencyclidine, and methamphetamine
(Wesson & Washburn, 1990).

2. Scientific Evidence of Its
Pharmacological Effects, If Known

We concur with the petitioner that
there is abundant scientific data
available on the neurochemistry,
toxicology, and pharmacology of
marijuana. This section includes a
scientific evaluation of marijuana’s
neurochemistry and pharmacology,
central nervous system effects including
human and animal behavior,
pharmacodynamics of central nervous
system effects, cognitive effects,
cardiovascular and autonomic effects,
endocrine system effects and
immunological system effects. The
overview presented below relies upon
the most current research literature on
cannabinoids.

Neurochemistry and Pharmacology of
Marijuana

To date, a total of 483 natural
constituents have been identified in
marijuana of which approximately 66
belong to the general group known as
cannabinoids (Ross and ElSohly, 1995).
The cannabinoids appear to be unique
to marijuana, and most of those
occurring naturally have already been
identified. Within the cannabinoids,
delta9-tetrahydrocannabinol (delta9-
THC) is considered the major
psychoactive constituent of marijuana.
Since the elucidation of the structure
and discovery of the function of delta9-
THC, in 1964 by Gaoni and Mechoulam,
cannabis and cannabinoid research has
flourished. Substantial discoveries on
the pharmacology, biochemistry and
behavioral mechanisms of action of the
cannabinoids have been accomplished,
and laid the scientific foundations for a
better understanding of the effects of
marijuana.

There is conclusive evidence of the
existence of at least two cannabinoid
receptors, CB1 and CB2, and it is now
known that some of the pharmacological
effects of cannabinoids are mediated
through activation of these receptors.
The cannabinoid receptors belong to the
G-protein-coupled receptors family and
present a typical seven transmembrane-
spanning domain structure. Many G-
protein coupled receptors are linked to
adenylate cyclase, and stimulation of
these receptors might result, either in
inhibition or activation of adenylate
cyclase, depending on the receptor
system. Cannabinoid receptors are
linked to an inhibitory G protein (Gi),
meaning that when activated, inhibition
of the activity of adenylate cyclase
occurs, thus preventing the conversion
of ATP to the second messenger cyclic
AMP (cAMP). Examples of inhibitory-
coupled receptors include opioid,
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muscarinic,″ 2-adrenoreceptors,
dopamine (D2) and serotonin (5-HT1)
among others. The pharmacological
relevance of the adenylate cyclase
inhibition has been difficult to
determine (Adams and Martin, 1996).

Advances in molecular biology
allowed the cloning of a cannabinoid
receptor (Matsuda et al., 1990), first
from rat brain origin followed by the
cloning of the human receptor (Gerard
et al., 1991) therefore offering definitive
evidence for a specific cannabinoid
receptor. Autoradiographic studies have
provided information on the
distribution of cannabinoid receptors.
CB1 receptors are present in the brain
and spinal cord and in certain
peripheral tissues. The distribution
pattern of these receptors within the
central nervous system is
heterogeneous. It is believed that the
localization of these receptors in various
regions of the brain, such as basal
ganglia, cerebellum, hippocampus and
cerebral cortex, may explain
cannabinoid interference with
movement coordination and effects on
memory and cognition. Concentration of
CB1 receptors is considerably lower in
peripheral tissues than in the central
nervous system (Henkerham et al., 1990
and 1992). CB2 receptors have been
detected only outside the central
nervous system. Their occurrence has
been shown to be primarily in immune
tissues such as leukocytes, spleen and
tonsils and it is believed that the CB2-
type receptor is responsible for
mediating the immunological effects of
cannabinoids (Galiegui et al., 1995).

Recently it has been shown that CB1
but not CB2 receptors inhibit N- and Q
type calcium channels and activate
inwardly rectifying potassium channels.
Inhibition of the N-type calcium
channels decreases neurotransmitter
release from several tissues and this
may the mechanism by which
cannabinoids inhibit acetylcholine,
noradrenaline and glutamate release
from specific areas of the brain. These
effects might represent a potential
cellular mechanism underlying the
antinociceptive and psychoactive effects
of cannabinoids (Ameri, 1999).

Several synthetic cannabinoid
agonists have been synthesized and
characterized and selective antagonists
for both receptors have been identified.
In 1994, SR–141716A, the first selective
antagonist with CB1 selectivity was
identified, and more recently the
selective CB2 receptor antagonist, SR-
144528, was described (Rinaldi-
Carmona et al., 1994 and 1998). In
general, antagonists have proven to be
invaluable tools in pharmacology. They
allow the identification of key

physiological functions by the receptors,
through the blockade of their responses.

Delta9-THC displays similar affinity
for CB1 and CB2 receptors but behaves
as a weak agonist for CB2 receptors as
judged by inhibition of adenylate
cyclase. The identification of synthetic
cannabinoid ligands deprived of the
typical THC-like psychoactive
properties, that selectively bind to CB2
receptors, supports the idea that the
psychotropic effects of cannabinoids are
mediated through the activation of CB1-
receptors (Hanus et al., 1999).
Furthermore, cannabinoid agonists such
as delta9-THC and the synthetic ones,
WIN–55,212–2 and CP–55,940, produce
hypothermia, analgesia, hypoactivity
and cataplexy. These effects are
reversed by the selective CB1 antagonist,
SR–141716A, providing good evidence
for the involvement of a CB1 receptor
mediated mechanism.

In addition, the discovery of the
endogenous cannabinoid receptor
agonists, anandamide and arachidonyl
glycine (2–AG) confirmed the belief of
a central cannabinoid neuromodulatory
system. Indeed, cannabinoid and their
endogenous ligands are present in
central as well as peripheral tissues.
Mechanisms for the synthesis and
metabolism of anandamide have been
described. The physiological roles of
endogenous cannabinoids are not yet
fully characterized, although it has been
the target of large research efforts
(Martin et al., 1999).

In conclusion, progress in
cannabinoid pharmacology, including
the characterization of the cannabinoid
receptors, isolation of endogenous
cannabinoid ligands, synthesis of
agonists and antagonists with diverse
degree of affinity and selectivity for
cannabinoid receptors, have provided
the foundation for the elucidation of the
specific effects mediated by
cannabinoids and their roles in
psychomotor disorders, memory,
cognitive functions, analgesia,
antiemesis, intraocular and systemic
blood pressure modulation,
broncodilation, and inflammation.

The reinforcing properties of a
number of commonly abused drugs such
as amphetamine, cocaine, alcohol,
morphine and nicotine, have been
explained by the effects of these drugs
in the activation of dopaminergic
pathways in certain areas of the brain
and in particular the mesolimbic
dopaminergic system (Koob, 1992). It
has been demonstrated that delta9-THC
increases dopamine activity in reward
relevant circuits in the brain (French,
1997; Gessa, et al. 1998), but the
mechanism of these effects and the
relevance of these findings in the

context of the abuse potential of
marijuana is still unknown.

Central Nervous System Effects

Human Behavioral Effects

As with other psychoactive drugs, the
response that an individual has to
marijuana is dependent on the set
(psychological and emotional
orientation) and setting (circumstances)
under which the individual takes the
drug. Thus, if an individual uses
marijuana while in a happy state of
mind among good friends, the responses
are likely to be interpreted as more
positive than if that individual uses the
drug during a crisis while alone.

The mental and behavioral effects of
marijuana can vary widely among
individuals, but common responses,
described by Wills (1998) and others
(Adams and Martin 1996; Hollister
1986a, 1988a; Institute of Medicine
1982) are listed below:

(1) Dizziness, nausea, tachycardia,
facial flushing, dry mouth and tremor
can occur initially

(2) Merriment, happiness and even
exhilaration at high doses

(3) Disinhibition, relaxation,
increased sociability, and talkativeness

(4) Enhanced sensory perception,
giving rise to increased appreciation of
music, art and touch

(5) Heightened imagination leading to
a subjective sense of increased creativity

(6) Time distortions
(7) Illusions, delusions and

hallucinations are rare except at high
doses

(8) Impaired judgement, reduced co-
ordination and ataxia, which can
impede driving ability or lead to an
increase in risk-taking behavior

(9) Emotional lability, incongruity of
affect, dysphoria, disorganized thinking,
inability to converse logically, agitation,
paranoia, confusion, restlessness,
anxiety, drowsiness and panic attacks
may occur, especially in inexperienced
users or in those who have taken a large
dose

(10) Increased appetite and short-term
memory impairment are common

Humans demonstrate a preference for
higher doses of marijuana (1.95% delta9-
THC) over lower doses (0.63% delta9-
THC) (Chaitand Burke, 1994), similar to
the dose preference exhibited for many
other drugs of abuse.

Animal Behavioral Effects

• Predictors of Reinforcing Effects
(Self-Administration and Conditioned
Place Preference)

One indicator of whether a drug will
be reinforcing in humans is the self-
administration test in animals. Self-
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administration of marijuana, LSD, sigma
receptor agonists, or cholinergic
antagonists is difficult to demonstrate in
animals. However, when it is known
that humans voluntarily consume a
particular drug for its pleasurable
effects, the inability to establish self-
administration with that drug in
animals has no practical importance.
This is because the animal test is only
useful as a rough predictor of human
behavioral response in the absence of
naturalistic data. Thus, the petitioner is
incorrect that the accepted legal
convention for abuse potential is self-
administration in animals and that
because marijuana does not induce self-
administration in animals, it has a lower
abuse potential than drugs that easily
induce self-administration in animals.
Similarly, the petitioner is incorrect that
the difficulty in inducing self-
administration of marijuana in animals
is due to a lack of effect on dopamine
receptors. In fact, dopamine release can
be stimulated indirectly by marijuana,
following direct action of the drug on
cannabinoid receptors. However, it is
important to note that while self-
administration in animals has been
correlated with dopamine function, both
pleasurable and painful stimuli can
evoke dopaminergic responses.
Dopamine functioning does not
determine scheduling under the CSA.

Naı̈ve animals will not typically self-
administer cannabinoids when they
must choose between saline and a
cannabinoid. However, a recent report
shows that when squirrel monkeys are
first trained to self-administer
intravenous cocaine, they will continue
to bar-press at the same rate when THC
is substituted for cocaine, at doses that
are comparable to those used by humans
who smoke marijuana (Tanda et al.,
2000). This effect was blocked by the
cannabinoid receptor antagonist, SR
141716. These data demonstrate that
under specific pretreatment conditions,
an animal model of reinforcement by
cannabinoids now exists for future
investigations. Additionally, mice have
been reported to self-administer WIN
55212, a CB1 receptor agonist with a
non-cannabinoid structure (Martellotta
et al., 1998). There may be a critical
dose-dependent effect, though, since
aversive effects, rather than reinforcing
effects, have been described in rats with
high doses of WIN 55212 (Chaperon et
al., 1998) as well as delta9-THC
(Sanudo-Pena et al., 1997). The
cannabinoid antagonist, SR 141716,
counteracted these aversive effects.

The conditioned place preference
(CPP) test also functions as a predictor
of reinforcing effects. Animals show
CPP to cannabinoids, but only at mid-

dose levels. However, cannabinoid
antagonists also induce CPP, suggesting
that occupation of the cannabinoid
receptor itself, may be responsible.

• Drug Discrimination Studies
Animals, including monkeys and rats

(Gold et al., 1992) as well as humans
(Chait, 1988) can discriminate
cannabinoids from other drugs or
placebo. Discriminative stimulus effects
of delta9-THC are pharmacologically
specific for marijuana-containing
cannabinoids (Balster and Prescott,
1992, Barrett et al., 1995, Browne and
Weissman, 1981, Wiley et al., 1993,
Wiley et al., 1995). Additionally, the
major active metabolite of delta9-THC,
11-OH-delta9-THC, also generalized to
the stimulus cue elicited by delta9-THC
(Browne and Weissman, 1981). Twenty-
two other cannabinoids found in
marijuana also fully substituted for
delta9-THC. The discriminative
stimulus effects of the cannabinoid
group appear to provide unique effects
because stimulants, hallucinogens,
opioids, benzodiazepines, barbiturates,
NMDA antagonists and antipsychotics
have not been shown to substitute for
delta9-THC.

Pharmacodynamics of CNS Effects
Psychoactive effects occur within

seconds after smoking marijuana, while
the onset of effects after oral
administration is 30–60 min. After a
single moderate smoked dose, most
mental and behavioral effects are
measurable for approximately 4 to 6
hours (Hollister 1986, 1988). Venous
blood levels of delta9-THC or other
cannabinoids correlate poorly with
intensity of effects and character of
intoxication (Agurell et al. 1986; Barnett
et al. 1985; Huestis et al. 1992a). There
does not appear to be a ‘‘hangover’’
syndrome following acute
administration of marijuana containing
2.1% delta9-THC (Chait, 1985).

We agree with the petitioner that
clinical studies do not demonstrate
tolerance to the ‘‘high’’ from marijuana.
This may be related to recent
electrophysiological data showing that
the ability of THC to increase neuronal
firing in the ventral tegmental area (a
region known to play a critical role in
drug reinforcement and reward) is not
reduced following chronic
administration of the drug (Wu and
French, 2000). On the other hand,
tolerance can develop in humans to
marijuana-induced cardiovascular and
autonomic changes, decreased
intraocular pressure, sleep and sleep
EEG, mood and certain behavioral
changes (Jones et al., 1981).

Repeated use of many drugs leads to
the normal physiological adaptations of

tolerance and dependence and is not a
phenomenon unique to drugs of abuse.
Down-regulation of cannabinoid
receptors has been suggested as the
mechanism underlying tolerance to the
effects of marijuana (Rodriguez de
Fonseca et al., 1994, Oviedo et al.,
1993). By pharmacological definition,
tolerance does not indicate the physical
dependence liability of a drug.

Physical dependence is a condition
resulting from the repeated
consumption of certain drugs.
Discontinuation of the drug results in
withdrawal signs and symptoms known
as withdrawal or abstinence syndrome.
It is believed that the withdrawal
syndrome probably reflects a rebound of
certain physiological effects that were
altered by the repeated administration
of the drug. These pharmacological
events of physical dependence and
withdrawal are not associated uniquely
with drugs of abuse. Many medications
such as antidepressants, beta-blockers
and centrally acting antihypertensive
drugs that are not associated with
addiction can produce these effects after
abrupt discontinuation.

Some authors describe a marijuana
withdrawal syndrome consisting of
restlessness, irritability, mild agitation,
insomnia, sleep EEG disturbances,
nausea and cramping that resolves in
days (Haney et al., 1999). This
syndrome is mild compared to classical
alcohol and barbiturate withdrawal
phenomena, which may include
agitation, paranoia, and seizures.
Marijuana withdrawal syndrome has
more frequently been reported in
adolescents who were admitted for
substance abuse treatment or under
research conditions upon
discontinuation of daily administration.

According to the American
Psychiatric Association, Diagnostic and
Statistical Manual (DSM–IV–TRTM,
2000), the distinction between
occasional use of cannabis and
cannnabis dependence or abuse can be
difficult to make because social,
behavioral, or psychological problems
may be difficult to attribute to the
substance, especially in the context of
use of other substances. Denial of heavy
use is common, and people appear to
seek treatment for cannabis dependence
or abuse less often than for other types
of substance-related disorders.

Although pronounced withdrawal
symptoms can be provoked from the
administration of a cannabinoid
antagonist in animals who had received
chronic THC administration, there is no
overt withdrawal syndrome
behaviorally in animals under
conditions of natural discontinuation
following chronic THC administration.
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This may be the result of slow release
of cannabinoids from adipose storage, as
well as the presence of the major
metabolite, 11-OH-delta9-THC, which is
also psychoactive.

Cognitive Effects
Acute administration of smoked

marijuana impairs performance on tests
of learning, associative processes, and
psychomotor behavior (Block et al.,
1992). These data demonstrate that the
short-term effects of marijuana can
interfere significantly with an
individual’s ability to learn in the
classroom or to operate motor vehicles.
Administration of 290 ug/kg delta9-THC
in a smoked marijuana cigarette by
human volunteers impaired perceptual
motor speed and accuracy, two skills
that are critical to driving ability
(Kurzthaler et al., 1999). Similarly,
administration of 3.95% delta9-THC in
a smoked marijuana cigarette increased
dysequilibrium measures as well as the
latency in a task of simulated vehicle
braking at a rate comparable to an
increase in stopping distance of 5 feet at
60 mph (Liguori et al., 1998).

The effects of marijuana may not
resolve fully until at least a day after the
acute psychoactive effects have
subsided. A study at the National
Institute on Drug Abuse (NIDA) showed
residual impairment on memory tasks
24 hours after volunteer subjects had
smoked 0, 1, or 2 marijuana cigarettes
containing 2.57% delta9-THC on two
occasions the previous day (Heishman
et al., 1990). However, later studies at
NIDA showed that there were no
residual alterations in subjective or
performance measures the day after
subjects were exposed to 1.8%, or 3.6%
smoked delta9-THC, indicating that the
residual effects of smoking a single
marijuana cigarette are minimal (Fant et
al., 1998). A John Hopkins study
examined marijuana’s effects on
cognition on 1,318 participants over a
15-year period and reported there were
no significant differences in cognitive
decline between heavy users, light
users, and nonusers of cannabis, nor any
male-female differences. The authors
concluded that ‘‘these results * * *
seem to provide strong evidence of the
absence of a long-term residual effect of
cannabis use on cognition.’’ (Lyketsos et
al., 1999).

Age of first use may be a critical factor
in persistent impairment resulting from
chronic marijuana use. Individuals with
a history of marijuana-only use that
began before the age of 16 were found
to perform more poorly on a visual
scanning task measuring attention than
individuals who started using marijuana
after that age (Ehrenreich et al., 1999).

However, the majority of early-onset
marijuana users do not go on to become
heavy users of marijuana, and those that
do tend to associate with delinquent
social groups (Kandel and Chen, 2000).

An individual’s drug history may play
a role in the response that person has to
marijuana. Frequent marijuana users
(greater than 100 times) were better able
to identify a drug effect from low dose
delta9-THC than infrequent users (less
than 10 times) and were less likely to
experience sedative effects from the
drug (Kirk and deWit, 1999). This
difference in experiential history may
account for data showing that reaction
times are not altered by acute
administration of marijuana in long
term marijuana users (Block and
Wittenborn, 1985), suggesting that
behavioral adaptation or tolerance can
occur to the acute effects of the drug in
the absence of evidence for dependence.

The impact of in utero marijuana
exposure on a series of cognitive tasks
had been studied in children at different
stages of development. Differences in
several cognitive domains distinguished
the 4-year-old children of heavy
marijuana users. In particular, memory
and verbal measures were negatively
associated with maternal marijuana use
(Fried and Watkinson, 1987). Maternal
marijuana use was predictive of poorer
performance on abstract/visual
reasoning tasks, although it was not
associated with an overall lowered IQ in
3-year old children (Griffith et al.,
1994). At 6 years of age, prenatal
marijuana history was associated with
an increase in omission errors on a
vigilance task, possibly reflecting a
deficit in sustained attention, was noted
(Fried et al., 1992). Recently, it had been
speculated that prenatal exposure may
affect certain behaviors and cognitive
abilities that fall under the construct
termed executive function, that is, not
associated with measures of global
intelligence. It was postulated that when
tests evaluate novel problem-solving
abilities as contrasted to knowledge,
there is an association between
executive function and intelligence. In a
recent study (Fried et al., 1998), the
effect of prenatal exposure in 9–12 year
old children was analyzed, and
similarly to what was shown in other
age groups, in utero marijuana exposure
was negatively associated with
executive function tasks that require
impulse control, visual analysis and
hypothesis testing and it was not
associated with global intelligence.

Cardiovascular and Autonomic Effects
Single smoked or oral doses of delta9-

THC ingestion produce tachycardia and
unchanged or increased blood pressure

(Capriotti et al., 1988, Benowitz and
Jones, 1975). However, prolonged
delta9-THC ingestion produces
significant heart rate slowing and blood
pressure lowering (Benowitz and Jones,
1975). Both plant-derived cannabinoids
and the endogenous ligands have been
shown to elicit hypotension and
bradycardia via activation of
peripherally located CB1 receptors
(Wagner et al., 1998). The mechanism of
these effects were suggested in that
study to include presynaptic CB1
receptor mediated inhibition of
norepinephrine release from peripheral
sympathetic nerve terminals, with the
possibility of additional direct
vasodilation via activation of vascular
cannabinoid receptors.

Impaired circulatory responses to
standing, exercise, Valsalva maneuver,
and cold pressor testing following THC
administration suggest a state of
sympathetic insufficiency. Tolerance
developed to the orthostatic
hypotension, possibly related to plasma
volume expansion, but did not develop
to the supine hypotensive effects.
During chronic marijuana ingestion,
nearly complete tolerance was shown to
have developed to the tachycardia and
psychological effects when subjects
were challenged with smoked
marijuana. Electrocardiographic changes
were minimal despite the large
cumulative dose of THC. (Benowitz and
Jones, 1975)

Cardiovascular effects of smoked or
oral marijuana have not been shown to
result in any health problems in healthy
and relatively young users. However,
marijuana smoking by older patients,
particularly those with some degree of
coronary artery or cerebrovascular
disease, is postulated to pose greater
risks, because of the resulting increased
cardiac work, increased catecholamines,
carboxyhemoglobin, and postural
hypotension (Benowitz and Jones 1981;
Hollister 1988).

As a comparison, the cardiovascular
risks associated with use of cocaine are
quite serious, including cardiac
arrhythmias, myocardial ischemia,
myocarditis, aortic dissection, cerebral
ischemia, stroke and seizures.

Respiratory Effects
Transient bronchodilation is the most

typical effect following acute exposure
to marijuana. The petitioner is correct
that marijuana does not suppress
respiration in a manner that leads to
death. With long-term use of marijuana,
there can be an increased frequency of
pulmonary illness from chronic
bronchitis and pharyngitis. Large-airway
obstruction, as evident on pulmonary
function tests, can also occur with
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chronic marijuana smoking, as can
cellular inflammatory histopathological
abnormalities in bronchial epithelium
(Adams and Martin 1996; Hollister
1986).

The low incidence of carcinogenicity
may be related to the fact that
intoxication from marijuana does not
require large amounts of smoked
material. This may be especially true
today since marijuana has been reported
to be more potent now than a generation
ago and individuals typically titrate
their drug consumption to consistent
levels of intoxication. Several cases of
lung cancer in young marijuana users
with no history of tobacco smoking or
other significant risk factors have been
reported (Fung et al. 1999). However, a
recent study (Zhang et al., 1999) has
suggested that marijuana use may dose-
dependently interact with mutagenic
sensitivity, cigarette smoking and
alcohol use to increase the risk of head
and neck cancer. The association of
marijuana use with carcinomas remains
controversial.

Endocrine System Effects
In male human volunteers, neither

smoked THC (18 mg/marijuana
cigarette) nor oral THC (10 mg t.i.d. for
3 days and on the morning of the fourth
day) altered plasma prolactin, ACTH,
cortisol, luteinizing hormone or
testosterone levels (Dax et al., 1989).
Reductions in male fertility by
marijuana are reversible and only seen
in animals at concentrations higher than
those found in chronic marijuana users.

Relatively little research has been
performed on the effects of
experimentally administered marijuana
on human female endocrine and
reproductive system function. Although
suppressed ovulation and other
ovulatory cycle changes occur in
nonhuman primates, a study of human
females smoking marijuana in a research
hospital setting did not find hormone or
menstrual cycle changes like those in
monkeys that had been given delta9-
THC (Mendelson et al., 1984a).

THC reduces binding of the
corticosteroid dexamethasone in
hippocampal tissue from
adrenalectomized rats, suggesting a
direct interaction with the
glucocorticoid receptor. Chronic THC
administration also reduced the number
of glucocorticoid receptors. Acute THC
releases corti-costerone, but tolerance
developed with chronic THC
administration. (Eldridge et al., 1991)

Immune System Effects
Immune functions can be enhanced or

diminished by cannabinoids, dependent
on experimental conditions, but the

effects of endogenous cannabinoids on
the immune system are not yet known.
The concentrations of THC that are
necessary for psychoactivity are lower
than those that alter immune responses.

A study presented by Abrams and
coworkers at the University of
California, San Francisco at the XIII
International AIDS Conference
investigated the effect of marijuana on
immunological functioning in 62 AIDS
patients who were taking protease
inhibitors. Subjects received one of
three treatments, three times a day:
Smoked marijuana cigarette containing
3.95% THC; oral tablet containing THC
(2.5 mg oral dronabinol); or oral
placebo. There were no changes in HIV
RNA levels between groups,
demonstrating no short-term adverse
virologic effects from using
cannabinoids. Additionally, those
individuals in the cannabinoid groups
gained more weight than those in the
placebo group (3.51 kg from smoked
marijuana, 3.18 kg from dronabinol,
1.30 kg from placebo) (7/13/00, Durban,
South Africa).

3. The State of Current Scientific
Knowledge Regarding the Drug or Other
Substance

This section discusses the chemistry,
human pharmacokinetics, and medical
uses of marijuana.

Chemistry
According to the DEA, three forms of

cannabis (that is, Cannabis sativa L. and
other species) are currently marketed
illicitly in the U.S.A. These cannabis
derivatives include marijuana, hashish
and hashish oil.

Each of these forms contains a
complex mixture of chemicals. Among
these components the twenty-one
carbon terpenes found in the plant as
well as their carboxylic acids,
analogues, and transformation products
are known as cannabinoids (Agurell et
al., 1984, 1986; Mechoulam, 1973). The
cannabinoids appear to be unique to
marijuana and most of the naturally-
occurring have been identified. Among
the cannabinoids, delta9-
tetrahydrocannabinol (delta9-THC,
alternate name delta1-THC) and delta-8-
tetrahydrocannabinol (delta8-THC,
alternate name delta6-THC) are the only
compounds in the plant, which show all
of the psychoactive effects of marijuana.
Because delta9-THC is more abundant
than delta8-THC, the activity of
marijuana is largely attributed to the
former, which is considered the main
psychoactive cannabinoid in cannabis.
Delta8-THC is found only in few
varieties of the plant (Hively et al.,
1966). Other cannabinoids, such as

cannabidiol (CBD) and cannabinol
(CBN), has been characterized. CBD is
not considered to have cannabinol-like
psychoactivity, but is thought to have
significant anticonvulsant, sedative, and
anxiolytic activity (Adams and Martin,
1996; Agurell et al., 1984, 1986;
Hollister, 1986).

Marijuana is a mixture of the dried
flowering tops and leaves from the plant
(Agurell et al. 1984; Graham 1976;
Mechoulam 1973) and is variable in
content and potency (Agurell et al.
1986; Graham 1976; Mechoulam 1973).
Marijuana is usually smoked in the form
of rolled cigarettes. The other cannabis
forms are also smoked. Potency of
marijuana, as indicated by cannabinoid
content, has been reported to average
from as low as one to two percent to as
high as 17 percent.

Delta9-THC is an optically active
resinous substance, insoluble in water
and extremely lipid soluble. Chemically
is known as (6aR-trans)-6a,7,8,10a-
tetrahydro-6,6,9-trimethyl-3-pentyl-6H-
dibenzo-[b,d]pyran-1-ol or (-)-delta9-
(trans)-tetrahydrocannabinol. The
pharmacological activity of delta9-THC
is stereospecific; the (-)-trans isomer is
6–100 times more potent than the (+)-
trans isomer (Dewey et al., 1984).

The concentration of delta9-THC and
other cannabinoids in marijuana varies
greatly depending on growing
conditions, parts of the plant collected
(flowers, leaves stems, etc), plant
genetics, and processing after harvest
(Adams and Martin , 1996; Agurell et
al., 1984; Mechoulam, 1973). Thus,
there are many variables that can
influence the strength, quality and
purity of marijuana as a botanical
substance. In the usual mixture of leaves
and stems distributed as marijuana, the
concentration of delta9-THC ranges from
0.3 to 4.0 percent by weight. However,
specially grown and selected marijuana
can contain 15 percent or even more
delta9-THC. Thus, a one-gram marijuana
cigarette might contain as little as 3
milligrams or as much as 150 milligrams
or more of delta9-THC among several
other cannabinoids. As a consequence,
the clinical pharmacology of pure
delta9-THC may not always be expected
to have the same clinical pharmacology
of smoked marijuana containing the
same amount of delta9-THC (Harvey,
1985). Also, the lack of consistency of
concentration of delta9-THC in botanical
marijuana from diverse sources makes
the interpretation of clinical data very
difficult. If marijuana is to be
investigated more widely for medical
use, information and data regarding the
chemistry, manufacturing and
specifications of marijuana must be
developed. 21 CFR 314.50(d)(1)
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describes the data and information that
should be included in the chemistry,
manufacturing and controls section of a
new drug application (NDA) to be
reviewed by FDA.

Hashish consists of the cannabinoid-
rich resinous material of the cannabis
plant, which is dried and compressed
into a variety of forms (balls, cakes etc.).
Pieces are then broken off, placed into
pipes and smoked. Cannabinoid content
in hashish has recently been reported by
DEA to average 6 percent.

Hash oil is produced by extracting the
cannabinoids from plant material with a
solvent. Color and odor of the extract
vary, depending on the type of solvent
used. Hash oil is a viscous brown or
amber-colored liquid that contains
approximately 15 percent cannabinoids.
One or two drops of the liquid placed
on a cigarette purportedly produce the
equivalent of a single marijuana
cigarette.

Human Pharmacokinetics
Marijuana is generally smoked as a

cigarette (weighing between 0.5 and 1.0
gram), or in a pipe. It can also be taken
orally in foods or as extracts of plant
material in ethanol or other solvents.
Pure preparations of delta9-THC and
other cannabinoids can be administered
by mouth, rectal suppository,
intravenous injection, or smoked.

The absorption, metabolism, and
pharmacokinetic profile of delta9-THC
(and other cannabinoids) in marijuana
or other drug products containing
delta9-THC are determined by route of
administration and formulation (Adams
and Martin 1996; Agurell et al. 1984,
1986). When marijuana is administered
by smoking, delta9-THC in the form of
an aerosol in the inhaled smoke is
absorbed within seconds. The delta9-
THC is delivered to the brain rapidly
and efficiently as would be expected of
a very lipid-soluble drug. The delta9-
THC bioavailability from smoked
marijuana, i.e., the actual absorbed dose
as measured in blood, varies greatly
among individuals. Bioavailability can
range from one percent to 24 percent
with the fraction absorbed rarely
exceeding 10 to 20 percent of the delta9-
THC in a marijuana cigarette or pipe
(Agurell et al. 1986; Hollister 1988a).
This relatively low and quite variable
bioavailability results from significant
loss of delta9-THC in side-stream smoke,
from variation in individual smoking
behaviors, from cannabinoid pyrolysis,
from incomplete absorption of inhaled
smoke, and from metabolism in the
lungs. A smoker’s experience is likely
an important determinant of the dose
that is actually absorbed (Herning et al.
1986; Johansson et al. 1989). Venous

blood levels of delta9-THC or other
cannabinoids correlate poorly with
intensity of effects and character of
intoxication (Agurell et al. 1986; Barnett
et al. 1985; Huestis et al. 1992a).

After smoking, venous levels of
delta9-THC decline precipitously within
minutes, and within an hour are about
5 to 10 percent of the peak level
(Agurell et al., 1986, Huestis et al.,
1992a, 1992b). Plasma clearance of
delta9-THC is approximately 950 mL/
min or greater, thus approximating
hepatic blood flow. The rapid
disappearance of delta9-THC from blood
is largely due to redistribution to other
tissues in the body, rather than to
metabolism (Agurell et al., 1984, 1986).
Metabolism in most tissues is relatively
slow or absent. Slow release of delta9-
THC and other cannabinoids from
tissues and subsequent metabolism
results in a long elimination half-life.
The terminal half-life of delta9-THC is
estimated to range from approximately
20 hours to as long as 10 to 13 days,
though reported estimates vary as
expected with any slowly cleared
substance and the use of assays of
variable sensitivities.

In contrast, following an oral dose of
delta9-THC or marijuana, maximum
delta9-THC and other cannabinoid blood
levels are attained after 2 to 3 hours
(Adams and Martin 1996; Agurell et al.
1984, 1986). Oral bioavailability of
delta9-THC, whether pure or in
marijuana, is low and extremely
variable, ranging between 5 and 20
percent (Agurell et al. 1984, 1986).
There is inter-and intra-subject
variability, even when repeatedly dosed
under controlled and ideal conditions.
The low and variable oral bioavailability
of delta9-THC is a consequence of its
first-pass hepatic elimination from
blood and erratic absorption from
stomach and bowel. Because peak
effects are slow in onset, typically one
or two hours after an oral dose, and
variable in intensity, it is more difficult
for a user to titrate the oral delta9-THC
dose than with marijuana smoking.
When smoked, the active metabolite, 11-
hydroxy-delta9-THC, probably
contributes little to the effects since
relatively little is formed, but after oral
administration, metabolite levels
produced may exceed that of delta9-THC
and thus contribute greatly to the
pharmacological effects of oral delta9-
THC or marijuana. Delta9-THC is
metabolized via microsomal
hydroxylation to more than 80, active
and inactive, metabolites (Lemberger et
al., 1970, Lemberger et al., 1972a,
1972b) of which the primary active
metabolite was 11-OH-delta9-THC. This
metabolite is approximately equipotent

to delta9-THC in producing marijuana-
like subjective effects (Agurell et al.,
1986, Lemberger and Rubin, 1975).
Following oral administration of
radioactive-labeled delta9-THC, it has
been confirmed that delta9-THC plasma
levels attained by the oral route are low
relative to those levels after smoking or
intravenous administration. The half-
life of delta9-THC has been determined
to be 23–28 hours in heavy marijuana
users, but 60–70 hours in naive users
(Lemberger et al., 1970).

Characterization of the
pharmacokinetics of delta9-THC and
other cannabinoids from smoked
marijuana is difficult (Agurell et al.,
1986, Herning et al., 1986, Heustis et al.,
1992a) in part because a subject’s
smoking behavior during an experiment
cannot be easily controlled or quantified
by the researcher. An experienced
marijuana smoker can titrate and
regulate the dose to obtain the desired
acute psychological effects and to avoid
overdose and/or minimize undesired
effects. Each puff delivers a discrete
dose of delta9-THC to the body. Puff and
inhalation volume changes with phase
of smoking, tending to be highest at the
beginning and lowest at the end of
smoking a cigarette. Some studies found
frequent users to have higher puff
volumes than less frequent marijuana
users. During smoking, as the cigarette
length shortens, the concentration of
delta9-THC in the remaining marijuana
increases; thus, each successive puff
contains an increasing concentration of
delta9-THC.

Cannabinoid metabolism is extensive.
There are at least 80 probable
biologically inactive, but not completely
studied, metabolites formed from delta9-
THC (Agurell et al., 1986; Hollister,
1988a). In addition to the primary active
metabolite, 11-hydroxy-delta9-THC,
some inactive carboxy metabolites have
terminal half-lives of 50 hours to 6 days
or more. The latter substances serve as
long term markers of earlier marijuana
use in urine tests. Most of the absorbed
delta9-THC dose is eliminated in feces,
and about 33 percent in urine. Delta9-
THC enters enterohepatic circulation
and undergoes hydroxylation and
oxidation to 11-nor-9-carboxy-delta9-
THC. The glucuronide is excreted as the
major urine metabolite along with about
18 nonconjugated metabolites. Frequent
and infrequent marijuana users are
similar in the way they metabolize
delta9-THC (Agurell et al., 1986).

Medical Uses for Marijuana
FDA has not approved a new drug

application for marijuana, although
there are several INDs currently active.
There is suggestive evidence that
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marijuana may have beneficial
therapeutic effects in relieving spasticity
associated with multiple sclerosis, as an
analgesic, as an antiemetic, as an
appetite stimulant and as a
bronchodilator, but there is no data from
controlled clinical trials to support a
new drug application for any of these
indications. Data of the risks and
potential benefits of using marijuana for
these various indications must be
developed to determine whether
botanical marijuana, or any cannabinoid
in particular, has a therapeutic role.

In February 1997, a NIH-sponsored
workshop analyzed available scientific
information and concluded that ‘‘in
order to evaluate various hypotheses
concerning the potential utility of
marijuana in various therapeutic areas,
more and better studies would be
needed’’ (NIH, 1997). In addition, in
March 1999, the Institute of Medicine
(IOM) issued a detailed report that
supports the absolute need for evidence-
based research into the effects of
marijuana and cannabinoid components
of marijuana, for patients with specific
disease conditions. The IOM report also
emphasized that smoked marijuana is a
crude drug delivery system that exposes
patients to a significant number of
harmful substances and that ‘‘if there is
any future for marijuana as a medicine,
it lies in its isolated components, the
cannabinoids and their synthetic
derivatives.’’ As such, the IOM
recommended that clinical trials should
be conducted with the goal of
developing safe delivery systems
(Institute of Medicine, 1999).
Additionally, State-level public
initiatives, including referenda in
support of the medical use of marijuana
have generated interest in the medical
community for high quality clinical
investigation and comprehensive safety
and effectiveness data.

The Department of Health and Human
Services (DHHS) is committed to
providing ‘‘research-grade marijuana for
studies that are the most likely to yield
usable, essential data’’ (DHHS, 1999).
The opportunity for scientists to
conduct clinical research with botanical
marijuana has increased due to changes
in the process for obtaining botanical
marijuana from the National Institute on
Drug Abuse, the only legal source of the
drug for research. Studies published in
the current medical literature
demonstrate that clinical research with
marijuana is being conducted in the US
under FDA-authorized Investigational
New Drug applications. In May 1999,
DHHS provided guidance on the
procedures for providing research-grade
marijuana to scientists who intend to
study marijuana in scientifically valid

investigations and well-controlled
clinical trials (DHHS, 1999). This action
was prompted by the increasing interest
in determining through scientifically
valid investigations whether
cannabinoids have medical use.

4. Its History and Current Pattern of
Abuse

To assess drug abuse patterns and
trends, data from different sources such
as National Household Survey on Drug
Abuse (NHSDA), Monitoring the Future
(MTF), Drug Abuse Warning Network
(DAWN), and Treatment Episode Data
Set (TEDS) have been analyzed. These
indicators of marijuana use in the
United States are described below:

National Household Survey on Drug
Abuse

The National Household Survey on
Drug Abuse (NHSDA, 1999) is
conducted by the Department of Health
and Human Service’s Substance Abuse
and Mental Health Services
Administration (SAMHSA) annually.
This survey has been the primary source
of estimates of the prevalence and
incidence of alcohol, tobacco and illicit
drug use in the US. It is important to
note that this survey identifies whether
an individual used a drug during a
certain period, but not the amount of the
drug used on each occasion. The survey
is based on a nationally representative
sample of the civilian, non-
institutionalized population 12 years of
age and older. Persons excluded from
the survey include homeless people
who do not use shelters, active military
personnel, and residents of institutional
group quarters, such as jails and
hospitals. In 1999, 66,706 individuals
were interviewed.

According to the 1999 NHSDA, illicit
drug use involved approximately 14.8
million Americans (6.7% of the US
population) on a monthly basis. The
most frequently used illicit drug was
marijuana, with 11.2 million Americans
(5.1% of the US population) using it
monthly. The 1999 NHSDA no longer
provides data on the weekly or daily use
of any drug, so these statistics are
unavailable for marijuana. The NHSDA
estimated that 76.4 million Americans
(34.6% of the population) have tried
marijuana at least once during their
lifetime. Thus, 14.7% of those who try
marijuana go on to use it monthly.
NHSDA data from 1999 show that 57%
of illicit drug users only use marijuana
on a monthly basis, which corresponds
to 8.44 million persons (3.8% of the US
population). However, there are no data
available on marijuana-only use as a
percent of use of any drug.

An estimated 2.3 million persons of
all ages used marijuana for the first time
in 1998, of whom 1.6 million were
between the ages of 12–17. (Information
on when people first used a substance
is collected on a retrospective basis, so
this information is always one year
behind information on current use.)
This represents a slight reduction in
new marijuana users from 1997, when
the rate was 2.6 million people of all
ages and 1.8 million for those 12–17
years old. Trends for marijuana use
were similar to the trends for any illicit
use. There were no significant changes
between 1998 and 1999 for any of the
four age groups, but an increasing trend
since 1997 among young adults age 18–
25 years (12.8 % in 1997, 13.8 % in
1998, and 16.4 % in 1999) and a
decreasing trend since 1997 for youths
age 12–17 years (9.4 % in 1997, 8.3 %
in 1998, and 7.0 % in 1999).

Monitoring the Future
Monitoring the Future (MTF, 1999) is

a national survey that tracks drug use
trends among American adolescents.
The MTF has surveyed 8th, 10th and
12th graders every spring in randomly
selected U.S. schools since 1975 for
12th graders and since 1991 for 8th and
10th graders. This survey is conducted
by the Institute for Social Research at
the University of Michigan under a
grant from NIDA. The 1999 sample sizes
were 17,300, 13,900, and 14,100 in 8th,
10th, and 12th grades, respectively. In
all, about 45,000 students in 433 schools
participated. Because multiple
questionnaire forms are administered at
each grade level, and because not all
questions are contained in all forms, the
numbers of cases upon which a
particular statistic are based can be less
than the total sample.

Comparisons between the MTF and
students sampled in the NHSDA
(described above) have generally shown
NHSDA prevalence to be lower than
MFT estimates, in which the largest
difference occurred with 8th graders.
The MTF survey showed the use of
illegal drugs by adolescents leveled off
in 1997 and then declined somewhat for
most drugs in 1998. Also, the 1998-year
survey showed that for the first time
since 1991 an increase in the percentage
of 8th graders who said marijuana is a
risk to their health.

Illicit drug use among teens remained
steady in 1999 in all three grades, as did
the use of a number of important
specific drugs such as marijuana,
amphetamines, hallucinogens taken as a
class, tranquilizers, heroin, and alcohol.
Marijuana is the most widely used illicit
drug. For 1999, the annual prevalence
rates in grades 8, 10, and 12,

VerDate 11<MAY>2000 11:15 Apr 17, 2001 Jkt 194001 PO 00000 Frm 00011 Fmt 4701 Sfmt 4703 E:\FR\FM\18APN2.SGM pfrm01 PsN: 18APN2

Case: 20-71433, 09/29/2020, ID: 11841671, DktEntry: 19-2, Page 100 of 286
(285 of 1491)



20048 Federal Register / Vol. 66, No. 75 / Wednesday, April 18, 2001 / Notices

respectively, are 17%, 32%, and 38%.
Current monthly prevalence rates are
9.7%, 19.4% and 23.1%. (See Table 1),
whereas current daily prevalence rates
(defined as the proportion using it on 20
or more occasions in the prior thirty
days) are 1.4%, 3.8%, and 6.0%.

TABLE 1.—TRENDS IN ANNUAL AND
MONTHLY PREVALENCE OF USE OF
VARIOUS DRUGS FOR EIGHTH,
TENTH, AND TWELFTH GRADERS

[Entries are precentages]

Grade
Annual 30-Day

1997 1998 1999 1997 1998 1999

Any illicit drug (a)

8th ............ 22.1 21.0 20.5 12.9 12.1 12.2
10th .......... 38.5 35.0 35.9 23.0 21.5 22.1
12th .......... 42.4 41.4 42.1 26.2 25.6 25.9

Any illicit drug other than cannabis (a)

8th ............ 11.8 11.0 10.5 6.0 5.5 5.5
10th .......... 18.2 16.6 16.7 8.8 8.6 8.6
12th .......... 20.7 20.2 20.7 10.7 10.7 10.4

Marijuana/hashish

8th ............ 17.7 16.9 16.5 10.2 9.7 9.7
10th .......... 34.8 31.1 32.1 20.5 18.7 19.4
12th .......... 38.5 37.5 37.8 23.7 22.8 23.1

Cocaine

8th ............ 2.8 3.1 2.7 1.1 1.4 1.3
10th .......... 4.7 4.7 4.9 2.0 2.1 1.8
12th .......... 5.5 5.7 6.2 2.3 2.4 2.6

Heroin (b)

8th ............ 1.3 1.3 1.4 0.6 0.6 0.6
10th .......... 1.4 1.4 1.4 0.6 0.7 0.7
12th .......... 1.2 1.0 1.1 0.5 0.5 0.5

Source. The Monitoring the Future Study,
the University of Michigan.

a. For 12th graders only: Use of ‘‘any
illicit drug’’ includes any use of
marijuana, LSD, other hallucinogens,
crack, other cocaine, or heroin, or any
use of other opiates, stimulants,
barbiturates, or tranquilizers not under
a doctor’s orders. For 8th and 10th
graders: The use of other opiates and
barbiturates has been excluded, because
these younger respondents appear to
over-report use (perhaps because they
include the use of nonprescription
drugs in their answers).

b. In 1995, the heroin question was
changed in three of six forms for 12th
graders and in two forms for 8th and
10th graders. Separate questions were
asked for use with injection and without
injection. Data presented here
represents the combined data from all
forms. In 1996, the heroin question was

changed in the remaining 8th and 10th
grade forms.

Drug Abuse Warning Network (DAWN)
The Drug Abuse Warning Network

(DAWN, 1998) is a national probability
survey of hospitals with emergency
departments (EDs) designed to obtain
information on ED episodes that are
induced by or related to the use of an
illegal drug or the non-medical use of a
legal drug. The DAWN system provides
information on the health consequences
of drug use in the United States as
manifested by drug-related visits to
emergency departments (ED episodes).
DAWN captures the non-medical use of
a substance either for psychological
effects, dependence, or suicide attempt.
The ED data come from a representative
sample of hospital emergency
department’s which are weighted to
produce national estimates. As stated in
DAWN methodology, ‘‘the terms ’ED
drug abuse episode’ or ’ED episode’
refer to any ED visit that was induced
by or related to drug abuse. Similarly,
the terms ’ED drug mention’ or ’ED
mention’ refer to a substance that was
mentioned in a drug abuse episode. Up
to 4 substances can be reported for each
ED episode. Thus, the number of ED
mentions will always equal or exceed
the number of ED episodes.’’

Many factors can influence the
estimates of ED visits, including trends
in the ED usage in general. Some drug
users may have visited EDs for a variety
of reasons, some of which may have
been life threatening, whereas others
may have sought care at the ED for
detoxification because they needed
certification before entering treatment. It
is important to note that the variable
‘‘Motive’’ applies to the entire episode
and since more than one drug can be
mentioned per episode, it may not apply
to the specific drug for which the tables
have been created. DAWN data do not
distinguish the drug responsible for the
ED visit from others used
concomitantly. The DAWN report itself
states, ‘‘Since marijuana/hashish is
frequently present in combination with
other drugs, the reason for the ED
contact may be more relevant to the
other drug(s) involved in the episode.’’

In 1999, there were an estimated
554,932 drug-related ED episodes and
1,015,206 ED drug mentions from these
drug-related episodes. Nationally, the
number of ED episodes and mentions
remained relatively stable from 1998 to
1999. The 4 drugs mentioned most
frequently in ED reports—alcohol-in-
combination (196,277 mentions),
cocaine (168,763), marijuana/hashish
(87,150), and heroin/morphine
(84,409)—were statistically unchanged

from 1998 to 1999. Marijuana/hashish
mentions represented 16% of all drug-
related episodes in 1999. For adolescent
patients age 12–17, there was no
statistical change from 1998 to 1999 in
drug use for any drug category (Table 2).
There was no a statistically significant
change in the number of marijuana/
hashish mentions, heroin/morphine of
cocaine from 1998 to 1999.

TABLE 2.—ESTIMATED NUMBER OF
EMERGENCY DEPARTMENT DRUG
EPISODES, DRUG MENTIONS AND
MENTIONS FOR SELECTED DRUGS
FOR TOTAL COTERMINOUS US BY
YEAR FOR 1997–1999

1997 1998 1999

Drug epi-
sodes ....... 527,058 542,544 554,932

Drug men-
tions ......... 943,937 982,856 1,015,206

Cocaine ....... 161,087 172,014 168,763
Heroin/Mor-

phine ........ 72,010 77,645 84,409
Marijuana/

Hashish .... 64,744 76,870 87,150

Source: Office of applied studies, SAMHSA,
Drug Abuse Warning Network, 1999 (03/2000
update). Note: These estimates are based on
a representative sample of non-federal, short-
stay hospitals with 24-hour emergency depart-
ments in the U.S.

There were no statistically significant
increases in marijuana/hashish
mentions on the basis of age, gender, or
race/ethnicity subgroups between 1998
and 1999, although a 19% increase in
marijuana/hashish mentions (from
22,907 to 27,272) among young adults
age 18 to 25 was observed.

Approximately 15 percent of the
emergency department marijuana/
hashish mentions involved patients in
the 6–17 years of age, whereas this age
group only accounts for less than 1
percent of the emergency department
heroin/morphine and approximately 2
percent of the cocaine emergency
department mentions. Most of the
emergency department heroin/morphine
and cocaine mentions involved subjects
in the 26–44 years of age range.

Marijuana/hashish is likely to be
mentioned in combination with other
substances, particularly with alcohol
and cocaine. Marijuana use as a single
drug accounted for approximately 22%
of the marijuana episodes. Single use of
cocaine and heroin accounted for 29%
and 47% of the cocaine and heroine
episodes respectively.

The petitioner asserts that ‘‘common
household painkillers’’ and
benzodiazepines produce more ED visits
than marijuana and that marijuana users
are no more likely to be seen in EDs
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than other chronic drug users. DAWN
data do not confirm the petitioner’s
assertions. For 1999, the estimated rate
of mentions of selected drugs per
100,000 population is 69.4 for cocaine,
35.8 for marijuana/hashish, 34.7 for
heroin/morphine, 17.5 for alprazolam/
diazepam/lorazepam, and 16.9 for
aspirin/acetaminophen. The estimated
rate of mentions of marijuana/hashish
per 100,000 population is similar to that
of heroin/morphine, but approximately
twice that of aspirin/acetaminophen and
that of alprazolam/diazepam/
lorazepam. However, marijuana
estimated rate of mentions/100,000
population is approximately half that of
cocaine.

These drugs are easily distinguished
by the motivation for their use. In 1999,
marijuana/hashish mentions were
related to episodes in which the motive
for drug intake was primarily
dependence (34.2%) followed by
recreational use (28%), suicide (11.5%)
and other psychic effects (8.1%). DAWN
defines ‘‘psychic effects’’ as a conscious
action to use a drug to improve or
enhance any physical, emotional, or
social situation or condition. The use of
a drug for experimentation or to
enhance a social situation, as well as the
use of drugs to enhance or improve any
mental, emotional, or physical state, is
reported to DAWN under this category.
Examples of the latter include anxiety,
stay awake, help to study, weight
control, reduce pain and to induce
sleep. A different pattern is observed for
tranquilizers (alprazolam/diazepam/
lorazepam) and aspirin/
acetamipnophen. Alprazolam/
diazepam/lorazepam mentions were
primarily related to episodes where the
motive for drug intake was primarily
suicide (approximately 58%), followed
by dependence (approximately 17%),
other psychic effects (approximately
11%), and recreational use
(approximately 5%). For the use of
aspirin/acetaminophen the primary
motive of the episode was suicide
(80%), other psychic effects (9%) and
recreational use (2%).

DAWN also collects information on
drug-related deaths from selected
medical examiner offices from more
than 40 metropolitan areas. In 1997 and
1998, there were 678 and 595
marijuana-related death mentions,
representing 7.1 and 5.9 percent of the
total drug abuse deaths for each year
respectively. Medical examiner data
also showed that in the majority of the
mentions, marijuana was used
concomitantly with cocaine, heroin and
alcohol.

Treatment Episode Data Set

The Treatment Episode Data Set
(TEDS, 1998) system is part of
SAMHSA’s Drug and Alcohol Services
Information System (Office of Applied
Science, SAMHSA). TEDS comprises
data on treatment admissions that are
routinely collected by States in
monitoring their substance abuse
treatment systems. The TEDS report
provides information on the
demographic and substance use
characteristics of the 1.5 million annual
admissions to treatment for abuse of
alcohol and drugs in facilities that
report to individual State administrative
data systems. It is important to note that
TEDS is an admission-based system,
and TEDS admissions do not represent
individuals, because a given individual
admitted to treatment twice within a
given year would be counted as two
admissions. TEDS includes facilities
that are licensed or certified by the State
substance abuse agency to provide
substance abuse treatment and that are
required by the States to provide TEDS
client-level data. Facilities that report
TEDS data are those that receive State
alcohol and/or drug agency funds for
the provision of alcohol and/or drug
treatment services. The primary goal for
TEDS is to monitor the characteristics of
treatment episodes for substance
abusers.

Primary marijuana abuse accounted
for 13% of TEDS admissions in 1998,
the latest year for which data are
available. In general, most of the
individuals admitted for marijuana were
white young males. Marijuana use began
at an early age among primary
marijuana admissions and more than
half of the admitted patients had first
used marijuana by the age of 14 and
92% by the age of 18. More than half of
marijuana treatment admissions were
referred through the criminal justice
system.

Approximately one-third of those who
were admitted for primary marijuana
abuse use the drug daily. Between 1992
and 1998, the proportion of admissions
for primary marijuana use increased
from 6% to 13%, whereas the
proportion of admissions for primary
cocaine use declined from 18% in 1992
to 15% in 1998. The proportion of
opiate admissions increased from 12%
in 1992 to 15% in 1998 and alcohol
accounted for about half (47%) of all
TEDS admissions in 1998. Marijuana
has not been associated with other drugs
in 30.8% of the primary marijuana
admissions that corresponds to 4.1% of
all admissions. Secondary use of alcohol
was reported by 38.2% of the marijuana
admissions and secondary cocaine use

was reported by 4% of admissions for
primary marijuana abuse. The
combination marijuana/alcohol/cocaine
accounts for 8.5% of marijuana primary
admissions and 1.1% of all admissions.

The TEDS Report concludes that,
‘‘Overall, TEDS admissions data confirm
that those admitted to substance abuse
treatment have problems beyond their
dependence on drugs and alcohol, being
disadvantaged in education and
employment when compared to the
general population after adjusting for
age, gender, and race/ethnicity
distribution differences between the
general population and the TEDS. It is
not possible to conclude cause and
effect from TEDS data—whether
substance abuse precedes or follows the
appearance of other life problems—but
the association between problems seems
clear.’’

NIDA’s Community Epidemiology Work
Group (CEWG, 1999)

The CEWG is a network composed of
epidemiologic and ethnographic
researchers from major metropolitan
areas of the United States and selected
countries from abroad that meets
semiannually to discuss the current
epidemiology of drug abuse. Large-scale
databases used in analyses include
TEDS; DAWN; the Arrestee Drug Abuse
Monitoring (ADAM) program funded by
the National Institute of Justice;
information on drug seizures, price, and
purity from the Drug Enforcement
Administration; Uniform Crime Reports
maintained by the Federal Bureau of
Investigation and Poison Control
Centers. These data are enhanced with
qualitative information obtained from
ethnographic research, focus groups,
and other community-based sources.
Although data from TEDS and DAWN
have been previously discussed this
document, the analysis offered by the
CEWG gives a more descriptive
overview of individual geographical
areas. In 1999, marijuana indicators
were stable in 17 of the 21 CEWG areas.
Indicators were mixed in two areas
(Atlanta and Baltimore) and increased
in two (Los Angeles and St. Louis).
Despite the stability of certain
indicators, marijuana abuse remains a
serious problem in CEWG areas. In
Atlanta, marijuana is the second most
prevalent drug on the market and is
increasingly used by a wide variety of
people mostly white males and young
adolescents. In St. Louis, marijuana
indicators are increasing and DAWN
marijuana ED mentions rose 33.3% from
the last half of 1998 to the first half of
1999. Treatment admissions rose 40.1%
from the second half of 1998 to the first
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half of 1999, and another 9.6% in the
second half of 1999.

In recent years, the proportion of
primary marijuana abusers entering
drug abuse treatment programs has been
increasing in many CEWG cities. For
example, between 1998 and the first
semester of 1999, drug treatment
admissions for primary marijuana abuse
increased from 15.2% to 20.3% in
Atlanta. In the first half of 1999, primary
marijuana abusers represented 18.8% of
drug treatment admissions in New York
City compared with 16.6% in the first
half of 1998. In the first half of 1999,
primary marijuana abuse represented
41.2% of all drug treatment admissions
in Denver and totaled 3,179. The
number of primary marijuana
admissions in St. Louis increased
dramatically in the first half of 1999,
representing 40.8% of treatment
admissions.

The CEWG reports an increase in
problems associated with marijuana that
they attribute to the drug’s greater
availability/potency, its relative low
cost, and a public attitude that use of
marijuana is less risky than use of other
drugs.

5. The Scope, Duration, and
Significance of Abuse

According to the National Household
Survey on Drug Abuse and the
Monitoring the Future study, marijuana
remains the most extensively used
illegal drug in the US, with 34.6% of
individuals over age 12 (76.4 million)
and 49.7% of 12th graders having tried
it at least once in their lifetime. While
the majority of individuals (85.3%) who
have tried marijuana do not use the drug
monthly, 11.2 million individuals
(14.7%) report that they used marijuana
within the past 30 days. An examination
of use among various age cohorts
demonstrates that monthly use occurs
primarily among college age
individuals, with use dropping off
sharply after age 25.

The Drug Abuse Warning Network
data show that among 18–25 year olds,
there was a 19% increase in 1999 for
marijuana emergency department
mentions. The fact that this age cohort
had the greatest degree of acute adverse
reactions to marijuana might be
expected given that this group has the
largest prevalence of marijuana use.
Marijuana was commonly associated
with alcohol and cocaine.

According to 1999 DAWN data, there
were 187 deaths mentions where
marijuana was the only drug reported,
out of the total 664 medical examiners
episodes involving marijuana in 1999.
In the majority of the medical examiners

episodes marijuana was associated with
alcohol, cocaine, and morphine.

Data from the Treatment Episode Data
Set confirm that 69% of admissions to
drug treatment programs for primary
marijuana abuse also had concurrent
use of alcohol and other drugs. The
TEDS report also emphasizes that
individuals who are admitted for drug
treatment have multiple disadvantages
in education and employment compared
to the general population. Individuals
most likely to develop dependence on
marijuana have a higher rate of
associated psychiatric disorders or are
socializing with a delinquent crowd.

6. What, if Any, Risk There is to the
Public Health

The risk to the public health as
measured by quantifiers such as
emergency room episodes, marijuana-
related deaths, and drug treatment
admissions is discussed in full in
sections 1, 4, and 5 above. Accordingly,
this section focuses on the health risks
to the individual user. All drugs, both
medicinal and illicit, have a broad range
of effects on the individual user that are
dependent on dose and duration of
usage. It is not uncommon for a FDA
approved drug product to produce
adverse effects even at doses in the
therapeutic range. Such adverse
responses are known as ‘‘side effects’’.
When determining whether a drug
product is safe and effective for any
indication, FDA performs a thorough
risk-benefit analysis to determine
whether the risks posed by the drug
product’s potential or actual side effects
are outweighed by the drug product’s
potential benefits. As marijuana is not
approved for any use, any potential
benefits attributed to marijuana use
have not been found to be outweighed
by the risks. However, cannabinoids
have a remarkably low acute lethal
toxicity despite potent psychoactivity
and pharmacologic actions on multiple
organ systems.

The consequences of marijuana use
and abuse are discussed below in terms
of the risk from acute and chronic use
of the drug to the individual user (IOM,
1999) (see also the discussion of the
central nervous system effects, cognitive
effects, cardiovascular and autonomic
effects, respiratory effects, and the effect
on the immune system in Section 2):

Risks from acute use of marijuana:
Acute use of marijuana causes an

impairment of psychomotor
performance, including performance of
complex tasks, which makes it
inadvisable to operate motor vehicles or
heavy equipment after using marijuana.
People who have or are at risk of
developing psychiatric disorders may be

the most vulnerable to developing
dependence on marijuana. Dysphoria is
a potential response in a minority of
individuals who use marijuana.

Risks from chronic use of marijuana:
Marijuana smoke is considered to be

comparable to tobacco smoke in respect
to increased risk of cancer, lung damage,
and poor pregnancy outcome. An
additional concern includes the
potential for dependence on marijuana,
which has been assessed to be rare
among the general population but more
common among adolescents with
conduct disorder and individuals with
psychiatric disorders. Although a
distinctive marijuana withdrawal
syndrome has been identified, it is mild
and short-lived.

The Diagnostic and Statistical Manual
(DSM–IV–SR, 2000) of American
Psychiatric Association states that the
consequences of cannabis abuse are as
follows:

[P]eriodic cannabis use and intoxication
can interfere with performance at work or
school and may be physically hazardous in
situations such as driving a car. Legal
problems may occur as a consequence of
arrests for cannabis possession. There may be
arguments with spouses or parents over the
possession of cannabis in the home or its use
in the presence of children. When
psychological or physical problems are
associated with cannabis in the context of
compulsive use, a diagnosis of Cannabis
Dependence, rather than Cannabis Abuse,
should be considered.

Individuals with Cannabis Dependence
have compulsive use and associated
problems. Tolerance to most of the
effects of cannabis has been reported in
individuals who use cannabis
chronically. There have also been some
reports of withdrawal symptoms, but
their clinical significance is uncertain.
There is some evidence that a majority
of chronic users of cannabinoids report
histories of tolerance or withdrawal and
that these individuals evidence more
severe drug-related problems overall.
Individuals with Cannabis Dependence
may use very potent cannabis
throughout the day over a period of
months or years, and they may spend
several hours a day acquiring and using
the substance. This often interferes with
family, school, work, or recreational
activities. Individuals with Cannabis
Dependence may also persist in their
use despite knowledge of physical
problems (e.g., chronic cough related to
smoking) or psychological problems
(e.g., excessive sedation and a decrease
in goal-oriented activities resulting from
repeated use of high doses).
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7. Its Psychic or Physiologic
Dependence Liability

Tolerance can develop to marijuana-
induced cardiovascular and autonomic
changes, decreased intraocular pressure,
sleep and sleep EEG, mood and
behavioral changes (Jones et al., 1981).
Down-regulation of cannabinoid
receptors has been suggested as the
mechanism underlying tolerance to the
effects of marijuana (Rodriguez de
Fonseca et al., 1994). Pharmacological
tolerance does not indicate the physical
dependence liability of a drug.

In order for physical dependence to
exist, there must be evidence for a
withdrawal syndrome. Although
pronounced withdrawal symptoms can
be provoked from the administration of
a cannabinoid antagonist in animals
who had received chronic THC
administration, there is no overt
withdrawal syndrome behaviorally in
animals under conditions of natural
discontinuation following chronic THC
administration. The marijuana
withdrawal syndrome is distinct but
mild compared to the withdrawal
syndromes associated with alcohol and
heroin use, consisting of symptoms such
as restlessness, mild agitation,
insomnia, nausea and cramping that
resolve after 4 days (Budney et al., 1999;
Haney et al., 1999). These symptoms are
comparable to the decreased vigor,
increased fatigue, sleepiness, headache,
and reduced ability to work seen with
caffeine withdrawal (Lane et al., 1998).
However, marijuana withdrawal
syndrome has only been reported in
adolescents who were inpatients for
substance abuse treatment or in
individuals who had been given
marijuana on a daily basis during
research conditions. Physical
dependence on marijuana is a rare
phenomenon compared to other
psychoactive drugs and if it develops, it
is milder when marijuana is the only
drug instead of being used in
combination with other drugs.

TEDS data for 1998 show that 37.9%
of admissions for treatment for primary
marijuana use met DSM IV criteria for
cannabis dependence, whereas 27.7%
met DSM IV criteria for cannabis abuse.
Taken in the context of the total number
of admissions, a DSM IV diagnosis for
cannabis dependence represented 6.6%,
and a diagnosis for cannabis abuse
represented 4.9%, of all subjects
admitted to treatment. In contrast,
opioid and cocaine dependence was the
DSM diagnosis of 12.2% and 12.6% of
all admissions, respectively. (See
Section 6 regarding marijuana abuse and
dependence).

According to the NHSDA, data
discussed above in Section 1, 6.8
million Americans used marijuana
weekly in 1998. In addition, the DAWN
data discussed in Section 4 indicates
that 34.2% of the 87,150 ED marijuana
mentions in 1999 were related to
episodes in which the motive for drug
intake was primarily dependence. It
should be emphasized that the patient-
reported ‘‘motive’’ for the drug intake
applies to the entire episode and since
more than one drug can be mentioned
per episode, it may not apply to one
specific drug. DAWN data do not
distinguish the drug responsible for the
ED visit from others used
concomitantly. Finally, the CEWG data
discussed in Section 4 above reports an
increase in the proportion of primary
marijuana users entering drug abuse
treatment programs. Thus, there is
evidence among a certain proportion of
marijuana users for a true psychological
dependence syndrome.

8. Whether the Substance is an
Immediate Precursor of a Substance
Already Controlled Under This Article

Marijuana is not an immediate
precursor of another controlled
substance.

C. Findings and Recommendation

After considering the scientific and
medical evidence presented under the
eight factors above, FDA finds that
marijuana meets the three criteria for
placing a substance in Schedule I of the
CSA under 21 U.S.C. 812(b)(1).
Specifically:

1. Marijuana Has a High Potential for
Abuse

11.2 million Americans used
marijuana monthly in 1999 and 1998
data indicate that 6.8 million Americans
used marijuana weekly. A 1999 study
indicates that by 12th grade, 37.8% of
students report having used marijuana
in the past year, and 23.1 % report using
it monthly. In 1999, 87,150 emergency
department episodes were induced by
or related to the use of marijuana/
hashish, representing 16% of all drug-
related episodes. The primary motive
for drug intake in 34.2 % of those
episodes was reported to be
dependence. DAWN data from that
same year show that out of 664 medical
examiner episodes involving marijuana,
marijuana was the only drug reported in
187 deaths. In recent years, the
proportion of primary marijuana abusers
entering drug abuse treatment programs
has been increasing in major U.S. cities,
ranging from 19% in New York City to
41% in St. Louis and Denver.

Data show that humans prefer higher
doses of marijuana to lower doses,
demonstrating that marijuana has dose-
dependent reinforcing effects. Marijuana
has relatively low levels of toxicity and
physical dependence as compared to
other illicit drugs. However, as
discussed above, physical dependence
and toxicity are not the only factors to
consider in determining a substance’s
abuse potential. The large number of
individuals using marijuana on a regular
basis and the vast amount of marijuana
that is available for illicit use are
indicative of widespread use. In
addition, there is evidence that
marijuana use can result in
psychological dependence in a certain
proportion of the population.

2. Marijuana Has No Currently Accepted
Medical Use in Treatment in the United
States

The FDA has not approved a new
drug application for marijuana. The
opportunity for scientists to conduct
clinical research with marijuana has
increased recently due to the
implementation of DHHS policy
supporting clinical research with
botanical marijuana. While there are
INDs for marijuana active at the FDA,
marijuana does not have a currently
accepted medical use for treatment in
the United States nor does it have an
accepted medical use with severe
restrictions.

A drug has a ‘‘currently accepted
medical use’’ if all of the following five
elements have been satisfied:

a. The drug’s chemistry is known and
reproducible;

b. There are adequate safety studies;
c. There are adequate and well-

controlled studies proving efficacy;
d. The drug is accepted by qualified

experts; and
e. The scientific evidence is widely

available.
Alliance for Cannabis Therapeutics v.
DEA, 15 F.3d 1131, 1135 (D.C. Cir.
1994).

Although the chemistry of many
cannabinoids found in marijuana have
been characterized, a complete scientific
analysis of all the chemical components
found in marijuana has not been
conducted. Safety studies for acute or
subchronic administration of marijuana
have been carried out through a limited
number of Phase 1 clinical
investigations approved by the FDA, but
there have been no studies that have
scientifically assessed the efficacy of
marijuana for any medical condition. A
material conflict of opinion among
experts precludes a finding that
marijuana has been accepted by
qualified experts. At this time, it is clear
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that there is not a consensus of medical
opinion concerning medical
applications of marijuana.

Alternately, a drug can be considered
to have ‘‘a currently accepted medical
use with severe restrictions’’ (21 U.S.C.
812(b)(2)(B)). Although some evidence
exists that some form of marijuana may
prove to be effective in treating a
number of conditions, research on the
medical use of marijuana has not
progressed to the point that marijuana
can be considered to have a ‘‘currently
accepted medical use with severe
restrictions.’’

3. There Is a Lack of Accepted Safety for
Use of Marijuana Under Medical
Supervision

There are no FDA-approved
marijuana products. Marijuana does not
have a currently accepted medical use
in treatment in the United States or a
currently accepted medical use with
severe restrictions. As discussed earlier,
the known risks of marijuana use are not
outweighed by any potential benefits. In
addition, the agency cannot conclude
that marijuana has an acceptable level of
safety without assurance of a consistent
and predictable potency and without
proof that the substance is free of
contamination. If marijuana is to be
investigated more widely for medical
use, information and data regarding the
chemistry, manufacturing and
specifications of marijuana must be
developed. Therefore, FDA concludes
that, even under medical supervision,
marijuana has not been shown to have
an acceptable level of safety.

FDA therefore recommends that
marijuana be maintained in Schedule I
of the CSA.
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2001

Introduction
On July 10, 1995, Jon Gettman

petitioned the Drug Enforcement
Administration (DEA) to initiate
rulemaking proceedings to reschedule
marijuana. Marijuana is currently listed
in schedule I of the Controlled
Substances Act (CSA).

Mr. Gettman proposed that DEA
promulgate a rule stating that ‘‘there is
no scientific evidence that [marijuana
has] sufficient abuse potential to
warrant schedule I or II status under the
[CSA].’’

In accordance with the CSA, DEA
gathered the necessary data and, on
December 17, 1997, forwarded that
information along with Mr. Gettman’s
petition to the Department of Health and
Human Services (HHS) for a scientific
and medical evaluation and scheduling
recommendation. On January 17, 2001,
HHS forwarded to DEA its scientific and
medical evaluation and scheduling
recommendation. The CSA requires
DEA to determine whether the HHS
scientific and medical evaluation and
scheduling recommendation and ‘‘all
other relevant data’’ constitute
substantial evidence that the drug
should be rescheduled as proposed in
the petition. 21 U.S.C. 811(b). This
document contains an explanation of
the ‘‘other relevant data’’ that DEA
considered.

In deciding whether to grant a
petition to initiate rulemaking
proceedings, DEA must consider eight
factors specified in 21 U.S.C. 811(c).
The information contained in this
document is organized according to
these eight factors.

(1) Its Actual or Relative Potential for
Abuse

Evaluation of the abuse potential of a
drug is obtained, in part, from studies in
the scientific and medical literature.
There are many preclinical indicators of
a drug’s behavioral and psychological
effects that, when taken together,
provide an accurate prediction of the
human abuse liability. Specifically,
these include assessments of the
discriminative stimulus effects,
reinforcing effects, conditioned stimulus
effect, effects on operant response rates,
locomotor activity, effects on food
intake and other behaviors, and the
development of tolerance and
dependence (cf., Brady et al., 1990;
Preston et al., 1997). Clinical studies of
the subjective and reinforcing effects in
substance abusers, interviews with
substance abusers, clinical interviews
with medical professionals, and
epidemiological studies provide
quantitative data on abuse liability in
humans and some indication of actual
abuse trends (cf., deWit and Griffiths,
1991).

Evidence of actual abuse and patterns
of abuse are obtained from a number of
substance abuse databases, and reports
of diversion and trafficking.
Specifically, data from Drug Abuse
Warning Network (DAWN), Poison
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Control Centers, System To Retrieve
Investigational Drug Evidence (STRIDE),
seizures and declarations from U.S.
Customs, DEA Drug Theft Reports and
other diversion and trafficking data
bases are indicators of the pattern,
scope, duration and significance of
abuse.

Reinforcing Effects in Animals
As described by the petitioner, the

preponderance of preclinical studies
using animal models had, to recently,
shown that Δ9-THC had minimal
activity in behavioral paradigms
predictive of reinforcing efficacy (i.e.,
self-administration paradigms; Harris et
al., 1974; Pickens et al., 1973; Deneau
and Kaymakcalan, 1971). In general, Δ9-
THC had been shown to be relatively
ineffective in maintaining self-
administration behavior by either the
intravenous or oral routes
(Kaymakcalan, 1973; Harris et al., 1974;
Carney et al., 1977; Mansbach et al.,
1994). Under limited experimental
parameters, Δ9-THC self-administration
was demonstrated after animals were
either first trained to self-administer
PCP, after a chronic cannabinoid history
was established or when maintained at
80% reduced body weight (Pickens et
al., 1973; Deneau and Kaymakcalan,
1971; Takahashi and Singer, 1979).
However, Tanda, Munzar and Goldberg
of the Intramural Preclinical
Pharmacology Section of the NIDA
(2000) have clearly demonstrated that
THC can act as a strong reinforcer of
drug-taking behavior in an experimental
animal model, the squirrel monkey, as
it does in humans. The self-
administration behavior was
comparable in intensity to that
maintained by cocaine under identical
conditions and was obtained using a
range of doses similar to those self-
administered by humans smoking a
single marijuana cigarette.

Although the neuropharmacological
actions of Δ9-THC suggest a powerful
brain substrate underlying its rewarding
and euphorigenic effects, behavioral
studies of Δ9-THC’s rewarding effects
had been inconclusive. Several reasons
for the previous inability by a number
of laboratories to demonstrate self-
administration of Δ9-THC in animals
may be its relatively slow-onset, its
long-lasting behavioral effects and its
insolubility in physiological saline or
water for injection (Mansbach et al.,
1994). Similar findings have been found
in the animal literature with nicotine—
an avid reinforcer in humans. The
strength of THC, like nicotine, as a
reinforcer in animals may be more
dependent on supplementary
strengthening by ancillary stimuli than

is the case for other drugs (cf.
Henningfield, 1984).

In other behavioral and
pharmacological tests used to assess
reinforcing efficacy, Δ9-THC produced
significant effects. Specifically, Δ9-THC
augments responding for intracranial
self-stimulation by decreasing the
reinforcing threshold for brain
stimulation reward. It also dose-
dependently enhances dopamine efflux
in forebrain nuclei associated with
reward and this enhanced efflux occurs
locally in the terminal fields within
brain reward pathways (Gardner and
Lowinson, 1991; Gardner, 1992; Chen et
al., 1993, 1994). In conditioned place
preference procedures, Δ9-THC (2.0 and
4.0 mg/kg, i.p.) produced significant
dose-dependent increases in preference
for the drug paired chamber, the
magnitude of which was similar to that
seen with 5.0 mg/kg cocaine and 4.0
mg/kg morphine (Leprore et al., 1995).
However, Δ9-THC also produced a
conditioned place aversion and
conditioned taste aversion (Leprore et
al., 1995; Parker and Gillies, 1995). The
development of taste aversions with
drug administrations that also produce
place preferences have been described
as somewhat of a ‘‘drug paradox’’ by
Goudie; however, this has been found to
occur within the ‘‘therapeutic window’’
of all known drugs of abuse (cf Goudie,
1987). Goudie has concluded that drugs
can possess both reinforcing and
aversive properties at the same doses.
This fact may underlie the reciprocal
relationship between the behavioral
effects of THC, CBD, and THC+CBD
combinations, discussed below.

Drug Discrimination in Animals
Preclinical drug discrimination

studies with Δ9-THC are predictive of
the subjective effects of cannabinoid
drugs in humans and serve as animal
models of marijuana and THC
intoxication in humans (Balster and
Prescott, 1992; Wiley et al., 1993b,
1995). In a variety of species it has been
found that Δ9-THC shares discriminative
stimulus effects with cannabinoids that
bind to CNS cannabinoid receptors with
high affinity (Compton et al., 1993; Järbe
et al., 1989; Gold et al., 1992; Wiley et
al., 1993b, 1995b; Järbe and Mathis,
1992) and that are psychoactive in
humans (Balster and Prescott, 1992).
Furthermore, recent studies show that
the discriminative stimulus effects of
Δ9-THC are mediated via the CB1
receptor subtype (Pério et al., 1996).

Chronic Δ9-THC administration to rats
produced tolerance to the
discriminative stimulus effects of Δ9-
THC, but not to its response rate
disruptions. Specifically, tolerance to

the stimulus effects of Δ9-THC increased
40-fold when supplemental doses of up
to 120 mg/kg/day Δ9-THC were
administered under conditions of
suspended training (Wiley et al., 1993a).

The discriminative stimulus effects of
Δ9-THC appear to be pharmacologically
specific as non-cannabinoid drugs
typically do not elicit cannabimimetic
effects in drug discrimination studies
(Browne and Weissman, 1981; Balster
and Prescott, 1992, Gold et al., 1992;
Barrett et al., 1995; Wiley et al., 1995a).
Furthermore, these studies show that
high doses of Δ9-THC produce marked
response rate disruption, immobility,
ataxia, sedation and ptosis in rhesus
monkeys and rats (Wiley et al., 1993b;
Gold et al., 1992; Martin et al., 1995).

Clinical Abuse Potential
Both marijuana and THC can serve as

positive reinforcers in humans.
Marijuana and Δ9-THC produced
profiles of behavioral and subjective
effects that were similar regardless of
whether the marijuana was smoked or
taken orally, as marijuana in brownies,
or orally as THC-containing capsules,
although the time course of effects
differed substantially. There is a large
clinical literature documenting the
subjective, reinforcing, discriminative
stimulus, and physiological effects of
marijuana and THC and relating these
effects to the abuse potential of
marijuana and THC (e.g., Chait et al.,
1988; Lukas et al., 1995; Kamien et al.,
1994; Chait and Burke, 1994; Chait and
Pierri, 1992; Foltin et al., 1990; Azorlosa
et al., 1992; Kelly et al., 1993, 1994;
Chait and Zacny, 1992; Cone et al.,
1988; Mendelson and Mello, 1984).

These listed studies represent a
fraction of the studies performed to
evaluate the abuse potential of
marijuana and THC. In general, these
studies demonstrate that marijuana and
THC dose-dependently increases heart
rate and ratings of ‘‘high’’ and ‘‘drug
liking’’, and alters behavioral
performance measures (e.g., Azorlosa et
al., 1992; Kelly et al., 1993, 1994; Chait
and Zacny, 1992; Kamien et al., 1994;
Chait and Burke, 1994; Chait and Pierri,
1992; Foltin et al., 1990; Cone et al.,
1988; Mendelson and Mello, 1984).
Marijuana also serves as a
discriminative stimulus in humans and
produces euphoria and alterations in
mood. These subjective changes were
used by the subjects as the basis for the
discrimination from placebo (Chait et
al., 1988).

In addition, smoked marijuana
administration resulted in multiple brief
episodes of euphoria that were
paralleled by rapid transient increases
in EEG alpha power (Lukas et al., 1995);
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these EEG changes are thought to be
related to CNS processes of
reinforcement (Mello, 1983).

To help elucidate the relationship
between the rise and fall of plasma THC
and the self-reported psychotropic
effects, Harder & Rietbrock (1997)
measured both the plasma levels of THC
and the psychological ‘‘high’’ obtained
from smoking a marijuana cigarette
containing 1% THC. As can be seen
from these data, a rise in plasma THC
concentrations results in a
corresponding increase in the
subjectively reported feelings of being
‘‘high’’. However, as THC levels drop
the subjectively reported feelings of
‘‘high’’ remain elevated. The subjective
effects seem to lag behind plasma THC
levels. Similarly, Harder and Rietbrock
compared lower doses of 0.3% THC-
containing and 0.1% THC-containing
cigarettes in human subjects.

As can be clearly seen by these data,
even low doses of marijuana, containing
1%, 0.3% and even 0.1% THC, typically
referred to as ‘‘non-active’’, are capable
of producing subjective reports and
physiological markers of being ‘‘high’.

THC and its major metabolite, 11-OH-
THC, have similar psychoactive and
pharmacokinetic profiles in man ( Wall
et al., 1976; DiMarzo et al., 1998;
Lemberger et al., 1972). Perez-Reyes et
al. (1972) reported that THC and 11-OH-
THC were equipotent in generating a
‘‘high’’ in human volunteers. However,
the metabolite, 11-OH-THC, crosses the
blood-brain barrier faster than the
parent THC compound (Ho et al., 1973;
Perez-Reyes et al., 1976). Therefore, the
changes in THC plasma concentrations
in humans may not be the best
predictive marker for the subjective and
physiological effects of marijuana in
humans. Cocchetto et al. (1981) have
used hysteresis plots to clearly
demonstrate that plasma THC
concentration is a poor predictor of
simultaneous occurring physiological
(heart rate) and psychological (‘‘high’’)
pharmacological effects. Cocchetto et al.
demonstrated that the time course of
tachycardia and psychological
responses lagged behind the plasma
THC concentration-time profile. As
recently summarized by Martin & Hall
(1997, 1998)

There is no linear relationship between
blood [THC] levels and pharmacological
effects with respect to time, a situation that
hampers the prediction of cannabis-induced
impairment based on THC blood levels (p90).

Physical Dependence in Animals
There are reports that abrupt

withdrawal from Δ9-THC can produce a
mild spontaneous withdrawal syndrome
in animals, including increased motor

activity and grooming in rats, decreased
seizure threshold in mice, increased
aggressiveness, irritability and altered
operant performance in rhesus monkeys
(cf., Pertwee, 1991). The failure to
observe profound withdrawal signs
following abrupt discontinuation of the
drug may be due to Δ9-THC’s long half-
life in plasma and slowly waning levels
of drug that continue to permit receptor
adaptation.

Recently the discovery of a
cannabinoid receptor antagonist
demonstrates that a profound
precipitated withdrawal syndrome can
be produced in Δ9-THC tolerant animals
after twice daily injections (Tsou et al.,
1995) or continuous infusion (Aceto et
al., 1995, 1996).

Physical Dependence in Humans
Signs of withdrawal in humans have

been demonstrated after studies with
marijuana and Δ9-THC. Although the
intensity of the withdrawal syndrome is
related to the daily dose and frequency
of administration, in general, the signs
of Δ9-THC withdrawal have been
relatively mild (cf., Pertwee, 1991). This
withdrawal syndrome has been
compared to that of short-term, low dose
treatment with opioids, sedatives, or
ethanol, and includes changes in mood,
sleep, heart rate, body temperature, and
appetite. Other signs such as irritability,
restlessness, tremor, mild nausea, hot
flashes and sweating have also been
noted (cf., Jones, 1980, 1983).

Chait, Fischman, & Schuster (1985)
have demonstrated an acute withdrawal
syndrome or ‘‘hangover’’ occurring
approximately 9 hours after a single
marijuana smoking episode. Significant
changes occurred on two subjective
measures and on a time production task.
In 1973, Cousens & DiMascio reported a
similar ‘‘hangover’’ effect from acute
administrations of Δ9-THC. The
hangover phenomenon or continued
‘‘high’’, in the Cousens & DiMascio
study, occurred 9 hrs after drug
administration and was associated with
some residual temporal disorganization,
as well. These residual or hangover
effects may mimic the withdrawal
syndrome, both qualitatively and
quantitatively, which is expressed after
chronic marijuana exposure. This acute
hangover may reflect a true acute
withdrawal syndrome similar to that
experienced from high acute alcohol
intake. The presence of an acute
withdrawal syndrome after drug
administration has been suggested to
represent a physiological compensatory
rebound by which chronic
administration of the drug will
eventually potentiate and produce
dependence and the potential for

continued abuse (Gauvin, Cheng &
Holloway, 1993).

Crowley et al. (1998) screened
marijuana users for DSM–IIIR
dependence criteria. Of the 165 males
and 64 female patients that met the
criteria, 82.1% were found to have co-
morbid conduct disorders; 17.5% had
major depression; and 14.8% had a
diagnosis of attention-deficit/
hyperactivity disorder. These results
also showed that most patients claimed
to have ‘‘serious problems’’ from
cannabis use. The data also indicated
that for adolescents with conduct
problems, cannabis use was not benign,
and that the drug served as a potent
reinforcer for further cannabis usage,
producing dependence and withdrawal.

Kelly & Jones (1992) quantified
concentrations of THC and its
metabolites in both plasma and urine
after a 5 mg intravenous dose of THC
was administered to frequent and
infrequent marijuana smokers. The
frequent smokers were users who
smoked marijuana almost daily for at
least two years. The infrequent smokers
were users who smoked marijuana no
more than two to three times per month
but had done so for at least two years.
Pharmacokinetic parameters after
intravenously administered THC
revealed no significant differences
between frequent and infrequent
marijuana users on area under the time-
effect curve (AUC), volume of
distribution, elimination half-lives of
parent THC and metabolites in plasma
and urine. There were also no group
differences in metabolic or renal
clearances. The authors concluded that
there was no evidence for metabolic or
dispositional tolerance between the two
groups of subjects. Kelly and Jones also
reported that tolerance was not evident
in heart rate, diastolic blood pressure,
skin temperature, and the degree of
psychological ‘‘high’’ from the i.v.
administration of THC.

In two separate reports, Haney et al.
have recently described abstinence
symptoms of an acute withdrawal
syndrome following high (30 mg q.i.d.)
and low (20 mg q.i.d) dose
administrations of oral THC (Haney et
al., 1999a) and following 5 puffs of high
(3.1%) and low (1.8%) THC-containing
smoked marijuana cigarettes (Haney et
al., 1999b). Abstinence from oral THC
increased ratings of ‘‘anxious’’,
‘‘depressed’’, and ‘‘irritable’’, and
decreased the reported quantity and
quality of sleep and decreased food
intake by 20–30% compared to baseline.
Abstinence from as low as 5 controlled
puffs of active marijuana smoking
increased ratings of ‘‘anxious’’,
‘‘irritable’’ and ‘‘stomach pain’’, and
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significantly decreased food intake. The
5 controlled puffs of 5 second duration
each were drawn from 2 separate
marijuana cigarettes (3 puffs from one,
2 puffs from the other. The smoke was
held for 40 seconds and then exhaled.
All subjects reported significant
increases on subjective measures of
‘‘high’’, ‘‘good drug effect’’, and
‘‘stimulated’’, as well as ‘‘mellow’’,
‘‘content’’, and ‘‘friendly’’ as a result of
this limited and controlled draw of
THC. Both of these studies have
delineated a withdrawal syndrome from
concentrations of THC significantly
lower than those reported in any other
previous study and, for the first time,
clearly identified a marijuana
withdrawal syndrome detected at low
levels of THC exposure that do not
produce tolerance. The abstinence
syndrome was not limited to subjective
state changes but was also quantified
using a cognitive/memory test battery.

In a related study, Khouri et al (1999)
found that long-term heavy marijuana
users became more aggressive during
abstinence from marijuana than did
former or infrequent users. Previous
dependence studies have relied largely
on patients’ subjective reports of a range
of symptoms. Khouri et al. examined a
single symptom—aggression. The
authors concluded that marijuana
abstinence is associated with unpleasant
behavioral symptoms that may
contribute to continued marijuana use.

Kouri & Pope (2000) examined three
groups of marijuana users during a 28-
day supervised abstinence period.
Current marijuana users experienced
significant increases in anxiety,
irritability, physical tension, and
physical symptoms and decreases in
mood and appetite during marijuana
withdrawal. These symptoms were most
pronounced during the initial 10 days of
abstinence, bust some were present for
the entire 28-day withdrawal period.
The findings from this study reveal that
chronic heavy users of marijuana
experience a number of withdrawal
symptoms during abstinence and clearly
demonstrate a ‘‘marijuana dependence
syndrome’’ in humans.

These data suggest that dependence
on THC may in fact be an important
consequence of repeated, daily exposure
to cannabinoids and that daily
marijuana use may be maintained, at
least in part, by the alleviation of
abstinence symptoms. Relevant to the
present petition, the Haney et al. study
is the first report demonstrating this
syndrome with extremely low
concentrations of THC.

Results of THC Dose Comparison
Studies

There are reports in the scientific
literature that evaluated dose-related
subjective and reinforcing effects of
Cannabis sativa in humans. These
studies have assessed the subjective and
reinforcing effects of cannabis cigarettes
containing different potencies of THC
and/or which have manipulated the
THC dose by varying the volume of THC
smoke inhaled (Azorlosa et al., 1992;
Lukas et al., 1995; Chait et al., 1988;
Chait and Burke, 1994; Kelly et al.,
1993).

Chait et al. (1988) studied the
discriminative stimulus effects of
smoked marijuana cigarettes containing
THC contents of 0%, 0.9%, 1.4%, 2.7%.
Marijuana smokers were trained to
discriminate smoked marijuana from
placebo using 4 puffs of a 2.7%-THC
cigarettes. Subjective ratings of ‘‘high’’,
and physiological measures (i.e., heart
rate) were significantly and dose-
dependently increased after smoking the
0.9%, 1.4%, 2.7%.

Marijuana cigarettes containing 1.4%
THC completely substituted for 2.7%-
THC on drug identification tasks,
however, 0.9%-THC did not. The
authors found that the onset of
discriminative stimulus effects was
within 90 seconds after smoking began
(after the first two puffs). Since the
1.4%-THC cigarette substituted for 2-
puffs of the 2.7%-THC cigarette, the
authors estimate that an inhaled dose of
THC as low as 3 mg can produce
discriminable subjective effects.

Similarly, Lukas et al. (1995) reported
that marijuana cigarettes containing
either 1.26% or 2.53% THC produced
significant and dose-dependent
increases in level of intoxication and
euphoria in male occasional marijuana
smokers. Four of the six subjects that
smoked the 1.26%-THC cigarette
reported marijuana effects and 75% of
these subjects reported euphoria. All six
of the subjects that smoked 2.53% THC
reported marijuana effects and euphoria.
Peak levels of self-reported intoxication
occurred at 15 and 30 minutes after
smoking and returned to control levels
by 90–105 minutes. There was no
difference between latency to or
duration of euphoria after smoking
either the 1.26% or 2.53% THC
cigarettes. The higher dose-marijuana
cigarette produced a more rapid onset
and longer duration of action than the
lower dose marijuana cigarette (1.26%
THC). Plasma THC levels peaked 5–10
minutes after smoking began; the
average peak level attained after the
low- and high-dose marijuana cigarette
was 36 and 69 ng/ml respectively.

In order to determine marijuana dose-
effects on subjective and performance
measures over a wide dose range,
Azorlosa et al. (1992) evaluated the
effects of 4, 10, or 25 puffs from
marijuana cigarettes containing 1.75 or
3.55% THC in seven male moderate
users of marijuana. Orderly dose-
response curves were produced for
subjective drug effects, heart rate, and
plasma concentration, as a function of
THC content and number of puffs. After
smoking the 1.75% THC cigarette,
maximal plasma THC levels were 57 ng/
ml immediately after smoking, 18.3 ng/
ml 15 minutes after smoking, 10.3 ng/
ml 30 minutes after smoking, and 7.7
ng/ml 45 minutes after smoking.

The study also showed that subjects
could smoke more of the low THC
cigarette to produce effects that were
similar to the high THC dose cigarette
(Azorlosa et al., 1992). There were
nearly identical THC levels produced by
10-puff low-THC cigarette (98.6 ng/ml)
and 4-puff high THC cigarette (89.4 ng/
ml). Similarly, the subjective effects
ratings, including high, stoned,
impaired, confused, clear-headed and
sluggish, produced under the 10 puff
low- and high-THC and 25 puff low-
THC conditions did not differ
significantly from each other.

As with most drugs of abuse, higher
doses of marijuana are preferred over
lower dose. Although not preferred,
these lower doses still produce
cannabimimetic effects. Twelve regular
marijuana smokers participated in a
study designed to determine the
preference of a low potency (0.64%-
THC) vs. a high potency (1.95%-THC)
marijuana cigarette (Chait and Burke,
1994). The subjects first sampled the
marijuana of two different potencies in
one session, then chose which potency
and how much to smoke. During
sampling sessions, there were
significant dose-dependent increases in
heart rate and subjective effects,
including ratings of peak ‘‘high’’,
strength of drug effects, stimulated, and
drug liking. During choice sessions, the
higher dose marijuana was chosen over
the lower dose marijuana on 87.5% of
occasions. Not surprising, there was a
significant positive correlation between
the total number of cigarettes smoked
and the ratings of subjective effects,
strength of drug effect, drug ‘‘liking’’,
expired air carbon monoxide, and heart
rate increases. The authors state it is not
necessary valid to assume that the
preference observed in the present study
for the high-potency marijuana was due
to greater CNS effects from its higher
THC content. The present study found
that the low- and high-potency
marijuana cigarettes also differ on
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several sensory dimensions; the high-
potency THC was found to be reported
as ‘‘fresher’’ and ‘‘hotter’’. Other studies
found that marijuana cigarettes
containing different THC contents
varied in sensory dimensions (cf., Chait
et al., 1988; Nemeth-Coslett et al., 1986).

As summarized by Martin & Hall for
the United Nations only a small amount
of cannabis (e.g. 2–3 mg of available
THC) is required to produce a brief
pleasurable high for the occasional user
and a single joint may be sufficient for
two or three individuals. Using these
data and those of Harder & Reitbroch
(1997, above), a one gram cigarette
containing 1% THC containing
cannabis, would contain 10 mg of
THC—a dose well capable of producing
a social high.

Carlini et al. (1974) examined 33
subjects who smoked marijuana
cigarettes with different ratios of
constituent cannabinoids. The plant
containing 0.82% THC produced larger
than expected results based on the
estimates from the THC content.

Smoking a 250 mg cigarette
containing 5.0 mg of Δ9-THC induced
more reactions graded 3 and 4 than 10
or 20 mg of Δ9-THC. It was further
observed that the psychological effects
(subjective ‘‘high’’) started around 10
min after the end of the inhalation, and
reached a maximum 20 to 30 min later,
subsiding within 1 to 3 hrs. The peak of
psychological disturbances, therefore,
did not coincide in time with the peak
of pulse rate effects. Carlini et al.,
suggested that other constituents of the
marijuana were interacting
synergistically with the THC to
potentiate the subjective response
induced by the smoking of the cigarette.
Karniol and colleagues (1973, 1974)
have clearly demonstrated that
cannabidiol (CBD) blocks some of the
effects induced by THC, such as
increased pulse rates and disturbed time
perception. More importantly, CBD
blocked some of the psychological
effects of THC, but not by altering the
quantitative or intensity of the
psychological reactions. CBD seemed
better able to block the aversive effects
of THC. CBD changed the symptoms
reported by the subjects in such a way
that the anxiety component produced by
THC administration was actually
reduced. The animal subjects of one
study showed greater analgesia scores
with a CBD+THC combination (1973)
and the human subjects from the other
study (1974) showed less anxiety and
panic but reported more pleasurable
effects. CBD may be best seen as an
‘‘entourage’’ compound (Mechoulam,
Fride, DiMarzo, 1998) which is
administered along with THC and

results in a functional potentiation of
THC’s behavioral and subjective effects.
This potentiation can be in both the
intensity and/or duration of the high
induced by marijuana. According to
Paris & Nahas (1984) the CBD:THC ratio
in industrial or fiber type hemp is 2:1.
Relevant to the current petition, the
CBD:THC ratio producing the greatest
increase in euphoria in the Karniol, et
al. studies was 2:1 (60:30 mg).

Jones & Pertwee (1972) were first to
report that the presence of cannabidiol
inhibited the metabolism of THC and its
active metabolite. These data were soon
replicated by Nilsson et al., (1973).
Bronheim et al., (1995) examined the
effects of CBD on the pharmacokinetic
profile of THC content in both blood
and brains of mice. CBD pretreatments
produced a modest elevation in THC-
blood levels; area under the kinetics
curve of THC was increased by 50% as
a function of decreased clearance. CBD
pretreatments also modestly increased
the Cmax, AUC, and half-life of the major
THC metabolites in the blood. The THC
kinetics function showed a 7- to 15-fold
increase in the area under the curve, a
2- to 4-fold increase in the half-life, as
well as the tmax. CBD pretreatments
resulted in large increases in area under
the curves and half-lives of all the THC
metabolites in the mice brains. The
inhibition of the metabolism of THC and
its psychoactive metabolites by CBD
may underlie the potentiation in the
subjective effects of THC by CBD in
humans.

In addition to THC, hemp material
contains a variety of other substances
(e.g., Hollister, 1974), including other
cannabinoids such as cannabidiol (CBD)
and cannabinol (CBN). One
comprehensive review described the
activities of 300 cannabinoid compound
in preclinical models (Razdan, 1986).
Since CBD is always present in
preparations of cannabis, it may
represent a high CBD:THC ratio in the
case of low THC cannabis. Therefore, it
is important to understand the
interactions of cannabidiol and Δ9-THC.

Structure-activity studies of
cannabinoid compounds characterized
cannabidiol in relationship to Δ9-THC
and other cannabinoids (Martin et al.,
1981; Little et al., 1988). These and
other studies have found that
cannabidiol was inactive and did not
produce neuropharmacological effects
or discriminative stimulus, subjective
effects and behavioral effects predictive
of psychoactive subjective effects
(Howlett, 1987; Howlett et al., 1992; c.f.,
Hiltunen and Järbe, 1986; Perez-Reyes et
al., 1973; Zuardi et al., 1982; Karniol et
al., 1974).

Other studies have reported that
cannabidiol has cannabinoid properties,
including anticonvulsant effects in
animal and human models (Consroe et
al., 1981; Carlini & Cunha, 1981; Doyle
and Spence, 1995), hypnotic effects
(Monti, 1977), anxiolytic effects (Musty,
1984; Onaivi, Geen, & Martin, 1990;
Guimarãres et al., 1990; 1994) and rate-
decreasing effects on operant behavior
(Hiltunen et al., 1988).

Experiments with cannabidiol in
combination with THC have found that
certain behavioral responses induced by
THC (i.e., operant, schedule-controlled
responding) were attenuated by
cannabidiol (Borgen and Davis, 1974;
Brady and Balster, 1980; Consroe et al.,
1977; Dalton et al., 1976; Kraniol and
Carlini, 1973; Karniol et al., 1974;
Welburn et al., 1976; Zuardi and
Karniol, 1983; Zuardi et al., 1981, 1982;
Hiltunen et al., 1988). However, other
affects produced by THC are augmented
or prolonged by the combined
administration of CBD and THC or
marijuana extract (Chesher and Jackson,
1974; Hine et al., 1975a,b; Fernandes et
al., 1974; Karniol and Carlini, 1973;
Musty and Sands, 1978; Zuardi and
Karniol, 1983; Zuardi et al., 1984). Still
other studies did not report any
behavioral interaction between the CBD
and THC (Bird et al., 1980; Browne and
Weissman, 1981; Hollister and
Gillespie, 1975; Järbe and Henricksson,
1974; Järbe et al., 1977; Mechoulam et
al., 1970; Sanders et al., 1979; Ten Ham
and DeLong, 1975).

A study to characterize the interaction
between CBD and THC was conducted
using preclinical drug discrimination
procedures. Rats and pigeons trained to
discriminate the presence or absence of
THC, and tested with CBD administered
alone and in combinations with THC
(Hiltunen and Järbe, 1986).

Specifically, in rats trained to
discriminate 3.0 mg/kg, i.p. THC, CBD
(30.0 mg/kg) was administered alone
and in combination with THC (0.3 and
1.0 mg/kg, i.p.). In pigeons trained to
discriminate 0.56 mg/kg, i.m. THC, CBD
(17.5 mg/kg) was administered alone
and in combination with THC (0.1, 0.3,
and 0.56 mg/kg, i.m.). CBD prolonged
the discriminative stimulus effects of
THC in rats, but did not change the
time-effect curve for THC in pigeons. In
pigeons, the administration of CBD did
not produce any differential effect under
a fixed ratio schedule of reinforcement
(Hiltunen and Järbe, 1986).

These data suggest that CBD may
somehow augment or prolong the
actions of THC in rats and had no effect
in pigeons. In the present study, the
CBD/THC ratios ranged from 30:1 to
100:1 in rats and enhanced the stimulus
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effects of THC. However, similar CBD/
THC ratios in pigeons (31:1, 58:1 and
175:1) did not result in any changes to
THC’s discriminative stimulus or
response rate effects (Hiltunen and
Järbe, 1986).

It should be noted that cannabidiol
can be easily converted to delta-9- and
delta-8-tetrahydrocannabinol. Even
industrial hemp plant material (leaves),
containing high concentrations of CBD,
can be treated in clandestine
laboratories to convert the CBD to delta-
9-tetrahydrocannabinol (Mechoulam,
1973) converting a supposedly
innocuous weed into a potent smoke
product.

In conclusion, the ‘‘entourage’’
compound, cannabidiol, does contribute
to all of the effects ascribed to THC,
however it also appears to lack
cannabimimetic properties. However,
there is no credible scientific evidence
that CBD is a pharmacological
antagonist at the cannabinoid receptor
(Howlett, Evans, & Houston, 1992).
There is clear evidence that CBD can
functionally antagonize some of the
aversive effects of THC (Dewey, 1986).
The data from the scientific literature
cited above, clearly demonstrate the
ability of CBD to modify some very
specific effects of THC. Most
importantly, relative to the euphorigenic
effects of THC (which contributes to its
abuse liability), CBD appears to
potentiate the psychological or
subjective effects of THC by potentiating
the blood and brain THC and 11-OH-
THC levels and by functionally blocking
the aversive (anxiety-like) properties of
THC.

Abuse Liability Summary
Preclinical and clinical experimental

data demonstrate that marijuana and
‘‘Δ9-THC have similar abuse liabilities
(i.e., drug discrimination, self-
administration, subjective effects). Both
preclinical and clinical studies show
that discontinuation of either marijuana
or ‘‘Δ9-THC administration produces a
mild withdrawal syndrome. The effects
of THC are dose-dependent and several
studies have found that low-potency
THC is behaviorally active and can
produce cannabimimetic-like subjective
and physiological effects.

Actual Abuse
There are dozens of data collection

and reporting systems that are useful for
monitoring the United States’ problem
with abuse of licit and illicit substances.
These data collection and reporting
systems provide quantitative data on
many factors related to abuse of a
particular substance, including
incidence, pattern, consequence and

profile of the abuser of specific
substances (cf., Larsen et al., 1995).

Evidence of actual abuse is defined by
episodes/mentions in the databases
indicative of abuse/dependence. Some
of the databases that are utilized by DEA
to provide data relevant to actual abuse
of a substance include the Drug Abuse
Warning Network (DAWN), National
Household Survey on Drug Abuse,
Monitoring the Future survey, FDA’s
Spontaneous Adverse Events Reports,
the American Association of Poison
Control Centers database and reports of
the Community Epidemiology Work
Group (CEWG).

Drug trafficking and diversion data
provide strong evidence that a drug or
other substance is being abused. In
order to determine the pattern,
incidence, and consequences of abuse
and the demographics of abusers of a
particular substance to be controlled,
DEA relies on data collected from a
number of sources, including the United
States government as well as state and
local law enforcement groups.
Information from these sources often
provides a first indication of an
emerging pattern of abuse of a particular
drug or substance, and when taken
together with other data sources provide
strong evidence that can be used in
determining a substance’s placement in
the schedules listed in the CSA.

The evidence from epidemiological
studies conclude that marijuana use
alone and in combination with other
illicit drugs is increasing. The most
recent ‘‘Monitoring the Future Study’’,
documented increases in lifetime,
annual and current (within the past 30
days) and daily use of marijuana by
eighth and tenth graders; this increasing
trend began in the early 1990’s.

Similarly, according the NIDA’s
‘‘National Household Survey’’,
marijuana use is increasing with the
greatest increase among the younger age
groups (12–17 years of age). The
frequency of marijuana use in the past
year increases significantly among 12–
17 year olds. This survey also found that
youths who used marijuana at least once
in their lives were more likely to engage
in violent or other antisocial behaviors.

Marijuana is the most readily
available illicit drug in the United
States. Cannabis is cultivated in remote
locations and frequently on public
lands. Major domestic outdoor cannabis
cultivation areas are found in California,
Hawaii, Kentucky, New York and
Tennessee. Significant quantities of
marijuana were seized from indoor
cultivation operations; there were 3,532
seizures in 1996 compared to 3,348
seized in 1995. Mexico is the major
source of foreign marijuana, along with

lesser amounts from Colombia and
Jamaica (NNICC, 1996).

Domestically, marijuana is distributed
by groups or individuals, ranging from
large sophisticated organizations with
controlled cultivation and interstate
trafficking, to small independent
traffickers at the local level.

(2) Scientific Evidence of Its
Pharmacological Effects, If Known

Cannabis sativa is unique in that it is
the only botanical source of the
terpenophenolic substances referred to
as cannabinoids which are responsible
for the psychoactive effects of Cannabis.
There are roughly 60 different
cannabinoids found in Cannabis (Nahas,
1984; Murphy & Bartke, 1992; Agurell,
Dewey & Willette, 1984) but the
psychoactive properties of Cannabis are
attributed to one or two of the major
cannabinoid substances, namely delta-9-
tetrahydrocannabinol and delta-8-
tetrahydrocannabinol. In fresh, carefully
dried marijuana, up to 95% of their
cannabinoids are present as (-)-delta-9-
(trans)-tetrahydrocannabinol carboxylic
acid (Nahas, 1984; Murphy & Bartke,
1992; Agurell, Dewey & Willette, 1984).
The acid form is not psychoactive, but
is readily decarboxylated upon heating
to yield delta-9-tetrahydrocannabinol
(neutral form). Therefore, plant material
could be very high in its ‘‘pro-drug’’
acid form and very low in neutral form
but still be very potent when smoked.

There are two primary factors that
influence THC content: genetic
predisposition and environmental
influences. Genetic factors are
considered predominant in determining
cannabinoid content, although,
fluctuations in weather conditions have
greatly enhanced or diminished the
THC content.

Paris & Nahas (1984) have
admonished that marijuana is not a
single uniform plant like many of those
encountered in nature, but a rather
deceptive weed with several hundred
variants. The intoxicating substances
prepared from Cannabis vary
considerably in potency according to
the varying mixtures of different parts of
the plant, and according to the
techniques of fabrication. According to
Paris & Nahas, this basic botanical fact
has been overlooked by physicians and
educators, who have written about
marijuana as a simple, single substance,
which uniformly yields a low
concentration of a single intoxicant. In
addition to changes due to its own
genetic plasticity, marijuana has been
modified throughout the ages by
environmental factors and human
manipulations, and is not yet a
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stabilized botanical species (Paris &
Nahas, 1984).

According to Paris & Nahas (1984) the
terminology used by Fetterman et al.
(1970, 1971) is somewhat misleading,
especially with respect to their
contention that environmental factors,
including climate, are not as important
as heredity in determining the
cannabinoid content of cutigens. The
analyses of Fetterman et al., (1970) were
performed according to the technique by
Doorenbos et al., (1971) on plant
materials from variants that had been
cut at the stem beneath the lowest
leaves and air-dried. Seeds, bracts,
flowers, leaves and small stems were
then stripped from the plant. Most of
the small stems were removed by a 10-
mesh screen, and the seeds were
eliminated with a mechanical seed
separator. This preparation of marijuana
contains less seed and stem than most
of the illicit material available in the
United States. Cannabinoids were then
extracted from the plant material and
analyzed by standard techniques.

Other systems of separating Cannabis
into drug, intermediate and non-drug
type have been developed. These are
typically determined by chemical
analyses based upon the method
described by Doorenbos (1971) which
utilizes manicured portions of the
Cannabis plant only in determining
percent concentration.

Cannabis sativa has been referred to
as a widely distributed and unstabilized
species. Cannabis exhibits extreme
polymorphism (ability to alter, change)
in different varieties, dependent upon
many factors. For example, there are at
least twenty strains which are cultivated
for fiber. There have been many
attempts to classify Cannabis as a
function of intoxicant properties or fiber
properties. Such classification efforts
are dependent upon the age of the
sample. And there is no totally reliable
classification system based on a single
chemical analysis. The plasticity of the
genus has prevented the development of
such a system (Turner et al. 1980a,b).

In a study where twelve strains of
Cannabis were grown out of doors in
Southern England (Fairbairn and
Liebmann, 1974, Fairbairn et al., 1971),
the following were determined:

1. Warm climate are not necessary for
high THC content.

2. There is considerable THC content
variation within and between plants.

3. Quantitative results of
tetrahydrocannabinol concentration
(THC) are highly dependent upon the
specific plant part sampled, the stage of
growth and the size of sample.

4. Certain strains of Cannabis can be
THC or cannabidiol (CBD) rich which

does not seem to be dependent upon
environmental conditions.

5. However, growing the same strain
of Cannabis under different lighting
conditions can produce plants that
range from 2.4 to 4.42% THC
concentration (based upon an analysis
of the upper leaves). And finally,

6. THC concentration are dramatically
higher on dried flowering or vegetative
tops of the plants relative to middle or
lower portions.

In a similar study on the
characterization of Cannabis accessions
with regard to cannabinoid content, vis-
a-vis other plant characters (deMeijer,
1992), it was determined that:

1. There exists considerable variation
within and among accessions for
cannabinoid content;

2. Mean cannabinoid content is
strongly affected by year of cultivation;

3. There is no strict relationship
between chemical and non-chemical
traits; and,

4. It is uncommon, but some
accessions combine high bark fiber
content and considerable psychoactive
potency.

In 1993 de Meijer reported the results
of a government (Netherlands) funded
industrial hemp project designed to
investigate the stem quality, yield, and
a comparative analysis to wood fibers.
deMeijer found that the commercial
grade industrial hemp seeds,
germplasms derived from <0.3% THC
chemovars, demonstrated a significant
variation in the average THC content
which ranged from 0.06 to 1.77% in the
female dry leaf matter. deMeijer
concluded by stating,

Although high bark fiber content does not
necessarily exclude high THC content, most
fiber cultivars have very low THC content
and thus possess no psychoactive potency

While the data from his own study
refutes these conclusions he does
conclude that the industrial hemp plant
does not preclude high THC content.

A review of these and other studies in
the scientific literature, indicate that
THC concentrations vary within
portions of the Cannabis plant (Hanus et
al., 1989, 1975). In some studies, the
concentration of THC can increase as
much as 100% from leafy to flowering
portions of the same plant. THC
concentrations are known to be elevated
on the upper portions of the plant. In a
study published by Fairbairn and
Liebmann, (1974) there was
considerable variations between the
flowering tops (bracts, flowers,
immature fruits at the ends of shoots)
and leafy portions of some specimens.
THC content decreases with age and
length of leaves (Paris & Nahas, 1984, p

25). The lower, more developed leaves
have a low cannabinoid content and the
top leaves have a high cannabinoid
content, especially when they are
associated with the bracts of the plant.
Cannabinoids are localized in the upper
third of the ‘‘stalk’’ and in the flowers.
Therefore, the THC content of specific
portions of a plant, which on a whole
plant basis did not exceed 1%, could
significantly exceed this threshold. Very
few marijuana users actually ‘‘smoke’’
the leaves. It is the colas or the
flowering portions of the plants which
are utilized and these are exactly the
portions of the plant which would be
expected to have the highest
concentration of THC.

It is clearly recognized that Cannabis
presents a high degree of genetic
plasticity which results in extreme
polymorphism in its different varieties.
The hemp first grown in the United
States for fiber was of European origin.
The type basic to modern American
fiber production, known as Kentucky,
came originally from China. In Europe,
there are five to six varieties with one
considered ‘‘exceptional’’—the
Kymington. The plasticity of the
European fiber variety has been clearly
shown (Bouquet, 1951; Hamilton, 1912,
1915). European cultigens planted in
dry, warm areas of Egypt to supply fiber
for rope-making were found to produce,
within several generations, plants with
high psycho-active ingredients and very
little fiber. Cannabis sativa’s botanical
and chemical characteristics change
markedly as a result of environmental
factors and human manipulation.
Doorenbos et al., (1971) cultivated a
Mexican and Turkish variant in
Mississippi for three consecutive
generations. During that period, the Δ9-
THC content did not change in the
Mexican variant but increased in the
Turkish variant. In the more controlled
environment of a phytotron (light,
humidity, and nutrition controlled),
Braut-Boucher (1978), Braut-Boucher &
Petiard (1981), Braut-Boucher, Paris, &
Cosson (1977) and Paris et al., (1975)
found that the cannabinoid
concentrations rose over a similar three
year period. The concentrations rose
more sharply in cool environments (22–
12°C: day-night) than in warm
environments (32–12°C). Some authors
have hypothesized that immediate
environmentally caused changes are
individual plant reactions, whereas the
progressive changes over generations are
linked with whole populations and
constitute a true natural selection.
Whether this evolution is caused by a
change of genetic equilibrium (caused
by the environment), or by a
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modification of the genetic capacity
(over time), is impossible to say (Paris
& Nahas, 1984).

In 1974 through 1976 the University
of Mississippi cultivated 7 variants of 12
Cannabis plants discovered and
collected in 1973 from different areas of
Mexico. Cannabinoid content was
analyzed weekly during the cultivation
period. Turner, Elsohly, Lewis, Lopez-
Santibanez & Carranza (1982)
summarized their findings as follows:

In 1974, vegetative plants of ME–H, ME–
K, ME–L, ME–N and ME–O, at 13 weeks of
age had higher Δ9-THC content that at weeks
12 and 14. They showed minimum Δ9-THC
content at week 15. For the most part, 1974
staminate and pistillate plants grown in
Mississippi produced a low Δ9-THC
concentration * * *.

In all variants, the average Δ9-THC
was higher in 1976 than in 1974. Also,
a greater fluctuation of Δ9-THC was
observed in 1976 than in 1974.

These results further establish that
Cannabis Sativa L. is not a stable hybrid
plant, but rather, represents
characteristics more similar to an
unstable weed.

Marijuana chemistry is complex and
cannot be simplified or extrapolated
from any one or two ‘‘active
compounds’’. As early as 1974 this fact
was recognized by the United Nations
Division on Narcotic Drugs (UN Doc,
1974). As highlighted by Turner (1980),
the chemistry of THC is not the
chemistry of marijuana and the
pharmacology of marijuana is not the
pharmacology of THC. Recent findings
do suggest that the interactions between
cannabinoids is one of many critical
factors in the analysis of the
psychopharmacology of marijuana.

According to Jones (1980), because of
exposure to a wide range of plant
material and the cultural labeling
(almost like advertising) of much of the
marijuana experience, marijuana users
are particularly subject to the effects of
nonpharmacological variables that alter
the subjective response to marijuana
intoxication (Jones 1971, 1980; Cappell
& Pliner, 1974; Becker 1967). As
reviewed by Jones (1971), a number of
studies suggest that experienced
marijuana users are more subject to
‘‘placebo reactions’; that is, a degree of
intoxication disproportionate to the
THC content of the material. This seems
particularly true if the individuals are
exposed to low potency marijuana
(<1.0% THC). Jones believes that this is
a result of experience and practice at
recognizing minimal physiologic cues
together with the smell, taste and other
sensations associated with smoking a
marijuana cigarette (Jones 1980, 1971).
Becker 1967 and Cappell & Pliner (1974)

have described a number of
psychological factors (expectancy, social
setting, etc.) that appear to
synergistically interact to help generate
the subjective experiences engendered
by marijuana smoking.

Domino, Rennick, & Pearl (1976)
administered THC injected into tobacco
cigarettes to male volunteers. Similar to
findings described by Isbell et al., (1967)
they report that 50 μg of THC into the
cigarettes produced a ‘‘social high’’,
while 250 μg/kg was ‘‘hallucinogenic’’.
Taking 80 kg as the mean weight of their
subjects the authors concluded that a
4.0 mg total THC dose produced a
‘‘social high’’; a hallucinogenic dose
was 20 mg total THC by inhalation. A
standard 1g cigarette of 1% THC fibre-
type hemp provides 10 mg of THC. Even
allowing for a 50% loss of THC from
sidestream smoke and pyrolysis,
smoking this cigarette provides more
than enough THC to produce a ‘‘social
high’’.

In 1968 Weil, Norman, & Nelsen
described a set of studies examining the
physiological and psychological aspects
of smoked marijuana. The first batch of
Mexican grown marijuana used in the
study was found to contain only 0.3%
THC by weight. The potency of this
product was considered to be ‘‘low’’ by
the experimenters on the basis of the
doses needed to produce symptoms of
intoxication in the chronic users. This
low potency marijuana was able to
produce a ‘‘high’’, but only with two 1
gram cigarettes. A second batch was
used in later studies. Weil, Norman, &
Nelsen report that marijuana assayed at
0.9% THC (a quantity slightly less than
the 1% THC limit set forth by the
petitioners) was rated by the chronic
users in the study to be ‘‘good, average’’
marijuana, neither exceptionally strong
nor exceptionally weak compared to the
usual supplies. Users consistently
reported symptoms of intoxication after
smoking about 0.5 grams of the 0.9%
THC containing marijuana (half a joint).
With the high dose of marijuana (2.0
grams of 0.9% THC containing
marijuana) all chronic users became
‘‘high’’ by their own accounts and in the
judgment of experimenters who had
observed many persons under the
influence of marijuana.

Agurell & Leander (1971) examined
the physiological and psychological
effects of low THC-containing cannabis
in experienced users. They reported that
14–29% of the cannabinoid content of
the cigarette was transferred to the main
stream smoke. Based on qualitative and
quantitative analyses, Agurell & Leander
demonstrated that as little as 3–5 mg of
THC was needed to be absorbed by the
lung in order to produce a ‘‘normal

biological high’’. Further, they found
that as little as 1 mg of absorbed THC
was discriminable by all of their chronic
user subjects.

In 1982, Barnett, Chiang, Perez-Reyes,
& Owens had six subjects smoke a 1%
THC-containing (industrial hemp, as
defined by the petitioner) marijuana
cigarette. Significant heart rate and
subjective measures of ‘‘high’’ were
measured for 2 hours after each
cigarette.

In 1971 Jones reported on the wide
variability in THC concentrations found
in street samples:

Specimens gathered in the midwestern
United States contained only 0.1—0.5%
THC. Thirty specimens selected from seized
samples in the Bureau of Narcotics and
Dangerous Drugs Laboratory in San Francisco
all contained less than 1% THC. Samples
from the State of California Bureau of
Narcotic enforcement analyzed in our
laboratory contained as little as 0.1% THC
and a maximum of 0.9% * * * In a survey
done in Ontario, Canada, Marshman and
Gibbons found that of 36 samples alleged to
be marijuana with high cannabinoid content,
34% contained no marijuana at all, and much
of the rest was cut with other plant
substances. A generous assumption is that
marijuana generally available in the United
States averages about 1.0% THC.

It must be acknowledged that the THC
content of domestically grown and
imported marijuana has increased since
these reports. However, the description
by Weil, Zinberg & Nelson (1968),
Agurell & Leander (1971), Jones (1971)
and Barnett et al. (1982) highlight the
historical importance of low THC
concentrations contained in marijuana
which provided the basis for the
marijuana culture that developed in the
1970s. The incident described by Jones
was not an isolated case of the
inadvertent misrepresentation of the
THC content of marijuana extracts.
Caldwell et al., (1969) found that the
NIMH-supplied marijuana that they
reported to have contained 1.3% THC
was analyzed by two independent
laboratories and found to contain as
little as 0.2 to 0.5% THC. Similarly,
according to Paton & Pertwee (1973) the
THC content of material used by Clark
& Nakashima (1968), Weil et al., (1968),
Weil & Zinberg (1969), and Crancer et
al., (1969) must be expected to be one-
third to one-sixth less than stated. This
means that the positive results of all of
these studies were the result of a
surprisingly low THC-containing
(<1.0%) marijuana. The early scientific
data on the subjective effects of
marijuana were generated with these
samples by experienced smokers
smoking material in this potency range.
These experienced marijuana smokers
were reporting that these marijuana

VerDate 11<MAY>2000 11:15 Apr 17, 2001 Jkt 194001 PO 00000 Frm 00024 Fmt 4701 Sfmt 4703 E:\FR\FM\18APN2.SGM pfrm01 PsN: 18APN2

Case: 20-71433, 09/29/2020, ID: 11841671, DktEntry: 19-2, Page 113 of 286
(298 of 1491)



20061Federal Register / Vol. 66, No. 75 / Wednesday, April 18, 2001 / Notices

samples were of ‘‘average quality’’
(Mechoulam, 1973).

In an early study, Jones (1971)
utilized 1 gram of plant material with a
THC concentration of 0.9% (9 mg of
THC). Experienced marijuana smokers
were asked to freely smoke marijuana
cigarettes for 10 minutes. The smoking
topography of the smokers widely
varied and was not controlled in this set
of experiments. Subjects were asked to
smoke the entire cigarette. Subjective
state was measured by asking the
subjects to make global estimates of his
degree of intoxication on a 0–100 scale.
A score of 0 was defined as ‘‘sober’’ and
a score of 100 as the most intoxicated
or most ‘‘stoned’’ they had ever been in
any social situation. At the end of the
session (about 3 hrs), the subject also
filled out a 272-item symptom checklist
(SDEQ: subjective drug effects
questionnaire) which taps some of the
more unusual emotional, perceptual and
cognitive effects produced by
psychoactive drugs. The mean potency
rating was 61 for the marijuana
containing only 9 mg of THC. There was
a tremendous range in the rating made
by individual smokers. Jones concluded
that the smokers may obtain
intermittent reinforcement from THC
but where much of the behavior and
subsequent response is maintained by
‘‘conditioned reinforcers’’ such as the
whole ritual of lighting up, the
associated stimuli of smell, taste, visual
stimuli and so on.

Manno, Kiplinger, Haine, Bennett, &
Forney (1970) asked subjects to smoke
an entire 1 gram cigarette containing 1%
THC (10 mg; low potency). The subjects
were told to take 2 to 4 seconds to
inhale and to hold the draw for 30 to 60
seconds. The expired smoke was
collected and analyzed for THC content,
as well. During the experiment the
subjects smoked the entire cigarette; in
all cases, less than 0.5 mg of THC
remained in the residue of each
cigarette. Manno et al. reported that the
quantity of THC or other cannabinols
present in a marijuana cigarette was not
a reliable indicator of the amount of
cannabinols that were delivered in the
smoke of the cigarette. Controlled
smoking experiments through a
manufactured smoking machine
demonstrated that approximately 50%
of the Δ9-THC originally present in the
cigarette was delivered unchanged in
the smoke. Manno et al. concluded that
a dose of approximately 5 mg of Δ9-THC
was delivered which was estimated to
be an administered dose in the range of
50 to 75 μg per kilogram. These low
potency marijuana cigarettes produced
significant motor and mental
performance measures on the pursuit

meter test, delayed auditory feedback,
verbal output, reverse reading, reverse
counting, progressive counting, simple
addition, subtraction, addition +7,
subtract +7, and color differentiation.
These low potency cigarettes also
produced significant pulse rate
increases and significant increases on a
somatic symptoms checklist.
Unsolicited verbal comments from the
subjects verified that the subjects were
‘‘high’’ on these low potency marijuana
cigarettes.

Kiplinger, Manno, Rodda, Forney,
Haine, Ease, & Richards (1971)
conducted a randomized block, double-
blind study designed to establish a dose-
response analysis of the THC content in
marijuana using a variety of behavioral
and subjective effects measures.
Marijuana cigarettes were manufactured
to deliver doses of 0, 6.25, 12.5, 25, and
50 μg/kg of Δ9-THC. Based on an average
70 kg man, the total delivered doses of
THC were 0, 0.43, 0.875, 1.75, and 3.5
mg. Based on the assumption of a 50%
loss of THC from pyrolysis and
sidestream smoke these doses would be
equivalent to smoking cigarettes
containing 0, 0.08%, 0.16%, 0.3%, and
0.7% THC containing hemp. The lower
concentrations of THC were used
because these doses are found in the
weaker ‘‘hemp’’ or fiber type marijuana
commonly grown in the United States.
All doses of THC, including the two
lowest doses, increased the subjective
ratings on both the ARCI and Cornell
Medical Indexes, produced heart-rate
increases, increased motoric decrements
in pursuit meter, and produced
decrements in mental performance
using the delayed auditory feedback
test. Most importantly, 80% of subjects
correctly identified the lowest dose
(6.25 μg/kg; 0.43 mg THC) as active
marijuana. The authors suggested that
even lower doses might have
measurable effects. Holtzman (1971) has
suggested that one of the best predictors
of a drug’s abuse liability is the
identification of the substance as ‘‘drug-
like’’ by experienced drug users. The
identification of the lowest dose of
marijuana in the Kiplinger et al. and the
other studies, discussed above, clearly
suggests that industrial ‘‘fiber-type’’
marijuana has abuse potential.

Many of the studies examining the
behavioral effects of marijuana in
animals have chosen to administer THC
because of the difficulties in controlling
and administering exact doses within
and between subjects when using
pyrolyzed forms of marijuana to
animals. Accurate small-animal smoke
delivery systems are not yet available.
The lack of water solubility of Δ9-THC
has made its administration and

absorption a difficult problem for
pharmacologists. Many different
methods for suspending, solubilizing, or
emulsifying Δ9-THC have been used.
None of these methods are without
difficulty and without influence on
absorption and pharmacological
activity. The fact that many methods
have been used by various investigators
makes quantitative comparisons
difficult.

Δ9-THC is the primary active
ingredient of marijuana that produces
the subjective ‘‘high’’ associated with
smoking the plant material and is the
chemical basis for cannabis abuse.
Studies in several species of laboratory
animals, including rhesus monkeys, rats
and pigeons, have found
pharmacological specificity for Δ9-THC
at the cannabinoid receptors, and for
cannabinoid drugs that bind with high
affinity to brain cannabinoid receptors,
and is psychoactive in humans and
animals (Browne and Weissman, 1981;
Balster and Prescott, 1992; Compton et
al., 1993; Wiley et al., 1995a,b). In
general, the doses that produce its acute
therapeutic effects and its
cannabimimetic effects are similar
(Devine et al., 1987; Consroe and
Sandyk, 1992).

Central Nervous System Effects
It has been reported that in man,

doses above 1 milligram of Δ9-THC
absorbed by smoking marijuana are
sufficient to cause a ‘‘high’’ (Agurell et
al., 1986). Further, Agurell et al. (1986)
suggested based on mouse data, that a
pronounced ‘‘high’’ would be caused by
the presence of as little as 10
micrograms of Δ9-THC in the brain,
immediately after smoking a marijuana
cigarette. These conclusions, based on a
diverse array of pharmacokinetic
studies, suggest that ‘‘fiber-type’’
marijuana clearly has the capacity to
deposit these levels of THC into the
brain of man soon after smoking a 1%
THC-containing marijuana cigarette
(assuming the typical ‘‘joint’’ of 1 g,
with 10mg THC). Δ9-THC exerts its most
prominent effects on the CNS and the
cardiovascular system.

Administration of Δ9-THC via smoked
cannabis is associated with decrements
in motivation, cognition, judgement,
memory, motor coordination, and
alterations in perception (especially
time perception), sensorium, and mood
(cf., Jaffe, 1993). Most commonly Δ9-
THC produces an increase in well-being
and euphoria accompanied by feelings
of relaxation and sleepiness. The
consequences produced by Δ9-THC-
induced behavioral impairments can
greatly impact the public health and
safety, given that individuals may be
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attending school, working, or driving a
motor vehicle under the influence of the
drug (i.e., marijuana).

Preclinical studies show that Δ9-THC
produces decrements in short-term
memory, as evidenced by disruptions in
acquisition and performance of maze
behavior, conditioned emotional
responses, and passive avoidance
responses, impairment on the retention
in delayed matching and alternation
tests, and increases in resistance to
extinction (Drew and Miller, 1974,
Nakamura et al., 1991; Jäarbe and
Mathis, 1992; Lichtman and Martin,
1996). Recent studies in rats found that
these Δ9-THC-induced impairments in
spatial working memory were reversible
after long abstinence (Nakamura et al.,
1991) and can be blocked by the
cannabinoid receptor antagonist
SR141716A (Lichtman and Martin,
1996).

Memory disturbances are one of the
well-documented effects of ‘‘Δ9-THC
and marijuana on human behavior
(Mendelson et al., 1974; Jaffe, 1993;
Hollister, 1986; Chait and Pierri, 1992).
Clinical investigators of Δ9-THC and
marijuana’s effects in memory have
suggested that the drug produces a
deficit in memory for recent events, and
inhibition of the passage of memory
from short-term to long-term storage
(Drew and Miller, 1974; Darley 1973a,b).

Heishman, Huestis, Henningfield, &
Cone (1990) demonstrated cognitive
performance decrements in marijuana
smokers. Performance remained
impaired on arithmetic and recall tests
on the day after smoke administration.
The authors suggested that performance
decrements from smoking two to four
marijuana cigarettes may be evident for
24 to 31 hours. These data identify a
particular set of performance
decrements which characterize a
marijuana-induced abstinence
syndrome in man.

Cardiovascular Effects
In humans, Δ9-THC produces an

increase in heart rate, an increase in
systolic blood pressure while supine,
decreases in blood pressure while
standing, and a marked reddening of the
conjunctivae (cf., Jaffe, 1993). The
increase in heart rate is dose-dependent
and its onset and duration varies but
lags behind the peak of Δ9-THC levels in
the blood.

Respiratory Effects
Marijuana smoking produces

inflammation, edema, and cell injury in
the tracheobronchial mucosa of smokers
and may be a risk factor for lung cancer
(Sarafian et al., 1999). Smoke from
marijuana has been shown to stimulate

intermediate levels of reactive oxygen
species. A brief, 30-minute exposure to
marijuana smoke, regardless of the THC
content, also induced necrotic cell death
that increased steadily up to 48 hours
after administration. Sarafian et al.,
concluded that marijuana smoke
containing THC is a potent source of
cellular oxidative stress that could
contribute significantly to cell injury
and dysfunction in the lungs of
smokers.

The low incidence of carcinogenicity
may be related to the fact that
intoxication from marijuana does not
require large amounts of smoked
material. This may be especially true
today since marijuana has been reported
to be more potent now than a generation
ago and individuals typically titrate
their drug consumption to consistent
levels of intoxication. However, several
cases of lung cancer in young marijuana
users with no have been reported (Fung
et al., 1999).

However, a recent study (Zhang et al.,
1999, below) has suggested that
marijuana use may dose-dependently
interact with mutagenic sensitivity,
cigarette smoking and alcohol use to
increase the risk of head and neck
cancer. THC is known to suppress
macrophage natural killer cells and T-
lymphocytes and reduce resistance to
viral and bacterial infections. As shown
below, Zhu et al., demonstrated that
THC probably interacts with the T-cell
cannabinoid CB2 receptor to produce
these effects. As shown in the figure,
below, these researchers found that THC
promoted tumor growth in two
immunocompetent mice lines. In two
different weakly immunogenic murine
lung cancer models, intermittent
administration of THC led to accelerated
growth of tumor implants compared
with treatment with placebo alone. The
immune inhibitory cytokines IL–10 and
TGF-beta were augmented, while IFN-
gamma was down-regulated at both the
tumor site and in the spleens of THC-
treated mice. This has been the first
clear demonstration that THC promotes
tumor growth and supports the
epidemiological evidence of an
increased risk of cancer among
marijuana smokers.

In a recent comprehensive review of
the existing literature base, Carriot &
Sasco (2000) reported that users under
the age of 40 years of age were more
susceptible to squamous-cell carcinoma
of the upper aerodigestive tract,
particularly of the tongue and larynx,
and possibly the lung. Others tumors
being suspected are non-lymphoblastic
acute leukemia and astrocytoma. In
head and neck cancer carcinogenicity
was observed for regular (i.e. more than

once a day for years) cannabis smokers.
Moreover, cannabis increases the risk of
head and neck cancer in a dose-
response manner for frequency and
duration of use. THC seems to have a
specific carcinogenic effect different
from that of the pyrolysis products
produced by (nicotine) cigarette
smoking.

(3) The State of Current Scientific
Knowledge Regarding the Drug or Other
Substance

In general, the petitioner argues that
the chemistry, toxicology and
pharmacology of marijuana has been
subjected to extensive study and peer
review, and have been well
characterized in the scientific literature.
In addition, the discovery of the
cannabinoid receptor has shed new light
on the effects of marijuana and its
mechanism of action.

The literature cited by the petitioner
(Tashkin et al., 1987, 1988, 1990, 1991,
1993; Barbers et al., 1991; Sherman et
al., 1991a, 1991b; Wu et al., 1992)
provide data about the effects of
marijuana smoke on the lungs, which,
by the petitioner’s own admission, is
inherently unhealthy. Data show that
smoking marijuana is associated with
more tar than cigarettes and holding
your breath (a common practice of
marijuana smokers) increases carbon
monoxide concentration. His assertion
that Schedule I policy makes promoting
safer marijuana smoking habits
impossible has no basis in law (exact
citations are found in petition).

Pulmonary effects of smoked
marijuana include bronchodilation after
acute exposure. Chronic bronchitis and
pharyngitis are associated with repeated
pulmonary illness. With chronic
marijuana smoking, large airway
obstruction and cellular inflammatory
abnormalities appear in bronchial
epithelium (Adams and Martin, 1996).
Chronic marijuana use is associated
with the same types of health problems
as cigarette smoking: increased
frequency of bronchitis, emphysema
and asthma. The ability of alveolar
macrophages to inactivate bacteria in
the lung is impaired. Local irritation
and narrowing of airways also
contribute to problems in these patients.

Work by Perez-Reyes et al. (1991) and
Agurell et al. (1989) provides data about
the pharmacokinetics of THC from
smoked marijuana.

When marijuana is smoked, THC in
the form of an aerosol in the inhaled
smoked is absorbed within seconds and
delivered to the brain rapidly and
efficiently. Peak venous blood levels
75–150 ng/ml usually occur by the end
of smoking a cigarette and level of THC
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in the arterial system is probably much
higher (Agurell et al., 1986).

Toxicity by definition is the ability of
an agent to produce injury or cause
harm (morbidity/mortality). It is not
clear that the effects of marijuana use
are ‘‘well-established,’’ but what is
known about the psychoactive effects,
lung effects, endocrine effects etc.
would suggest that smoking marijuana
is not benign.

The cardiovascular effects of smoked
or oral marijuana have not presented
any health problems for healthy and
relatively young users. However,
marijuana smoking by older patients,
particularly those with some degree of
coronary artery disease, is likely to pose
greater risks because of the resulting
increased cardiac work, increased
catecholamines, carboxyhemoglobin
and postural hypotension (Benzowitz
and Martin, 1996; Hollister, 1988).

The endocrine system effects include
moderate depression of spermatogenesis
and sperm motility and decrease in
plasma testosterone on males. Prolactin,
FSH, LH, and GH levels are decreased
in females (Mendelson and Mello,
1984). Relatively little study has been
done on human female endocrine or
reproductive function.

THC and other cannabinoids in
marijuana have immunosuppressant
properties producing impaired cell-
mediated and humoral immune system
responses. THC and other cannabinoids
suppress antibody formation, cytokine
production, leukocyte migration and
killer-cell activity (Adams and Martin,
1996).

Marijuana may cause membrane
perturbations in cells. At the marijuana
conference in July, 1995 sponsored by
NIH, NIDA and DHHS, Dr. Cabral stated
that THC effects body functions by
accumulating in fatty tissue. While a
receptor-based mechanism of action has
been determined, localized and
characterized it is not clear that this
necessarily negates membrane (high
fatty acids) effects.

Mechanisms for marijuana’s
psychoactive effects were thought to be
through interactions of the lipid
component of cell membranes. The
discovery of the cannabinoid receptor
has changed that thinking and it is now
believed that most of the effects of
marijuana are mediated through
cannabinoid receptors. Receptors are
located in brain areas concerned with
memory, cognition and motor
coordination. An endogenous ligand,
anandamide, has been identified but not
studied in humans (Thomas et al. 1996).
A specific THC antagonist, SR141716A,
produces intense withdrawal signs and
behaviors in rodents that have been

exposed to THC for even a relatively
short period of time (Adams and Martin,
1996). Clinical pharmacology of the
antagonist has not been studied in
humans.

Most of what is known about human
pharmacology of smoked marijuana
comes from experiments with plant
material containing about 2 percent
THC or less. Very few controlled studies
have been done with elderly,
inexperienced or unhealthy users and
data suggest that adverse effects may
differ from healthy volunteers (Hollister
1986, 1988).

Most of what is written about the
pharmacological effects of marijuana is
inferred from experiments on pure THC.
The amount of Cannabidiol and other
cannabinoids in smoked marijuana
could modify the effects of THC.

Tolerance to marijuana’s psychoactive
effect probably results from down
regulation of cannabinoid receptors
which is a form of desensitization of
neuronal cells. In general, tolerance to
marijuana’s effects is often associated
with an increased dependence liability.
Data indicate that people escalate the
amount of marijuana they smoke and
continue to use marijuana despite
negative consequences. These are
classic signs of developing dependence.

After repeated smoked or oral
marijuana doses, marked tolerance is
rapidly acquired to many of marijuana’s
effects: cardiovascular, autoimmune and
many subjective effects. After exposure
is stopped, tolerance is lost with similar
rapidity (Jones et al., 1981)

Withdrawal symptoms and signs
appearing within hours after cessation
of repeated marijuana use have been
reported in clinical settings (Duffy and
Milan, 1996; Mendelson et al., 1984).
Typical symptoms and signs were
restlessness, insomnia, irritability,
salivation, diarrhea, increased body
temperature and sleep disturbances
(Jones et al., 1981).

Data on the immune system indicates
that marijuana does effect the body’s
ability to resist microbes including
bacteria, viruses and fungi and
decreases the body’s antitumor activity.
THC effects macrophages, T-
lymphocytes and B-lymphocyts. A THC
receptor has been found in the spleen.
These effects may be receptor mediated.
In a person with compromised immune
function marijuana could pose a health
risk.

Acute effects of transient anxiety,
panic, feelings of depression and other
dysphoric moods have been reported by
17 percent of regular marijuana users in
a large study (Tart, 1971). Whether
marijuana can produce lasting mood
disorders or schizophrenia is less clear

(IOM, 1982). Chronic marijuana use can
be associated with behavior
characterized by apathy and loss of
motivation along with impaired
educational performance (Pope and
Yurgelun-Todd, 1996).

DEA has found that since HHS’s last
medical and scientific evaluation on
marijuana (1986), there have been a
significant number of new findings
relating to THC:

1. Cannabinoid receptors have been
identified in the brain and spleen;

2. The CNS cannabinoid receptor has
been cloned;

3. An endogenous arachidonic acid
derivative ligand (anandamide) has been
identified;

4. A high density of cannabinoid
receptors have been located in the
cerebral cortex, hippocampus, striatum
and cerebellum; and

5. An antagonist to the cannabinoid
receptor has been developed

In addition, a significant body of
literature has been amassed regarding
the effects of marijuana.

For example:
1. Studies on the acute and chronic

effects of marijuana on the endocrine
system;

2. Effect of marijuana on learning and
memory;

3. Effect of marijuana on pregnant
females and their offspring
development;

4. Effect on the immune system;
5. Effect on the lungs; and
6. Effects of chronic use with regard

to tolerance, dependence and
‘‘amotivational syndrome.’’

While many of the petitioner’s
arguments are based on new research
findings, the interpretation of those
findings requires clarification.

As was pointed out by the NIH expert
committee on the medical utility of
marijuana, marijuana is not a single
drug. It is a variable and complex
mixture of plant parts with a varying
mix of biologically active material.
Characterizing the clinical
pharmacology is difficult especially
when the plant is smoked or eaten.
Some of the inconsistency or
uncertainty in scientific reports
describing the clinical pharmacology of
marijuana results from the inherently
variable potency of the plant material.
Inadequate control over drug dose
together with the use of research
subjects with variable experience in
using marijuana contributes to the
uncertainty about what marijuana does
or does not do.

There are studies in the scientific
literature that have evaluated dose-
related subjective and reinforcing effects
of Cannabis sativa in humans. These
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studies have assessed the subjective and
reinforcing effects of cannabis cigarettes
containing different potencies of THC
and/or which have manipulated the
THC dose by varying the volume of THC
smoke inhaled (Azorlosa et al., 1992;
Lukas et al., 1995; Chait et al., 1988;
Chait and Burke, 1994; Kelly et al.,
1993; Kipplinger et al, 1971, Manno et
al., 1970).

Chait et al. (1988) studied the
discriminative stimulus effects of
smoked marijuana cigarettes containing
THC contents of 0%, 0.9%, 1.4%, 2.7%.
Marijuana smokers were trained to
discriminate smoked marijuana from
placebo using 4 puff of a 2.7%-THC
cigarettes. Subjective ratings of ‘‘high’’,
mean peak ‘‘high’’ scores, and
physiological measures (i.e., heart rate)
were significantly and dose-
dependently increased after smoking the
0.9%, 1.4%, 2.7%. Marijuana cigarettes
containing 1.4% THC completely
substituted for 2.7%-THC on drug
identification tasks, however, 0.9%-THC
did not. The authors found that the
onset of discriminative stimulus effects
was within 90 seconds after smoking
began (after the first two puffs). Since
the 1.4%-THC cigarette substituted for
2-puffs of the 2.7%-THC cigarette, the
authors estimate that an inhaled dose of
THC as low as 3 mg can produce
discriminable subjective effects.

Similarly, Lukas et al. (1995) reported
that marijuana cigarettes containing
either 1.26% or 2.53% THC produced
significant and dose-dependent
increases in level of intoxication and
euphoria in male occasional marijuana
smokers. Four of the six subjects that
smoked the 1.26%-THC cigarette
reported marijuana effects and 75% of
these subjects reported euphoria. All six
of the subjects that smoked 2.53% THC
reported marijuana effects and euphoria.
Peak levels of self-reported intoxication
occurred at 15 and 30 minutes after
smoking and returned to control levels
by 90–105 minutes. There was no
difference between latency to or
duration of euphoria after smoking
either the 1.26% or 2.53% THC
cigarettes. The higher dose-marijuana
cigarette produced a more rapid onset
and longer duration of action than the
lower dose marijuana cigarette (1.26%
THC). Plasma THC levels peaked 5–10
minutes after smoking began; the
average peak level attained after the
low- and high-dose marijuana cigarette
was 36 and 69 ng/ml respectively.

In order to determine marijuana dose-
effects on subjective and performance
measures over a wide dose range,
Azorlosa et al. (1992) evaluated the
effects of 4, 10, or 25 puffs from
marijuana cigarettes containing 1.75 or

3.55% THC in seven male moderate
users of marijuana. Orderly dose-
response curves were produced for
subjective drug effects, heart rate, and
plasma concentration, as a function of
THC content and number of puffs. After
smoking the 1.75% THC cigarette,
maximal plasma THC levels were 57 ng/
ml immediately after smoking, 18.3 ng/
ml 15 minutes after smoking, 10.3 ng/
ml 30 minutes after smoking, and 7.7
ng/ml 45 minutes after smoking.

The study also show that subjects
could smoke more of the low THC
cigarette to produced effects that were
similar to the high THC dose cigarette
(Azorlosa et al., 1992). There were
nearly identical THC levels produced by
10-puff low-THC cigarette (98.6 ng/ml)
and 4-puff high THC cigarette (89.4 ng/
ml). Similarly, the subjective effects
ratings, including high, stoned,
impaired, confused, clear-headed and
sluggish, produced under the 10 puff
low- and high-THC and 25 puff low-
THC conditions did not differ
significantly from each other.

As with most drugs of abuse, higher
doses of marijuana are preferred over
lower dose. Although not preferred,
these lower doses still produce
cannabimimetic effects. Twelve regular
marijuana smokers participated in a
study designed to determine the
preference of a low potency (0.64%-
THC) vs. a high potency (1.95%-THC)
marijuana cigarette (Chait and Burke,
1994). The subjects first sampled the
marijuana of two different potencies in
one session, then chose which potency
and how much to smoke. During
sampling sessions, there were
significant dose-dependent increases in
heart rate and subjective effects,
including ratings of peak ‘‘high’’,
strength of drug effects, stimulated, and
drug liking. During choice sessions, the
higher dose marijuana was chosen over
the lower dose marijuana on 87.5% of
occasions. Not surprising, there was a
significant positive correlation between
the total number of cigarettes smoked
and the ratings of subjective effects,
strength of drug effect, drug ‘‘liking’’,
expired air carbon monoxide, and heart
rate increases. The authors state it is not
necessary valid to assume that the
preference observed in the present study
for the high-potency marijuana was due
to greater CNS effects from its higher
THC content. The present study found
that the low- and high-potency
marijuana cigarettes also differ on
several sensory dimensions; the high-
potency THC was found to ‘‘fresher’’
and ‘‘hotter’’. Other studies found that
marijuana cigarettes containing different
THC contents varied in sensory

dimensions (cf., Chait et al., 1988;
Nemeth-Coslett et al., 1986).

As described above in Factors 1 and
2, there are data to show that the effects
of THC are dose-dependent and several
studies have found that low-potency
THC is behaviorally active and can
produce cannabimimetic-like subjective
and physiological effects. Preclinical
and clinical experimental data
demonstrate that marijuana and Δ9-THC
have similar abuse liabilities (i.e., drug
discrimination, self-administration,
subjective effects). Both preclinical and
clinical studies show that
discontinuation of either marijuana and
Δ9-THC administration produces a mild
withdrawal syndrome. Most of what is
known about human pharmacology of
smoked marijuana comes from
experiments with plant material
containing about 2–3% percent THC or
less, in cigarette form provided by NIDA
(cf., NIDA, 1996). Very few controlled
studies have been done with elderly,
inexperienced or unhealthy users and
data suggests that adverse effects may
differ from healthy volunteers (Hollister
1986, 1988).

Cannabidiol (CBD) does not have
psychotomimetic properties and does
not appear to produce a subjective
‘‘high’’ in human subjects (Musty,
1984). This does not mean that CBD
does not have CNS effects or that it does
not contribute to the subjective high
produced by the cannabinoids. CBD has
been clearly shown to have anti-
convulsant effects as demonstrated by
several techniques such as electroshock-
induced seizures, kindled seizures,
pentylenetetrazole-induced seizures
(Carlini et al., 1973; Izquierdo &
Tannhauser, 1973). The suggestion that
CBD does not have abuse liability is
based in part on the findings that CBD
does not produce THC-like
discriminative stimulus effects in
animals (Ford, Balster, Dewey,
Rosecrans, & Harris, 1984; but see
below). However, these tests were
conducted with CBD administered alone
and at only one or two time-points
(however, see Jarbe below). The normal
route of administration of THC and CBD
in humans is by smoking. This mode of
administration provides a variable
proportion of cannabinoid ratios to the
individual subject. As stated above, the
chemistry of marijuana is not just the
chemistry of Δ9-THC , but at a
minimum, a combination of
cannabinoids. According to Turner
(1980) kinetic interactions have been
reported to occur among the
cannabinoids since the early 1970s.
Control studies with varying ratios of
cannabinoid administrations and
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complete time-effect functions have still
not been conducted.

Domino, Domino, & Domino (1984)
have shown that the rate-of-change of
the subjective high after marijuana
administration does not follow the rate-
of-change of plasma or brain THC levels.
While plasma THC function show a
sharp ascending limb and exponential
decline after administration, the
subjective ‘‘high’’ peaks after the peak in
THC and shows a protracted slow
decline. The proportional ratios
between the cannabinoids and their
metabolites in inhaled marijuana, acting
as entourage substances, may have
emergent properties that cannot be
ascribed to any one component of the
complex stimulus administered in the
smoke (Gauvin & Baird, 1999). These
cannabinoid ratios may play a critical
role in the initiation, maintenance, and
relapse of marijuana smoking.

CBD has been clearly shown to have
anxiolytic (Guimãres et al, 1990, 1994;
Musty, 1984; Onaivi, Green, & Martin,
1990; Zuardi et al., 1982) and
antipsychotic (Zuardi et al., 1995;
Zuardi, Antunes Rodrigues, & Cunha,
1991) effects in both animal and man. In
the sense that many studies which have
examined the subjective profiles of
marijuana have demonstrated an
‘‘anxiety’’ component to THC and
marijuana use, it should not be
surprising that CBD’s anxiolytic effects
block some of these discriminative
properties. However, it should not be
concluded from these results that CBD’s
anxiolytic properties do not have or
cannot acquire reinforcing efficacy. It
has been suggested that the affective
baseline of the drug abuser plays a
critical role in the stimulus properties of
drugs (Gauvin, Harland, & Holloway,
1989). The anxiolytic properties of CBD
may serve to diminish the anxiety states
associated with many
psychopathological states, thus
effectively functioning as a ‘‘negative
reinforcer’’. As such, CBD may function
to increase the likelihood of its
administration by its ability to remove
the negative affective states in anxious
patients. A number of authors have
summarized the process by which
marijuana smokers ‘‘learn to get high’’
(cf. Jones, 1971, 1980; Cappell & Pliner,
1974). Karniol et al., (1974) have clearly
demonstrated that the co-administration
of CBD with THC actually blocks the
anxiety induced by Δ9-THC, leaving the
subjects less tense and potentiating the
reinforcing effects of the THC as
demonstrated by the subjects verbal
reports of enjoying the experience even
more. Very few experienced marijuana
smokers report symptoms of anxiety (cf
Jones, 1971, 1980; Petersen, 1980). The

relief of the anxiety and/or
psychotomimetic properties of THC by
the co-administration of CBD may
effectively function as a ‘‘negative
reinforcer’’, increasing the likelihood of
continued abuse.

Other studies have reported that
cannabidiol has cannabinoid properties,
including anticonvulsant effects in
animal and human models (Consroe et
al., 1981; Carlini et al., 1981; Doyle and
Spence, 1995), hypnotic effects (Monti
et al., 1977), and rate-decreasing effects
on operant behavior (Hiltunen et al.,
1988). Experiments with cannabidiol in
combination with THC have found that
certain behavioral responses induced by
THC (i.e., operant, schedule-controlled
responding) were attenuated by
cannabidiol (Borgen and Davis, 1974;
Brady and Balster, 1980; Consroe et al.,
1977; Dalton et al., 1976; Karniol and
Carlini, 1973; Karniol et al., 1974;
Welburn et al., 1976; Zuardi and
Karniol, 1983; Zuardi et al., 1981, 1982;
Hiltunen et al., 1988). However, other
affects produced by THC are augmented
or prolonged by the combined
administration of CBD and THC or
marijuana extract (Chesher and Jackson,
1974; Hine et al., 1975a,b; Fernandes et
al., 1974; Karniol and Carlini, 1973;
Musty and Sands, 1978; Zuardi and
Karniol, 1983; Zuardi et al., 1984). Still
other studies did not report any
behavioral interaction between the CBD
and THC (Bird et al., 1980; Browne and
Weissman, 1981; Hollister and
Gillespie, 1975; Järbe and Henricksson,
1974; Järbe et al., 1977; Mechoulam et
al., 1970; Sanders et al., 1979; Ten Ham
and DeLong, 1975).

A study to characterize the interaction
between CBD and THC was conducted
using preclinical drug discrimination
procedures. Rats and pigeons trained to
discriminate the presence or absence of
THC, and tested with CBD administered
alone and in combinations with THC
(Hiltunen and Järbe, 1986). Specifically,
in rats trained to discriminate 3.0 mg/
kg, i.p. THC, CBD (30.0 mg/kg) was
administered alone and in combination
with THC (0.3 and 1.0 mg/kg, i.p.). In
pigeons trained to discriminate 0.56 mg/
kg, i.m. THC, CBD (17.5 mg/kg) was
administered alone and in combination
with THC (0.1, 0.3, and 0.56 mg/kg,
i.m.). CBD prolonged the discriminative
stimulus effects of THC in rats, but did
not change the time-effect curve for THC
in pigeons. In pigeons, the
administration of CBD did not produce
any differential effect under a fixed ratio
schedule of reinforcement (Hiltunen
and Järbe, 1986).

These data suggest that CBD may
somehow augment or prolong the
actions of THC in rats and had no effect

in pigeons. In the present study, the
CBD/THC ratios ranged from 30:1 to
100:1 in rats and enhanced the stimulus
effects of THC. However, similar CBD/
THC ratios in pigeons (31:1, 58:1 and
175:1) did not result in any changes to
THC’s discriminative stimulus or
response rate effects (Hiltunen and
Järbe, 1986).

In conclusion, although cannabidiol
does contribute to the other effects of
cannabis, it appears to lack
cannabimimetic properties. In addition,
there does not appear to be a scientific
consensus that cannabidiol
pharmacologically antagonizes, in a
classic sense, the effects of THC. Certain
functional blockades have been
demonstrated. As presented in the
scientific literature cited above, the
ability of cannabidiol to modify the
effects of THC may be specific to only
some effects of THC. Most importantly,
CBD appears to potentiate the
euphorigenic and reinforcing effects of
THC which suggests that the interaction
between THC and CBD is synergistic
and may actually contribute to the abuse
of marijuana.

(4) Its History and Current Pattern of
Abuse

The federal databases documenting
the actual abuse of marijuana are
distributed and maintained by the HHS,
therefore, we acknowledge and concur
with HHS’s review of this factor
analysis.

(5) The Scope, Duration, and
Significance of Abuse

The basis of the petition to remove
marijuana from Schedules I and II is not
based on data required by 21 U.S.C. 811
(c) (i.e., the scope, duration, and
significance of use of the substances).

The petitioner seems to assume that
the concept, use of an illegal substance
is abuse of that substance, is a concept
which is universally held to the
exclusion of any other definition of
abuse of a substance. While this concept
is valid in general terms because
marijuana is not a legitimately marketed
product therefore it has no legitimate
use, holding that all adhere to this
definition of abuse denigrates the
intellectual capacity of all researchers
who investigate the topic. The petitioner
neglects to recognize the efforts of the
DHHS and many groups which expend
a great deal of time and money in
research efforts directed toward
developing and implementing drug-
abuse prevention programs. The
petitioner also rejects the notion that
there are individuals who abuse
marijuana even though the National
Household Survey, to which the
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petitioner refers, would indicate that is
the case.

It has not been established that
marijuana is effective in treating any
medical condition. (NIH Workshop on
the Medical Utility of Marijuana, 1997)
At this time, there is no body of
knowledge to which a physician can
turn to learn which medical condition
in which patient will be ameliorated at
which dosage schedule of smoked
marijuana nor can he/she determine in
which patient the benefits will exceed
the risks associated with such treatment.
The petitioner, therefore, is advocating
that individuals become their own
physicians, a notion that even primitive
man found unsatisfactory.

There is nothing absolute in the
placement of a substance into a
particular CSA schedule. The placement
of a substance in a CSA schedule is the
government’s mechanism for seeing that
the availability of certain psychoactive
substances is limited to the industrial,
scientific and medical needs which are
accepted as being legitimate. The
placement of a substance into Schedule
I does not preclude research of that
substance, nor does it preclude
development of a marketable product.
The National Institute on Drug Abuse,
an element of the Department of Health
and Human Services, convened a
conference in 1995 and with NIDA’s
parent organization, the National
Institutes of Health, assembled an ad
hoc group of experts in 1997 to address
issues related to the use, abuse, and
medical utility of marijuana. With
regard to the medical utility of
marijuana, the experts concluded that
the scientific process should be allowed
to evaluate the potential therapeutic
effects of marijuana for certain
disorders, dissociated from the societal
debate over the potential harmful effects
of nonmedical marijuana use. All
decisions on the ultimate usefulness of
a medical intervention are based on a
benefit/risk calculation, and marijuana
should be no exception to this generally
accepted principle.

The cause and effect relationship
which the petitioner poses is neither
substantiated nor relevant. Estimates are
useful when attempting to allocate
resources but they are not necessary for
effective eradication of marijuana. Each
year, millions of plants are destroyed
before their product reaches the market.
In addition, federal law enforcement
activities result in the seizure of another
million or more pounds of product
annually.

As reviewed by Gledhill, Lee, Strote,
& Wechsler (2000), rates of illicit drug
use, especially marijuana, have risen
uniformly among the youth in the

United States in the past decade and
remained steady at the end of the 1990s
despite efforts to reduce prevalence.
Between 1991 and 1997, rates of past
30-day marijuana use had more than
doubled among U.S. 10th grade
secondary school students and more
than tripled among seniors, after a
decade of decline. Between 1997 and
1999, rates of marijuana use among
secondary school students declined for
the first time in the 1990s mainly among
the older students (16–17 yrs old).

Disturbing are the findings that
marijuana use is steadily increasing
among 8th, 10th and 12th graders at all
prevalence levels. According to the 1996
survey results from the Monitoring the
Future Study, 45% of seniors and 35%
of 10th graders claimed to have used
marijuana at least once. Among eighth
graders, annual prevalence rates more
nearly tripled 1992 to 1996.
Accompanying the increased use of
marijuana among High School seniors is
a decreasing perceived risk or harm of
marijuana use (Johnston et al., 1996). In
reality, the harm associated with the
abuse of marijuana is increasing; the
marijuana emergency room and
treatment admission rates continue to
increase in recent years.

Gledhill-Hoyt, Lee, Strote, & Wechsler
(2000) examined rates and patterns of
marijuana use among different types of
students and colleges in 1999, and
changes in use since 1993. 15,403
students in 1993, 14,724 students in
1997, and 14,138 students in 1999 were
assessed. The prevalence of past 30-day
and annual marijuana use increased in
nearly all student demographic
subgroups, and at all types of colleges.
Nine out of 10 students (91%) who used
marijuana in the past 30 days had used
other illicit drugs, smoked cigarettes,
and/or engaged in binge drinking.
Twenty-nine percent of past 30-day
marijuana users first used marijuana
and 34% began to use marijuana
regularly at or after the age of 18, when
most were in college.

Coffey, Lynskey, Wolfe, & Patton
(2000) examined predictors of cannabis
use initiation, continuity and
progression to daily use in adolescents.
Over 2,000 students were examined.
Peer cannabis use, daily smoking,
alcohol use, antisocial behavior and
high rates of school-level cannabis use
were associated with middle-school
cannabis use and independently
predicted high-school uptake. Cannabis
use persisted into high-school use in
80% of all middle-school users. Middle-
school use independently predicted
incidents in high-school daily use in
males, while high-dose alcohol use and
antisocial behavior predicted incidence

of daily use in high school females. The
authors also found that cigarette
smoking was an important predictor of
both initiation and persisting cannabis
use.

Farrelly et al., (2001) reviewed the
NHSDA from 1990 through 1996 and
compared those statistics with State law
enforcement policies and prices that
affect marijuana use in the general
public. These authors found evidence
that both higher fines for marijuana
possession and increased probability of
arrest decreased the probability that a
young adult will use marijuana. These
new data refute the petitioner’s
suggestion that legal control of
marijuana does not have a dampening
effect on its use.

(6) What, if any, Risks are There to
Public Health

There are human data demonstrating
that marijuana and Δ9-THC produce an
increase in heart rate, an increase in
systolic blood pressure while supine,
and decreases in blood pressure while
standing (cf., Jaffe, 1993). The increase
in heart rate is dose-dependent and its
onset and duration correlate with levels
of Δ9-THC in the blood.

When DEA evaluates a drug for
control or rescheduling, the question of
whether the substance creates dangers
to the public health, in addition to, or
because of, its abuse potential must be
considered. A drug substances’ risk to
the public health manifests itself in
many ways. Abuse of a substance may
affect the physical and/or psychological
functioning of an individual abuser. In
addition, it may have disruptive effects
on the abuser’s family, friends, work
environment, and society in general.
Abuse of certain substances leads to a
number of antisocial behaviors,
including violent behavior, endangering
others, criminal activity, and driving
while intoxicated. Data examined under
this specific factor of the CSA ranges
from preclinical toxicity to
postmarketing adverse reactions in
humans. DEA reviews data from many
sources, including forensic laboratory
analyses, crime laboratories, medical
examiners, poison control centers,
substance abuse treatment centers, and
the scientific and medical literature.

Adverse effects associated with
marijuana and THC as determined by
clinical trials, FDA adverse drug effects
and World Health Organization data, are
described elsewhere (cf., Chait and
Zacny, 1988; Chait and Zacny, 1992;
Cone et al., 1988; and Pertwee, 1991). A
recent press release from the Substance
Abuse and Mental Health Service
Administration reported that
adolescents, age 12 to 17, who use
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marijuana weekly are nine times more
likely than non-users to experiment
with illegal drugs or alcohol; six times
more likely to run away from home; five
times more likely to steal; nearly four
times more likely to engage in violence;
and three times more likely to have
thoughts about committing suicide. It
was also reported that adolescents also
associated social withdrawal, physical
complaints, anxiety, and depression,
attention problems, and thoughts of
suicide with past-year marijuana use
(SAMHSA, 1999). Budney, Novy, &
Hughes (1999) have recently examined
the withdrawal symptomology in
chronic marijuana users seeking
treatment for their dependence. The
majority of the subjects (85%) reported
that they had experienced symptoms of
at least moderate severity and 47%
experienced greater than four symptoms
rated as severe. The most reported mood
symptoms associated with the
withdrawal state were irritability,
nervousness, depression, and anger.
Some of the behavioral characteristics of
the marijuana withdrawal syndrome
were craving, restlessness, sleep
disruptions, strange dreams, changes in
appetite, and violent outbursts. These
data clearly support the validity and
clinical significance of a marijuana
withdrawal syndrome in man.

Toxic Effects of Marijuana and THC
Although a median lethal dose (LD50)

of THC has not been established in
humans, it has been found in laboratory
animals (Phillips et al., 1971). In mice,
the LD50 for THC was 481.9, 454.9 and
28.6 mg/kg after oral, intraperitoneal,
and intravenous routes of
administration. In rats, the LD50 for THC
(extracted from marijuana) was 666.0,
372.9 and 42.5 mg/kg after oral,
intraperitoneal, and intravenous routes
of administration. Another study
examined the toxicity of THC in rats,
dogs and monkeys (Thompson et al.,
1972). Similarly this study found that in
rats, the LD50 for THC was 1140.0, 400.0
and 20.0 mg/kg after oral,
intraperitoneal, and intravenous routes
of administration. There was no LD50
attained in monkeys and dogs by the
oral route. Over 3000 mg/kg of THC was
administered without lethality to dogs
and monkeys. A dose of about 1000 mg/
kg was the lowest dose that caused
death in any animal. Behavioral changes
in the survivors included sedation,
huddled postures, muscle tremors,
hypersensitivity to sound and
immobility.

The cause of death in the rats and
mice after oral THC was profound
depression leading to dyspnea,
prostration, weight loss, loss of righting

reflex, ataxia, and severe decreases in
body temperature leading to cessation of
respiration from 10 to 40 hours after a
single oral dose (Thompson et al., 1972).
No consistent pathologic changes were
observed in any organs. The cause of
death in dogs or monkeys (when it
rarely occurred) did not appear to be via
the same mechanism as in the rats.

In humans, the estimated lethal dose
of intravenous dronabinol [(¥)-Δ9-THC]
is 30 mg/kg (2100 mg/70 kg). In
antiemetic studies, significant CNS
symptoms were observed following oral
doses of 0.4 mg/kg (28 mg/70 kg) (PDR,
1997). Signs and symptoms of mild
dronabinol intoxication include
drowsiness, euphoria, heightened
sensory awareness, altered time
perception, reddened conjunctiva, dry
mouth and tachycardia. Following
moderate dronabinol intoxication
patients may experience memory
impairment, depersonalization, mood
alterations, urinary retention, and
reduced bowel motility. Signs and
symptoms of severe dronabinol
intoxication include decreased motor
coordination, lethargy, slurred speech,
and postural hypotension. Dronabinol
may produce panic reactions in
apprehensive patients or seizures in
those with an existing seizure disorder
(PDR, 1997).

Thus, large doses of THC ingested by
mouth were not often associated with
toxicity in dogs, nonhuman primates
and humans. However, it did produce
fatalities in rodents as a result of
profound CNS depression. Thus, the
evidence from studies in laboratory
animals and human case reports
indicates that the lethal dose of THC is
quite large. The adverse effects
associated with THC use are generally
extensions of the CNS effects of the drug
and are similar to those reported after
administration of marijuana (cf., Chait
and Zacny, 1988; Chait and Zacny,
1992; Cone et al., 1988; and Pertwee,
1991).

Health and Safety Risks of Δ9-THC Use
The recent Institute of Medicine

report on the scientific basis for the
medicinal use of cannabinoid products
stated the following:

Not surprisingly, most users of other illicit
drugs have used marijuana first. In fact, most
drug users begin with alcohol and nicotine
before marijuana—usually before they are of
legal age. In the sense that marijuana use
typically precedes rather than follows
initiation of other illicit drug use, it is indeed
a ‘‘gateway’’ drug (Institute of Medicine
Report 1999, p. ES.7).

Golub and Johnson (1994) examined
the developmental pathway followed by
a sample of persons who became serious

drug abusers. Of the 837 persons
sampled 84% had onset to more serious
drugs by the time of the interviews.
Most of the sample reported having
used marijuana (91%). Two-thirds of the
drug abusers reported having used
marijuana prior to onset to more serious
drugs and an additional 19% reported
having onset to marijuana and more
serious drugs in the same year. These
data strongly suggest that marijuana
does plan an important role on the
pathway to more serious drugs use.
Further, the proportion who onset to
marijuana before or in the same year as
more serious drugs was reported to have
increased substantially with time from a
low of 78% for persons born from 1928
to 1952 to 95% for the most recent birth
cohort of the study (1968–1973). These
findings further suggest that marijuana’s
role as a gateway to more serious
substance sue has become more
pronounced over time.

Ferguson & Horwood (2000) have
examined the relationship between
cannabis use in adolescence and the
onset of other illicit drug use. Data were
gathered over the course of a 21 year
longitudinal study of a birth cohort of
1,265 children. By the age of 21, just
over a quarter of this cohort reported
using various forms of illicit drugs on at
least one occasion. In agreement with
the predictions of a ‘‘stage-theory’’ of
the ‘‘gateway hypothesis’’ there was
strong evidence of a temporal sequence
in which the use of cannabis preceded
the onset of the use of other illicit drugs.
Of those reporting the use of illicit
drugs, all but three (99%) had used
cannabis prior to the use of other illicit
drugs. However, the converse was not
true and the majority (63%) of those
using cannabis did not progress to the
use of other forms of illicit drugs. In
addition, to these findings there was a
strong dose-response relationship
between the extent of cannabis use and
the onset of illicit drug use. The analysis
suggested that those using cannabis in
any given year on at least 50 occasions
had hazards of using other illicit drugs
that were over 140 times higher than
those who did not use in the year.
Furthermore, hazards of the onset of
other illicit drug use increased steadily
with increasing cannabis use. The very
strong gradient in risk reflected the facts
that: (1) Among non-users of cannabis
the use of other forms of illicit drugs
was almost non-existent and (2) among
regular users of cannabis the use of
other illicit drugs was common. To
address the issue of ‘‘confounding
factors’’, the associations between
cannabis use and the onset of illicit drug
use were adjusted for a series of
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prospectively measured confounding
factors that included measures of social
disadvantage, family functioning,
parental adjustment, individual
characteristics, attitudes to drug use and
early adolescent behavior. After
adjustments for these factors, there was
still evidence of strong dose-response
relationships between the extent of
cannabis use in a given year and the
onset of illicit drug use—the hazards of
the onset of illicit drug use was 100
times those of non-users.

Critics of the ‘‘gateway theory’’ point
to the presence of other confounding
factors and processes that encourage
both cannabis use and other forms of
illicit drug use. Despite these factors,
the Ferguson & Horwood (2000) study
provide a compelling set of results that
support the hypothesis that cannabis
use may encourage other forms of illicit
drug use, including the following:

1. Temporal sequence: There was clear
evidence that the use of cannabis almost
invariably preceded the onset of other forms
of illicit drug use.

2. Dose-Response: There was clear
evidence of a very strong and consistent
dose-response relationship in which
increasing cannabis use was associated with
increasing risks of the onset of illicit drug
use.

3. Resilience to control for confounding:
Even following control for a range of
prospectively measured social, family and
individual factors, strong and consistent
associations remained between cannabis use
and the onset of other forms of illicit drug
use. And,

4. Specificity of associations: The
association could not be explained as
reflecting a more general process of transition
to adolescent deviant behavior since even
after control for contemporaneously assessed
measures of juvenile offending, alcohol use,
cigarette smoking, unemployment and
related measures, strong and consistent
relationships between cannabis use and the
onset of other forms of illicit drugs remained.

A suggested view of the ‘‘gateway
hypothesis’’ states that the use of
cannabis may be associated with
increasing risks of other forms of illicit
drug use, with this relationship being
mediated by affiliations with deviant
peers and other non-observed processes
that may encourage those who use
cannabis (and particularly heavy users)
to experiment with, and use, other illicit
drugs.

While marijuana is clearly not the
only gateway to the use of other illicit
drugs it is one of the three most typical
drugs in the adolescent’s
armamentarium. The increased avenues
to imported and ‘‘home-grown’’
marijuana which contain behaviorally-
active doses of THC and CBD pose a
serious threat to the health and well-
being of this dimension of society.

Taylor et al. (2000) evaluated the
relationship between cannabis
dependence and respiratory symptoms
and lung function in young adults, 21
years of age, while controlling for the
effects of cigarette smoking. The
researchers found significant respiratory
symptoms and changes in spirometry
occur in cannabis-dependent
individuals at age 21 years, even though
the cannabis smoking history is of
relatively short duration. The likelihood
of reporting a broad range of respiratory
symptoms was significantly increased in
those who were either cannabis-
dependent or smoked tobacco or both
compared to non-smokers. The
symptoms most frequently and
significantly associated with cannabis
dependence were early morning sputum
production (144% greater prevalence
than non-smokers). Overall, respiratory
symptoms in study members who met
strict criteria for cannabis dependence
were comparable to those of tobacco
smokers consuming 1–10 cigarettes
daily. In subjects who were both tobacco
users and were cannabis-dependent,
some effects seem to be additive,
notably early morning sputum
production, which occurred 8 times
more frequently than non-smokers.

One of the greatest concerns to society
regarding Δ9-THC is the behavioral
toxicity produced by the drug. Δ9-THC
intoxication is associated with
impairments in memory, motor
coordination, cognition, judgement,
motivation, sensation, perception and
mood (cf., Jaffe, 1993). The
consequences produced by Δ9-THC-
induced behavioral impairments can
greatly impact the individual and
society in general. These impairments
result in occupational, household, or
airplane, train, truck, bus or automobile
accidents, given that individuals may be
attending school, working, or operating
a motor vehicle under the influence of
the drug. In the most general sense,
impaired driving can be seen as a failure
to exercise the expected degree of
prudence or control necessary to ensure
road safety. The operations of a motor
vehicle are clearly a skilled performance
that requires controlled and flexible use
of a person’s intellectual and perceptual
resources. Cannabis interferes with
resource allocations in both cognitive
and attentional tasks.

In 1999, Ehrenreich et al., examined
the detrimental effects of chronic
interference by cannabis with the
endogenous cannabinoid systems
during peripubertal development in
humans. As an index of cannabinoid
action, visual scanning and other
attentional factors were examined in 99
individuals who exclusively used

cannabis. Early-onset cannabis use
(onset before the age of 16) showed
significant impairments in attention in
adulthood. These persistent attentional
deficits may interact with the activities
of daily living, such as operating an
automobile.

Kurzthaler et al., (1999) examined the
effects of cannabis on a cognitive test
battery and driving performance skills.
The demonstrated significant
impairments in the verbal memory and
the trail making tests in this study
reflect parallel compromises in
associative control that is acknowledged
as a cognitive process inherent in
memory function immediately after
smoking cannabis. Applied to the
question of driving ability, the authors
suggest that the missing functions
would signify that a driver under acute
cannabis influences would not be able
to use acquired knowledge from earlier
experiences adequately to ensure road
safety.

Recently, the National Highway
Traffic Safety Administration (NHTSA;
1998, 1999, 2000) conducted a study
with the Institute for Human
Psychopharmacology at Maastricht
University in The Netherlands. Low
dose and high dose THC administered
alone, and with alcohol were examined
in two on-road driving situations: (1)
The Road Tracking Test, measuring a
driver’s ability to maintain a constant
speed of 62 mph and a steady lateral
position between the boundaries of the
right traffic lane; and (2) the Car
Following Test, measuring a drivers’
reaction times and ability to maintain
distance between vehicles while driving
164 ft. behind a vehicle that executed a
series of alternating accelerations and
decelerations. Both levels of THC alone,
and alcohol alone, significantly
impaired performances on BOTH road
tests compared with baseline. Alcohol
and the high dose of THC produced
36% decrements in reaction time;
because the test vehicles were traveling
at 59 mph, the delayed reaction times
meant that the vehicle traveled, on
average, an additional 139 feet beyond
the point where the subjects began to
decelerate. Even the lower dose of THC
by itself retarded reaction times by 0.9
seconds. The NHTSA concluded that
even in low to moderate doses,
marijuana impairs driving performance.

In a related analysis, Yesavage, Leirer,
Denari, & Hollister (1985) examined the
acute and delayed effects of smoking
one marijuana cigarette containing 1.9%
THC (19 mg of THC) on aircraft pilot
performance. Ten private pilot licensed
subjects were trained in a flight
simulator prior to marijuana exposure.
Flight simulator performance was
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measured by the number of aileron
(lateral control), elevator (vertical
control) and throttle changes; the size of
these control changes; the distance off
the center of the runway on landing;
and the average lateral and vertical
deviation from an ideal glideslope and
center line over the final mile of the
approach. Compared to baseline
performance, significant differences
occurred in all variables at 1 and 4
hours after smoking, except for the
numbers of throttle and elevator
changes at 4 hours. Most importantly, at
24 hours after a single marijuana
cigarette, there were significant
impairments in the number and size of
aileron (lateral control) changes, size of
elevator changes, distance off-center on
landing, and vertical and lateral
deviations on approach to landing.
Interestingly, despite these performance
deficits, the pilots reported no
significant subjective awareness of their
impairments at 24 hours. It is
noteworthy that a fatal crash in which
a pilot had a positive THC screen
involved similar landing misjudgments.

In addition to causing unsafe
conditions, marijuana use results in
decreased performance and lost
productivity in the workplace,
including injuries, absenteeism, and
increased health care costs. A NIDA
report on drugs in the workplace
summarized the prevalence of
marijuana use in the workplace and its
impact on society. This report found
that in 1989, one in nine working
people (11%) reported current use of
marijuana (Gust and Walsh, 1989).
Recent DAWN data and other surveys
indicate that marijuana use is
increasing, especially among younger
and working age individuals.

Bray, Zarkin, Ringwalt, & Qi (2000)
estimated the impact of age of dropout
on the relationship between marijuana
use and high school dropouts using four
longitudinal surveys from students in
the Southeastern U.S. public school
system. Their results suggested that
marijuana initiation was positively
related to high school dropout.
Although the magnitude and the
significance of the relationship varied
with age of dropout and the other
substances used, the overall effect
represented an odds-ratio of
approximately 2.3. These data suggest
that an individual is approximately 2.3
times more likely to drop out of school
than an individual who has not initiated
marijuana use.

When DEA evaluates a drug for
control or rescheduling, whether the
substance creates dangers to the public
health, in addition to or because of its
abuse potential, must be considered.

The risk to the public health of a
substance may manifest itself in many
ways. Abuse of a substance may affect
the physical and/or psychological
functioning of an individual abuser, it
may have disruptive effects on the
abuser’s family, friends, work
environment, and society in general.
Abuse of certain substances leads to a
number of antisocial behaviors,
including violent behavior, endangering
others, criminal activity, and driving
while intoxicated. Data examined under
this factor ranges from preclinical
toxicity to postmarketing adverse
reactions in humans. DEA reviews data
from many sources, including forensic
laboratory analyses, crime laboratories,
medical examiners, poison control
centers, substance abuse treatment
centers, and the scientific and medical
literature.

In its official report titled ‘‘Marijuana
and Medicine: Assessing the Science
Base’’, the Institute of Medicine
highlighted a number of risks to the
public health as a result of cannabis
consumption:

(1) Cognitive impairments associated with
acutely administered marijuana limit the
activities that people would be able to do
safely or productively. For example, no one
under the influence of marijuana or THC
should drive a vehicle or operate potentially
dangerous equipment (Page 107).

(2) The most compelling concerns
regarding marijuana smoking in HIV/AIDS
patients are the possible effects of marijuana
on immunity. Reports of opportunistic fungal
and bacterial pneumonia in AIDS patients
who used marijuana suggest that marijuana
smoking either suppresses the immune
system or exposes patients to an added
burden of pathogens. In summary, patients
with pre-existing immune deficits due to
AIDS should be expected to be vulnerable to
serious harm caused by smoking marijuana.
The relative contribution of marijuana smoke
versus THC or other cannabinoids is not
known. (Page 116–117)

(3) DNA alterations are known to be early
events in the development of cancer, and
have been observed in the lymphocytes of
pregnant marijuana smokers and in those of
their newborns. This is an important study
because the investigators were careful to
exclude tobacco smokers; a problem in
previous studies that cited mutagenic effects
of marijuana smoke. (Page 118–119)

(4) * * * factors influence the safety of
marijuana or cannabinoid drugs for medical
use: the delivery system, the use of plant
material, and the side effects of cannabinoid
drugs. (1) Smoking marijuana is clearly
harmful, especially in people with chronic
conditions, and is not an ideal drug delivery
system. (2) Plants are of uncertain
composition, which renders their effects
equally uncertain, so they constitute an
undesirable medication. (Page 127)

(7) Its Psychic or Physiological
Dependence Liability

The ‘‘dopaminergic hypothesis of
drug abuse’’ is not the only explanation
for the neurochemical actions of drugs.
The nucleus accumbens/ventral
striatum areas of the brain, typically
referred to as simply the Nucleus
Accumbens (NAc), represents a critical
site for mediating the rewarding or
hedonic properties of several classes of
abused drugs, including alcohol,
opioids, and psychomotor stimulants
(Gardner & Vorel, 1998; Koob, 1992;
Koob et al., 1998; Wise, 1996; Wise &
Bozarth, 1987). It is generally
appreciated that all of these drugs
augment extracellular dopamine levels
in the NAc and that this action
contributes to their rewarding
properties. However, recent evidence
also suggests that many drugs of abuse
have dopamine-independent
interactions with Nac neuronal activity
(Carlezon & Wise, 1996; Chieng &
Williams, 1998; Koob, 1992; Martin et
al., 1997; Yuan et al., 1992). Recent
studies conducted at the Cellular
Neurobiology Branch of the NIDA by
Hoffman & Lupica (2001) concluded
that THC modulates NAc glutamatergic
functioning of dopamine. These authors
suggested that increases in Nac
dopamine levels may be a useful
neurochemical index of drug reward but
do not fully account for the complex
processing of fast synaptic activity by
this neuromodulator in the Nac.
Moreover, because both glutamatergic
and GABAergic inputs to medium spiny
neurons are directly inhibited by
dopamine, as well as by drugs of abuse.
It is likely that these effects contribute
to the abuse liability of marijuana.

In addition, the petitioner’s global
statements about the role of dopamine,
the reinforcing effects of marijuana and
other drugs, and the predictive validity
of animal self-administration studies
with marijuana and abuse potential in
humans are not supported by the
scientific literature. For example:

(1) There are drugs that do not
function through dopaminergic systems
that are self-administered by animals
and humans (i.e., barbiturates,
benzodiazepines, PCP).

(2) There are drugs that are readily
self-administered by animals that are
not abused by man (antihistamines)

(3) There are drugs that are abused by
humans that are not readily self-
administered by animals (hallucinogens
and hallucinogenic phenethylamines,
nicotine, caffeine).

(4) There are drugs that have no effect
on dopamine that are self-administered
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by animals and not abused by humans
(i.e., antihistamines).

Physical Dependence in Animals
Abrupt withdrawal from Δ9-THC can

produce a mild spontaneous withdrawal
syndrome in animals, including
increased motor activity and grooming
in rats, decreased seizure threshold in
mice and increased aggressiveness,
irritability and altered operant
performance in rhesus monkeys (cf.,
Pertwee, 1991). The failure to observe
profound withdrawal signs following
abrupt discontinuation of Δ9-THC may
be due to (1) its long half-life in plasma
and (2) slowly waning levels of Δ9-THC
and its metabolites that continue to
permit receptor adaptation.

Recently the discovery of a
cannabinoid receptor antagonist
demonstrates that a profound
precipitated withdrawal syndrome can
be produced in Δ9-THC tolerant animals
after twice daily injections (Tsou et al.,
1995) or continuous infusion (Aceto et
al., 1995, 1996). In rats continuously
infused with low doses Δ9-THC for four
days, the cannabinoid antagonist
precipitated a behavioral withdrawal
syndrome, including scratching, face
rubbing, licking, wet dog shakes, arched
back and ptosis (Aceto et al., 1996). This
chronic low dose regimen consisted of
0.5, 1, 2, 4 mg/kg/day Δ9-THC on days
1 through 4; 5 and 25-fold higher Δ9-
THC doses were used for the medium
and high dose regimens, respectively.
The precipitated withdrawal syndrome
was dose-dependently more severe in
the medium and high THC dose groups.

Physical Dependence in Humans
Signs of withdrawal have been

demonstrated after studies with Δ9-THC.
Although the intensity of the
withdrawal syndrome is related to the
daily dose and frequency of
administration, in general, the signs of
Δ9-THC withdrawal have been relatively
mild (cf., Pertwee, 1991). This
withdrawal syndrome has been
compared to that of a short-term, low
dose treatment with an opioid or
ethanol, and includes changes in mood,
sleep, heart rate body temperature, and
appetite. Other signs such as irritability,
restlessness, tremor mild nausea, hot
flashes and sweating have also been
noted (cf., Jones, 1983).

A withdrawal syndrome was reported
after the discontinuation of oral THC in
volunteers receiving dronabinol dosages
of 210 mg/day for 12 to 16 consecutive
days (PDR, 1997). This was 42-times the
recommended dose of 2.5 mg, b.i.d.
Within 12 hours after discontinuation,
these volunteers manifested withdrawal
symptoms such as irritability, insomnia,

and restlessness. By approximately 24
hours after THC discontinuation, there
was an intensification of withdrawal
symptoms to include ‘‘hot flashes’’,
sweating, rhinorrhea, loose stools,
hiccoughs, and anorexia. These
withdrawal symptoms gradually
dissipated over the next 48 hours. EEG
changes consistent with the effects of
drug withdrawal (hyperexcitation) were
recorded in patients after abrupt
challenge. Patients also complained of
disturbed sleep for several weeks after
discontinuation of high doses of
dronabinol. The intensity of the
cannabinoid withdrawal syndrome is
related by the chronic dose and by the
frequency of chronic administration.
There is also evidence that the
cannabinoid withdrawal symptoms can
be reversed by the administration of
marijuana and Δ9-THC, or by treatment
with a barbiturate (hexobarbital) or
ethanol (Pertwee, 1991).

An acute withdrawal syndrome or
‘‘hangover’’ has been reported by Chait,
Fischman, & Schuster (1985) developing
approximately 9 hours after smoking a
1 g marijuana cigarette containing 2.9%
THC. Five of twelve subjects reported
themselves as ‘‘dopey and hung over’’
the morning after smoking the single
cigarette. In a 10 second and 30 second
time-production task significant
marijuana hangover effects were found.
The effect on the time production task
is of interest since the effect obtained
the morning after smoking marijuana
was opposite to that observed acutely
after smoking marijuana. These data
may suggest an opponent compensatory
rebound which may underlie the
development of tolerance over periods
of chronic marijuana exposure. Scores
on the benzedrine-group (BG) scale, a
stimulant scale of the Addiction
Research Center Inventory (ARCI)
consisting mainly of terms relating to
intellectual efficiency and energy, were
significantly higher the morning after
marijuana smoking, as well. Chait,
Fischman, & Schuster also reported
increases on the amphetamine (A) scale
of the ARCI, a measure of the dose-
related effects of d-amphetamine.
Cousens & DiMascio (1973) have
previously reported a similar
‘‘hangover’’ and ‘‘speed of thought
alterations’’ in subjects the morning
after they had received a 30 mg oral
dose of Δ9-THC. Like the ‘‘hangover’’
associated with high dose ethyl alcohol
consumption, the hangover from
marijuana may be qualitatively identical
to, and differ only on an intensity
dimension from, the withdrawal
syndrome produced from chronic

consumption (cf. Gauvin, Cheng,
Holloway, 1993).

As described above, Haney et al. have
recently described abstinence symptoms
of an acute withdrawal syndrome
following high (30 mg q.i.d.) and low
(20 mg q.i.d) dose administrations of
oral THC (Haney et al., 1999a) and
following 5 puffs of high (3.1%) and low
(1.8%) THC-containing smoked
marijuana cigarettes (Haney et al.,
1999b). Both of these studies have
delineated a withdrawal syndrome from
concentrations of THC significantly
lower than those reported in any other
previous study and, for the first time,
clearly identified a marijuana
withdrawal syndrome detected at low
levels of THC exposure that do not
produce tolerance. These data suggest
that dependence on THC may in fact be
an important consequence of repeated,
daily exposure to cannabinoids and that
daily marijuana use may be maintained,
at least in part, by the alleviation of
abstinence symptoms.

As stated above, Budney, Novy, &
Hughes (1999) have recently examined
the withdrawal symptomology in
chronic marijuana users seeking
treatment for their dependence. The
majority of the subjects (85%) reported
that they had experienced symptoms of
at least moderate severity and 47%
experienced greater than four symptoms
rated as severe. The most reported mood
symptoms associated with the
withdrawal state were irritability,
nervousness, depression, and anger.
Some of the behavioral characteristics of
the marijuana withdrawal syndrome
were craving, restlessness, sleep
disruptions, strange dreams, changes in
appetite, and violent outbursts. These
data clearly support the validity and
clinical significance of a marijuana
withdrawal syndrome in man. Large-
scale population studies have also
reported significant rates of cannabis
dependence (Kessler et al., 1994; Farrell
et al., 1998), particularly in prison and
homeless populations. Similar reports of
cannabis dependence in withdrawal in
other populations have been previously
discussed (above; Crowley et al. (1998);
Kouri & Pope (2000)).

Psychological Dependence in Humans
In addition to the physical

dependence produced by abrupt
withdrawal from Δ9-THC, psychological
dependence on Δ9-THC can also be
demonstrated. Case reports and clinical
studies show that frequency of Δ9-THC
use (most often as marijuana) escalates
over time, there is evidence that
individuals increase the number, doses,
and potency of marijuana cigarettes.
Data have clearly shown that tolerance
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to the stimulus effects of the drug
develops which could lead to drug
seeking behavior (Pertwee, 1991; Aceto
et al., 1996; Kelly et al., 1993, 1994;
Balster and Prescott, 1992; Mendelson et
al., 1976; Mendelson and Mello, 1985;
Mello, 1989). Several studies have
reported that patterns of marijuana
smoking and increased quantity of
marijuana smoked were related to social
context and drug availability (Kelly et
al., 1994; Mendelson and Mello, 1985;
Mello, 1989). There have been, however,
other studies which have demonstrated
that the magnitude of many of the
behavioral effects produced by Δ9-THC
and other synthetic cannabinoids
lessens with repeated exposure while
also demonstrating that tolerance did
not develop to the euphorigenic activity,
or the ‘‘high’’ from smoked marijuana
(Dewey, 1986; Perez-Reyes et al., 1991).
Recent electrophysiological data from
animals suggests that the response of
VTA dopamine neurons do not
diminish during repeated exposure to
cannabinoids, and that this may
underlie the lack of tolerance to the
euphoric effects of marijuana even with
chronic use (Wu & French, 2000).

The problems of psychological
dependence associated with marijuana
(THC) abuse are apparent from DAWN
reports and survey data from the
National Household Survey on Drug
Abuse and the Monitoring the Future
study. These databases show that the
incidence of chronic daily marijuana
use and adverse events associated with
its use are increasing, especially among
the young. At the same time, perception
of risk has decreased and availability is
widespread (cf., NIDA, 1996). These
factors contribute to perpetuating the
continued use of the marijuana.

(8) Whether The Substance Is an
Immediate Precursor of a Substance
Already Controlled Under This
Subchapter.

According to the legal definition,
marijuana (Cannabis sativa L.) is not an
immediate precursor of a scheduled
controlled substance. However,
cannabidiol is a precursor for delta-9-
tetrahydrocannabinol, a Schedule I
substance under the CSA.
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$4.25 (25 cents per page reproduction 
cost) payable to the U.S. Treasury. 

Maureen M. Katz, 
Assistant Section Chief, Environmental 
Enforcement Section, Environment and 
Natural Resources Division. 
[FR Doc. E9–592 Filed 1–13–09; 8:45 am] 
BILLING CODE 4410–15–P 

DEPARTMENT OF JUSTICE 

Notice of Lodging of Consent Decree 
Under the Clean Water Act 

Notice is hereby given that on 
December 31, 2008, a proposed consent 
decree (the ‘‘Decree’’) in United States 
and State of Oregon v. Pacific Northern 
Environmental Corp., dba Dedicated 
Fuels, Inc., Civil Action No. 3:08–cv– 
01513–HU, was lodged with the United 
States District Court for the District of 
Oregon. 

In this action the United States and 
State of Oregon sought civil penalties 
for Pacific Northern Environmental 
Corp.’s (‘‘PNE’’) violation of the Clean 
Water Act’s spill prohibition. PNE owns 
and operates a heating oil business 
located in North Bend, Oregon, as well 
as several gas stations in the area. On 
July 8, 2006, a tanker truck owned and 
operated by Dedicated carrying several 
hundred barrels of diesel fuel 
overturned while traveling on Highway 
38, near Milepost 17, just east of 
Scottsburg, Oregon. Approximately 197 
barrels of diesel fuel spilled. Diesel fuel 
that did not ignite in the ensuing fire 
migrated to the Umpqua River. PNE’s 
discharge to the Umpqua River violated 
the Clean Water Act and Oregon law. 
Under the consent decree, PNE will pay 
the United States and the State of 
Oregon civil penalties of $74,272 and 
$20,000, respectively. Additionally, 
PNE agrees to perform a supplemental 
environmental project (‘‘SEP’’), the cost 
of which shall be not less than $47,640. 

The Department of Justice will receive 
for a period of thirty (30) days from the 
date of this publication comments 
relating to the consent decree. 
Comments should be addressed to the 
Assistant Attorney General, 
Environment and Natural Resources 
Division, and either e-mailed to 
pubcomment-ees.enrd@usdoj.gov or 
mailed to P.O. Box 7611, U.S. 
Department of Justice, Washington, DC 
20044–7611, and should refer to United 
States and State of Oregon v. Pacific 
Environmental Corp., dba Dedicated 
Fuels, Inc., Civil Action No. 3:08–cv– 
01513–HU, D.J. Ref. 90–5–1–1–09175. 

The consent decree may be examined 
at the Office of the United States 
Attorney, Mark O. Hatfield U.S. 

Courthouse, 1000 SW. Third Avenue, 
Suite 600, Portland, OR, 97204, and at 
U.S. EPA Region 10, 1200 Sixth Avenue, 
Seattle, WA, 98101. During the public 
comment period, the consent decree 
may also be examined on the following 
Department of Justice Web site: http:// 
www.usdoj.gov/enrd/ 
Consent_Decrees.html. A copy of the 
consent decree may also be obtained by 
mail from the Consent Decree Library, 
P.O. Box 7611, U.S. Department of 
Justice, Washington, DC 20044–7611, or 
by faxing or e-mailing a request to Tonia 
Fleetwood (tonia.fleetwood@usdoj.gov), 
fax no. (202) 514–0097, phone 
confirmation number (202) 514–1547. In 
requesting a copy from the Consent 
Decree Library, please enclose a check 
in the amount of $5.75 (25 cents per 
page reproduction cost) payable to the 
U.S. Treasury or, if by e-mail or fax, 
forward a check in that amount to the 
Consent Decree Library at the stated 
address. 

Robert E. Maher, Jr., 
Assistant Section Chief, Environmental 
Enforcement Section. 
[FR Doc. E9–579 Filed 1–13–09; 8:45 am] 
BILLING CODE 4410–15–P 

DEPARTMENT OF JUSTICE 

Notice of Lodging Proposed Consent 
Decree 

In accordance with Departmental 
Policy, 28 CFR 50.7, notice is hereby 
given that a proposed Consent Decree in 
United States v. Savoy Senior Housing 
Corp., et al., No. 6:06–cv–31 (W.D. Va.), 
was lodged with the United States 
District Court for the Western District of 
Virginia, Lynchburg Division, on 
January 7, 2009. 

The proposed Consent Decree 
concerns a complaint filed by the 
United States against Savoy Senior 
Housing Corporation, Savoy Liberty 
Village, LLC, SDB Construction, Inc., 
Jacob A. Frydman, Best G.C., Inc. (a/k/ 
a Best Grading), and Acres of Virginia, 
Inc., for alleged violations of Section 
301(a) of the Clean Water Act (CWA), 33 
U.S.C. 1311(a). The proposed Consent 
Decree resolves all allegations against 
the defendants for discharging dredged 
or fill material, and/or controlling and 
directing such discharges, into waters of 
the United States at a 140-acre property 
located in Campbell County, Virginia, 
without a permit issued by the United 
States Army Corps of Engineers. The 
proposed Consent Decree also resolves 
all allegations against the defendants for 
discharging sediment in stormwater, 
and/or controlling and directing such 
discharges, into waters of the United 

States on or from the same property, 
both without a CWA permit and in 
violation of such a permit once it was 
obtained. 

The proposed Consent Decree 
requires Savoy Senior Housing 
Corporation, Savoy Liberty Village, LLC, 
SDB Construction, Inc., Best G.C., Inc., 
and Acres of Virginia, Inc., to pay to the 
United States a civil penalty. The 
proposed Consent Decree also requires 
these defendants to restore certain areas 
on and adjacent to the 140-acre site, and 
also to fund off-site mitigation through 
the purchase of credits from stream and 
wetland restoration banks in the region. 

The Department of Justice will accept 
written comments relating to the 
proposed Consent Decree for thirty (30) 
days from the date of publication of this 
Notice. Please address comments to 
Kenneth C. Amaditz, Trial Attorney, 
Environmental Defense Section, P.O. 
Box 23986, Washington, DC 20026– 
3986, and refer to United States v. Savoy 
Senior Housing Corp., et al., DJ # 90–5– 
1–1–17868. 

The proposed Consent Decree may be 
examined at the Clerk’s Office, United 
States District Court for the Western 
District of Virginia in Lynchburg, 
Virginia. In addition, the proposed 
Consent Decree may be viewed at 
http://www.usdoj.gov/enrd/ 
Consent_Decrees.html. 

Russell M. Young, 
Assistant Chief, Environmental Defense 
Section, Environment & Natural Resources 
Division. 
[FR Doc. E9–605 Filed 1–13–09; 8:45 am] 
BILLING CODE 4410–CW–P 

DEPARMENT OF JUSTICE 

Drug Enforcement Administration 

[Docket No. 05–16] 

Lyle E. Craker; Denial of Application 

On December 10, 2004, the Deputy 
Assistant Administrator, Office of 
Diversion Control, issued an Order to 
Show Cause to Lyle E. Craker, Ph.D. 
(Respondent), of Amherst, 
Massachusetts. The Show Cause Order 
proposed the denial of Respondent’s 
pending application for a registration as 
a bulk manufacturer of marijuana on 
two grounds. Show Cause Order at 1. 

First, the Show Cause Order alleged 
that Respondent’s ‘‘registration would 
not be consistent with the public 
interest as that term is used in 21 U.S.C. 
823(a).’’ Show Cause Order at 1. Second, 
the Show Cause Order alleged that the 
Respondent’s registration would be 
inconsistent ‘‘with the United States’ 
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1 The National Center is an entity of the 
University of Mississippi which currently holds the 
contract with NIDA for growing marijuana to 
supply United States researchers. 

2 The meaning of 21 U.S.C. 823(a)(1) and the 
competition issue are discussed in detail in part C 
of the discussion section of this final order. 

obligations under the Single Convention 
on Narcotic Drugs (Single Convention), 
March 30, 1961, 18 U.S.T. 1407.’’ Id. 

With respect to both of these 
contentions, noting that Respondent 
sought registration ‘‘to supply 
analytical, pre-clinical and clinical 
researchers with marijuana,’’ the Show 
Cause Order emphasized that the 
‘‘National Institute on Drug Abuse 
(NIDA), a component [of] the National 
Institutes of Health (NIH)’’ and ‘‘the 
United States Department of Health and 
Human Services [HHS], oversees the 
cultivation, production and distribution 
of research-grade marijuana on behalf of 
the United States Government.’’ Id. at 2. 

With respect to the contention that 
Respondent’s proposed registration is 
inconsistent with the public interest, the 
Show Cause Order stated that, under 21 
U.S.C. 823(a), ‘‘DEA must limit the 
number of producers of research-grade 
marijuana to that which can provide an 
adequate and uninterrupted supply 
under adequately competitive 
conditions.’’ Id. at 4. The Show Cause 
Order then stated: ‘‘For the past 36 
years, the University of Mississippi has 
provided such supply under the 
foregoing criteria, and there is no 
indication that this registrant will fail to 
do so throughout the duration of its 
current registration. While the 
University of Massachusetts is free to 
compete with the University of 
Mississippi to obtain the next NIDA 
contract to produce research-grade 
marijuana, there is no basis under 
Section 823(a) to add an additional 
producer.’’ Id. 

With respect to the contention of 
Respondent’s sponsor, the 
Multidisciplinary Association for 
Psychedelic Studies (MAPS), that 
marijuana provided by NIDA to 
researchers was both qualitatively and 
quantitatively inadequate, the Show 
Cause Order alleged that marijuana 
provided by NIDA was ‘‘of sufficient 
quantity and quality to meet’’ the needs 
of ‘‘legitimate and authorized 
research[ers].’’ Id. at 3. 

The Show Cause Order also noted 
MAPS’s contentions that ‘‘NIDA is 
limited to supplying marijuana for 
research purposes and cannot supply 
marijuana on a prescription basis,’’ that 
‘‘this limitation effectively prohibits a 
sponsor * * * from expending the 
necessary large amounts of funds to 
conduct drug development studies 
resulting in [a] marijuana prescription 
product,’’ and that granting Respondent 
a registration would resolve this 
problem. Id. In response to these 
contentions, the Show Cause Order 
alleged that to obtain approval for the 
marketing of a new drug under the 

Food, Drug, and Cosmetic Act (FDCA), 
the safety and effectiveness of the drug 
must be demonstrated through three 
phases of clinical trials, and that clinical 
trials involving marijuana had not 
progressed beyond the first phase (phase 
1). Id. at 2–4. 

The Show Cause Order further noted 
that the policy of HHS for approving the 
distribution of marijuana to researchers 
‘‘has not unduly limited clinical 
research with marijuana.’’ Id. at 5. More 
specifically, the Show Cause Order 
alleged that ‘‘[s]ince the year 2000, there 
have been or are eleven approved 
clinical trials utilizing smoked 
marijuana,’’ and that approved 
‘‘marijuana researchers administer 
marijuana to almost 500 human 
subjects.’’ Id. The Show Cause Order 
also alleged that since 2000, there were 
‘‘four approved pre-clinical trials in 
laboratory and animal modes.’’ Id. at 5. 
Relatedly, the Show Cause Order also 
asserted that ‘‘DEA has no statutory 
authority to overturn HHS’ policy.’’ Id. 

With respect to the contention that 
Respondent’s registration would be 
inconsistent with the United States’ 
obligations under the Single 
Convention, the Show Cause Order 
again referenced that HHS, through 
NIDA, oversees the cultivation, 
production and distribution of research- 
grade marijuana on behalf of the United 
States Government and alleged that 
‘‘[i]n accordance with the Single 
Convention, the Federal Government [is 
required] to limit marijuana available 
for clinical research to [this] source.’’ Id. 
at 4. 

Respondent timely requested a 
hearing. The matter was assigned to 
Administrative Law Judge (ALJ) Mary 
Ellen Bittner, who conducted a hearing 
on August 22–26 and December 12–14 
and 16, 2005. At the hearing, the parties 
put on testimonial evidence and 
introduced documentary evidence. 
Following the hearing, the parties 
submitted briefs containing their 
proposed findings of fact, conclusions of 
law, and argument. 

On February 12, 2007, the ALJ issued 
her recommended decision. Therein, the 
ALJ rejected the Government’s 
contention that the Single Convention 
precluded Respondent’s registration. In 
so holding, the ALJ acknowledged that 
the Convention requires that its 
signatories maintain a ‘‘government 
monopoly on importing, exporting, 
wholesale trading, and maintaining 
stocks.’’ ALJ at 82. The ALJ reasoned, 
however, that ‘‘[i]t also appears, 
although it is not entirely clear, that the 
marijuana grown by the National 

Center 1 or by any other registrant for 
utilization in research would qualify as 
either ‘medicinal’ * * * or as ‘special 
stocks’ within the meaning of’’ the 
Convention. Id. at 82 (citing Single 
Convention, art. 1, para. (1)(o) & (x)). 

The ALJ then turned to whether 
Respondent had established that his 
registration would be consistent with 
the public interest when considering the 
six enumerated factors of 21 U.S.C. 
823(a). With respect to the first factor, 
21 U.S.C. 823(a)(1), the ALJ first recited 
the relevant text of this provision, 
which requires DEA to consider 
maintenance of effective controls 
against diversion by limiting the 
manufacturing of schedule I or II 
controlled substances ‘‘to a number of 
establishments which can produce an 
adequate and uninterrupted supply of 
these substances under adequately 
competitive conditions for legitimate 
medical, scientific, research, and 
industrial purposes.’’ ALJ at 82 (quoting 
§ 823(a)(1)). Noting that there is 
precedent for the agency to interpret 
this provision in two distinct ways 
regarding the issue of adequacy of 
competition (either by considering or 
not considering the issue),2 the ALJ 
stated that she would evaluate the issue 
in both ways. Id. at 83. 

Under the first approach of 
interpreting 21 U.S.C. 823(a)(1) to allow 
DEA to disregard the issue of adequacy 
of competition as long as the agency 
finds that the applicant for registration 
would provide effective controls against 
diversion, the ALJ concluded that ‘‘there 
is no evidence or contention that either 
Respondent or anyone working with 
him would be likely to divert the 
marijuana from the growing or drying or 
storage areas.’’ Id. 

The ALJ next rejected the 
Government’s contention that there was 
a risk of diversion because Mr. Rick 
Doblin, the Director of MAPS, would 
determine who was to receive the 
marijuana. In so holding, the ALJ 
reasoned that Mr. Doblin would not 
have physical possession of the 
marijuana and that Respondent would 
only send marijuana to researchers with 
DEA registrations and the requisite 
approval of HHS. ALJ at 84. The ALJ 
thus concluded that ‘‘the research 
project has procedures in place to 
adequately protect against diversion of 
the marijuana’’ and that ‘‘there is 
minimal risk of diversion.’’ Id. 
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3 In so finding, the ALJ rejected the Government’s 
contention that because the NIDA contract is open 
to competitive bidding, adequate competition 
exists. According to the ALJ, ‘‘[t]he question is not 
* * * whether the NIDA process addresses that 
agency’s needs, but whether marijuana is made 
available to all researchers who have a legitimate 
need for it in their research. As discussed above, I 
answer that question in the negative.’’ Id. at 85. 

As further support for her conclusion, the ALJ 
reasoned that ‘‘the NIDA contract requires the 
contractor to analyze’’ marijuana seized by law 
enforcement agencies, and that ‘‘a qualified 
cultivator may not be able to fulfill’’ this 
requirement.’’Id. 

4 As related in the Notice, the FDA recommended 
that marijuana be maintained in schedule I of the 
CSA. The FDA based its finding on, inter alia, the 
extensive evidence that marijuana has a history and 
pattern of abuse, that it is ‘‘[t]he most frequently 
used illicit drug,’’ and that it ‘‘has a high potential 
for abuse.’’ 66 FR at 20047 & 20051. The FDA also 
found that ‘‘[t]here are not FDA-approved medical 
products,’’ ‘‘marijuana does not have a currently 
accepted medical use in treatment in the United 
States or a currently accepted medical use with 
severe restrictions,’’ and ‘‘that, even under medical 
supervision, marijuana has not been shown to have 
an acceptable level of safety.’’ 66 FR at 20052. 

5 The legal definition of marijuana, as set forth in 
the CSA, 21 U.S.C. 802(16), is as follows: The term 
‘‘marihuana’’ means all parts of the plant Cannabis 
sativa L., whether growing or not; the seeds thereof; 
the resin extracted from any part of such plant; and 
every compound, manufacture, salt, derivative, 
mixture, or preparation of such plant, its seeds or 
resin. Such term does not include the mature stalks 
of such plant, fiber produced from such stalks, oil 
or cake made from the seeds of such plant, any 
other compound, manufacture, salt, derivative, 
mixture, or preparation of such mature stalks 
(except the resin extracted therefrom), fiber, oil, or 
cake, or the sterilized seed of such plant which is 
incapable of germination. 

6 Cannabinoids are chemical compounds that are 
unique to the cannabis plant (not found in any 
other plant). Tr. 1140–41. 

7 While there are numerous isomers of THC (all 
of which fall within the listing of 
‘‘Tetrahydrocannabinols’’ in schedule I of the CSA 
and many of which are found in the cannabis 
plant), delta-9-THC is the isomer that is recognized 
as the primary psychoactive component in 
marijuana and, for this reason the term ‘‘THC’’ is 
often used to refer to delta-9-THC. See 66 FR at 
20045; Tr. 1146–47. 

Under the second approach of 
interpreting 21 U.S.C. 823(a)(1) to 
require DEA to consider whether 
competition is inadequate, the ALJ first 
turned to whether the supply of 
marijuana currently available to 
researchers through HHS is adequate. In 
this regard, the ALJ found that while 
‘‘there have been some problems with 
the marijuana that the National Center 
produces, * * * a preponderance of the 
evidence establishes that the quality is 
generally adequate.’’ Id. The ALJ further 
found, however, that ‘‘NIDA’s system 
for evaluating requests for marijuana for 
research has resulted in some 
researchers who hold DEA registrations 
and requisite approval from [HHS] being 
unable to conduct their research 
because NIDA has refused to provide 
them with marijuana.’’ Id. The ALJ thus 
concluded ‘‘that the existing supply of 
marijuana is not adequate.’’ Id. The ALJ 
also concluded that competition is 
inadequate within the meaning of 21 
U.S.C. 823(a)(1). Id. 3 The ALJ thus held 
that the first public interest factor, 21 
U.S.C. 823(a)(1), supported granting 
Respondent’s application. 

Under the second public interest 
factor, 21 U.S.C. 823(a)(2), the ALJ 
found that there was ‘‘neither evidence 
nor contention that Respondent has not 
complied with applicable laws’’ and 
thus concluded that this factor 
supported the granting of Respondent’s 
application. See id. 

Under the third public interest factor, 
21 U.S.C. 823(a)(3), as to whether 
granting Respondent’s application 
would promote technical advances in 
the art of manufacturing controlled 
substances, the ALJ found that 
Respondent has ‘‘considerable 
experience in cultivating medicinal 
plants, which might promote technical 
advances in the cultivation of marijuana 
or developing new medications from it.’’ 
ALJ at 85–86. The ALJ nonetheless 
found that ‘‘there is not sufficient 
evidence in the record on which to base 
a finding as to whether granting 
Respondent’s registration would 
promote technical advances.’’ Id. at 86. 

Under the fourth public interest 
factor, 21 U.S.C. 823(a)(4), the ALJ 

found that it was ‘‘undisputed that 
Respondent has never been convicted of 
any violation of any law pertaining to 
controlled substances’’ and therefore 
this factor weighed in favor of granting 
the application. Id. 

Under the fifth public interest factor, 
21 U.S.C. 823(a)(5), the ALJ considered 
Respondent’s ‘‘past experience in 
manufacturing controlled substances 
and the existence of effective controls 
against diversion.’’ Id. The ALJ 
acknowledged that ‘‘Respondent has no 
experience in manufacturing controlled 
substances.’’ Id. Noting that Respondent 
‘‘does have experience in growing 
medicinal plants’’ and that ‘‘the risk of 
diversion is minimal,’’ the ALJ 
concluded that this factor supported 
granted the application. Id. 

Finally, under the sixth public 
interest factor, 21 U.S.C. 823(a)(6), in 
analyzing such other factors as are 
relevant to and consistent with public 
health and safety, the ALJ rejected the 
Government’s contention that granting 
the application would ‘‘circumvent[]’’ 
HHS’s policy with respect to the 
provision of marijuana to researchers. 
Id. Reasoning that ‘‘the NIH Guidance 
by its own terms applies to marijuana 
that [HHS] makes available, [and] not 
[to] marijuana that might be available 
from some other legitimate source[,]’’ 
the ALJ concluded that ‘‘the NIH 
Guidance is not a factor in determining 
whether Respondent’s application 
should be granted.’’ Id. The ALJ thus 
concluded that granting Respondent’s 
application ‘‘would be in the public 
interest,’’ and recommended that I grant 
his application. Id. at 87. 

The Government excepted to the 
ALJ’s decision on numerous grounds, 
and Respondent filed a response to the 
Government’s exceptions. Thereafter, 
the record was forwarded to me for final 
agency action. 

Having considered the record as a 
whole, I hereby issue this Decision and 
Final Order. For reasons explained more 
fully below, I reject the ALJ’s legal 
conclusion ‘‘that the Single Convention 
does not preclude registering 
Respondent.’’ Id. at 82. Moreover, I 
reject the ALJ’s finding that the 
proposed registration is consistent with 
the public interest when considering the 
six factors enumerated in 21 U.S.C. 
823(a). Id. at 82–86. I therefore reject the 
ALJ’s recommendation that the 
application be granted. See id. at 87. 

Findings 
Under Federal Law, marijuana and 

tetrahydrocannabinols (THC) are 
schedule I controlled substances. 21 
U.S.C. 812(c), Schedule I(c)(10) & (17). 
Congress placed marijuana and THC in 

schedule I because the substances have 
‘‘a high potential for abuse,’’ ‘‘no current 
accepted medical use in treatment in the 
United States,’’ and ‘‘a lack of accepted 
safety for use * * * under medical 
supervision.’’ 21 U.S.C. 812(b)(1). See 
also 66 FR 20038 (2001) (denying 
petition to reschedule marijuana from 
schedule I), petition for review 
dismissed, Gettman v. DEA, 290 F.3d 
430 (D.C. Cir. 2002).4 

Marijuana is cultivated from the 
cannabis plant, which is recognized as 
‘‘a very adaptive plant [whose] 
characteristics are even more variable 
than most plants.’’ GX 25, at 7. 
Marijuana, which consists primarily of 
the dried flowering tops and leaves of 
the cannabis plant,5 ‘‘is a variable and 
complex mixture of biologically active 
compounds.’’ Id. As of 2001, 483 
different chemical constituents had 
been identified in marijuana, including 
approximately 66 cannabinoids.6 66 FR 
at 20041; Tr. 1142, 1147. ‘‘THC 7 is the 
main psychoactive cannabinoid in 
marijuana’’; the plant, however, also 
contains ‘‘[v]arying proportions of other 
cannabinoids, mainly cannabidiol (CBD) 
and cannabinol (CBN),’’ which 
‘‘sometimes [exist] in quantities that 
might modify the pharmacology of THC 
or cause effects of their own.’’ Id. at 7– 
8. 
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8 Initially, the National Center obtained a 
researcher’s registration; it now also holds a 
manufacturer’s registration. 

9 These batches range from approximately 12 to 
15 kg in size. 

10 As of the date of the hearing, more than 
920,000 marijuana cigarettes of various THC 
concentrations including placebo had been 
manufactured pursuant to the NIDA contracts 
between 1974 and 2003. GX 27. 

11 11 As Dr. ElSohly explained, he has grown 
numerous strains of marijuana from seeds that have 
been obtained from a variety of countries and has 
used them to do ‘‘genetic selection to have genetic 
material of high potency.’’ Tr. 1255. 

12 These include that the researcher have the 
appropriate DEA registration and FDA/IND 
approvals, provide assurance that the marijuana 
‘‘will not be resold’’ and ‘‘will be used only for 
research or patient purposes,’’ that the use of the 
marijuana will adhere to the appropriate Safety 
Standards for research,’’ and that the researcher 
agree ‘‘to comply with all Federal, State and Local 
Safety requirements for use of the materials.’’ See 
GX 13, at 8. 

13 Independent of its contract with NIDA, the 
National Center holds an additional registration to 
manufacture marijuana and THC. GXs 75 & 78. The 
National Center was granted this registration under 
the terms of a Memorandum of Agreement (MOA) 
entered into with DEA in 1999. GX 78. As set forth 
in the MOA, the purpose of the registration was ‘‘to 
allow the Center to develop a new product 
formulation for effecting delivery of [THC] in a 
pharmaceutically acceptable dosage form 
suppository * * * and to provide crude THC 
extract to a DEA-registered manufacturer of THC for 
further purification.’’ Id. at 2. The MOA further 
stated that, under the terms thereof, the Center 
would ‘‘manufacture marijuana for the purpose of 
extracting THC therefrom.’’ Id. Subsequently, the 
Center submitted a new application for a 
registration to bulk manufacture marijuana and 
THC ‘‘to prepare marihuana extract for further 
purification into bulk active [THC] for use in 
launching FDA-approved pharmaceutical 
products.’’ 70 FR 47232 (2005). DEA has not yet 
issued a final order as to this application. (DEA 
publishes in the Federal Register all final orders on 
applications for registration to bulk manufacture 
schedule I and II controlled substances.) 

The MOA further provided that ‘‘[i]n accordance 
with articles 23 and 28 of the Single Convention on 
Narcotic Drugs * * * private trade in ‘cannabis’ is 
strictly prohibited. Therefore, the Center shall not 
distribute any quantity of marijuana to any person 
other than an authorized DEA employee.’’ GX 78, 
at 2. Continuing, the MOA explained that ‘‘[t]he 
Single Convention does not prohibit private trade 
in ‘cannabis preparations,’ ’’ and noted that this 

term, ‘‘within the meaning of the Single 
Convention, is a mixture, solid or liquid containing 
cannabis, cannabis resin, or extracts or tinctures of 
cannabis.’’ Id. Because ‘‘[t]he THC that the Center 
will extract from marijuana [is] considered such a 
‘cannabis preparation[,]’ * * * the Center may, in 
accordance with the Single Convention, distribute 
the crude THC extract to private entities’’ provided 
the Center otherwise complies with the CSA and 
DEA regulations. Id. at 2–3. The MOA also set forth 
a detailed series of controls to maintain 
accountability of the marijuana from acquisition of 
the seeds through the extraction of THC from the 
harvested material. Id. at 3–7. 

14 To similar effect, an ad hoc group of experts, 
who were selected by NIH and convened in 1997 
as part of a workshop to assess the potential 
medical uses of marijuana, issued a report to the 
Director of NIH, which noted: 

As with any smoked drug (e.g., nicotine or 
cocaine), characterizing the pharmacokinetics of 
THC and other cannabinoids from smoked 
marijuana is a challenge. A person’s smoking 
behavior during an experiment is difficult for a 
researcher to control. People differ. Smoking 
behavior is not easily quantified. An experienced 
marijuana smoker can titrate and regulate doses to 
obtain the desired acute psychological effects and 

The National Center and NIDA’s Drug 
Supply Program 

Since 1968, the National Center for 
Natural Products Research (National 
Center), a division of the University of 
Mississippi, has held a contract with the 
Federal Government to grow marijuana 
for research purposes and held the 
requisite registrations under the 
Controlled Substances Act (CSA), as 
well as the federal law that preceded the 
CSA, authorizing the University to 
conduct such activity.8 Tr. 1152–53, 
1350–51. See also 21 CFR 1301.13. The 
contract, which is open for competitive 
bidding at periodic intervals, see GX 15, 
is administered by NIDA, a component 
of NIH (which is part of HHS), pursuant 
to its Drug Supply Program. RX 1, at 
231. Since 1999, the term of the contract 
has been five years. See GXs 13 & 15; 
Tr. 1156. 

Under the NIDA contract, the 
National Center ‘‘[g]row[s], harvest[s], 
store[s], ship[s] and analyze[s] cannabis 
of different varieties, as required.’’ GX 
13, at 6. The contract requires that the 
National Center ‘‘shall serve as NIDA’s 
cannabis drug repository,’’ as well as 
‘‘develop and produce standardized 
marijuana cigarettes within a range of 
specified THC content, and placebos for 
use in pre-clinical and clinical research 
programs,’’ and maintain minimum 
stocks of both bulk marijuana and 
marijuana cigarettes of various THC 
contents, and store them in a DEA 
approved facility. Id. at 6–7. 

Marijuana potency is primarily based 
on the concentration (percentage by 
weight) of THC in the plant material. Tr. 
1148–49. As of August 25, 2005, the 
National Center held on behalf of NIDA 
approximately 1055 kilograms (kg) of 
marijuana with THC contents ranging 
up to 12.26 percent. See RX 53. This 
inventory includes six batches of 
marijuana with THC contents ranging 
from 9.02 to 9.89 percent,9 one batch (of 
nearly 19 kg) with a THC content of 10 
percent, nearly 25 kg with a THC 
content of 11.34 percent, and 
approximately 27 kg with a THC content 
of 12.26 percent.10 See id. In his 
testimony, Mahmoud ElSohly, Ph.D., 
who is the Principal Investigator under 
the NIDA contract, and who has 
overseen the National Center’s work 
with marijuana since 1980, stated that 

the Center is capable of producing 
marijuana with a THC content of 20 
percent or more.11 Tr. 1130–31, 1152, 
1203, 1254–55. 

The contract also requires the 
National Center to ‘‘ship to research 
investigators as authorized by the 
[NIDA] Project Officer upon receipt of a 
shipment order.’’ GX 13, at 7. While the 
NIDA ‘‘Project Officer may pre- 
authorize any normal recurring requests 
that the contractor will then fill once it 
has received’’ various assurances,12 the 
contract further states that ‘‘[a]ll other 
requests should be submitted to the 
NIDA Project Officer for approval.’’ Id. 
at 8. Moreover, ‘‘[i]f there is a reason to 
question a particular request, the 
Contractor shall inform the NIDA 
Project Officer who will make a final 
decision on providing the material and 
quantity requested.’’ Id. As these 
provisions make clear, the National 
Center has no authority to distribute any 
of the marijuana it produces pursuant to 
the NIDA contract without NIDA’s 
approval.13 

In 1997, the White House Office of 
National Drug Control Policy asked the 
Institute of Medicine (IOM), a 
component of the National Academy of 
Sciences, to conduct a review of the 
scientific evidence regarding the 
potential health benefits and risks of 
marijuana and its constituent 
cannabinoids. RX 1, at 7. In 1999, the 
IOM published its report. The IOM 
found, among other things, that 
‘‘[d]efined substances, such as purified 
cannabinoid compounds, are preferable 
to plant products, which are of variable 
and uncertain composition. Use of 
defined cannabinoids permits a more 
precise evaluation of their effects, 
whether in combination or alone.’’ RX 1, 
at 22. With respect to this issue, the 
IOM reached the following conclusion: 
‘‘Scientific data indicate the potential 
therapeutic value of cannabinoid drugs, 
primarily THC, for pain relief, control of 
nausea and vomiting, and appetite 
stimulation; smoked marijuana, 
however, is a crude THC delivery 
system that also delivers harmful 
substances.’’ Id. The report further 
stated: 

The therapeutic effects of cannabinoids are 
most well established for THC, which is the 
primary psychoactive ingredient of 
marijuana. But it does not follow from this 
that smoking marijuana is good medicine. 

Although marijuana smoke delivers THC 
and other cannabinoids to the body, it also 
delivers harmful substances, including most 
of those found in tobacco smoke. In addition, 
plants contain a variable mixture of 
biologically active compounds and cannot be 
expected to provide a precisely defined drug 
effect. For those reasons there is little future 
in smoked marijuana as a medically 
approved medication. If there is any future in 
cannabinoid drugs, it lies with agents of more 
certain, not less certain, composition.’’ 14 
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to avoid overdose and/or minimize undesired 
effects. Each puff delivers a discrete dose of THC 
to the body. Puff and inhalation volume changes 
with phase of smoking, tending to be highest at the 
beginning and lowest at the end of smoking a 
cigarette. * * * During smoking, as the cigarette 
length shortens, the concentration of THC in the 
remaining marijuana increases; thus, each 
successive puff contains an increasing 
concentration of THC. 

One consequence of this complicated process is 
that an experienced marijuana smoker can regulate 
almost on a puff-by-puff basis the dose of THC 
delivered to lungs and thence to brain. A less 
experienced smoker is more likely to overdose or 
underdose. Thus a marijuana researcher attempting 
to control or specify dose in a pharmacologic 
experiment with smoked marijuana has only partial 
control over the drug dose actually delivered. 

See GX 25, at 9–10 (Workshop on the Medical 
Utility of Marijuana). 

15 Dr. Gust initially testified that someone from 
FDA sits on the committee but later stated that he 
was not exactly sure if this was so. Tr. 1712. 

16 The California research studies were conducted 
pursuant to a law enacted by California in 1999 
known as the Marijuana Research Act of 1999. Cal. 

Continued 

Id. at 195–96. See also GX 53 (letter 
from Alice P. Mead, GW 
Pharmaceuticals, P.L.C., to Christine V. 
Beato, Acting Asst. Sec. for Health, HHS 
(Apr. 12, 2005)) (‘‘[H]erbal cannabis 
should comprise only the starting 
material from which a bona fide 
medical product is ultimately derived. 
* * * [S]tandardizing herbal starting 
material represents only the first of 
many steps necessary to create a modern 
medicine that is safe and effective for 
use in specific medical conditions. 
* * * [A] final medical product * * * 
must also be delivered in a dosage form 
that is consistent in composition and 
that allows the patient to obtain an 
identifiable and reliable amount of 
medication.’’) (emphasis in original). 

Accordingly, the IOM recommended 
that clinical trials using cannabinoid 
drugs should be conducted with ‘‘the 
goal of developing rapid-onset, reliable, 
and safe delivery systems.’’ Id. at 197. 
The IOM also advised that clinical trials 
involving smoked marijuana ‘‘should 
involve only short-term marijuana use 
(less than six months), should be 
conducted in patients with conditions 
for which there is a reasonable 
expectation of efficacy, should be 
approved by institutional review boards, 
and should collect data about efficacy.’’ 
Id. 

Also in 1999, due in part to an 
increased interest in marijuana research 
and taking into account the IOM report, 
HHS decided to change the procedures 
by which it would supply marijuana to 
researchers. Tr. 1632–33; GX 24. The 
new procedures were announced in a 
document released by NIH on May 21, 
1999. GX 24, at 1. In the announcement, 
‘‘HHS recognize[d] the need for 
objective evaluations of the potential 
merits of cannabinoids for medical 
uses[,]’’ and that ‘‘[i]f a positive benefit 
is found, * * * the need to stimulate 
development of alternative, safer dosage 
forms.’’ Id. at 2. Toward this end, NIH 
explained that the new procedures were 

designed to increase the availability of 
marijuana for research purposes by, 
among other things, making such 
marijuana ‘‘available on a cost- 
reimbursable basis.’’ Id. This new 
procedure allowed researchers who 
were privately funded to obtain 
marijuana from HHS by reimbursing the 
NIDA contractor for the cost of the 
marijuana. Tr. 1633; see also GX 31, at 
3. This was a departure from the prior 
practice (pre-1999), whereby HHS only 
made marijuana available to persons 
who received NIH funding. Id. The new 
procedures implemented by HHS in 
1999 remain in effect today. Tr. 1629. 

HHS further stated in 1999 that it 
intended through the new procedures 
‘‘to make available a sufficient amount 
of research-grade marijuana to support 
those studies that are the most likely to 
yield usable, essential data.’’ GX 24, at 
2. With respect to those researchers who 
do not have NIH funding, HHS 
explained that ‘‘the scientific merits of 
each protocol will be evaluated through 
a Public Health Service 
interdisciplinary review process [which] 
will take into consideration a number of 
factors, including the scientific quality 
of the proposed study, the quality of the 
organization’s peer-review process, and 
the objective of the proposed research.’’ 
Id. 

HHS then identified the criteria it 
would apply in evaluating requests for 
marijuana: 

The extent to which the protocol 
incorporates the elements of good clinical 
and laboratory research; 

The extent to which the protocol describes 
an adequate and well-controlled clinical 
study to evaluate the safety and effectiveness 
of marijuana and its constituent 
cannabinoids in the treatment of a serious or 
life threatening condition; 

The extent to which the protocol describes 
an adequate and well-controlled clinical 
study to evaluate the safety and effectiveness 
of marijuana and its constituent 
cannabinoids for a use for which there are no 
alternative therapies; 

The extent to which the protocol describes 
a biopharmaceutical study designed to 
support the development of a dosage form 
alternative to smoking; [and] 

The extent to which the protocol describes 
high-quality research designed to address 
basic, unanswered scientific questions about 
the effects of marijuana and its constituent 
cannabinoids or about the safety or toxicity 
of smoked marijuana. 

Id. at 3. 

HHS further noted that ‘‘[a] clinical 
study involving marijuana should 
include certain core elements,’’ and that 
‘‘[a] study that incorporates the [1997] 
NIH Workshop recommendations will 
be expected to yield useful data and 

therefore, will be more likely to receive 
marijuana under the HHS program.’’ Id. 

Finally, HHS explained that the 
‘‘proposed protocols must be 
determined to be acceptable under 
FDA’s standards for authorizing the 
clinical study of investigational new 
drugs.’’ Id. Relatedly, HHS stated that 
‘‘although FDA’s review of Phase 1 
submissions will focus on assessing the 
safety of Phase 1 investigations, FDA’s 
review of Phases 2 & 3 submissions will 
also include an assessment of the 
scientific quality of the clinical 
investigations and the likelihood that 
the investigations will yield data 
capable of meeting statutory standards 
for marketing approval.’’ Id. HHS 
further made clear that if a protocol is 
approved, ‘‘NIDA will provide the 
researcher with authorization to 
reference NIDA’s marijuana Drug Master 
File.’’ Id. at 4. 

At the administrative hearing in this 
case, Steven Gust, Ph.D., Special 
Assistant to the Director of NIDA, 
explained that, in addition to seeking to 
facilitate research into the possible 
medical utility of marijuana, the new 
procedures implemented by HHS in 
1999 were intended ‘‘to make the 
process more standardized, and to 
* * * provide some expertise that did 
not really exist at NIDA in terms of 
reviewing applications that involved 
* * * the use of marijuana * * * for 
treatment of diseases.’’ Tr. 1632–33. 
Accordingly, HHS ‘‘established a 
separate peer review process that * * * 
moved the review into the Public Health 
Service [a component of HHS] * * * 
where additional expertise from other 
NIH Institutes and other Federal 
agencies’’ could be utilized in reviewing 
the scientific merit of the applications. 
Id. at 1633–34. Dr. Gust further 
explained that the members of the 
review committee are drawn from the 
various specialty institutes of NIH, and 
the Substance Abuse and Mental Health 
Services Administration (SAMHSA). Id. 
at 1692; 1713–15.15 Dr. Gust also 
testified that the ‘‘scientific bar has been 
set very low, [so] that any project that 
has scientific merit is approved,’’ and 
that ‘‘anything that gets approved gets 
NIDA marijuana.’’ Id. at 1700–01. As of 
April 2004, HHS had approved at least 
seventeen pre-clinical or clinical studies 
of marijuana, which were sponsored by 
the California Center for Medical 
Cannabis Research (CMCR).16 GX 31, at 
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Health & Safety Code § 11362.9. This state law 
established the ‘‘California Marijuana Research 
Program’’ to develop and conduct studies on the 
potential medical utility of marijuana. Id. (The 
program is also referred to as the ‘‘Center for 
Medicinal Cannabis Research’’ (CMCR). Tr. 396.) 
The state legislature appropriated a total of $9 
million for the marijuana research studies. Tr. 397. 
The state law was enacted following the passage of 
Proposition 215, a ballot initiative otherwise known 
as the Compassionate Use Act of 1996. Tr. 395–96; 
see also United States v. Oakland Cannabis Buyers’ 
Cooperative (‘‘OCBC’’), 532 U.S. 483, 486 (2001). 

17 On his application for registration (GX 1), 
Respondent incorrectly checked the box for ‘‘dosage 
form’’ manufacturing when, in fact (based on the 
activity in which he proposes to engage), he is 
seeking to become registered as a ‘‘bulk’’ 
manufacturer. In written questions DEA submitted 
to Respondent as a follow-up to the application, 
DEA properly characterized the activity as ‘‘bulk 
manufacture,’’ and Respondent, in his written 
answers to these questions, gave no indication that 
he disagreed. See GX 3. Also, in his testimony at 
the hearing, Respondent acknowledged that his 
plan was to send marijuana ‘‘in bulk’’ to others, 
who would roll it into cigarettes. Tr. at 243. 
Respondent also testified that MAPS President Rick 
Doblin ‘‘assisted in the response to the bulk 
manufacturer’s questions.’’ Tr. 352 (emphasis 
added). Cf. 32 CFR 1300.02(b)(32) (defining ‘‘drug 
product’’ as ‘‘an active ingredient in dosage form 
that has been approved or otherwise may be 
lawfully marketed under the Food, Drug, and 
Cosmetic Act for distribution in the United States’’); 
21 CFR 1301.72(a) & 1304.22(a) (listing ‘‘bulk 
materials awaiting further processing’’ separately 
from ‘‘finished products’’). 

18 As set forth in 21 CFR 1301.15: ‘‘The 
Administrator may require an applicant to submit 
such documents or written statements of fact 
relevant to the application as he/she deems 
necessary to determine whether the application 
should be granted.’’ 

19 Respondent further testified that it was his 
intention to simply send bulk marijuana to 
researchers who would then roll their own 
cigarettes. Tr. at 243. 

20 When asked during the hearing about the title 
of his organization (Multidisciplinary Association 
for Psychedelic Studies) and, in particular the term 
‘‘Psychedelic,’’ Mr. Doblin explained, in part, ‘‘it’s 
about tools and procedures that bring to the surface 
people’s subconscious and unconscious and, you 
know, deeper emotions.’’ Tr. 474. 

21 In a recent Supreme Court decision, Justice 
Ginsberg, in a dissenting opinion, summarized the 
process by which FDA approves new drugs for 
marketing as follows: 

The process for approving a new drug begins with 
preclinical laboratory and animal testing. The 
sponsor of the new drug then submits an 
investigational new drug application seeking FDA 
approval to test the drug on humans. See 21 U.S.C. 
355(i); 21 CFR 312.1 et seq. (2007). Clinical trials 
generally proceed in three phases involving 
successively larger groups of patients: 20 to 80 
subjects in phase I; no more than several hundred 
subjects in phase II; and several hundred to several 
thousand subjects in phase III. 21 CFR 312.21. After 
completing the clinical trials, the sponsor files a 
new drug application containing, inter alia, ‘‘full 
reports of investigations’’ showing whether the 
‘‘drug is safe for use and * * * effective’’; the 
drug’s composition; a description of the drug’s 
manufacturing, processing, and packaging; and the 
proposed labeling for the drug. 21 U.S.C. 355(b)(1). 

Riegel v. Medtronic, Inc., 128 S.Ct. 999, 1018–19 
n.15 (2008) (Ginsburg, J., dissenting). 

22 While Respondent produced evidence 
establishing that the $800–880 million costs of 
bringing a new drug to market includes research 
and development costs incurred for drugs that are 
not approved, as well as opportunity costs (the cost 
of investing in research rather than something else), 
see Tr. 161, 734–36, Respondent has not shown a 
single instance in which an entity has obtained 
FDA approval of a drug through the NDA process 
for the cost range which Mr. Doblin claimed would 
be sufficient to obtain approval of plant-form 
marijuana. 

Moreover, the IOM Report states that the average 
cost of a Supplemental New Drug Application 
(SNDA), which is used when a company seeks to 
obtain FDA approval to market a drug (which has 
already gone through the three phases of clinical 

3. According to one witness who 
testified on behalf of Respondent, all of 
the CMCR-sponsored researchers who 
applied to NIDA for marijuana did in 
fact receive marijuana from NIDA. Tr. 
694–95. 

Respondent’s Application and 
Contentions 

Respondent is a Professor in the 
Department of Plant, Soil and Insect 
Sciences at the University of 
Massachusetts Amherst. Tr. 13. On June 
28, 2001, Respondent submitted an 
application to bulk manufacture the 
schedule I controlled substances 
marijuana and tetrahydrocannabinols.17 
GXs 1 & 3; 21 CFR 1308.11(d). 
Respondent’s application is sponsored 
by the Multidisciplinary Associations 
for Psychedelic Studies (MAPS). GX 3, 
at 1. 

Because Respondent seeks a 
registration to manufacture a schedule I 
controlled substance, DEA required that 
he complete a questionnaire.18 In 
response to the question regarding the 
purpose for which he sought 
registration, Respondent stated that 
‘‘[t]he plant material will be grown for 
federally-approved uses only, including 
analytical, pre-clinical, and clinical 

research,’’ and that ‘‘no material is 
intended for illegal use or for medical 
marijuana patients whose use may be 
legal under state, but not federal law.’’ 
GX 3, at 1.19 

Respondent added that ‘‘[t]he 
production costs * * * would be 
underwritten by a grant’’ from MAPS. 
Id. According to Respondent, ‘‘MAPS is 
seeking to develop the marijuana plant 
into an FDA-approved prescription 
medicine,’’ and that ‘‘[t]he growth of 
plants at [UMASS] is a necessary step 
for supplying quality marijuana for use 
in MAPS’ drug development process.’’ 
Id. Respondent also advised that 
‘‘MAPS will sponsor research at other 
institutions using smoked marijuana 
and marijuana delivered through a 
vaporizer device that heats, but does not 
burn the plant material, thus reducing 
the products of combustion normally 
found in smoked marijuana.’’ Id. 

Respondent further stated that his 
‘‘[c]ustomers would include both 
MAPS-sponsored research and research 
sponsored by other organizations.’’ Id. at 
3. Relatedly, Respondent explained that 
‘‘[r]esearchers conducting MAPS 
sponsored research would receive 
supplies of the plant material free, while 
other researchers would either receive 
the marijuana free or through a donation 
to MAPS.’’ Id. at 1. See also Tr. 225 (‘‘I 
may very well be approached by other 
people with approved studies who need 
a source also.’’). 

At the hearing, Mr. Rick Doblin, the 
President of MAPS,20 also testified 
regarding the purpose of Respondent’s 
application. Mr. Doblin, who admitted 
that he engages in recreational use of 
marijuana on a weekly basis, explained 
that ‘‘[t]he reason we need a supply 
from Dr. Craker is that we are engaged 
in trying to make marijuana into an 
FDA-approved prescription medicine, 
and * * * we need to establish a drug 
master file for a particular product, and 
* * * we need to conduct research with 
that product, and have that product 
available to us for potential marketing 
should we get FDA approval.’’ Tr. 603, 
718–19. Mr. Doblin testified as to his 
‘‘belie[f] that smoked marijuana or 
vaporized marijuana in plant form will 
successfully compete with marijuana 
extracts on price.’’ Id. at 605. He also 
testified as to his belief that the 

‘‘efficacy and safety’’ of vaporized plant- 
form marijuana ‘‘will be similar’’ to 
drugs containing cannabinoid extracts 
and that ‘‘the efficacy will be similar 
and safety slightly different with 
smoked’’ marijuana than with drugs 
containing cannabinoid extracts. Id. 

Mr. Doblin further testified that he 
‘‘disagree[d]’’ with the Institute of 
Medicine’s conclusion that defined and 
purified cannabinoid compounds ‘‘are 
preferable to plant products, which are 
of variable and uncertain composition.’’ 
Id. at 654. Mr. Doblin also testified that 
‘‘what we’re trying to do is get the 
Public Health Service and NIDA out of 
the picture; they’re only in the picture 
just for marijuana only because they 
have a monopoly. And that is what is 
so obstructing the system.’’ Id. at 666. 

Finally, Mr. Doblin testified that 
MAPS would only need between $5 to 
$10 million ‘‘to make marijuana into a 
medicine’’ through the various stages of 
the FDA new drug approval (NDA) 
process.21 Id. at 701; see also id. at 703. 
In his testimony, Mr. Doblin did not, 
however, identify a single instance in 
which an entity (whether for-profit or 
nonprofit) had taken a drug—let alone a 
botanical substance with known safety 
issues, See, e.g., GX 43, at 9—through 
the multi-faceted NDA process for a 
similar cost.22 Moreover, while Mr. 

VerDate Nov<24>2008 21:01 Jan 13, 2009 Jkt 217001 PO 00000 Frm 00067 Fmt 4703 Sfmt 4703 E:\FR\FM\14JAN1.SGM 14JAN1sr
ob

er
ts

 o
n 

P
R

O
D

1P
C

70
 w

ith
 N

O
T

IC
E

S

Case: 20-71433, 09/29/2020, ID: 11841671, DktEntry: 19-2, Page 135 of 286
(320 of 1491)



2107 Federal Register / Vol. 74, No. 9 / Wednesday, January 14, 2009 / Notices 

trials and been approved for marketing) for a new 
indication, was $10 to 40 million. RX 1, at 214. It 
should be noted, however, that in taking a drug 
through the three phases, its sponsor will have 
obtained extensive data regarding the drug’s safety 
including ‘‘adverse effects of the drug [and] 
clinically significant drug/drug interactions.’’ 21 
CFR 314.50(d)(5)(vi). 

In support of his assertion that MAPS could 
obtain FDA approval for only $5 to $10 million, Mr. 
Doblin testified that marijuana is different than 
other drugs that go through the FDA approval 
process. Mr. Doblin based this assertion on his 
contentions that: marijuana has been used by ‘‘tens 
of millions of people’’ while others drugs going 
though the NDA process are only used by a few 
thousand; there is ‘‘an enormous body of evidence 
about [marijuana’s] safety * * * that we don’t need 
to replicate;’’ and sufficient data to satisfy the FDA 
as to marijuana’s safety and efficacy could be 
obtained by testing only 500 to 600 people. Id. at 
737–38. 

The FDA’s guidance document for botanical drug 
products makes plain that ‘‘[a] botanical drug 
product that is not generally recognized as safe and 
effective for its therapeutic claims is considered a 
new drug under § 201(p) of the [Food, Drug, and 
Cosmetic] Act,[]’’ and that ‘‘any person wishing to 
market a botanical drug product that is a new drug 
is required to obtain FDA approval of an NDA 
* * * for that product.’’ GX 92A, at 7. Moreover, 
‘‘an NDA must contain substantial evidence of 
effectiveness derived from adequate and well- 
controlled clinical studies, evidence of safety, and 
adequate CMC [chemistry, manufacturing, and 
controls] information.’’ Id. See also GX 92A, at 27– 
38 (specifying the information that must be 
provided to FDA for phase 3 clinical studies of a 
botanical product to meet the requirements of the 
FDA regulations governing the contents of INDs). 
Finally, with respect to the nonclinical safety 
assessment required to support phase 3 clinical 
trials, the FDA guidance states: 

To support safety for expanded clinical studies or 
to support marketing approval of a botanical drug 
product, toxicity data from standard toxicology 
studies in animals may be needed * * * . A 
botanical product submitted for marketing approval 
as a drug will be treated like any other new drug 
under development. Safety data from previous 
clinical trials conducted in foreign countries will be 
considered in determining the need for nonclinical 
studies. However, previous human experience may 
be insufficient to demonstrate the safety of a 
botanical product, especially when it is indicated 
for chronic therapy. Systematic toxicological 
evaluations could be needed to supplement 
available knowledge on the general toxicity, 
teratogenicity, mutagenecity, and carcinogenicity of 
the final drug product. 

Id. at 34. While Mr. Doblin asserted that MAPS 
would not ‘‘need to replicate all those studies about 
the genetics, * * * the effect on reproduction, the 
effect in all sorts of bodily systems,’’ Tr. 737, he did 
not identify any specific studies performed in other 
countries that establish the safety of marijuana for 
testing in phase 3 clinical studies. While millions 
of people have undoubtedly used marijuana, few 
have done so subject to the scientific rigor of a 
controlled clinical trial. Nor did Respondent 
produce any credible evidence establishing that the 
various types of animal studies which FDA usually 
requires to support phase 3 clinical trials would not 
have to be performed. GX 92A, at 35–37. 

23 As indicated above, based on the record, no 
clinical trials involving marijuana have advanced 
beyond phase 1. Moreover, each sponsor must 
submit to FDA his/her own IND to be authorized 
to conduct clinical investigation with a new drug 
(such as marijuana). See 21 CFR 312.20, 312.23. 
Again, given the vagaries of Mr. Doblin’s testimony, 
it cannot be determined whether there is sufficient 
existing preclinical laboratory and animal studies 
data to support a submission of an IND for whatever 
proposed indications that Mr. Doblin has in mind 
for his envisioned FDA-approved marijuana 
medicine. But even assuming, arguendo, that MAPS 
could successfully submit an IND based on existing 
data, it would still have to proceed through 
extensive clinical trials (see 21 CFR 312.21), and 
then—assuming that such trials are fully successful 
at demonstrating the basis for safety and efficacy 
(which often is not the case with clinical trials)— 
MAPS would still have to submit and obtain 
approval of an NDA. All of these steps, and the 
uncertainties as to the outcomes of each step, 
further call into question Mr. Doblin’s estimate of 
being able to obtain FDA approval of marijuana for 
only $5 to $10 million. 

Doblin testified that ‘‘the mission 
statement [of MAPS] is to develop 
psychedelics and marijuana into FDA- 
approved medicines and then to educate 
the public about that’’ (Tr. 478), the 
vagaries of his testimony prevent a clear 

determination of how far along in that 
goal he envisions MAPS to be.23 

Correspondence Pertaining to the 
Application 

Subsequent to Respondent’s 
submission of his application for a DEA 
registration, on March 4, 2003, the Chief 
of DEA’s Drug and Chemical Evaluation 
Section wrote to Respondent noting that 
‘‘it appears that the basis for your 
application is the purported need for a 
higher potency and higher ’quality’ 
marijuana product than that currently 
available from the National Institute on 
Drug Abuse.’’ GX 29, at 1. The DEA 
letter further explained that the Agency 
had ‘‘contacted NIDA, the Department 
of Health and Human Services * * * 
and some current researchers’’ and had 
‘‘determined that * * * the quality of 
marijuana available from NIDA is 
acceptable,’’ that a high potency product 
with a THC content of 7 to 8 percent 
was currently ‘‘available to bona fide 
research protocols,’’ and that if ‘‘[i]n the 
future, should federally approved 
research protocols require a higher 
potency marijuana (i.e. 15 percent THC), 
all believe that it could be supplied by 
NIDA.’’ Id. 

Thereafter, on June 2, 2003, 
Respondent wrote to DEA 
acknowledging that during a visit with 
several agency Diversion Investigators, 
the discussion had ‘‘primarily 
focused[ed] on the need for an 
alternative source of plant material to 
that grown at the University of 
Mississippi under contract to the 
National Institute of Drug Abuse 
(NIDA).’’ GX 30. Continuing, 
Respondent stated that ‘‘[a] second 
source of plant material is needed to 
facilitate privately-funded, FDA- 
approved research into medical uses of 
marijuana, ensuring a choice of sources 
and an adequate supply of quality, 

research-grade marijuana for medicinal 
applications.’’ Id. Consistent with these 
statements, Respondent has declined to 
bid on the NIDA contract. Tr. 252–53. 

Respondent further asserted that 
while ‘‘the primary researchers now 
receiving plant material may openly 
state to you that they are satisfied with 
the current source, * * * in private 
conversations these same researchers 
indicate a fear of having the current 
supply eliminated if they complain 
about the available source material.’’ GX 
30. As support for his contention 
regarding the level of researcher’s 
satisfaction with NIDA’s marijuana, 
Respondent attached two items: a 
reprint of a newspaper article and a 
letter from a Dr. Ethan Russo to the 
then-Chief of DEA’s Drug and Chemical 
Evaluation Section. See GX 30a & 30b. 

At the hearing, Respondent testified 
that at the time he filed his application, 
he had become concerned, based on 
conversations he had with ‘‘other 
people,’’ that the marijuana provided by 
the National Center ‘‘may have been of 
relatively low quality, and that [it] was 
not readily available to run the clinical 
trials which some people wanted to 
run.’’ Tr. 215. When asked to provide 
the names of these ‘‘other people’’ who 
had told him this, Respondent said he 
did not recall. Id. 

Respondent’s Contentions Regarding 
the Inadequacy of NIDA Marijuana 

Respondent makes three principal 
claims in support of his contention that 
the supply of marijuana currently 
available through NIDA is inadequate. 
First, he claims that ‘‘NIDA does not 
provide medical marijuana to all 
legitimate researchers’’ and that ‘‘NIDA 
has refused to provide marijuana to at 
least three legitimate researchers.’’ Resp. 
Prop. Findings at 12. Second, he claims 
that ‘‘the quality of the NIDA marijuana 
raises concerns for researchers and 
patients.’’ Id. at 16. Third, he claims that 
‘‘the NIDA supply was inadequate 
because a pharmaceutical developer 
could not reasonably rely on NIDA 
marijuana to take marijuana through the 
FDA new drug approval process.’’ 
Respondent’s Response to Govt.’s 
Exceptions (hereafter, ‘‘Respondent’s 
Resp.’’) at 16. 

HHS’s Denials of Researcher’s Requests 
for NIDA Marijuana 

Respondent’s first claim is based on 
three incidents over a decade-long time 
period in which he alleges that 
researchers were improperly denied 
access to NIDA’s marijuana. The first 
incident, which occurred in 1995, 
involved an application submitted by 
Donald Abrams, M.D., who sought 
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24 That the above-quoted grounds were the bases 
upon which NIDA denied Dr. Abrams’ original 
application is implicit from the letter that Dr. 
Abrams submitted to NIDA in response to the 
denial (RX 15). These bases are explicitly stated in 
NIDA’s April 19, 1995, letter to Dr. Abrams, which 
appears on MAPS’ Web site (at http:// 
www.maps.org/mmj/leshner.html) and of which I 
take official notice. This letter from NIDA stated, 
among other things, the following: 

Our decision here is based upon issues of design, 
scientific merit and rationale. We believe that your 
study will not adequately answer the question 
posed. 

Although the study propose[d] seeks to make a 
dose-effect comparison of smoked marijuana to 
delta-9-tetrahydrocannabinol (THC), there is no real 
dosing control. The marijuana is to be taken home 
and there is no requirement and way to ensure that 
the subjects smoke all available materials on any 
fixed schedule. Additionally, that they are given a 
two-week supply of marijuana at one time further 
confounds the study design. Thus, we believe the 
dose-effect component is confounded since the 
study cannot correlate variability in weight gain 
with dosage. 

We also believe the study lacks adequate sample 
size to make any inferences regarding the dose- 
effect relationship. . . . Another confounding 
variable not adequately controlled for in your 
proposed study is diet. Neither the total daily 
caloric intake nor the percentages of the 
composition of the foodstuffs is assessed. 

In accordance with the Administrative Procedure 
Act (APA), an agency ‘‘may take official notice of 
facts at any stage in a proceeding—even in the final 
decision.’’ U.S. Dept. of Justice, Attorney General’s 
Manual on the Administrative Procedure Act 80 
(1947) (Wm. W. Gaunt & Sons, Inc., Reprint 1979). 
In accordance with the APA and DEA’s regulations, 
Respondent is ‘‘entitled on timely request to an 
opportunity to show to the contrary.’’ 5 U.S.C. 
556(e); see also 21 CFR 1316.59(e). To allow 
Respondent the opportunity to refute the facts of 
which I take official notice, Respondent may file a 
motion for reconsideration within fifteen days of 
service of this order which shall commence with 
the mailing of the order. 

25 Following the 1996 passage of proposition 215, 
NIDA contacted Dr. Abrams and asked him if he 
would redesign his study to determine whether 
marijuana usage by persons who were HIV-positive 
(but who did not have AIDS-wasting syndrome) 
increased viral load as well as the interaction of 
marijuana with protease inhibitors. Tr. 523–24. Dr. 
Abrams agreed to do so and NIDA provided him 
with a $1 million grant to fund the study. 

26 It appears from the record that Chemic initially 
applied to HHS for marijuana in 2003 but, at HHS’s 

request, Chemic submitted a revised protocol, 
which HHS considered to be submitted in 2004. See 
GXs 49 & 52B. 

27 See Kuromiya v. United States, 78 F.Supp.2d 
367 (E.D. Pa. 1999) (describing compassionate use 
program under which less than 10 persons 
currently receive marijuana from HHS). 

28 Because marijuana is a schedule I controlled 
substance, human use is limited to ‘‘Government- 
approved research’’ in accordance with 21 U.S.C. 
823(f). See OCBC, 532 U.S. at 491–492 and n.5. In 
accordance with § 823(f) and the DEA regulations, 
where a schedule I controlled substance is used in 
research—including the HHS compassionate use 
program—the activities involving the substance 
must be limited to those authorized in the research 
protocol. See 21 CFR 1301.13(e)(1)(v), 1301.18. 
Research activities beyond those specified in the 
protocol are prohibited absent the submission and 
approval of a supplemental protocol. 21 CFR 
1301.18(d). Respondent made no attempt to assert 
that any of the research protocols associated with 
the compassionate use program allow for the 
distribution of marijuana to a drug testing 
laboratory, as there is no basis for such an assertion. 
The CSA prohibits the distribution of any 
controlled substance except as authorized by the 
Act, 21 U.S.C. 841(a)(1), and the Act makes no 
allowance for ultimate users (including research 
subjects) to distribute their controlled substances to 
others. 

29 Chemic was not registered with DEA under 21 
U.S.C. 823(f) to conduct research with marijuana 
and when DEA later learned that Chemic was 
seeking to conduct a second marijuana study (when 
Chemic subsequently sought to obtain marijuana 
directly from NIDA and sought DEA’s authorization 
for doing so), the agency so advised Chemic that 
this activity required a research registration. See RX 
49, at 2. DEA registrants are only authorized to 
conduct activities with controlled substances ‘‘to 

marijuana from NIDA to study its effects 
on persons with HIV-related wasting 
syndrome. RX 15, at 1. NIDA rejected 
Dr. Abrams’s application ‘‘based upon 
issues of design, scientific merit and 
rationale.’’ 24 Dr. Abrams subsequently 
submitted a revised research protocol 
that NIDA found to be scientifically 
meritorious and for which NIDA 
supplied marijuana in 1997.25 See GX 
21, at 1. NIDA also supplied Dr. Abrams 
with marijuana for subsequent studies. 
Id.; Tr. 689. In any event, for purposes 
of determining the relevance of the 1995 
incident in which Dr. Abrams’ original 
protocol was rejected by NIDA, it is 
notable that this occurred before HHS 
adopted its new guidelines for the 
provision of marijuana for research 
purposes. As Dr. Gust testified, in 1995, 
HHS’s practice was to provide 

marijuana only to researchers who 
obtained NIH funding—a practice that 
was abandoned by HHS in 1999 when 
the agency adopted its new procedures 
for facilitating marijuana research 
(allowing privately funded researchers 
to also obtain marijuana). Tr. 1749. 

The second incident involved an 
application by Dr. Ethan Russo, a 
neurologist, who sought funding from 
NIDA to study the use of marijuana to 
treat migraine headaches beginning 
around 1996. Tr. 527–28. The precise 
dates of the events related to Dr. Russo 
are somewhat unclear as Respondent 
presented these events through the 
testimony of Mr. Doblin. (Dr. Russo did 
not testify.) Id. Based on Mr. Doblin’s 
testimony, it appears that during 1996– 
97, NIDA twice rejected Dr. Russo’s 
protocol for reasons which are not 
clearly established by the record. Id. at 
527, 691–92. However, according to Mr. 
Doblin, Dr. Russo conceded that, on 
both of these two occasions when NIDA 
rejected his protocol, NIDA’s bases for 
doing so did include ‘‘some valid 
critiques.’’ Tr. 692. Mr. Doblin testified 
that Dr. Russo subsequently attempted 
for a third time to obtain marijuana from 
NIDA, but on this third occasion he 
decided not to seek government funding 
but to seek private funding to purchase 
the marijuana from NIDA. Id. at 692. 
According to Mr. Doblin, this third 
protocol submitted by Dr. Russo was 
approved by both the FDA and Dr. 
Russo’s institutional review board, but 
NIDA again refused to supply 
marijuana. Id. at 692–93. When asked 
when this last denial by NIDA occurred, 
Mr. Doblin testified: ‘‘I think it was 
1999.’’ Id. at 693. 

As noted above, NIH announced on 
May 21, 1999, HHS’s new procedures 
for making marijuana available to 
researchers. Bearing in mind that 
Respondent had the burden of proving 
any proposition of fact that he asserted 
in the hearing, 21 CFR 1301.44(a), 
nothing in Mr. Doblin’s testimony, or 
any other evidence presented by 
Respondent, established that HHS 
denied Dr. Russo’s request for marijuana 
under the new procedures implemented 
by the agency in 1999. Indeed, 
Respondent produced no evidence 
showing that HHS has denied marijuana 
to any clinical researcher with an FDA- 
approved protocol subsequent to the 
adoption of the 1999 guidelines. 

The third incident involved an 
application by Chemic Laboratories 
(Chemic), which—at the request of Mr. 
Doblin—sought marijuana from NIDA in 
2004 26 for a proposed study involving 

a device known as the ‘‘Volcano 
Vaporizer’’ (hereafter ‘‘Volcano’’). RX 49 
& 52B. To understand the nature and 
purpose of this proposed study, some 
earlier facts that were disclosed at the 
hearing need to be considered. 
According to Mr. Doblin’s testimony, 
prior to this incident (i.e., before 
Chemic applied to NIDA for marijuana 
in 2004), Mr. Doblin had devised an 
elaborate arrangement whereby Chemic 
received marijuana to conduct an earlier 
study with the Volcano using marijuana 
obtained outside of the HHS process 
and without the knowledge or approval 
of HHS or DEA. Specifically, Mr. Doblin 
admitted that he encouraged persons 
who obtained marijuana from ‘‘buyers’ 
clubs’’ in California as well as persons 
who obtained their marijuana from 
NIDA under HHS’s ‘‘compassionate use 
program’’ 27 to anonymously send their 
marijuana to a DEA-registered drug 
testing laboratory so that MAPS could 
compare the potency of the ‘‘buyers’ 
clubs’’ marijuana with that supplied by 
NIDA.28 Tr. 668–82. Acting at the behest 
of Mr. Doblin, once the drug testing 
laboratory completed its analysis of the 
marijuana it received through these 
sources, it delivered the ‘‘extra’’ 
marijuana to Chemic, so that Chemic 
could conduct testing on the Volcano. 
Id. Chemic did conduct such testing,29 
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the extent authorized by their registration and in 
conformity with other provisions of [the CSA].’’ 21 
U.S.C. 822(b). 

30 The first report, which was submitted by 
Chemic in 2003 to MAPS and CaNORML, is titled 
‘‘Evaluation of Volcano(r) Vaporizer for the Efficient 
Emission of THC, CBD, CBN and the Significant 
Reduction and/or Elimination of Polynuclear- 
Aromatic (PNA) Analytes Resultant of Pyrolisis,’’ 
and is available on MAPS’ Web site at http:// 
www.maps.org/mmj/vaporizerstudy4.15.03. The 
second report, titled ‘‘Cannabis Vaporizer Combines 
Efficient Delivery of THC with Effective 
Suppression of Pyrolitic Compounds,’’ also appears 
on MAPS’ Web site at http://www.maps.org/mmj/
Gieringer-vaporizer.pdf. I take official notice of both 
documents. See also http://www.maps.org/news-
letters/v13n1/13111gie.pdf (2003 MAPS news letter 
discussing Vaporizer studies sponsored by MAPS 
and NORML and the Marijuana Policy Project), of 
which I take official notice. 

31 HHS also noted that there were ‘‘a number of 
technical concerns’’ with Chemic’s proposal. RX 
52B, at 4. 

32 The report, titled ‘‘Evaluation of Volcano® 
Vaporizer for the efficient emission of THC, CBD, 
CBN and the significant reduction and/or 
elimination of polynuclear-aromatic (PNA) analytes 
resultant of pyrolysis,’’ appears on MAPS Web site 
as discussed in note 30. 

33 If Chemic had a valid basis to challenge HHS’s 
denial of its request for marijuana, it presumably 
had remedies available to challenge that agency 
action either within HHS or in the courts. See, e.g., 
5 U.S.C. 702 (‘‘A person suffering legal wrong 
because of agency action * * * is entitled to 
judicial review thereof.’’). Respondent produced no 
evidence showing that Chemic has pursued any 
such remedies. 

which was funded by MAPS and the 
California National Organization for the 
Reform of Marijuana Laws (CaNORML), 
and Chemic published its results in two 
reports, one of which was co-authored 
by CaNORML.30 See id. 

Thus, this ‘‘third incident’’ to which 
Respondent points involved an effort by 
MAPS to expand upon the research that 
Chemic had conducted on the 
Volcano—this time using marijuana 
directly obtained from NIDA rather than 
using marijuana obtained without the 
knowledge or approval of HHS or DEA. 
Id. Under MAPS sponsorship and 
oversight, Chemic so applied to NIDA in 
2004. Id.; RX 52B. The protocol 
submitted by Chemic proposed to heat 
marijuana obtained from NIDA and from 
a Dutch ‘‘medical marijuana’’ program 
to three different temperature levels 
below its combustion temperature and 
to then ‘‘compare the quality and 
relative percentage of available 
cannabinoids’’ in the material obtained 
from each source. RX 52B, at 2–3. 

By letter dated July 27, 2005, a U.S. 
Public Health Service (PHS) committee 
of scientists, which evaluated Chemic’s 
protocol pursuant to the 1999 Guidance, 
rejected it on the grounds that the 
‘‘project does not add to the scientific 
knowledge base in a significant way.’’ 31 
Id. at 4. With respect to the protocol’s 
purpose of comparing the cannibinoid 
content of NIDA and Dutch marijuana, 
the PHS committee found that 
‘‘[m]arijuana varies in THC content and 
[that] simply demonstrating that this 
device can measure those differences is 
of little scientific value.’’ Id. at 3. The 
PHS committee also found that the 
protocol’s other purposes (‘‘to conduct a 
reliability study of the device by 
analyzing multiple vapor collections’’ 
and to ‘‘determine the ‘precision, 
accuracy, robustness and efficacy’ of the 
vaporizing device’’) did ‘‘not appear to 

be a hypothesis driven research 
project,’’ but rather, ‘‘analogous to a 
process that is used to ‘validate’ an 
analytical method.’’ Id. The PHS 
committee thus concluded that the 
‘‘overall aims of the project appear to be 
descriptions of work that would need to 
be conducted as part of good standard 
laboratory procedure prior to a clinical 
study.’’ Id. 

The PHS Committee further noted 
that, at that time (2005), a separate, 
HHS-approved clinical trial involving 
marijuana and the Volcano was already 
underway. Id. This then-ongoing 
clinical trial was being conducted by Dr. 
Abrams and was sponsored by the 
CMCR, using NIDA-supplied marijuana. 
Id.; Tr. 689. Moreover, as the letter from 
the PHS Committee indicates, one of the 
documents that Dr. Abrams had 
previously submitted in support of his 
then-ongoing clinical trial was a report 
that Chemic itself had prepared 
regarding its prior study of marijuana 
and the Volcano.32 GX 52B, at 3. Given 
that Dr. Abrams’ clinical trial was 
‘‘underway and is examining the 
pharmacodynamics and 
pharmacokinetics of several different 
potencies of marijuana in human 
volunteers using the Volcano(c) device,’’ 
the Committee concluded that ‘‘[i]t is 
difficult to see what additional scientific 
knowledge will be provided by the 
current protocol, considering the prior 
work done by the applicant, as 
described in the above report, and the 
ongoing clinical trial at CMCR.’’ Id. 

Respondent also introduced into 
evidence a letter from the President of 
Chemic to HHS responding to several 
points raised by the PHS Committee in 
denying Chemic’s application. See RX 
55. Respondent’s letter does not, 
however, establish that HHS 
impermissibly denied Chemic’s 
application for marijuana.33 To the 
contrary, the evidence supports the 
conclusion that HHS (acting through the 
PHS Committee) made its determination 
not to supply marijuana on this 
occasion based on scientific 
considerations, finding that Chemic’s 
then-latest proposed study was 

duplicative of prior and ongoing 
research and not likely to provide useful 
data. 

Respondent’s Contention That NIDA’s 
Marijuana Is of Poor Quality 

Respondent also contends that ‘‘[t]he 
quality of the NIDA marijuana raises 
concerns for researchers and patients.’’ 
Resp. Prop. Findings at 16. In this 
regard, Respondent asserts that various 
researchers have complained that 
NIDA’s marijuana is of inconsistent 
potency, that NIDA’s marijuana is harsh, 
that NIDA’s marijuana is frequently 
several years old and not fresh, that the 
available product is of low potency, and 
that NIDA’s product includes stems and 
seeds. See id. at 16–27. Contrary to 
Respondent’s view, the evidence does 
not ‘‘demonstrate[] serious concerns 
about the quality of NIDA’s’’ marijuana 
products. Id. at 27. As explained below, 
Respondent’s contentions are largely 
based on snippets from questionnaires 
in which the researchers generally 
indicated their overall satisfaction with 
the quality of NIDA’s marijuana. As the 
ALJ found, ‘‘a preponderance of the 
record establishes that the quality is 
generally adequate.’’ ALJ at 84. 

With respect to the contention that 
NIDA’s marijuana is of inconsistent 
potency or inadequate potency, 
Respondent relies on comments 
contained on three questionnaires that 
were completed by researchers at DEA’s 
request. Resp. Prop. Findings at 17–18. 
One of the questions asked: ‘‘Have you 
ever had any difficulty obtaining 
marijuana from NIDA for all strengths of 
cigarettes to meet research 
requirements?’’ GX 16, at 8. While Dr. 
Grant of the CMCR answered 
affirmatively and added that ‘‘having 
consistency of 6% -8% [THC] content 
have been difficult,’’ he further stated 
that NIDA ‘‘ha[s] been accommodating 
by trying to produce the high % 
products in a timely manner.’’ Id. at 9 
(emphasis in original). In response to 
another question regarding the adequacy 
of NIDA’s products, Dr. Grant noted that 
‘‘NIDA has been reliable[,]’’ and ‘‘they 
have been easy to work with and 
amenable to accommodating for the 
requirements of the study.’’ Id. at 6. 

It is true that Dr. Grant, in answering 
this question, noted the problems with 
the range of potency in the higher 
potency material. Dr. Grant explained, 
however, that the problems he found 
regarding the range of potency were 
attributable to the cigarettes being 
‘‘handrolled and thus difficult to 
prepare.’’ Id. Moreover, Dr. Grant 
answered ‘‘yes’’ to the question of 
whether NIDA’s current products were 
‘‘adequate for your research purposes 
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34 Respondent also cites the questionnaire of Prof. 
Aron Lichtman, of the Department of 
Pharmacology, Virginia Commonwealth University, 
who conducted research in animals. Resp. Proposed 
Findings at 23 (citing GX 28). On his questionnaire, 
Prof. Lichtman indicated that he ‘‘would [have] 
prefer[red] something at a higher potency, but at the 
time, 3–4% was the highest potency available.’’ GX 
28, at 9. Prof. Lichtman’s questionnaire indicated, 
however, that his study had last obtained marijuana 
in 1999. Prof. Lichtman’s answer is thus not 
probative of whether NIDA is currently capable of 
providing marijuana of adequate potency to support 
legitimate research needs. 

Respondent’s evidence regarding the potency of 
marijuana distributed by NIDA for patients in the 
former Compassionate Investigational New Drug 
program likewise dates back to 1999. See Resp. 
Prop. Findings at 24 (citing RX 19, at 47–48). As 
such, the evidence is not probative of whether 
NIDA is currently capable of supplying marijuana 
of adequate potency. 

35 Dr. ElSohly testified: ‘‘I think you had like 50 
subjects, and only three or four complained of the 
harshness. That’s a very small percentage. You are 

going to get that regardless of what you administer.’’ 
Tr. at 1589. 

36 As Dr. Cory-Bloom noted, it was unclear 
whether the harshness was attributable to actual 
marijuana cigarettes or placebo cigarettes. GX 18, at 
7. Relatedly, Dr. ElSohly testified that the 
complaints of harshness were likely attributable to 
the placebo because ‘‘all of the components have 
been extracted out . . . [s]o this will be just like 
smoking * * * grass or * * * hay or something like 
that or just paper that might have this harshness, 
and there’s no soothing effect of the other 
components in the plant material.’’ Tr. 1289–90. 

37 Respondent also cites to hearsay evidence 
regarding the experience of a single patient who 
had previously used non-NIDA marijuana (illegally 
obtained from California ‘‘buyers’’ clubs’’) without 
problems but then purportedly developed 
bronchitis upon smoking NIDA marijuana. Resp. 
Prop. Findings at 21; Tr. 570. Even if I were to 
credit this testimony, the record as a whole 
establishes that NIDA’s marijuana was well 
tolerated in the great majority of the various studies’ 
subjects. 

38 Marijuana is known to cause, among other 
things, ‘‘a distortion in the sense of time associated 
with deficits in short-term memory and learning,’’ 
‘‘difficulty carrying on an intelligible conversation,’’ 
anxiety, paranoia, panic, depression, dysphoria, 
delusions, illusions, and hallucinations. RX 1 (IOM 
report), at 101–102. These effects impact the 
determination of what, if any, weight to attach to 
research subjects’ descriptions of their satisfaction 
with the marijuana they have smoked. 

39 Dr. Israelski did not recall any complaints 
about the ‘‘freshness’’ of NIDA’s marijuana. 

with regard to potency?’’ Id. at 15. Also, 
in response to the question of whether 
‘‘these problems [have] ever 
compromised the study?,’’ Dr. Grant 
indicated: ‘‘N/A.’’ Id. at 6. 

Dr. Grant further indicated that he 
had ‘‘no’’ information that ‘‘would lead 
[him] to believe that the future supply 
of marihuana required for research 
would be insufficient or unavailable 
through NIDA,’’ id. at 8, and that he had 
‘‘no’’ concerns regarding ‘‘the 
availability of research-grade marijuana 
from NIDA’’ to meet CMCR’s future 
needs. Id. at 9. While Dr. Grant also 
indicated that it would be clinically 
important to evaluate a higher potency 
product than the 7–8 percent THC 
content marijuana CMCR was currently 
using, he also indicated that CMCR had 
not sought a higher potency product but 
had only discussed with NIDA the 
feasibility of such a product. Id. at 16. 

On his questionnaire, Ronald Ellis, 
M.D., of the University of California, 
San Diego, noted that in ‘‘[a]t least two 
shipments, [there] was some variability 
on stated THC content and the actual 
[content] measured.’’ GX 17, at 6. Dr. 
Ellis further noted, however, that NIDA 
personnel ‘‘have been very responsive.’’ 
Id. Apparently, Dr. Ellis’s clinical trial 
received some marijuana which was 
supposed to have a THC content of 8 
percent, but only had a content of 
approximately 7 percent. Id. at 9. Dr. 
Ellis indicated, however, that the 
potency of NIDA’s current product was 
adequate for research purposes. Id. 

Respondent also relies on Dr. Donald 
Abrams’ ‘‘no’’ answer regarding the 
consistency of the potency of NIDA’s 
product. Resp. Prop. Findings at 18 
(citing GX 21, at 6). Dr. Abrams further 
noted that ‘‘[o]riginally approved for 
3.9% THC content, midway through the 
‘Short-term effects * * *’ protocol, 
NIDA informed [us] that the potency 
had been downgraded to 3.5%. 
Everything since is said to be at 3.5%.’’ 
GX 21, at 6. Notably, the ‘‘Short-term 
effects’’ study occurred more than a 
decade ago, and Dr. Abrams did not 
indicate that there had been further 
problems with the consistency of the 
potency of the marijuana supplied by 
NIDA for several later studies he 
conducted. 

Nor does the evidence support 
Respondent’s contention that the 
marijuana available through NIDA is of 
insufficient potency to satisfy the needs 
of legitimate researchers. In his brief, 
Respondent relies on the statements of 
Drs. Grant and Abrams that it would be 
beneficial to evaluate the efficacy of 
marijuana cigarettes with a higher THC 
content than what was currently being 
supplied by NIDA. Resp. Prop. Findings 

at 22–23 (citing GX 16 & 21). 
Respondent, however, produced no 
evidence establishing that any 
researcher has obtained approval of 
FDA and other reviewing authorities to 
conduct clinical trials using higher THC 
content marijuana. As Dr. Abrams 
explained, he ‘‘wanted to use a higher 
potency product but there were 
questions from the [scientific review 
board] and the funding agency 
[CMCR].’’ GX 21, at 9. 

Moreover, as Dr. ElSohly testified, the 
National Center has in inventory 
substantial quantities of bulk marijuana 
material with THC contents of ten to 
eleven percent and has some material 
with a THC content of fourteen 
percent.34 Tr. 1203. Dr. ElSohly also 
testified that the National Center could 
produce marijuana with a THC content 
of up to 20 percent. Id. He further 
testified that he had informed ‘‘some of 
the investigators that if they want to, 
they can order material of a certain 
potency’’ and ‘‘roll their own 
cigarettes.’’ Id. at 1204–05. 

Respondent also maintains that 
NIDA’s marijuana is harsh and that 
some patients have complained that it 
was ‘‘inferior in sensory qualities (taste, 
harshness) [to] the marijuana they 
smoke outside the laboratory,’’ and that 
‘‘it was the worst marijuana they had 
ever sampled.’’ Resp. Prop. Findings at 
19–21. Yet, as the questionnaires 
completed by the researchers indicate, 
only a small percentage of study 
subjects have complained about the 
harshness of NIDA’s marijuana. See GX 
18, at 7 (one of ten patients 
complained); GX 21, at 8 (four out of 
fifty dropped out because of quality); 
GX 22, at 7 (‘‘Out of 100 plus subjects, 
no more than [three] may have 
commented that the product was 
harsh.’’).35 Moreover, as one of the 

researchers noted, it was unclear 
whether the harshness was related to 
the actual marijuana cigarettes or the 
placebo material.36 As for Respondent’s 
further contention that some patients 
complained that NIDA’s marijuana ‘‘was 
the worst they had ever sampled,’’ this 
evidence does not establish that the 
taste of the products rendered them 
unsuitable for their intended use.37 
Furthermore, Respondent provides no 
scientific basis for his suggestion that 
the research subjects’ description of the 
degree of their subjective satisfaction 
with the experience of smoking 
marijuana in a research setting should 
be a criterion for judging the adequacy 
of the quality of marijuana for research 
purposes.38 

Finally, Respondent contends that 
NIDA’s marijuana is frequently ‘‘not 
fresh’’ and that it includes stems and 
seeds. Resp. Prop. Findings at 21–22; 
25–27. While the record contains some 
evidence that older marijuana loses 
some if its potency, all but one of the 
researchers indicated that neither the 
lack of freshness nor the existence of 
plant parts (stems and seeds) had 
adversely impacted their research. See 
GX 16, at 13 (CMCR); GX 17, at 7 (Dr. 
Ellis); GX 18, at 7 (Dr. Corey-Bloom); GX 
19, at 7 (Dr. Israelski); 39 GX 20, at 7 (Dr. 
Wallace); GX 22, at 7 (Dr. Polich); GX 
28, at 7 (Prof. Lichtman); but see GX 21, 
at 7–8 (Dr. Abrams) (indicating that four 
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40 In support of its contention that NIDA 
marijuana contains stems and seeds which renders 
the product’s quality inadequate, Respondent also 
cites an article, ‘‘Chronic Cannabis Use in the 
Compassionate Investigational New Drug Program.’’ 
Resp. Prop. Findings at 26 (citing RX 19, at 49–50). 
Respondent particularly notes two photographs of 
marijuana that was manufactured in April 1999. See 
id. This evidence thus predates the National 
Center’s 2001 acquisition of a de-seeding machine. 

41 I also take official notice of the FDA’s Guideline 
For Drug Master Files (Sept. 1989) (available at 
http://www.fda.gov/cder/guidance/dmf.htm/). 

According to this FDA guideline (at 2), ‘‘[a] Drug 
Master File (DMF) is a submission to the [FDA] that 
may be used to provide confidential detailed 
information about facilities, processes, or articles 
used in the manufacturing, processing, packaging, 
and storing of one or more human drugs.’’ 

42 In that letter, Mr. Doblin also mentioned that 
DEA had indicated that it would not review 
Chemic’s application to import ten grams of Dutch 
marijuana until NIDA/HHS completed its review of 
Chemic’s protocol. RX 14. Mr. Doblin also 

Continued 

out of fifty patients had ‘‘dropped out 
due to quality’’). 

Moreover, with respect to the 
existence of stems and seeds in NIDA’s 
marijuana, Dr. ElSohly acknowledged 
that prior to 2001, there may have some 
stems and seeds in the marijuana it sent 
to the Research Triangle Institute (the 
contractor for the manufacture of the 
cigarettes). Tr. 1300–01. Dr. ElSohly 
further testified, however, that in 2001, 
the National Center acquired a special 
de-seeding machine which removes all 
the seeds and stems from the marijuana 
that is used to manufacture cigarettes. 
Id. at 1301. Respondent produced no 
evidence showing that the marijuana 
which the National Center has since 
supplied has contained stems and 
seeds.40 

Respondent’s Contention That NIDA’s 
Marijuana Is Inadequate To Support 
The Development of Plant-Form 
Marijuana Into an FDA-Approved 
Prescription Drug 

Respondent further contends that the 
existing supply of NIDA marijuana is 
inadequate because ‘‘MAPS seeks to 
develop botanical marijuana as an FDA- 
approved prescription drug.’’ Resp. 
Prop. Findings at 8. In support of this 
contention, Respondent makes two 
primary factual assertions. First, he 
claims that ‘‘to develop a 
pharmaceutical product, a developer 
must have assured access to a reliable, 
dependable source of the particular 
formulation of the product the 
developer needs, both for research, and 
for distribution if the product is 
approved,’’ and that ‘‘[w]ithout such a 
source, there is no development.’’ Id. at 
9. Second, he claims that ‘‘even before 
the Phase [1] and Phase [2] studies on 
a product, the developer must generally 
submit a Drug Master File,’’41 and that 
the Drug Master File (DMF) for NIDA’s 
marijuana contains proprietary 
information which NIDA controls. Id. 

As for Respondent’s contentions 
regarding the need to submit a DMF, 

Respondent asserts that ‘‘there is no 
procedure to force [the DMF’s] owner to 
make a Drug Master File, or the 
information in it, available to a drug 
developer.’’ Resp. Prop. Findings at 10 
(citing Tr. 447–49; testimony of Dale 
Gieringer). While Respondent concedes 
that NIDA ‘‘has allowed the researchers 
whom it chooses to supply with 
marijuana to rely on that file,’’ and that 
FDA has approved several Phase 1 
studies using NIDA marijuana and the 
information contained in the DMF, id. at 
10, it contends that because NIDA’s 
mission is to study drug abuse, it is not 
likely that ‘‘NIDA would authorize 
MAPS to rely on the NIDA marijuana 
[DMF] currently on file with the FDA.’’ 
Id. at 45. 

The 1999 HHS Guidance makes clear, 
however, that if a proposed research 
project meets the Department’s criteria 
for the provision of research-grade 
marijuana, ‘‘NIDA will provide the 
researcher with authorization to 
reference NIDA’s marijuana Drug Master 
File.’’ GX 24, at 4. Moreover, as the FDA 
has explained, ‘‘the submission of a 
DMF is not required by law or 
regulation,’’ but rather, ‘‘is submitted 
solely at the discretion of the holder.’’ 
Guideline For Master Drug Files, at 2. 
The FDA regulations provide: ‘‘FDA 
ordinarily neither independently 
reviews drug master files nor approves 
or disapproves submissions to a drug 
master file. Instead, the agency 
customarily reviews the information 
only in the context of an application 
under part 312 or part [314].’’ 21 CFR 
314.420(a). Accordingly, as the FDA 
Guidelines explain, while ‘‘the 
information contained in [a] DMF may 
be used to support an Investigational 
New Drug Application (IND), [or] a New 
Drug application (NDA) * * * [a] DMF 
is NOT a substitute for an IND [or] 
NDA.’’ Guideline For Master Drug Files, 
at 3. 

Relatedly, David Auslander, M.D., the 
Government’s expert witness in 
pharmaceutical development, testified 
that ‘‘not all companies do Drug Master 
Files’’ and that ‘‘FDA does not 
necessarily require a Drug Master File to 
do a Phase [1] and Phase [2] study in all 
cases if the Drug Master File * * * 
comes from a producer that’s different 
from the sponsor itself.’’ Tr. 2024. Dr. 
Auslander also explained that a drug 
developer may not even have a Drug 
Master File at the time it applies to 
conduct Phase 1 or Phase 2 studies. Id. 
As Dr. Auslander further testified, the 
necessary information can be submitted 
in an IND or an NDA. Id. at 2024–25. 

As for the contention that NIDA is not 
a reliable source of supply, it is 
undisputed that a for-profit drug 

developer would be unlikely to take a 
drug through the FDA approval process 
unless it was ‘‘assured that they would 
have a drug supply that is unchanging 
and reliable.’’ Tr. 117 (testimony of 
Irwin Martin, Ph.D.). Dr. Martin also 
testified that ‘‘[o]ne of the biggest 
problems in drug development is the 
unfortunate need sometimes to repeat 
studies. If you have a new formulation 
or your drug source has changed, you 
many need to repeat years worth of data 
because you can no longer assure that 
the data you developed with this earlier 
version of [the] drug will actually be the 
same drug as you now have.’’ Id. at 118. 
Dr. Martin further testified that while 
‘‘no reasonably business-oriented 
company would ever develop a 
product’’ if it did not have a reliable and 
consistent supply source, he also noted 
that if a company had to change its 
supply source, a company could try to 
show that the new product was 
pharmcokinetically equivalent to the 
old product. Tr. 120–21; see also Tr. 
2027. 

Also on this issue, Dr. Auslander 
testified further on behalf of the 
Government that if the developer’s 
source changed, it ‘‘would not 
necessarily repeat the Phase [1] and [2] 
clinical studies over again, but * * * 
would do additional chemical studies, 
stability [studies] * * * to show that the 
quality of material from source A and 
the quality of material acquired from 
source B are equivalent.’’ Tr. 2027–28. 
Both Respondent’s and the 
Government’s experts agreed, however, 
that if the developer could not establish 
equivalence between the two products, 
‘‘it would not be a trivial experience’’ 
for the developer. Id. at 2029; see also 
id. at 121 (testimony of Dr. Martin that 
developer would have to start over). 

Relatedly, Respondent further asserts 
that there is ‘‘overwhelming’’ evidence 
that NIDA ‘‘would not be likely to 
choose to serve as the supplier to a 
medical marijuana pharmaceutical 
product developer even if it were 
authorized to so.’’ Resp. Prop. Findings 
at 10. In support of this assertion, 
Respondent extracts two sentences from 
a letter in which Nora Volkow, M.D., 
NIDA’s director, responded to Mr. 
Doblin’s letter accusing NIDA/HHS of 
‘‘seriously obstructing’’ Chemic’s 
research involving the Volcano which 
MAPS was sponsoring (and whose 
application HHS ultimately 
denied).42 See id. (quoting RX 13; ‘‘It is 
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referenced DEA’s handling of Respondent’s 
application. 

43 In discussing the content of the HHS Guidance, 
Respondent asserts: ‘‘And it expressly states that 
‘the purpose of clinical trials of smoked marijuana 
would not be to develop marijuana as a licensed 
drug.’ ’’ Resp. Proposed Findings at 11 (quoting GX 
24, at 2). Notably, Respondent’s quotation edits out 
the Guideline’s reference to the IOM Report. The 

complete text of the Guidance shows, however, 
HHS did not come to this conclusion without 
evidentiary support, but rather, relied on the 
extensive findings of the IOM. 

44 In discussing this testimony, the ALJ noted that 
Dr. Gust had acknowledged that a researcher with 
an FDA-approved protocol might nonetheless be 
denied marijuana by the PHS committee under the 
criteria set forth in the guidance. ALJ at 51 (citing 

Tr. 1694). There is, of course, no evidence that any 
researcher with an FDA-approved protocol has been 
denied marijuana subsequent to the 1999 
guidelines. Dr. Gust’s answer was based on a 
hypothetical question. Accordingly, this portion of 
Dr. Gust’s testimony provides no basis to question 
his credibility as to whether in his experience, HHS 
(and the PHS review committees) are biased against 
researchers who seek to obtain FDA approval for 
plant-form marijuana. 

45 Given that, as indicated above, marijuana has 
been found to contain hundreds of different 
chemicals, including a variable mixture of 
biologically active compounds that cannot be 
expected to provide a precisely defined drug effect, 
IOM has expressed the view that, ‘‘if there is any 
future in cannabinoid drugs, it lies with agents of 
more certain, not less certain, composition.’’ RX 1, 
at 195–96. 

46 Based on the questions that led up to the above- 
quoted question, it appears that, in answering 
‘‘That’s correct,’’ Dr. ElSohly was confirming that 
the marijuana he grows pursuant to the NIDA 
contract may not be taken by the University of 
Mississippi (without prior authorization from 
NIDA) for use in the commercial development of a 
THC extract product where such commercial 
activity was not authorized by NIDA. See Tr. at 
1462–63. Indeed, the following subsequent 
exchange between Respondent’s counsel and Dr. 
ElSohly suggests that Dr. ElSohly correctly 
understood that there was no prohibition on the use 
of NIDA marijuana for the development of 
commercial products: 

Q: Dr. ElSohly, if an organization like MAPS, for 
example, a nonprofit or pharmaceutical 
organization, wanted to try to develop smoked 
marijuana into an FDA-approved medicine, could it 
use the marijuana that you grow to the preclinical 
and clinical testing if NIDA agreed? 

A: I would say yes. 
Tr. 1562–63. Moreover, even if Dr. ElSohly was 

of the mistaken view that the marijuana he grew for 
NIDA could never be used by anyone for 
commercial product development, such a 
misunderstanding on Dr. ElSohly’s part would not 
be controlling for purposes of this proceeding. The 
record is clear that it is HHS—not Dr. ElSohly—that 
determines the terms of his contract, including to 
whom and under what circumstances he may 
supply marijuana; and the record is also clear that 
Dr. ElSohly follows the instructions he receives 
from NIDA as to whom to deliver the marijuana. 
Further, as explained above, the record reveals that 
HHS’s policy contains no prohibition on the use of 

not NIDA’s role to set policy in this area 
or to contribute to the DEA licensing 
procedures. Moreover, it is also not 
NIDA’s mission to study the medicinal 
use of marijuana or to advocate for the 
establishment of facilities to support 
this research.’’). See also RX 14 (letter of 
Mr. Doblin; ‘‘NIDA/HHS is seriously 
obstructing a privately-funded drug 
development program aimed at 
evaluating marijuana’s potential use as 
an FDA-approved medication.’’). 

In that letter, Dr. Volkow declined to 
intervene explaining that: 

* * * NIDA is just one of the participants 
on the HHS review panel and continues, on 
behalf of the U.S. Government, to provide 
supplies of well-characterized cannabis for 
both NIH and non-NIH-funded research. The 
latter is conducted according to the 
procedure established in 1999 by HHS for 
obtaining access to marijuana for research 
purposes. It is not NIDA’s role to set policy 
in this area or to contribute to the DEA 
licensing procedures. Moreover, it is not 
NIDA’s mission to study the medicinal uses 
of marijuana or to advocate for the 
establishment of facilities to support this 
research. Therefore, I am sorry but I do not 
believe that we can be of help to you in 
resolving these concerns. 

RX 13. As both this letter and the 1999 
Guidance make plain, HHS—and not 
NIDA—is the policymaker regarding the 
criteria for determining who can obtain 
research-grade marijuana from NIDA. As 
NIDA does not independently control to 
whom it may supply marijuana for 
legitimate research, the letter is not 
indicative of whether NIDA would be a 
reliable source of marijuana for an entity 
which sought to develop plant-form 
marijuana into an FDA-approved 
prescription medicine. 

Respondent also points to the 1999 
Guidance document’s statement that 
‘‘[t]he goal of this program must be to 
determine whether cannabinoid 
components of marijuana administered 
through an alternative delivery system 
can meet the standards enumerated 
under the Federal Food, Drug, and 
Cosmetic Act for commercial marketing 
of a medical product. As the IOM report 
stated, ’Therefore, the purpose of 
clinical trials of smoked marijuana 
would not be to develop marijuana as a 
licensed drug, but such trials could be 
a first step towards the development of 
rapid-onset, nonsmoked cannabinoid 
delivery systems.’ ’’ 43 GX 24, at 2. 

As found above, the IOM’s 
recommendation was based on its 
conclusion that ‘‘[a]lthough marijuana 
smoke delivers THC and other 
cannabinoids to the body, it also 
delivers harmful substances, including 
most of those found in tobacco smoke. 
In addition, plants contain a variable 
mixture of biologically active 
compounds and cannot be expected to 
provide a precisely defined drug effect. 
For those reasons there is little future in 
smoked marijuana as a medically 
approved medication.’’ RX 1, at 195–96. 

Moreover, the HHS Guidance does not 
address what the Secretary’s response 
would be were the current clinical trials 
to show that the efficacy/safety profile 
of smoked marijuana supported FDA 
approval of it as a prescription medicine 
for particular indications or patient 
populations. Nor does it address what 
the Secretary’s response would be if 
clinical trials were to show that the 
efficacy/safety of vaporized plant form 
marijuana for particular indications 
supported its approval as a prescription 
drug. 

Dr. Gust testified that notwithstanding 
the stated goal of the 1999 Guidance, a 
researcher who ‘‘had an IND from FDA 
* * * would not have a problem getting 
marijuana.’’ Tr. 1718. Further, in 
response to the ALJ’s question as to 
whether a researcher whose goal was to 
obtain FDA approval of plant-form 
marijuana would have more difficulty 
obtaining marijuana from HHS than a 
researcher who sought to produce an 
extract-based product, Dr. Gust testified: 
‘‘I don’t believe so.’’ Id. at 1719–20. 

Dr. Gust also explained that whether 
plant-form marijuana should be 
approved as a prescription medicine is 
‘‘not a question for the’’ PHS committee 
that reviews requests for NIDA 
marijuana. Id. at 1720. Rather, ‘‘it’s a 
question for the regulation and approval 
process that goes on through FDA.’’ Id. 
Finally, while Dr. Gust acknowledged 
that ‘‘HHS would strongly endorse’’ the 
IOM’s view that ‘‘if there’s going to be 
an approved medication, it’s going to be 
a purified constituent of marijuana that 
will be delivered in a non-smokable 
form,’’ he further testified that in his 
experience, there was no bias against 
‘‘the concept of approving marijuana as 
a medication’’ at the level of PHS 
review. Id. at 1722.44 

Respondent further asserts that ‘‘it is 
not at all clear that NIDA could serve as 
a source for a pharmaceutical product.’’ 
Resp. Prop. Findings at 11 (emphasis in 
original). Notwithstanding Mr. Doblin’s 
beliefs regarding the likely safety/ 
efficacy profiles of smoked and 
vaporized marijuana, see Tr. at 605, it is 
highly speculative whether clinical 
trials will ultimately support FDA 
approval of plant-form marijuana 
through either delivery system.45 

As further support for this contention, 
Respondent references that Dr. ElSohly 
answered ‘‘That’s correct’’ when asked 
the following question by Respondent’s 
counsel: ‘‘So if somebody wants to 
develop a commercial product with 
marijuana, they could not use the NIDA 
marijuana; is that fair?’’ Resp. Prop. 
Findings at 11 (quoting Tr. 1463). It is 
not clear exactly what to make of Dr. 
ElSohly’s answer to this question.46 In 
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the marijuana grown pursuant to the NIDA contract 
for commercial development purposes. 

47 As for Respondent’s contention that the 
Government did not ‘‘introduce any evidence that 
NIDA could or would [serve as a supply source] to 
support its claim that NIDA’s supply is adequate to 
meet all legitimate medical and scientific 
purposes,’’ Resp. Prop. Findings at 11, Respondent, 
and not the Government, has the burden of proof 
on the issue of whether supply is inadequate within 
the meaning of 21 U.S.C. 823(a)(1). See 21 CFR 
1301.44(a). 

48 Respondent testified that he had performed 
classified work on plants for the U.S. Army and that 
‘‘there were security systems in place similar to the 
security systems you have in this building’’ 
(referring to DEA Headquarters, where the hearing 
took place), and he answered ‘‘Yes’’ when asked by 
his counsel whether he recognized ‘‘the importance 
of that sort of security in a situation like this 
registration application.’’ Tr. 367. It is unclear what 
Respondent meant by ‘‘the security systems you 
have in this building,’’ since the only security to 
which he would have been exposed in entering 
DEA Headquarters to testify were the requirements 
of passing through a metal detector, being 
accompanied by a DEA employee, and wearing a 
visitor’s badge. These DEA Headquarters security 
measures have nothing to do with the security 
measures required of DEA registrants who handle 
controlled substances, which are set forth in 21 CFR 
1301.71 through 1301.76. Thus, this portion of 
Respondent’s testimony was ambiguous and did not 
establish, for purposes of 21 U.S.C. 823(a)(5) that, 
if his application were granted, there would exist 
in his establishment effective controls against 
diversion. 

any event, no provision of the National 
Center’s contract with NIDA imposes 
any prohibition on the use of the 
marijuana produced under the contract 
for the purposes of the development of 
a commercial product. Indeed, the 
language of the contract with NIDA 
suggests otherwise. While Article H.13 
states that ‘‘contract funds shall not be 
used to support activities that promote 
the legalization of any drug or other 
substance included in schedule I’’ of the 
CSA, it further provides that ‘‘[t]his 
limitation shall not apply when the 
contractor makes known to the 
contracting officer that there is 
significant medical evidence of a 
therapeutic advantage to the use of such 
drug or other substance or that federally 
sponsored clinical trials are being 
conducted to determine therapeutic 
advantage.’’ GX 13, at 20 (citing Pub. L. 
108–447, § 510, 108 Stat. 2809 (2005)). 
Likewise, the new procedures that HHS 
announced in 1999 for providing 
marijuana for medical research contain 
no restriction on using NIDA-supplied 
marijuana for the development of 
commercial products. GX 24. To the 
contrary, by adopting a new procedure 
whereby privately funded researchers 
could obtain marijuana from NIDA at 
cost, HHS made it possible starting in 
1999 for a commercially sponsored 
researcher to develop a drug product 
using NIDA-supplied marijuana. See id. 
at 2. Finally, Respondent cites no 
provision of law that prohibits NIDA 
from serving as a supply source for a 
prescription drug approval process.47 

Evidence Regarding the Remaining 
Statutory Factors 

There is no evidence that Respondent 
has not complied with applicable state 
or local laws. See Gov. Proposed 
Findings at 139 (discussing 21 U.S.C. 
823(a)(2)). Moreover, Respondent has 
never been convicted of any controlled- 
substance related offense. Tr. 78; see 21 
U.S.C. 823(a)(4). 

As for factor five, on the 
questionnaire, Respondent 
acknowledged that he ‘‘has no current 
or previous registrations and is unaware 
of any registration [having] previously 
[been] granted to the university.’’ GX 3, 
at 3. While Respondent testified that he 

would meet all ‘‘appropriate security 
conditions,’’ he also acknowledged that 
‘‘I’ve never grown marijuana or any 
other controlled substance.’’ Tr. 79. He 
further testified that ‘‘We have not—I 
have no experience in the control 
against diversion.’’ Id. Relatedly, 
Respondent testified that he had no 
personal experience in providing 
security for plants, id. at 255, and that 
both graduate students and technicians 
would be used to perform the various 
tasks associated with the project. Id. at 
254 (‘‘I usually don’t go down and water 
the plants in the greenhouse; I usually 
have a technician that does that.’’); id. 
at 254–55 (‘‘They [the graduate students 
and technicians] would probably do the 
transplanting[,]’’ and ‘‘a daily check on 
any environmental controls we have.’’). 
Respondent presented no evidence that 
any person who would be involved in 
the daily operation of the project would 
have experience in the lawful 
manufacture or distribution of schedule 
I and II controlled substances.48 

Finally, Respondent testified that he 
believed that granting his application 
would promote technical advances in 
the art of manufacturing controlled 
substances and the development of new 
substances. Id. at 74–76. More 
specifically, Respondent asserted that 
granting his application would advance 
‘‘the understanding [of] any possible 
clinical use of marijuana if we were able 
to supply this to investigators to run 
trials.’’ Id. at 75–76. Respondent also 
testified that ‘‘we would learn more 
about how the environment affects the 
constituents in the plant material which 
would enable’’ a potential manufacturer, 
were marijuana to become approved by 
the FDA as a drug, to ‘‘know the 
environment it needs to be grown under 
to produce a clinical marijuana.’’ Id. at 
76. Respondent further opined that 
granting his registration would promote 

technical advances because part of the 
purpose of growing the marijuana was 
to allow MAPS to test its vaporizer. Id. 
at 77–78. Respondent acknowledged, 
however, that he would not personally 
be working on MAPS’s vaporizer device 
or on any other delivery device. Id. at 
230. He also acknowledged that he has 
no patents regarding the growing of any 
medicinal plants. Id. at 238. 

Discussion 
Pursuant to 21 U.S.C. 823(a), ‘‘[t]he 

Attorney General shall register an 
applicant to manufacture controlled 
substances in schedule I or II if he 
determines that such registration is 
consistent with the public interest and 
with the United States obligations under 
international treaties, conventions, or 
protocols in effect on May 1, 1971.’’ 21 
U.S.C. 823(a). ‘‘In determining the 
public interest,’’ § 823(a) directs the 
Attorney General to consider the 
following factors: 

(1) Maintenance of effective controls 
against diversion of particular controlled 
substances and any controlled substances in 
schedule I or II compounded therefrom into 
other than legitimate medical, scientific, 
research, or industrial channels, by limiting 
the importation and bulk manufacture of 
such controlled substances to a number of 
establishments which can produce an 
adequate and uninterrupted supply of these 
substances under adequately competitive 
conditions for legitimate medical, scientific, 
research, and industrial purposes; 

(2) Compliance with applicable State and 
local law; 

(3) Promotion of technical advances in the 
art of manufacturing these substances and the 
development of new substances; 

(4) Prior conviction record of applicant 
under Federal and State laws relating to the 
manufacture, distribution, or dispensing of 
such substances; 

(5) Past experience in the manufacture of 
controlled substances, and the existence in 
the establishment of effective controls against 
diversion; and 

(6) Such other factors as may be relevant 
to and consistent with public health and 
safety. 

Id. This Agency’s regulations further 
provide that ‘‘[a]t any hearing on an 
application to manufacture any 
controlled substance listed in Schedule 
I or II, the applicant shall have the 
burden of proving that the requirements 
for such registration pursuant to 
[§ 823(a)] are satisfied.’’ 21 CFR 
1301.44(a). 

As § 823(a) makes plain, even if an 
applicant satisfies its burden of proof 
with respect to the public interest 
inquiry, it cannot be granted a 
registration unless its proposed 
activities are consistent with the United 
States’ obligations under international 
treaties. The United States is a party to 
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49 Under the Single Convention, ‘‘ ‘cannabis plant’ 
means any plant of the genus Cannabis.’’ Article 
1(c). The Single Convention defines ‘‘cannabis’’ to 
include ‘‘the flowering or fruiting tops of the 
cannabis plant (excluding the seeds and leaves 
when not accompanied by the tops) from which the 
resin has not been extracted, by whatever name 
they may be designated.’’ Article 1(b). This 
definition of ‘‘cannabis’’ under the Single 
Convention is less inclusive than the CSA 
definition of ‘‘marihuana.’’ See 21 U.S.C. 802(16). 
However, this distinction in inconsequential for 
purposes of the matters at issue in this proceeding. 

50 The Single Convention’s use of the term 
‘‘Schedule IV’’ is not to be confused with the CSA’s 
use of the same term. Under the Convention, the 
terms ‘‘Schedule I, Schedule II, Schedule III and 
Schedule IV mean the correspondingly numbered 
list of drugs or preparations annexed to this 
Convention.’’ Single Convention, art. 1, para. 1(u). 
As the Convention further explains, ‘‘[t]he drugs in 
Schedule IV shall also be included in Schedule I 
and subject to all measures of control applicable to 
drugs in the latter Schedule’’ as well as the 
additional measures contained in article 2, 
paragraph 5. Id. art. 2, para. 5. 

Under Article 2, paragraph 5, the Convention 
requires that [a] Party shall adopt any special 
measures of control which in its opinion are 
necessary having regard to the particularly 
dangerous properties of a drug so included. Id. art. 
2, para. 5(a). The Convention further directs that: 

A Party shall, if in its opinion the prevailing 
conditions in its country render it the most 
appropriate means of protecting the public health 
and welfare, prohibit the production, manufacture, 
export and import of, trade in, possession or use of 
any such drug except for amounts which may be 
necessary for medical and scientific research only, 
including clinical trials therewith to be conducted 
under or subject to the direct supervision and 
control of the Party. 

Id. art. 2, para. 5(b). 

51 Article 23 of the Convention further provides 
that ‘‘[a] Party that permits the cultivation of the 
opium poppy for the production of opium shall 
establish, if it has not already done so, and 
maintain, one or more government agencies * * * 
to carry out the functions required under this 
article.’’ Single Convention art. 23, para. 1. 
Moreover, ‘‘[a]ll cultivators of the opium poppy 
shall be required to deliver their total crops of 
opium to the Agency. The Agency shall purchase 
and take physical possession of such crops as soon 
as possible, but not later than four months after the 
end of the harvest.’’ Id. para. 2(d). 

the Single Convention. Accordingly, 
whether Respondent’s proposed 
activities are consistent with this 
Nation’s obligations under the 
Convention is a threshold question. 

A. Whether Respondent’s Proposed 
Registration Is Consistent With the 
Single Convention 

The Single Convention imposes a 
comprehensive series of measures to 
control narcotic drugs and other 
substances including marijuana (which 
is referred to in the Single Convention 
as ‘‘cannabis’’).49 Under the Convention, 
cannabis is both a Schedule I and 
Schedule IV 50 drug and is subject to the 
control measures applicable to each 
schedule. Single Convention, art. 2, 
para. 5; see also Secretary-General of the 
United Nations, Commentary on the 
Single Convention on Narcotic Drugs, 
1961, 65 (1973) (hereinafter, 
Commentary). Moreover, under article 
28, ‘‘[i]f a Party permits the cultivation 
of the cannabis plant for the production 
of cannabis or cannabis resin, it shall 
apply thereto the system of controls as 
provided in article 23 respecting the 
opium poppy.’’ Single Convention, art. 
28, Para. 1. As the Commentary further 
explains: 

The system of control over all stages of the 
drug economy which the Single Convention 
provides has two basic features: limitation of 
narcotic supplies of each country * * * to 
the quantities that it needs for medical and 
scientific purposes, and authorization of each 
form of participation in the drug economy, 
that is, licensing of producers, manufacturers 
and traders. * * * In the case of the 
production of opium, coca leaves, cannabis 
and cannabis resin, this regime is 
supplemented by the requirement of 
maintaining government monopolies for the 
wholesale and international trade in these 
drugs in countries which produce them. 
* * * 

Commentary at 263. 
Amongthese controls is the 

requirement that ‘‘[t]he Agency shall 
* * * have the exclusive right of 
importing, exporting, wholesale trading 
and maintaining stocks other than those 
held by manufacturers of opium 
alkaloids, medicinal opium or opium 
preparations.’’ Single Convention art. 
23, para. 2(e). The Convention further 
provides, however, that the ‘‘Parties 
need not extend this exclusive right to 
medicinal opium and opium 
preparations.’’ 51 Id. 

The Commentary to article 28 thus 
explains that ‘‘[a] Party permitting the 
cultivation of the cannabis plant for 
cannabis and cannabis resin must, 
pursuant to article 23, paragraph 
[2(e)(2)] in connexion with article 28, 
paragraph 1, grant its national cannabis 
agency the exclusive right of wholesale 
* * * trade in these drugs.’’ 
Commentary at 314 (emphasis added). 
The Commentary further explains that 
the Government ‘‘need not extend this 
exclusive right to extracts and tinctures 
of cannabis.’’ Id. 

Respondent raises several arguments 
as to why his registration would be 
consistent with the Single Convention. 
First, he argues that ‘‘the Convention 
clearly contemplates that more than one 
cultivator or bulk manufacturer may be 
licensed by the member nation’s 
licensing agency.’’ Resp. Prop. Findings 
at 66. Second, he argues that because his 
‘‘crop would be medical marijuana, 
grown and processed to be adapted for 
medicinal use, it is not subject to the 
agency’s ‘exclusive right’ for 
‘maintaining stocks.’ ’’ Id. at 67. 

Relatedly, Respondent argues that 
because DEA has granted Dr. ElSohly a 
registration to ‘‘grow marijuana for 
private purposes’’ and does not require 
him to ‘‘turn[] over those stocks to any 
government agency,’’ granting his 
application will likewise conform with 
the Single Convention. Respondent 
further contends that Dr. ElSohly has 
been able to grow marijuana outside of 
the NIDA contract and that ‘‘DEA would 
not have issued those licenses had they 
violated the Single Convention.’’ Id. at 
68. Respondent also argues that the 
United Kingdom, which is also Party to 
the Convention, has allowed marijuana 
to be grown by a private entity (GW 
Pharmaceuticals) without its 
government taking physical possession. 
Id. Likewise, in his Response to the 
Government’s exceptions to the ALJ’s 
recommended decision, Respondent 
argues that the ALJ ‘‘correctly held that 
Article 23 [para.] 2(d) does not require 
the government to take physical 
possession of [his] crop.’’ Respondent’s 
Resp. at 9. 

In concluding that the ‘‘Single 
Convention does not preclude 
registering Respondent,’’ the ALJ offered 
three reasons. First, based on the United 
Kingdom’s regulatory scheme, she 
reasoned that ‘‘it appears * * * that the 
parties to the Single Convention are free 
to construe the term ‘physical 
possession’ as they see fit.’’ ALJ 82. As 
for the remaining two reasons, the ALJ 
explained that ‘‘[i]t also appears, 
although it is not entirely clear, that the 
marijuana grown by the National Center 
or by any other registrant for utilization 
in research would qualify as either 
‘medicinal’ within the meaning of 
article 1, paragraph (1)(o), or a ‘special 
stocks’ within the meaning of article 1, 
paragraph (1)(x), and that therefore the 
government monopoly on importing, 
exporting, wholesale trading, and 
maintain stocks would not apply.’’ Id. 

Neither the ALJ’s rationales nor 
Respondent’s arguments are persuasive. 
As for the argument that the Single 
Convention does not require that the 
Government take physical possession, 
the argument provides no comfort to 
Respondent for two reasons. First, the 
argument ignores that taking possession 
and engaging in wholesale distribution 
are two separate activities under the 
Convention. Notably, in his briefs, 
Respondent does not even acknowledge 
the distinction. See Resp. Proposed 
Findings and Conclusion of Law at 64– 
70; Respondent’s Resp. at 9–12. 

Second, as Respondent’s evidence 
makes clear, his purpose for seeking a 
registration is not simply to grow 
marijuana, but to distribute it outside of 
the HHS system. Mr. Doblin’s testimony 
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52 Under the CSA and DEA regulations, wholesale 
distribution and dispensing (retail distribution) are 
independent activities and require separate 
registrations. See 21 U.S.C. 802(11) (definition of 
‘‘distribute’’ excludes dispensing); compare 21 
U.S.C. 823(b) with 823(f) (separate registration 
required for distributor versus dispenser); see also 
21 CFR 1301.13(e) (listing categories of registration 
and authorized activities). Only a practitioner (and 
not a manufacturer or distributor) can dispense a 
controlled substance to a patient. See id. at 
1301.13(e)(1). 

Moreover, the Single Convention is a drug-control 
regime. The precise economic arrangements 
between Respondent, MAPS, and any other 
potential customers, are therefore irrelevant in 
determining whether his proposed activity would 
constitute wholesale trading. 

53 There was a dispute between the parties as to 
the admissibility of the document Respondent 
submitted (attached to RX 26) purporting to set 
forth the United Kingdom’s explanation of how it 
carried out its obligation under the Single 
Convention to establish a national cannabis agency. 
Tr. 1812. After having the parties brief the issue, the 
ALJ noted, in a ‘‘Memorandum to Counsel and 
Ruling,’’ that one of the Government’s objections 
was that Respondent did ‘‘not explain how exhibit 
26 was issued or under what authority.’’ The ALJ 
concluded that ‘‘although the circumstances under 
which exhibit 26 came to be promulgated are not 
clear, it appears that the document is in effect in 
the United Kingdom.’’ Id. The ALJ did not explain 
her basis for this conclusion. See id. It is 
unnecessary to determine whether this ruling by the 
ALJ was proper because, even assuming, arguendo, 
that the document accurately represented the 
official position of the United Kingdom and was 
issued by the appropriate representative of the 
British Government, for the reasons explained 
above, reliance on this document for determining 
how to interpret the Single Convention for purposes 
of 21 U.S.C. 823(a) is inappropriate. 

54 For this reason, it is unnecessary to expressly 
reject the interpretation contained in the document 
submitted by Respondent (attached to RX 26) titled 
‘‘United Kingdom National Cannabis Agency: 
Protocol.’’ 

55 In any event, there is no evidence that the 
British Government has allowed GW to engage in 
the type of activity for which Respondent seeks to 
become registered—the wholesale distribution of 
plant-form marijuana. Rather, as DEA has done with 
respect to the National Center and its project to 
supply THC extract to Mallinckrodt (GX 78), the 
British Government has granted GW a license to 
grow marijuana for the limited purpose of 
producing extract for a pharmaceutical product. Rx 
26, Ex. A at 2. 

56 The above-quoted statement appears on page 
16, in paragraph 81, of the 2005 INCB Annual 
Report, which is available at http://www.incb.org/ 
pdf/e/ar/2005/incb_report_2005_2.pdf. I take 
official notice of the report. 

that ‘‘what we’re trying to do is get the 
[PHS] and NIDA out of the picture,’’ Tr. 
666, makes this plain. See also Tr. 225 
(testimony of Respondent; ‘‘I may very 
well be approached by other people 
with approved studies who need a 
source also.’’). Thus, Respondent’s 
contention that the Single Convention 
does not prohibit multiple cultivators is 
beside the point, since his proposed 
purpose for gaining authorization to 
grow marijuana (so that MAPS—rather 
than HHS/NIDA—can control 
distribution of the marijuana) would 
defy one of the central control 
provisions of the Single Convention 
with respect to cannabis cultivation. As 
the Commentary to the Single 
Convention states: 

Countries * * * which produce * * * 
cannabis * * * , [i]n so far as they permit 
private farmers to cultivate the plants * * *, 
cannot establish with sufficient exactitude 
the quantities harvested by individual 
producers. If they allowed the sale of the 
crops to private traders, they would not be 
in a position to ascertain with reasonable 
exactitude the amounts which enter their 
controlled trade. The effectiveness of their 
control régime would thus be considerably 
weakened. In fact, experience has shown that 
permitting licensed private traders to 
purchase the crops results in diversion of 
large quantities of drugs into illicit channels. 
* * * [T]he acquisition of the crops and the 
wholesale and international trade in these 
agricultural products cannot be entrusted to 
private traders, but must be undertaken by 
governmental authorities in the producing 
countries. Article 23 * * * and article 28 
* * * therefore require a government 
monopoly of the wholesale and international 
trade in the agricultural product in question 
in the country which authorizes its 
production. 

Commentary at 278. Indeed, the central 
theme of Respondent’s argument— 
starting with the opening sentence of his 
Proposed Findings and Conclusion of 
Law and repeated throughout the 
document—is that the very Government 
monopoly over the wholesale 
distribution of marijuana that the Single 
Convention demands is the primary evil 
that Respondent seeks to defeat through 
obtaining a DEA registration. Thus, from 
the outset of the analysis, Respondent’s 
proposed registration cannot be 
reconciled with United States 
obligations under the treaty. 

Respondent offers no argument that 
his proposed distributions would not 
constitute wholesale trading under the 
Convention. See, e.g., GX 3, at 3 
(‘‘customers would include both MAPS- 
sponsored research and research 
sponsored by other organizations.’’). 
Respondent’s proposed activity in 
distributing to researchers does not 
constitute retail trading because his 

customers are not the ultimate users of 
the marijuana, but rather researchers, 
who would then dispense the drugs to 
ultimate users. See Commentary at 329 
(A manufacturer’s ‘‘license does not in 
any event * * * include the retail trade 
in drugs.’’).52 

In construing the meaning of ‘‘United 
States obligations under [the Single 
Convention]’’ in the context of 21 U.S.C. 
823(a), any reliance by the ALJ or 
Respondent on the United Kingdom’s 
practice is misplaced.53 For one, as set 
forth in § 823(a), Congress assigned to 
the Attorney General sole authority to 
determine whether a proposed 
registration under this provision is 
consistent with United States 
obligations under the Single 
Convention. Nowhere in the CSA does 
Congress call upon the Attorney General 
to rely on—or even consider—how other 
nations interpret the Single Convention 
as a basis for the Attorney General’s 
determination of what are the United 
States obligations under the treaty.54 
Second, the Single Convention contains 
provisions that call upon each nation 
that is a party to the treaty to determine, 

in its own opinion, whether and how to 
tailor its control measures 
commensurate with the circumstances 
particularized to that country. For 
example, article 2, paragraph 5, of the 
Single Convention states the following 
with respect to drugs included in 
Schedule IV (including cannabis): 

(a) A Party shall adopt any special 
measures of control which in its opinion are 
necessary having regard to the particularly 
dangerous properties of a drug so included; 
and 

(b) A Party shall, if in its opinion the 
prevailing conditions in its country render it 
the most appropriate means of protecting the 
public health and welfare, prohibit the 
production, manufacture, export and import 
of, trade in, possession or use of any such 
drug except for amounts which may be 
necessary for medical and scientific research 
only, including clinical trials therewith to be 
conducted under or subject to the direct 
supervision and control of the Party. 

Thus, what the United Kingdom might, 
in its opinion, deem to be appropriate 
control measures to meet its obligations 
under the Single Convention given the 
circumstances involving cannabis in 
Britain might be distinct from what the 
United States finds, in its opinion, to be 
the appropriate control measures to fit 
the circumstances involving cannabis in 
the United States.55 

If the United States were to look to 
any outside entity for guidance on 
compliance with the Single Convention, 
that entity would be the International 
Narcotics Control Board (INCB), which 
is the United Nations organ created by 
the Single Convention to implement, 
and monitor compliance with, the 
Convention. See Single Convention, 
articles 5, 9–15, 19–20. In its 2005 
Annual Report, the INCB reiterated: 
‘‘Articles 23 and 28 of the [Single] 
Convention provide for a national 
cannabis agency to be established in 
countries where the cannabis plant is 
cultivated licitly for the production of 
cannabis, even if the cannabis produced 
is used for research purposes only.’’ 56 
Similarly, the INCB issued a statement 
in 2008 stating, with respect to the 
standards under the Single Convention 
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57 This statement was made in an INCB press 
release issued on February 8, 2008, which is 
available at http://www.unis.unisvienna.org/unis/
pressrles/2008/usinar1023.html, and of which I take 
official notice. 

58 There is also no listing of any opium- 
containing product in the latest edition (2008) of 
FDA’s ‘‘Orange Book,’’ which lists each drug 
product currently approved for marketing under the 
FDCA based on a determination by the FDA that the 
drug is safe and effective. See http://www.fda.gov/ 
cder/orange/obannual.pdf. 

59 See also European Pharmacopoeia 1, § 1.1 (4th 
ed. 2001) (General Statements) (‘‘The active 
ingredients (medicinal substances), excipients 

(auxiliary substances), pharmaceutical preparations 
and other articles described in monographs are 
intended for human consumption and veterinary 
use (unless explicitly restricted to one of these 
uses)’’). 

relating to the control of cannabis, that 
‘‘[s]uch standards require, inter alia, the 
control of cultivation and production of 
cannabis by a national cannabis 
agency.’’ 57 As explained above, it is this 
control of the cultivation and 
production of cannabis by a national 
agency of the United States to which 
Respondent is fundamentally opposed, 
thereby demonstrating the inconsistency 
between his application and the Single 
Convention. 

The ALJ further reasoned that 
‘‘although it is not entirely clear,’’ the 
marijuana Respondent seeks to grow 
would be exempt from the 
Government’s exclusive right to engage 
in wholesale trading because it would 
qualify as either ‘‘medicinal’’ or ‘‘special 
stocks.’’ ALJ at 82. As explained below, 
the ALJ erred on both counts. 

In his response to the Government’s 
exceptions, Respondent contends that 
the ‘‘[t]he Single Convention defines 
‘medicinal’ marijuana as that ‘which has 
undergone the process necessary to 
adapt it for medicinal use.’ ’’ 
Respondent Resp. at 10 (quoting art I. 
para 1 (o)). The Single Convention, 
however, contains no such term. 

Rather, the Convention defines only 
the term ‘‘[m]edicinal opium.’’ Single 
Convention art 1, para.1(o) (defining 
‘‘medicinal opium’’ as ‘‘opium which 
has undergone the processes necessary 
to adapt it for medicinal use.’’). 
Accordingly, Respondent’s argument 
rests solely on an analogy to the term 
‘‘medicinal opium.’’ Respondent’s 
reliance is misplaced as it ignores 
several critical distinctions between 
what was formerly known as ‘‘medicinal 
opium’’ and what it contends is 
‘‘medicinal marijuana.’’ 

As the Commentary explains: ‘‘The 
Single Convention follows earlier 
narcotics treaties in defining ‘medicinal 
opium’ as a special form of opium in 
which that drug is used in medical 
treatment.’’ Commentary at 21–22. The 
Commentary goes on to state that 
‘‘medicinal opium’’ is a form of opium 
powder to which lactose has been added 
‘‘to reduce its morphine content to the 
standard of about 10 percent prescribed 
for ‘medicinal opium.’ ’’ Id. (emphasis 
added). 

In a footnote, the Commentary further 
explains that ‘‘[t]he fifth edition of the 
Pharmacop*a Helvetica (1949) * * * 
defines ‘medicinal opium’ as opium 
powder reduced to a content of 9.2 to 
10.2 per cent of anhydrous morphine by 
the addition of lactose. This 

pharmacop*a calls ‘medicinal opium’ 
also ‘powdered opium.’ ’’ Commentary 
at 22 n.8. The Commentary then notes 
that ‘‘[t]he term ‘medicinal opium’ ha[d] 
been abandoned in’’ in favor of the 
terms ‘‘powdered opium’’ and 
‘‘standardized powered opium’’ in 
several pharmacop*as which had been 
published in the late 1960s. Id. (citing 
British Pharmacop*a 686 (1968), and 
Pharmacop*a Internationalis 403 (2d 
ed. 1967)). Of further note, the term is 
not used at all in more recent 
pharmacop*as.58 See, e.g., The United 
States Pharmacopeia 2008, at 2860–61 
(31st Rev. 2007); British Pharmacopoeia 
2008, at 1599–1601 (2007). 

Thus, the term ‘‘medicinal opium’’ is 
now obsolete. The term’s obsolescence 
itself provides ample reason to disregard 
it in determining the scope of the 
United States’ obligations with respect 
to marijuana. But even if the term is still 
relevant, Respondent ignores that the 
term referred to a product which had 
not only been extracted from the opium 
poppy but had also undergone several 
further processes (including the 
addition of another substance, lactose) 
to prepare it for use in other drugs and 
to obtain a specific and standardized 
content of morphine, its primary active 
ingredient. See British Pharmacopoeia 
2008, at 1599 (‘‘Raw opium is intended 
only as a starting material for the 
manufacture of galenical preparations. It 
is not dispensed as such.’’); GX 53, at 3 
(letter of GW Pharmaceuticals) 
(‘‘[O]pium is a Schedule II substance, 
but it merely provides the starting 
material for a number of pharmaceutical 
dosage forms that are lawfully marketed 
in the U.S. Herbal opium is not itself 
used directly by patients.’’). 

Indeed, the inclusion of ‘‘medicinal 
opium’’ in the various older 
Pharmacop*as indicates that there were 
recognized standards for the substance’s 
manufacture and composition and that 
the drug had an accepted medical use in 
humans. See, e.g., The United States 
Pharmacopeia (17th Rev. ed. 1965), at 
xxv (noting that federal law 
‘‘designate[s] the Pharmacopeia as 
establishing the standards of strength, 
quality, and purity of medicinal 
products recognized therein when sold 
in interstate commerce for medicinal 
use’’); 59 see also The United States 

Pharmacopeia 2008, at v (‘‘USP 31 
* * * contains science-based standards 
for drugs, biologics, dietary, and 
excipients used in dosage forms and 
products. With few exceptions, all 
articles for which monographs are 
provided in USP 31 * * * are legally 
marketed in the United States or are 
contained in legally marketed 
articles.’’); British Pharmacopoeia 2008, 
at 4 (‘‘The requirements stated in the 
monographs of the Pharmacopoeia 
apply to articles that are intended for 
medicinal use. * * * An article 
intended for medicinal use that is 
described by means of an official title 
must comply with the requirements of 
the relevant monograph.’’). 

In contrast, there are no recognized 
standards with respect to herbal 
marijuana. And consistent with the 
recognition in almost every country that 
marijuana has no accepted medical use, 
neither marijuana, cannabis, nor THC is 
listed in the various pharmacopeias. See 
The United States Pharmacopeia 2008, 
at 1620, 2588–2589, 3366–3367; British 
Pharmacopoeia 2008, at 375–376, 1373– 
1374, 2111–2112; European 
Pharmacopoeia, at 777, 1495, 1997. Cf. 
James Everard’s Breweries v. Day, 265 
U.S. 545, 562 (1924) (rejecting 
contention that Congress arbitrarily 
determined that ‘‘intoxicating malt 
liquors possessed no substantial and 
essential medicinal properties’’; 
‘‘Neither beer nor any other intoxicating 
malt liquor is listed as a medicinal 
remedy in the United States 
Pharmacopeia. They are not generally 
recognized as medicinal agents. There is 
no consensus of opinion among 
physicians and medical authorities that 
they have any substantial value as 
medical agents. * * * ’’). 

Moreover, it is beyond question that, 
in the United States, marijuana has no 
currently accepted medical use and 
there are no FDA-approved medical 
products consisting of marijuana. See 
OCBC, 532 U.S. at 491 (‘‘for purposes of 
the [CSA], marijuana has ‘no currently 
accepted medical use’ at all.’’); 66 FR at 
20052 (as stated by the FDA, ‘‘[t]here are 
no FDA-approved marijuana 
products.’’). Thus, by any plausible 
application of the term ‘‘medicinal 
opium’’ to cannabis, as a factual matter, 
there is currently no such thing in the 
United States as ‘‘medicinal cannabis.’’ 
Respondent effectively concedes this 
point, by describing the purpose of his 
proposed registration as being ‘‘to 
develop the marijuana plant into an 
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60 The term ‘‘special stocks’’ is operative in the 
Single Convention only in ways that have no 
bearing on this adjudication. See art. 19, paras. 1(d) 
& 2(d) (requiring parties to furnish the INCB with 
annual estimates of, among other things, 
‘‘[q]uantities of drugs necessary for addition to 
special stocks’’ and amounts taken therefrom); art. 
20, para. 3 (parties’ statistical returns to INCB need 
not address those relating to special stocks); art. 21, 

para. 2 (explaining how to take into account special 
stocks for purposes of countries’ limitations on 
manufacture and importation). 

61 The above-quoted 1999 MOA was issued with 
respect to the University of Mississippi’s 1998 

Continued 

FDA-approved prescription medicine.’’ 
GX 3, at 1 (emphasis added). 

Finally, even if all the foregoing 
considerations were ignored and DEA 
were to treat the marijuana that 
Respondent seeks to grow as akin to 
‘‘medicinal opium’’ for purposes of the 
Single Convention, Respondent’s 
proposed activity would still be 
inconsistent with the Convention for the 
following reason. As the Commentary 
explains: ‘‘Opium-producing countries 
may thus authorize private manufacture 
of, and private international and 
domestic wholesale trade in, medicinal 
opium and opium preparations. The 
opium other than medicinal opium 
needed for such manufacture must 
however be procured from the national 
opium agency.’’ Commentary at 284 
(emphasis added). Thus, under the 
Convention, even if ‘‘medicinal 
cannabis’’ may be privately traded, the 
treaty requires that the raw material 
needed to produce the ‘‘medicinal 
cannabis’’ (i.e., the marijuana plant 
material) must be obtained from the 
national cannabis agency. This again 
reflects the central theme of cannabis 
control under the Single Convention— 
that the national agency must control 
the production and distribution of the 
raw marijuana material used for 
research or any other permissible 
purpose. Respondent’s unwillingness to 
accept this principle illustrates how his 
proposed registration is fundamentally 
at odds with the treaty. 

The ALJ also reasoned that the 
marijuana Respondent seeks to grow 
would qualify under the Convention as 
‘‘special stocks’’ and thereby be exempt 
from the ‘‘exclusive government’s right 
to maintain stocks.’’ ALJ at 82. Even 
Respondent acknowledges the ALJ’s 
error on this point. See Respondent’s 
Resp. at 12 (‘‘[I]t is evident that [the 
ALJ] simply inadvertently referenced 
the wrong term from Article 1.’’). The 
term ‘‘special stocks’’ under the 
Convention refers to ‘‘drugs held in a 
country or territory by the Government 
of such country or territory for special 
government purposes and to meet 
exceptional circumstances.’’ Single 
Convention, Art. 1, para. 1(w). Neither 
party is suggesting, and there is no basis 
to conclude, that the marijuana 
Respondent seeks to produce fits into 
this definition.60 

While recognizing that the ALJ 
misread the term ‘‘special stocks,’’ 
Respondent argues that the marijuana 
he seeks to produce nonetheless 
qualifies as retail ‘‘stocks,’’ because it is 
marijuana that will be held ‘‘ ‘by 
institutions or qualified persons in the 
duly authorized exercise of therapeutic 
or scientific functions.’ ’’ Id. (quoting 
Single Convention, art. 1, para. 1(x)). 
Respondent thus contends that the 
marijuana he seeks to produce is exempt 
from the government monopoly 
provisions of article 23, paragraph 2, 
subparagraph (e). 

Respondent is mistaken. The entire 
text of the relevant provision explains 
that the marijuana Respondent would 
maintain does not fall within the 
exception to the definition of ‘‘stocks.’’ 
What is excluded under the treaty from 
the definition of ‘‘stocks’’ are those 
drugs held ‘‘[b]y retail pharmacists or 
other authorized retail distributors and 
by institutions or qualified persons in 
the duly authorized exercise of 
therapeutic or scientific functions.’’ 
Single Convention, art. 1, para. 1(x)(iv). 
As this provision makes plain, the 
exemption applies only to the drugs 
held by those persons or entities who 
are authorized to dispense to ultimate 
users. 

Respondent is not, however, a 
licensed pharmacist or physician and 
obviously cannot legally seek a 
practitioner’s registration, which is 
required to dispense. See 21 U.S.C. 
823(f). Rather, he is seeking to produce 
raw cannabis plant material to supply 
researchers. His proposed activity thus 
does not fall within the exemption for 
‘‘qualified persons in the duly 
authorized exercise of therapeutic or 
scientific functions’’ within the meaning 
of the Single Convention. 

Moreover, even with respect to 
cannabis material acquired for retail 
purposes that does fit within the 
exception of article 1, paragraph (x)(iv), 
the treaty still requires that such 
material be obtained via the national 
agency. As the Commentary explains 
with respect to opium (and therefore 
also with respect to cannabis, by virtue 
of article 28), while ‘‘[t]he retail trade in, 
and other retail distribution of, opium 
* * * need not be in the hands of the 
monopoly[,] [r]etail traders or 
distributors must, however, acquire 
their opium from the’’ Government. 
Commentary at 284. Respondent’s 
arguments repeatedly fail to 
acknowledge or accept this concept that 
lies at the core of the Single Convention. 

Yet, there is no escaping that, by seeking 
through his application to dismantle the 
existing Government control over the 
distribution of cannabis produced by 
growers and turn a share of that control 
over to MAPS, Respondent’s goal is 
antithetical to the treaty. For the 
foregoing reasons, the provision of 
article 1, paragraph (x)(iv) exempting 
certain material from the definition of 
‘‘stocks’’ does not support Respondent. 

As for Respondent’s point that DEA 
has previously allowed the University of 
Mississippi to grow marijuana to 
produce ‘‘marijuana extracts that the 
University then sells to pharmaceutical 
companies to develop products’’ (Resp. 
Prop. Findings at 68), it is true that DEA 
has previously allowed such activity 
under a Memorandum of Agreement 
(MOA) that was entered into in 1999. 
GX 78. However, that MOA expressly 
states: 

In accordance with articles 23 and 28 of 
the Single Convention on Narcotic Drugs, 
1961 (‘‘Single Convention’’), private trade in 
‘‘cannabis’’ is strictly prohibited. Therefore, 
the Center shall not distribute any quantity 
of marijuana to any person other than an 
authorized DEA employee. 

The Single Convention does not prohibit 
private trade in ‘‘cannabis preparations,’’ 
however. A ‘‘cannabis preparation,’’ within 
the meaning of the Single Convention, is a 
mixture, solid or liquid containing cannabis, 
cannabis resin, or extracts or tinctures of 
cannabis. The THC that the Center will 
extract from marijuana would be considered 
such a ‘‘cannabis preparation.’’ Therefore, the 
Center may, in accordance with the Single 
Convention, distribute the crude THC extract 
to private entities (provided such 
distributions of THC by the Center comply 
with all requirements set forth in the CSA 
and DEA regulations). 

Id. at 2–3 (footnote explaining treaty 
definition of cannabis omitted). Thus, 
the MOA was specifically designed to 
ensure that the University of Mississippi 
would not be distributing cannabis 
outside of the Government-controlled 
system required by the Single 
Convention. See Single Convention, art. 
23, para. 1(e) (exempting ‘‘preparations’’ 
from government monopoly on 
wholesale distribution). In contrast, 
Respondent does not seek to distribute 
a cannabis extract or any other 
processed cannabis material that 
constitutes a ‘‘preparation’’ within the 
meaning of the Single Convention. 
Instead, Respondent seeks to grow and 
distribute marijuana plant material that 
has undergone no processing other than 
drying (and therefore does not come 
within the Single Convention definition 
of ‘‘preparation’’).61 
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application to become registered to manufacture 
marijuana for the purposes of product development. 
GX 78, at 1–2. In 2005, the University of Mississippi 
applied for a new registration to manufacture 
marijuana ‘‘to prepare marihuana extract for further 
purification into bulk active [THC] for use in 
launching FDA-approved pharmaceutical 
products.’’ 70 FR 47232; see also Tr. 1521. DEA has 
not yet issued a final order as to this application 
and the University therefore does not currently 
have DEA authorization to undertake such activity. 
As with Respondent’s application, DEA may only 
grant the pending University of Mississippi 
application if the agency determines that the 
University has demonstrated that the registration 
would be consistent with United States treaty 
obligations and the public interest. See GX 79, at 
3. In making such determinations, DEA will not 
simply rely on the prior issuance of registration 
under the 1999 MOA but will consider the 
application anew, in view of the current 
circumstances and consistent with this final order. 
Among other things that must be considered with 
respect to the pending University of Mississippi 
application, I note that the Commentary to the 
Single Convention states the following with respect 
to the exemption for ‘‘opium preparations’’ under 
Article 23, paragraph (e): ‘‘Opium-producing 
countries may thus authorize private manufacture 
of, and private international and domestic 
wholesale trade in, medicinal opium and opium 
preparations. The opium other than medicinal 
opium needed for such manufacture must however 
be procured from the national opium agency.’’ 
Commentary at 284 (emphasis added). Whether the 
University of Mississippi’s proposed registration 
would be consistent with this aspect of the treaty 
has not yet been determined by DEA and is not the 
subject of this adjudication. 

62 Though the above discussion provides ample 
basis on which to conclude that Respondent has 
failed to meet his burden of proving that his 
proposed registration is consistent with United 
States obligations under the Single Convention, I 
also note briefly the following statement in the 
Commentary regarding the obligation of the United 
States under article 23, paragraph 2(a) to designate 
the areas in which cultivation takes place: ‘‘It is also 
suggested that [such areas] should to the greatest 
extent possible be located in the same part of the 
country, and be contiguous, in order to facilitate 
more effective control.’’ Commentary at 280. Thus, 
in a situation in which a country that is a party to 
the treaty allows for multiple growers of opium or 
cannabis with the national agency maintaining 
control over the distribution of such material in 
accordance with the Single Convention, the 
Commentary suggests that proper adherence to the 
treaty would result in that country keeping the 
growers located as near as possible to one another. 

63 For ease of exposition, the detailed analysis of 
the meaning of paragraph 823(a)(1) appears in a 
separate section of this discussion (part C), due to 
its length. 

64 See note 65, infra, regarding Respondent’s 
proposed interpretation of paragraph 823(a)(1). 

65 Because I have concluded, for the reasons set 
forth in part C of the discussion, that DEA is 
obligated under the text of paragraph 823(a)(1) to 
consider limiting the number of bulk manufacturers 
and importers of a given schedule I or II controlled 
substance to that which can produce an adequate 
and uninterrupted supply under adequately 
competitive conditions, I reject Respondent’s 
alternative reading of paragraph 823(a)(1). 
Specifically, I reject the interpretation of paragraph 
823(a)(1) under which ‘‘the registration should be 
granted without regard to’’ adequacy of competition 
and supply so long as the ‘‘registration would not 
interfere with DEA’s maintenance of effective 
diversion controls.’’ See Respondent’s Resp. at 13. 
Respondent cites Noramco v. DEA, 375 F.3d 1148 
(D.C. Cir. 2004) in support of this interpretation. Id.; 
Resp. Proposed Findings and Conclusion of Law at 
36. The Noramco decision is examined at length in 
part C of this discussion. Because I interpret 
paragraph 823(a)(1) to require consideration of the 
adequacy of supply and competition, I decline to 
undertake an analysis of the facts of this case 
whereby the adequacy of competition and supply 
is disregarded. However, as indicated above, 
Respondent has alternatively argued that there is a 
sufficient basis to grant his application when 
construing paragraph 823(a)(1) as requiring a 
showing of inadequate competition or supply, and 
that argument is addressed at length in this final 
order. 

As the foregoing demonstrates, while 
the Single Convention does not 
necessarily prohibit the registration of 
an additional manufacturer, what it 
does prohibit is the wholesale 
distribution of plant-form marijuana by 
any entity other than the United States 
Government. Respondent is not under 
contract with HHS to supply it with 
marijuana and has made clear that the 
purpose of his registration is to 
distribute marijuana outside of the HHS 
system. Because it is clear that 
Respondent’s proposed activity is not 
within one of the exemptions from the 
obligatory government monopoly 
imposed by the Convention, he has 
failed to show that his proposed 
activities would be consistent with the 
Single Convention.62 See 21 U.S.C. 

823(a). Accordingly, his proposed 
registration is precluded under Federal 
law. 

B. Whether Respondent’s Proposed 
Registration Is Consistent With the 
Public Interest 

As explained in the preceding section, 
Respondent’s registration is clearly 
inconsistent with the United States’ 
obligations under the Single 
Convention. While this ground alone 
compels DEA to deny the application, as 
explained below, an analysis of the 
public interest criteria of 21 U.S.C. 
823(a) leads to the conclusion that 
Respondent’s registration is inconsistent 
with the public interest. This provides 
a separate basis—independent of the 
treaty consideration—on which the 
application must be denied. 

As stated above, under § 823(a), there 
are six factors that must be evaluated in 
determining whether a proposed 
registration is consistent with the public 
interest. The public interest factors ‘‘are 
considered in the disjunctive.’’ 
Southwood Pharmaceuticals, Inc., 72 FR 
36487, 36497 (2007). I may rely on any 
one or a combination of factors and give 
each factor the weight I deem 
appropriate in determining whether to 
deny an application for a registration. 
See Green Acre Farms, Inc., 72 FR 
24607, 24608 (2007); ALRA 
Laboratories, Inc., 59 FR 50620, 50621 
(1994). Moreover, I am ‘‘not required to 
make findings as to all of the factors.’’ 
Hoxie v. DEA, 419 F.3d 477, 482 (6th 
Cir. 2005); Morall v. DEA, 412 F.3d 165, 
173–74 (D.C. Cir. 2005). 

1. Public Interest Factor One 

The first public interest factor is the: 
maintenance of effective controls against 

diversion of particular controlled substances 
and any controlled substance in schedule I or 
II compounded therefrom into other than 
legitimate medical, scientific, research, or 
industrial channels, by limiting the 
importation and bulk manufacture of such 
controlled substances to a number of 
establishments which can produce an 
adequate an uninterrupted supply of these 
substances under adequately competitive 
conditions for legitimate medical, scientific, 
research, and industrial purposes. 

21 U.S.C. 823(a)(1) (emphasis added). 

As the ALJ observed, DEA has 
construed paragraph 823(a)(1) in two 
different ways in prior final orders, both 
of which were simultaneously upheld in 
a case that was reviewed by a United 
States Court of Appeals. ALJ at 82–83. 
Because of this, I have undertaken an 
extensive analysis of this provision, 
which is found in part C of this 

discussion.63 For the reasons explained 
therein, I believe that the most sound 
reading of the text of paragraph 
823(a)(1) requires DEA to consider 
limiting the number of bulk 
manufacturers and importers of a given 
schedule I or II controlled substance to 
that which can produce an adequate and 
uninterrupted supply under adequately 
competitive conditions. The 
Government so asserted in the Show 
Cause Order and throughout the 
proceedings. Although Respondent 
offered a different interpretation of 
paragraph 823(a)(1),64 he asserted that, 
under any interpretation, this factor 
weighed in favor of finding the 
proposed registration consistent with 
the public interest.65 

As discussed at length in part C of 
this discussion, infra, to properly 
construe paragraph 823(a)(1), it must be 
viewed in comparison with § 823(d)(1). 
Whereas § 823(d)(1) contains no 
requirement that DEA consider limiting 
in any way the total number of 
registered manufacturers of controlled 
substances in schedules III, IV, and V, 
paragraph 823(a)(1) does require DEA to 
consider limiting the total number of 
bulk manufacturers of schedule I and II 
controlled substances. Specifically, 
paragraph 823(a)(1) calls upon DEA to 
consider ‘‘limiting’’ (i.e., placing an 
upper boundary on) the number of 
registered bulk manufacturers of a given 
schedule I or II controlled substance to 
that ‘‘which can produce an adequate 
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66 Respondent appears to challenge the process by 
which NIDA supplies marijuana to researchers and 
the quality of the marijuana, rather than the 
quantity. See, e.g., Respondent’s Resp. at 15–16. 
The ALJ’s recommendation regarding the adequacy 
of supply also focused on the process by which 
NIDA supplies marijuana, and she was not of the 
opinion actual quantity of marijuana supplied by 
NIDA was inadequate. See ALJ at 84. Nonetheless, 
for the sake of completeness, and in accordance 
with 21 U.S.C. 823(a)(1), I am addressing the 
adequacy of supply from a quantitative perspective. 

67 Tr. at 1626–28, 1635. In his testimony, Dr. Gust 
explained the term ‘‘peer review’’ as follows: ‘‘Peer 
review is a process that has been used, certainly by 
NIH, and I think in other agencies in the 
Department of Health and Human Services, and 
probably the Federal Government, where outside 
expertise is acquired and outside opinions on the 
scientific merit of specific research proposals.’’ Id. 
at 1627. Dr. Gust added that the NIH peer review 
committees ‘‘review proposals three times a year for 
the NIH, and there are—occasionally a Federal 
employee participates in one of those reviews, but 
probably 90 percent or more of the participants are 
researchers who are in the private sector, for the 
most part in academic institutions.’’ Id. at 1627–28. 

68 Further, as discussed above, the evidence 
indicates that the denials involving of Dr. Abrams 
and Dr. Russo were based on HHS finding their 
protocols to be lacking in scientific merit. 

and uninterrupted supply of these 
substances under adequately 
competitive conditions for legitimate 
medical, scientific, research, and 
industrial purposes.’’ 

Thus, an applicant seeking to become 
registered to bulk manufacture a 
schedule I or II controlled substance 
bears the burden of demonstrating that 
the existing registered bulk 
manufacturers of a given schedule I or 
II controlled substance are unable to 
produce an adequate and uninterrupted 
supply of that substance under 
adequately competitive conditions. As a 
threshold matter, Respondent 
misconstrues this provision as placing 
the burden on DEA, whenever someone 
applies for registration under 21 U.S.C. 
823(a), to demonstrate that competition 
is already adequate within the meaning 
of paragraph 823(a)(1). See Resp. 
Proposed Findings and Conclusion of 
Law at 47 (in which Respondent 
contends that the ‘‘requirement’’ of 
‘‘adequately competitive conditions’’ ‘‘is 
not met by the by the current NIDA 
monopoly’’). In fact, the DEA 
regulations plainly state that every 
applicant seeking registration under 
§ 823(a) has ‘‘the burden of proving that 
the requirements for such registration 
pursuant to [this section] are satisfied.’’ 
21 CFR 1301.44(a). 

Accordingly, the analysis under 
paragraph 823(a)(1) (and Respondent’s 
burdens thereunder) must be divided 
into the following parts: (a) an analysis 
of the adequacy of supply and (b) an 
analysis of the adequacy of competition. 
If Respondent can demonstrate by a 
preponderance of the evidence that 
either supply or competition is 
inadequate within the meaning 
paragraph 823(a)(1), this weighs heavily 
in favor of granting the registration. If, 
however, Respondent fails to meet his 
burden with respect to both supply and 
competition, this weighs heavily against 
granting the registration. (See part C of 
this discussion.) 

(a) Adequacy of Supply Within the 
Meaning of Paragraph 823(a)(1) 

The first question under paragraph 
823(a)(1) is whether Respondent has 
demonstrated that the existing supply of 
marijuana is inadequate to meet the 
legitimate needs of the United States. As 
the parties essentially agree, the 
adequacy of supply of marijuana must 
be evaluated in two respects: (i) quantity 
and (ii) quality. 

(i) Adequacy of the Quantity of the 
Existing Supply 

With respect to the adequacy of the 
quantity of supply, the record 
establishes that as of the date of the 

hearing, there were approximately 1055 
kg of marijuana of various potencies in 
the NIDA vault. RX 53. Moreover, some 
of this marijuana apparently had been 
harvested as early as 1997, and it 
appears that as of the date of the 
hearing, no marijuana had been grown 
since 2001. Id. For the following 
reasons, this amount of existing supply 
far exceeds any present demand for 
research-grade marijuana as well as any 
reasonably anticipated demand for such 
marijuana in the foreseeable future. 

Lawful research involving marijuana 
can be divided into two categories: NIH- 
funded and privately funded. See GX 
31, at 3. With respect to NIH-funded 
research, Respondent does not contend, 
and there is no basis in the record to 
conclude, that NIDA has failed to 
provide, or is incapable of providing, an 
adequate quantity of marijuana. Rather, 
to the extent Respondent is claiming 
that NIDA is unable to provide an 
adequate quantity of marijuana,66 this 
claim relates to privately funded 
researchers. Yet, even as to this claim, 
the evidence indicates otherwise. 

The record reflects that since HHS 
changed its policies in 1999 to make 
marijuana more readily available to 
researchers (by, among other things, 
allowing privately funded researchers to 
obtain marijuana), every one of the 17 
CMCR-sponsored pre-clinical or clinical 
studies that requested marijuana from 
NIDA was provided with marijuana. GX 
31, at 3; Tr. 694–95. Significantly, 
according to one of the witnesses who 
testified on behalf of Respondent, CMCR 
funding of research involving marijuana 
has currently ended and it appears 
doubtful that a resumption of such 
funding is ‘‘on the horizon.’’ Tr. at 397– 
402, 441. Thus, the witness testified, 
once the research projects sponsored by 
CMCR that utilize NIDA marijuana 
reach their conclusion, ‘‘[i]t’s likely that 
the [CMCR] research is done.’’ Id. at 
401–02. Other than the CMCR- 
sponsored research, the record reveals 
only one other instance in which a 
privately funded researcher sought 
marijuana from NIDA after HHS 
changed its policies in 1999 to make 
marijuana more readily available to 
researchers. That one other instance was 
the MAPS-sponsored request submitted 

by Chemic to obtain marijuana to 
conduct research on the Volcano. See 
RX 52B. According to Mr. Doblin, 
Chemic ‘‘applied to NIDA to purchase 
ten grams’’ of marijuana. Tr. 531; RX 14. 
Although, as discussed above, HHS 
denied that request on scientific 
grounds (see RX 52B), there is no basis 
to conclude that NIDA was incapable of 
providing Chemic with the quantity of 
marijuana it was seeking. Indeed, the 
ten grams of marijuana that Chemic 
requested is less then one 100,000th of 
the amount of marijuana that NIDA has 
available to supply researchers. See RX 
53. 

Accordingly, the evidence 
overwhelmingly establishes that NIDA 
is capable of providing an adequate 
quantity of marijuana to meet all current 
and foreseeable research needs of the 
United States. And while NIDA’s 
existing system for supplying marijuana 
is quantitatively adequate regardless of 
how much or how little additional 
marijuana Respondent seeks to produce, 
it is notable that the approximately 1055 
kg of marijuana currently on hand is 
more than 90 times the amount of 
marijuana that Respondent proposes to 
grow. 

Respondent nonetheless contends that 
the process by which HHS provides 
marijuana to researchers—which 
involves a peer review of the scientific 
merits of the research proposal 67— 
results in a barrier to research that 
effectively renders the supply of 
marijuana inadequate. Respondent 
points to three prior incidents to 
support his contention that the HHS 
scientific review process impedes 
research. As discussed above, the first 
two of these incidents (those involving 
Dr. Abrams and Dr. Russo) are irrelevant 
as they occurred before HHS adopted its 
new procedures in 1999 for making 
marijuana more widely available to 
researchers.68 The third incident 
involved the application of Chemic to 
obtain marijuana to conduct research on 
the Volcano. As discussed above, HHS 
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69 It is not even clear whether Respondent 
continues to cite the Chemic situation of an 
example of supposedly ‘‘legitimate research’’ for 
which HHS declined to provide marijuana. While 
Respondent did so characterize the Chemic 
situation in his proposed findings of fact and 
conclusions of law (at 14), in his subsequently filed 
response to the Government’s exceptions to the ALJ 
recommendation, he listed only Dr. Abrams and Dr. 
Russo as examples of ‘‘legitimate research’’ for 
which marijuana was not supplied. Respondent’s 
Resp. at 16. As noted, the incidents involving Dr. 
Abrams and Dr. Russo occurred prior to HHS’s 
promulgation of the 1999 guidelines. As such, these 
incidents are not probative of the current 
availability of research-grade marijuana from HHS. 

70 Respondent points out that the Secretary of 
HHS has delegated to the FDA Commissioner the 
Secretary’s functions under 21 U.S.C. 823(f) relating 
to research with controlled substances in schedule 
I. Respondent’s Resp. at 4–5 (citing FDA Staff 
Manual Guides 1410.10). While this is correct as a 
general matter for schedule I controlled substances, 
the record plainly indicates that with specific 
regard to research involving marijuana, HHS has 
retained its authority to determine the 
qualifications and competency of the researcher, as 
well as the merits of the research protocol, for 
purposes of § 823(f). See GX 24. Indeed, the 1999 
HHS announcement of its policies for providing 
marijuana to researchers expressly states: ‘‘To 
receive such a registration [under § 823(f)], a 
researcher must first be determined by HHS to be 
qualified and competent, and the proposed research 
must be determined by HHS to have merit.’’ Id. at 
1 (emphasis added). Dr. Gust’s testimony confirms 
that, in fact, HHS—through its peer review 
process—does make these determinations for 

persons seeking to conduct research with 
marijuana. Tr. 1626–35. 

Moreover, as discussed above, Respondent 
produced no evidence showing that HHS has 
denied marijuana to any clinical researcher with an 
FDA-approved protocol subsequent to the adoption 
of the 1999 guidelines. The lone applicant whose 
post-1999 request for marijuana was denied 
(Chemic) submitted its request to, and had it 
reviewed by HHS—not FDA. See GXs 49 & 52B. For 
all these reasons, it is unfounded for Respondent to 
suggest that the supply of marijuana is somehow 
inadequate because HHS has not assigned FDA sole 
responsibility for determining what research 
proposals involving marijuana are scientifically 
meritorious. 

71 Any suggestion that the HHS scientific review 
process is unduly rigorous is belied by the 
testimony of Dr. Gust that the ‘‘scientific bar has 
been set very low, [so] that any project that has 
scientific merit is approved,’’ and that ‘‘anything 
that gets approved gets NIDA marijuana’’ (Tr. at 
1700–01) as well as the uncontroverted evidence 
that every one of the 17 CMCR-sponsored research 
protocols submitted to HHS was deemed 
scientifically meritorious by HHS and was supplied 
with marijuana (GX 31, at 3; Tr. 694–95). 

72 For the same reasons, I find wholly 
unpersuasive the ALJ’s recommended finding that 
the supply of marijuana is inadequate because of 
the HHS scientific review process. 

73 Despite Respondent’s suggestion that human 
research subjects should be given marijuana of 
higher potencies than that supplied by NIDA (see, 
e.g., Tr. 552, 567 (testimony of Mr. Doblin)), there 
is no basis in the record to conclude that it would 
be medically or scientifically appropriate to do so. 
To the contrary, Dr. ElSohly testified that he was 
told by CMCR researchers that they did not want 
Dr. ElSohly to supply them with marijuana with a 
THC content as high as eight percent because, based 
on their prior observations of research subjects 
being given NIDA marijuana containing eight 
percent THC, ‘‘the subject couldn’t tolerate that, 
and if we can make a six percent, that would be 
more appropriate.’’ Tr. 1280. Dr. ElSohly also 
testified that other scientists expressed the same 
opinion that six percent THC content was 
preferable because the research subjects ‘‘would not 
tolerate’’ marijuana with eight percent THC. Tr. 
1295. Large doses of marijuana (in terms of the 
amount of THC administered) have been found to 
cause adverse mood reactions, including anxiety, 
paranoia, panic, depression, dysphoria, 
depersonalization, delusions, illusions, and 
hallucinations. RX 1, at 102. A primary reason that 
researchers are required to submit an IND to FDA 
prior to engaging in research with human subjects 
is ‘‘to assure the safety and rights of subjects.’’ 21 
CFR 312.22(a). 

declined to supply Chemic with 
marijuana in 2005 based on scientific 
considerations, finding that Chemic’s 
then-latest proposed study was 
duplicative of prior and ongoing 
research and not likely to provide useful 
data. Thus, the success of Respondent’s 
claim that the HHS scientific review 
process renders the existing supply of 
marijuana inadequate depends on 
whether one accepts Respondent’s 
assumption that anyone in the United 
States who has a proposed research 
project involving marijuana should be 
entitled to obtain marijuana—regardless 
of whether the competent Government 
authority finds the research to be 
lacking in scientific merit.69 

Respondent’s assumption about who 
is entitled to conduct research with 
marijuana is directly undercut by the 
text of the CSA. As set forth in 21 U.S.C. 
823(f), persons seeking to conduct 
research with schedule I controlled 
substances (such as marijuana) may 
only obtain a DEA registration ‘‘for the 
purpose of bona fide research’’ 
(emphasis added), with the Secretary of 
HHS being responsible for determining 
‘‘the qualifications and competency’’ of 
the applicant ‘‘as well as the merits of 
the research protocol.’’ The process 
HHS has established to assess the 
scientific merit of proposed research 
studies involving marijuana is that 
described in the 1999 HHS 
announcement of its new procedures.70 

GXs 24 & 31; Tr. at 1626–35. That 
Respondent finds this process to be 
scientifically rigorous 71—and thereby 
not automatically accepting of any 
proposed study sponsored by MAPS— 
provides no basis for any valid objection 
or any contention that the HHS supply 
of marijuana is inadequate.72 

(ii) Adequacy of the Quality of the 
Existing Supply 

As for Respondent’s contention that 
the quality of marijuana supplied by 
NIDA is unsatisfactory and that this 
renders the supply of marijuana 
inadequate within the meaning of 21 
U.S.C. 823(a)(1), the ALJ rejected this 
contention, finding that a 
preponderance of the evidence 
established that ‘‘the quality is generally 
adequate.’’ ALJ at 84. In this regard, 
Respondent contended that NIDA’s 
marijuana was of inconsistent potency, 
that it was of too low a potency, that it 
included stems and seeds, that it was 
not fresh, and that some of the patients 
had complained that it ‘‘was the worst 
marijuana they had ever sampled.’’ 
Resp. Proposed Findings at 16–27 & 49. 

As found above, Respondent’s 
contentions rest largely on snippets 
taken from questionnaires which were 
completed by a number of researchers. 
On balance, however, the researchers 
indicated their overall satisfaction with 
NIDA’s marijuana and noted that the 
agency had been accommodating and 
responsive to their concerns. See, e.g., 
GX 16, at 6 & 19. Moreover, most of the 
researchers indicated that the potency of 
NIDA’s product was adequate and had 
not compromised their research. See, 
e.g., GX 16, at 6 & 15; GX 17, at 9. 

Furthermore, while Respondent notes 
that several researchers stated that it 
would be beneficial to evaluate a higher 
potency product, he produced no 
evidence that any researcher had 
obtained approval from FDA and other 
reviewing authorities to conduct clinic 
trials with such a product. See GX 21, 
at 9 (researcher explaining that he 
‘‘wanted to use a higher potency 
product but there were questions from 
the [scientific review board] and the’’ 
CMCR). In any event, the evidence 
establishes that NIDA’s stock includes 
substantial quantities of high THC 
content marijuana and that its 
contractor is capable of producing 
marijuana with a THC content of up to 
twenty percent.73 Tr. 1203–05. 

Related to this argument, Respondent 
also contends that NIDA’s marijuana has 
stems and seeds and that some patients 
complained that ‘‘that the marijuana is 
inferior in sensory qualities (taste, 
harshness) than the marijuana they 
smoke outside the laboratory. Some 
have stated it was the worst marijuana 
they had ever sampled.’’ Resp. Proposed 
Findings at 20 (other citation omitted); 
see also id. at 49. The evidence 
establishes, however, that the contractor 
has rectified the problem with respect to 
the stems and seeds. Tr. 1301. 

As for the complaints regarding the 
sensory qualities of NIDA’s products, 
only a small percentage of the numerous 
studies’ subjects complained about the 
harshness of NIDA’s marijuana, and as 
one researcher explained, it is not clear 
whether it was placebo or actual 
marijuana that was the cause of the 
complaints. GX 18, at 7. Relatedly, it 
seems a strained argument for 
Respondent to make that experienced 
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74 Moreover, Respondent presented no evidence 
to show that he is capable of producing marijuana 
with any degree of quality control—let alone the 
type of evidence that would allow an inference that 
he could improve upon the quality of marijuana 
produced at the University of Mississippi. To the 
contrary, as explained below in the discussion of 
public interest factor five, Respondent’s lack of 
experience in growing marijuana is in stark contrast 
to Dr. ElSohly’s decades of experience in 
manufacturing, analyzing, and publishing scientific 
articles on the subject. 

75 See Penick Corporation Inc., 68 FR 6947 (2003); 
Roxane Laboratories, Inc., 63 FR 55891 (1998). 

76 Hearings Before the Subcomm. to Investigate 
Juvenile Delinquency of the Comm. on the 
Judiciary, United States Senate, 91st Cong. 372 
(1969) (discussed more fully in part C of this 
discussion). 

77 According to Dr. ElSohly, where marijuana is 
supplied to privately funded researchers, ‘‘the 
researchers would just pay the production costs.’’ 
RX 5, at 2. 

78 See Penick Corporation, supra; Roxane 
Laboratories, supra (both of which are examined in 
part C of this discussion). As one DEA scientist 
testified in this proceeding, based on his 
experience, when the agency has historically 
considered the adequacy of competition within the 
meaning of paragraph 823(a)(1), the analyses ‘‘all 
seem to be geared around the economics.’’ Tr. at 
945. 

marijuana smokers reported, after 
consuming a hallucinogenic substance, 
that they found NIDA’s marijuana to be 
less pleasing to their senses than the 
marijuana they had illegally obtained 
and used. People generally take 
medicines—which marijuana is not—for 
their therapeutic benefits and not their 
taste. And in any event, Respondent has 
not established that NIDA’s products 
were unsuitable for their intended use.74 

For these reasons, I accept the ALJ’s 
recommended finding that Respondent 
did not meet his burden of 
demonstrating that NIDA is incapable of 
providing marijuana of sufficient quality 
to meet the legitimate research needs of 
the United States. 

Thus, I conclude that the evidence 
does not support Respondent’s 
contention that the supply of marijuana 
is inadequate—in terms of quantity or 
quality—within the meaning of 
paragraph 823(a)(1). 

(b) Adequacy of Competition Within the 
Meaning of Paragraph 823(a)(1) 

The second question under paragraph 
823(a)(1) is whether Respondent has 
demonstrated that the existing supply of 
marijuana is not being produced under 
adequately competitive conditions to 
meet the legitimate needs of the United 
States. Again, as explained below in 
part C of this discussion, paragraph 
823(a)(1) does not require DEA simply 
to register as many bulk manufacturers 
of a given schedule I or II controlled 
substance as the market will bear. Nor 
does paragraph 823(a)(1) require the 
registration of an additional bulk 
manufacturer based merely on the 
assertion the additional registration will 
result in some vague, theoretical 
incremental increase in competition. If 
such a theoretical assertion would 
suffice, then the language of paragraph 
823(a)(1) requiring DEA to consider 
‘‘limiting’’ the number of registered bulk 
manufacturers would be rendered 
meaningless. This is because every 
person seeking to enter the market as a 
new bulk manufacturer of a given 
schedule I or II controlled substance 
could make the theoretical claim that 
every new registrant increases the 
overall amount of competition. 

Thus, to avoid reading the limiting 
language of paragraph 823(a)(1) in a 
superfluous manner, in final orders 
where DEA has analyzed competition 
under paragraph 823(a)(1), DEA has 
looked to empirical data; specifically, 
DEA has focused on the historical and 
present prices charged to those who 
lawfully acquire the controlled 
substance from the existing registered 
bulk manufacturers.75 This approach is 
consistent with the following statement 
made by the Department of Justice 
stated during Congressional hearings 
leading up to the enactment of the CSA: 

There is no reason to assume that the 
Attorney General will prejudice his primary 
objectives of effective control by excessive 
licensing. Nor will he undertake direct price 
control. He will be empowered to take 
cognizance of evidence showing that prices 
are clearly and persistently excessive. The 
criteria for determining whether prices far 
exceed that which is reasonable relate to 
reasonable costs and reasonable profits. 
* * * If evidence indicates that additional 
licensing will result in more reasonable 
prices with no significant diminution in the 
effectiveness of drug control, the Attorney 
General should be able to license the 
additional manufacturers.76 

Here, the evidence demonstrates that 
NIDA has always provided marijuana to 
researchers at cost or for free—and at no 
profit to NIDA. Privately funded 
researchers receive marijuana at NIDA’s 
cost 77 and HHS-funded researchers 
(who have historically comprised the 
bulk of the marijuana recipients) receive 
the marijuana at no cost. GX 24, at 2; GX 
31, at 3; Tr. 1212, 1633, 1670–71. Thus, 
there is no basis to suggest that the cost 
to any researcher under the existing 
supply arrangement is unreasonable. 
Respondent himself does not so 
contend; nor does he claim that the cost 
to any researcher of obtaining marijuana 
would be lower if Respondent became 
registered to grow marijuana. 
Respondent hypothesizes that ‘‘if 
another manufacturer could produce 
suitable medical marijuana for a lower 
cost, competitive conditions would, as 
they usually do, benefit the researcher- 
consumer.’’ Resp. Prop. Findings at 48. 
However, Respondent provides no 
evidentiary basis for the proposition 
that he (or anyone else) could produce 
marijuana at a lower cost than NIDA. 

Moreover, Mr. Doblin acknowledged 
that MAPS would have a ‘‘profit- 
making’’ motivation as part of its 
‘‘operation’’ to supply marijuana for the 
purposes of drug development, and that 
this would impact ‘‘costs.’’ Tr. 605–606. 
In contrast, there is no evidence that 
HHS or NIDA is driven in any respect 
by a profit motive in deciding to whom 
and at what cost to supply marijuana. 
Even accepting, arguendo, Mr. Doblin’s 
testimony that ‘‘we [MAPS] would 
either provide [marijuana] free or at cost 
through donations to MAPS to other 
researchers who are not doing MAPS 
funded projects’’ (Tr. at 589), this would 
still not demonstrate a lowering of the 
cost to researchers. This is because, if 
MAPS were so willing to fund all 
researchers, they could do so under the 
existing system by paying NIDA on a 
cost-reimbursable basis for the 
marijuana, allowing the researchers to 
obtain the marijuana at no cost to the 
researchers. Thus, Respondent has not 
demonstrated that competition is 
inadequate in the way that other 
applicants for registration under § 823(a) 
have successfully done in prior final 
orders; i.e., by focusing on prices 
charged by the existing registrants that 
supply the market for the schedule I or 
II controlled substance in question and 
showing those prices to be 
unreasonable.78 

Respondent also claims that the 
process by which the NIDA contract is 
awarded is not adequately competitive 
because the contract requires not only 
that the contractor manufacture 
marijuana, but also that it analyze 
marijuana samples sent in by law 
enforcement agencies. Id. at 48. 
Respondent further contends that the 
NIDA process ‘‘does not ensure that 
researchers pay a competitive price 
[because] NIDA sets the price and there 
is no evidence as to how that price is 
set.’’ Id. Finally, Respondent rehashes 
his argument regarding the quality of 
NIDA’s marijuana contending that 
granting his application would promote 
competition and improvement in the 
quality of research marijuana. Id. at 49. 

The ALJ agreed with Respondent and 
rejected the Government’s contention 
that the NIDA process provides for 
adequate competition because demand 
for research grade marijuana is limited, 
the contract is periodically put up for 
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79 The University of Mississippi subcontracts to 
another entity, Research Triangle Institute (RTI), the 
responsibilities under the contract to produce the 
marijuana cigarettes (using marijuana supplied by 
the University of Mississippi) and deliver them to 
authorized recipients. Tr. 1162–65, 1168–69; see 
also 72 FR 73369 (notice of registration for RTI). 

80 As discussed above, Respondent failed to put 
forth any evidence demonstrating that he is capable 
of any type of quality control relating the 
manufacture of marijuana and his lack of 
experience and expertise in this field compared to 
that of Dr. ElSohly suggests that he is incapable of 
improving on the quality of marijuana produced by 
the University of Mississippi. 

81 I also note Respondent’s contention that the 
NIDA process ‘‘does not ensure that researchers pay 
a competitive price [because] NIDA sets the price 
and there is no evidence as to how that price is set.’’ 

Resp. Prop. Findings at 48. Even if marijuana were 
not subject to the Convention’s requirement, I 
would still reject the argument because Respondent 
had the burden of proving that the prices are 
excessive. 

82 See H.R. Rep. 1444 (91st. Cong., 2d Sess.), 
reprinted at 1970 U.S.C.C.A.N. 4566, 4572. 

competitive bidding, and the 
Convention requires that the 
Government maintain a monopoly on 
the wholesale distribution of the 
substance. More specifically, the ALJ 
reasoned that ‘‘[t]he question is not 
* * * whether the NIDA process 
addresses that agency’s needs, but 
whether marijuana is made available to 
all researchers who have a legitimate 
need for it in their research.’’ ALJ at 85. 
Based on her finding that NIDA denied 
marijuana to two researchers, the ALJ 
‘‘answer[ed] that question in the 
negative.’’ Id. 

The ALJ also reasoned that analyzing 
marijuana samples was ‘‘a separate 
activity from cultivating marijuana for 
research purposes and a requirement 
that a qualified cultivator may not be 
able to fulfill.’’ Id. The ALJ thus 
concluded that ‘‘the NIDA contractual 
process does not * * * render 
competition in the manufacture of 
marijuana adequate.’’ Id. 

I reject both the ALJ’s legal 
conclusions and Respondent’s 
arguments. As for the ALJ’s (and 
Respondent’s) reasoning that the NIDA 
contractual process does not render 
competition adequate because the 
contract requires the analyzing of 
marijuana samples, in executing its 
authority under § 823(a), DEA does not 
act as a board of contract appeals. In any 
event, the contract does not prohibit the 
contractor from subcontracting this 
function. See GX 15, at 4 (Request for 
Proposal) (‘‘As this procurement may 
require expertise in several scientific 
areas, offerors are encouraged to solicit 
subcontractors or expert consultants as 
appropriate.’’) (emphasis added).79 

Finally, as for the contention that 
granting his application would provide 
for competition and thereby promote 
improvement in the quality of research- 
grade marijuana,80 if Respondent 
believes that he can produce a higher- 
quality product than the current 
contractor, he should bid on the 
contract.81 If he prevails, and 

demonstrates that his project will 
implement effective controls against 
diversion, he can establish that his 
registration would be consistent with 
the public interest. Respondent, 
however, has not been awarded a 
contract to supply NIDA, which, 
consistent with the Single Convention, 
is the only lawfully authorized 
wholesale distributor of plant-form 
marijuana. 

Thus, whether viewing the 
competition aspect of paragraph 
823(a)(1) by considering the 
reasonableness of prices paid by those 
who lawfully acquire bulk marijuana for 
research or by considering the adequacy 
of the competitiveness of the process by 
which persons may bid to become the 
grower of marijuana for NIDA, 
Respondent has failed to meet his 
burden. This combined with his failure 
to meet his burden of demonstrating 
inadequate supply within the meaning 
of paragraph 823(a)(1) weighs heavily 
against granting his application. 
Nonetheless, Respondent raises a host of 
arguments under the heading of 
paragraph 823(a)(1) which—though not 
actually germane to paragraph 
823(a)(1)—are addressed below. 

(c) Additional Arguments Raised by 
Respondent Under the Heading of 
Paragraph 823(a)(1) 

In lieu of presenting evidence to show 
that competition is inadequate by virtue 
of unreasonable prices for research- 
grade marijuana or any other economic 
data, Respondent argues that 
competition should be deemed 
inadequate within the meaning of 
paragraph 823(a)(1) based on his 
objection to the to ‘‘government 
monopoly’’ whereby HHS distributes 
marijuana to researchers. In other 
words, the very monopoly over the 
wholesale distribution of marijuana that 
is mandated by the Single Convention 
(indeed, the element that is at the heart 
of the structure of cannabis control 
under the treaty) is the central basis on 
which Respondent relies in attempting 
to meet his burden of demonstrating 
inadequate competition within the 
meaning of paragraph 823(a)(1). This 
argument is flawed in the following 
respects. As explained above and in part 
C of this discussion, the competition 
analysis set forth in paragraph 823(a)(1) 
must be based on actual economic 
considerations in the existing market— 
not policy questions about the wisdom 
of having the Federal Government 

control the wholesale distribution of 
marijuana. 

In addition, Respondent’s suggestion 
that paragraph 823(a)(1) can be used to 
defeat the Single Convention’s 
requirement of a government monopoly 
over wholesale marijuana distribution 
mistakenly construes the treaty criterion 
§ 823(a) as being in competition with 
the public interest criterion. In fact, as 
explained above, an applicant for 
registration under § 823(a) must 
demonstrate that the proposed 
registration is consistent with both the 
Single Convention and the public 
interest—and neither criterion is at odds 
with the other. Both the Single 
Convention and the United States Code 
are the ‘‘supreme law of the land,’’ U.S. 
Const. art VI, and in enacting the CSA, 
Congress made clear that § 823(a) 
should be interpreted in a manner that 
is consistent with the United States’ 
obligations under the Convention. The 
Agency’s interpretation of paragraph 
823(a)(1) must therefore recognize not 
only the Convention’s specific 
provisions applicable to marijuana, 
which expressly prohibit competition in 
the wholesale distribution of the 
substance, but also the background 
principles which underlie both the 
Convention and the CSA. Accordingly, 
I reject Respondent’s invitation to 
interpret § 823(a) in a manner that 
would abrogate the United States’ 
obligation under the Convention to 
maintain a monopoly in the wholesale 
trade of marijuana. 

While § 823(a) was enacted 
subsequent to the Convention—indeed 
it implements the Convention 82—it is a 
provision of general applicability and 
contains no explicit reference to 
marijuana. Under settled principles of 
statutory construction, while a later 
enacted law can sometime repeal an 
earlier provision, ‘‘ ‘[r]epeals by 
implication are not favored’ and will not 
be presumed unless the ‘intention of the 
legislature to repeal [is] clear and 
manifest.’ ’’ National Ass’n of Home 
Builders v. Defenders of Wildlife, 127 
S.Ct. 2518, 2532 (2007) (quoting Watt v. 
Alaska, 451 U.S. 259, 267 (1981)). 
Accordingly, courts ‘‘will not infer a 
statutory repeal ‘unless the later statute 
expressly contradict[s] the original act’ 
or unless such a construction is 
‘absolutely necessary * * * in order 
that [the] words [of the later statute] 
shall have any meaning at all.’ ’’ Id. 
(quoting Traynor v. Turnage, 485 U.S. 
535, 548 (1988) (int. quotations and 
other citations omitted)). 
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Here, this rule applies with added 
force for two reasons. First, 
Respondent’s construction would 
derogate the sovereign authority of the 
United States. See, e.g., E. I. Du Pont de 
Nemours & Co. v. Davis, 264 U.S. 456, 
462 (1924) (noting that in taking over 
the railroads, ‘‘the United States did so 
in its sovereign capacity * * * and it 
may not be held to have waived any 
sovereign right or privilege unless 
plainly so provided’’); cf. Federal Power 
Comm’n v. Tuscarora Indian Nation, 
362 U.S. 99, 120 (1960) (quoting United 
States v. United Mine Workers of 
America, 330 U.S. 258, 272 (1947) 
(‘‘There is an old and well-known rule 
that statutes which in general terms 
divest pre-existing rights or privileges 
will not be applied to the sovereign 
without express words to that effect.’’); 
Sea-Land Service, Inc., v. The Alaska 
R.R., 659 F.2d 243, 245 (D.C. Cir. 1981) 
(holding that ‘‘[t]he Sherman Act * * * 
does not expose United States 
instrumentalities to liability, whether 
legal or equitable in character, for 
conduct alleged to violate antitrust 
constraints’’). 

Second, Respondent’s construction 
would result in the abrogation of the 
Convention’s provision. While Congress 
may abrogate a treaty, the ‘‘legislation 
must be clear to ensure that Congress— 
and the President—have considered the 
consequences.’’ Roeder v. Islamic 
Republic of Iran, 333 F.3d 228, 238 (D.C. 
Cir. 2003). The D.C. Circuit has further 
explained that ‘‘[t]he ‘requirement of [a] 
clear statement assures that the 
legislature has in fact faced, and 
intended to bring into issue, the critical 
matters involved in the judicial 
decision.’ ’’ Id. (quoting Gregory v. 
Ashcroft, 501 U.S. 452, 461 (1991)). See 
also Vimar Seguros y Reaserguros, S.A. 
v. M/V Sky Reefer, 515 U.S. 528, 539 
(1995) (‘‘If the United States is to be able 
to gain the benefits of international 
accords and have a role as a trusted 
partner in multilateral endeavors, its 
courts should be most cautious before 
interpreting its domestic legislation in 
such manner as to violate international 
agreements.’’); George E. Warren Corp. 
v. U.S. E.P.A., 159 F.3d 616, 624 (D.C. 
Cir. 1998) (upholding agency rule which 
‘‘avoid[ed] an interpretation that would 
put a law of the United States into 
conflict with a treaty obligation of the 
United States,’’ and observing that that 
‘‘[s]ince the days of Chief Justice 
Marshall, the Supreme Court has 
consistently held that congressional 
statutes must be construed wherever 
possible in a manner that will not 
require the United States to violate the 

law of nations’’) (internal quotations 
and other citations omitted). 

As explained above, § 823(a) is not 
limited to applicants who seek a 
registration to manufacture marijuana, 
but rather is a provision that applies to 
every person who seeks a registration to 
manufacture any one of the hundreds of 
other controlled substances listed in 
schedules I and II. Paragraph 823(a)(1)’s 
direction to the Attorney General to 
consider the adequacy of competition 
does not provide a clear statement of 
congressional intent to abrogate the 
Convention’s requirement that the 
United States Government maintain a 
monopoly on the wholesale trade in 
marijuana. Absent the requisite clear 
statement, I conclude that to the extent 
the CSA seeks to promote adequate 
competition in the supply of marijuana, 
the NIDA process satisfies Congress’ 
purpose by putting the contract up for 
competitive bidding at periodic 
intervals then supplying the marijuana 
to researchers for free or at NIDA’s cost. 

Respondent also contends that the 
current NIDA supply is ‘‘inadequate 
because a pharmaceutical developer 
could not reasonably rely on NIDA 
marijuana to take [plant-form] marijuana 
through the FDA new drug approval 
process.’’ Respondent’s Resp. at 16; see 
also Respondent Proposed Findings at 
45 (‘‘no rational drug sponsor seeking to 
develop botanical marijuana as an FDA- 
approved product could proceed 
without seeking a source of supply 
alternative to NIDA’s’’). Of note in this 
regard, Mr. Doblin testified that MAPS 
could take plant-form marijuana 
through the FDA-approval process for a 
cost of $5 to $10 million 
notwithstanding ample evidence that 
the actual costs would be considerably 
more, and that he ‘‘disagree[d]’’ with the 
IOM’s conclusion that defined and 
purified cannabinoid compounds ‘‘are 
preferable to plant products, which are 
of variable and uncertain composition.’’ 
Tr. 654; RX 1, at 22. See also GX 53 
(letter of GW Pharmaceuticals; ‘‘[H]erbal 
cannabis should comprise only the 
starting material from which a bona fide 
medical product is ultimately 
derived.’’). Mr. Doblin also testified that 
the safety of smoked marijuana would 
be only ‘‘slightly different’’ from that of 
drugs containing cannabinoid extracts, 
Tr. at 605, notwithstanding the IOM’s 
further conclusion that smoking ‘‘is a 
crude THC delivery system that also 
delivers harmful substances’’ such as 
those found in tobacco, and that ‘‘there 
is little future in smoked marijuana as 
a medically approved medication.’’ RX 
1, at 195. 

Mr. Doblin’s testimony hardly 
suggests that he is a ‘‘rational drug 

developer.’’ But even ignoring his 
testimony, Respondent’s argument is 
meritless. Respondent’s contention that 
‘‘MAPS can have no confidence * * * 
that NIDA would authorize MAPS to 
rely on’’ NIDA’s Drug Master File, Resp. 
Proposed Findings at 44–45, ignores 
that under the HHS Guidance, NIDA is 
required to ‘‘provide the researcher with 
authorization to reference’’ it. GX 24, at 
4. Moreover, neither Federal law nor 
FDA’s regulations require that a drug 
developer submit a Drug Master File. 
FDA, Guideline for Drug Master Files, at 
2. 

Respondent further contends that 
NIDA would not be willing to serve as 
supplier to a drug developer because 
doing so is not part of its mission. It is, 
however, HHS, and not NIDA (which is 
only a subcomponent therein) which 
sets policy on whether to provide 
marijuana. As for Respondent’s 
insinuation that HHS is biased against 
research that seeks to develop plant- 
form marijuana into a prescription 
medicine, it is true that Dr. Gust 
testified that HHS ‘‘strongly endorse[s]’’ 
the IOM’s view that if marijuana is to 
provide the basis for a prescription 
medicine, it will be in a medicine which 
uses ‘‘a purified constituent’’ and a non- 
smokable delivery system. Tr. 1722. A 
view based on science is not bias. 
Moreover, Dr. Gust’s testimony made 
clear that PHS does not have a bias 
against research that is directed at 
developing plant-form marijuana, id. at 
1719–20, 1722; and that whether plant- 
form marijuana should be approved as 
a prescription medicine is a question for 
the FDA-approval process. Id. at 1720. 
Respondent’s contention to this effect is 
therefore rejected. 

In sum, under the text of 21 U.S.C. 
823(a)(1), to maintain effective controls 
against diversion, DEA is obligated to 
consider limiting the number of 
registered bulk manufacturers of any 
given schedule I or II controlled 
substance to that which can produce an 
adequate and uninterrupted supply of 
the substance under adequately 
competitive conditions. Thus, every 
applicant for registration under § 823(a) 
bears the burden of demonstrating that 
either the existing supply or 
competition is inadequate within the 
meaning of paragraph 823(a)(1). For the 
reasons provided above, Respondent has 
failed to meet this burden. Accordingly, 
factor one weighs heavily against 
granting his application. 

2. Public Interest Factor Two 
The second public interest factor is 

‘‘compliance with applicable State and 
local law.’’ 21 U.S.C. 823(a)(2). The ALJ 
stated: ‘‘There is neither evidence nor 
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83 Analogous to federal law, Massachusetts law 
provides that ‘‘every person who manufactures 
* * * any controlled substance within the 
commonwealth shall upon payment of a fee, * * * 
register with the commissioner of public health, in 
accordance with his regulations, said registration to 
be effective for one year from the date of issuance.’’ 
Mass. Gen. Laws Ann. ch. 94C, § 7(a) (West 2008). 
Massachusetts has adopted the CSA schedules of 
controlled substances, making marijuana a schedule 
I controlled substance under state law. See Mass. 
Gen. Laws Ann. ch. 94C, § 2(a). 

84 Even with respect to Dr. Abrams—who MAPS 
seems to believe was improperly denied marijuana 
in the pre-1999 era (before HHS changed its policy 
for providing marijuana to researchers)— 
Respondent produced no evidence that HHS’s 
denial was lacking in scientific basis. To the 
contrary, as indicated above, the evidence indicates 
that NIDA initially denied Dr. Abrams’ request 
based on valid concerns about the design and 
scientific merit of his protocol. See note 24, supra, 
and accompanying text. The record further reflects 
that Dr. Abrams corrected these deficiencies to 
NIDA’s satisfaction upon submitting a revised 
protocol and, as a result, received marijuana from 
NIDA in 1997; NIDA also supplied Dr. Abrams with 
marijuana for subsequent studies. Id. 

contention that Respondent has not 
complied with applicable laws and I 
therefore find that this factor weighs in 
favor of granting Respondent’s 
application.’’ ALJ at 85. In view of this 
statement, it must be repeated that at 
any hearing on an application to 
manufacture a schedule I or II 
controlled substance, the applicant has 
the burden of proving that the 
requirements for registration under 21 
U.S.C. 823(a) are satisfied. 21 CFR 
1301.44(a). Moreover, the issue under 
the second public interest factor is not 
merely whether an applicant has 
complied in the past with applicable 
State and local law, but also whether the 
applicant will do so if he becomes 
registered. Thus, it was imprecise for 
the ALJ to suggest that the absence of 
evidence regarding past compliance 
with applicable State and local law 
constitutes a favorable showing on 
behalf of the applicant for purposes of 
the second public interest factor. 
However, the record is not entirely 
silent with respect to this factor. As the 
ALJ noted (ALJ at 57), and as 
Respondent has emphasized (Resp. 
Prop. Findings at 57), Respondent did 
testify that he met with ‘‘state 
investigators’’ who told him that ‘‘a state 
permit would depend on a federal 
permit being granted.’’ Tr. 45. Given 
that the Government did not contest this 
part of Respondent’s testimony, I will 
give Respondent the benefit of the doubt 
by inferring that what he intended to 
convey was that Massachusetts state 
officials indicated to him that he would 
be able to obtain a ‘‘registration’’ under 
Massachusetts law to manufacture 
marijuana if and when he were to obtain 
a DEA registration to do so.83 I do so 
despite the fact that Respondent did not 
indicate in his testimony or through the 
submission of any documentary exhibits 
whether he had actually filed an 
application with the state and submitted 
the appropriate fee for such state 
registration. Thus, consistent with the 
ALJ’s recommendation, I find 
Respondent has put forth some evidence 
which (being unrefuted) allows for a 
conclusion that his proposed activities 
would be in compliance with State and 
local law. 

The Government took exception, 
however, to the ALJ’s recommendation 
that this factor (paragraph 823(a)(2)) be 
weighed in favor of granting 
Respondent’s application. Gov. 
Exceptions at 12–13. The Government 
argues that this factor ‘‘is most often 
relevant’’ in cases in which practitioners 
have lost their state controlled 
substance authorization. Id. at 13. 
Further, the Government contends, 
‘‘[w]hile the failure to have a required 
state or local license would prove fatal 
to an application, * * * an expectation 
by Respondent that the required state 
license will ineluctably follow the 
granting of a DEA registration and a 
promise to comply with state and local 
law in the future simply renders this 
factor irrelevant and does not weigh in 
favor of either party.’’ Id. In response 
thereto, Respondent asserts that the lack 
of evidence of noncompliance with state 
or local law should indeed support a 
finding that this factor weighs in favor 
of registration. Respondent’s Resp. at 
18–19. 

It is certainly true, as both parties 
agree, that the evidence relating to 
Respondent’s proposed activities cannot 
be deemed as weighing against the 
pubic interest for purposes of paragraph 
823(a)(2). However, whether one 
characterizes the evidence relevant to 
this factor as weighing in favor of 
granting Respondent’s application or 
simply neutral seems somewhat a 
matter of semantics. Given the nature of 
the evidence here (Respondent’s mere 
testimony that he anticipates 
authorization from the state and that he 
promises to comply with state law), I 
accept the characterization that the 
evidence is favorable as to the second 
public interest factor, with the caveat 
that this factor is of limited weight 
commensurate with the nature of the 
evidence. 

3. Public Interest Factor Three 

The third public interest factor is 
‘‘promotion of technical advances in the 
art of manufacturing these substances 
and the development of new 
substances.’’ 21 U.S.C. 823(a)(3). The 
ALJ found that Respondent has 
‘‘considerable experience in cultivating 
medicinal plants, which might promote 
technical advances in the cultivation of 
marijuana or developing new 
medications from it.’’ ALJ at 85–86. The 
ALJ nonetheless found that ‘‘there is not 
sufficient evidence in the record on 
which to base a finding as to whether 
granting Respondent’s registration 
would promote technical advances.’’ Id. 
at 86. When asked by his own counsel 
how his registration would promote 

technical advances, Respondent 
answered in a vague manner: 

Well, I think there is two answers to that 
as far as I’m concerned. One is that, yes, it 
would make an advance in the understanding 
any possible clinical use of marijuana if we 
were able to supply this to investigators to 
run trials, and, secondly, as I’ve explained to 
DEA agents that visited, that we would learn 
more about how the environment affects the 
constituents in the plant material which 
would enable, if this does become at some 
stage down the road here, becomes a useful 
drug, and that the manufacturer of it has to 
be controlled under security conditions, they 
would know the environment it needs to be 
grown under to produce a clinical marijuana, 
medical marijuana. 

Tr. at 75–76. In the first part of the 
above answer, it appears that 
Respondent is simply accepting the 
word of his sponsor, Mr. Doblin, that his 
obtaining a DEA registration would 
result in marijuana being provided to 
researchers who would not otherwise 
obtain it. If so, Respondent is relying on 
a false premise. As discussed at length 
above, the evidence demonstrates that 
not one bona fide researcher within the 
meaning of the CSA (i.e., one whose 
protocol has been determined by HHS to 
be scientifically meritorious) has ever 
been denied marijuana 84 and that, 
under the new procedures adopted by 
HHS in 1999, the ‘‘scientific bar’’ has 
been set relatively low, allowing 
marijuana to be provided to 17 privately 
funded researchers. As for the second 
part of his answer, in which Respondent 
attempted to explain how his 
registration would result in learning 
‘‘more about how the environment 
affects the constituents in the plant 
material,’’ this explanation is noticeably 
lacking in detail and without any 
discernable scientific basis. By his own 
admission, Respondent is ‘‘not 
experienced in growing this plant 
(marijuana).’’ Tr. at 40. In comparison, 
Dr. ElSohly, who has been the principal 
investigator under the NIDA contract 
and has overseen the National Center’s 
work with marijuana since 1980 
(employing a wide variety of 
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85 The National Center grows marijuana both 
indoors and outdoors and has done so using 
conventional soil planting from seeds and 
seedlings, as well as using hydroponics (without 
soil), vegetative propagation (using cuttings to 
retain the genetic identity of the ‘‘mother plant’’), 
and micropropagation (vegetative propagation using 
a very small part of plant material rather than a 
cutting). Tr. 1187–1263, 1328–30. It has also 
utilized a variety of harvesting, drying, fertilization, 
and storage methods to affect the THC content of 
the marijuana, to promote more effective rolling of 
cigarettes, and to isolate certain cannabinoids. Id. 
It also has in its inventory seeds from different parts 
of the world, which can produce marijuana of 
various potencies. Id. Respondent did not identify 
any cultivation, harvesting, or other manufacturing 
techniques relating to marijuana in which the 
National Center lacks expertise. 

86 While the ALJ correctly observed that 
Respondent has no experience in the in the 
manufacture of controlled substances, she stated 
that Respondent ‘‘does have experience in growing 
medicinal plants.’’ ALJ at 86. It is unclear whether 
the ALJ was taking this into account for purposes 
of factor 5, or simply noting it in passing, because 
she ultimately recommended that I conclude ‘‘there 
is not sufficient evidence in the record on which 
to base a finding as to whether granting 
Respondent’s registration would promote technical 
advances.’’ Id. In any event, under the text of 
paragraph 823(a)(5), experience in the manufacture 
of anything other than ‘‘controlled substances’’ is 
immaterial for purposes of factor 5. 

87 The CSA and DEA regulations impose a 
complex and comprehensive scheme to protect 
against diversion. These include not only 
requirements pertaining to the physical security of 
manufacturing facilities, see 21 CFR 1301.73, and 
employee screening procedures, id. 1301.90, but 
also extensive inventory, record keeping, and 
reporting requirements. See 21 CFR 1304.04 
(maintenance of records and inventories); id. 
1304.11 (inventory requirements); 1304.22(a) 
(records for manufacturers); 1304.33 (ARCOS 
reports); 1301.74(c) (reporting of theft). 

88 Respondent notes the Government’s argument 
that ‘‘ ‘[i]n no case involving applications to handle 
controlled substances, has ‘prior experience’ with 
non-controlled substances ever been considered as 
support for granting an application.’ ’’ Respondent’s 
Resp. at 24. Respondent maintains that ‘‘this 
argument is simply wrong,’’ and that ‘‘[i]n Chattem 
Chemicals, Inc., 71 FR 9834, 9838 (2006) * * * the 

applicant had no prior experience in processing 
opium alkaloids, the controlled substance for which 
it sought a manufacturer’s registration.’’ 
Respondent’s Resp. at 24–25. That much is true. 
Respondent ignores, however, that Chattem already 
held registrations to manufacture schedule II 
controlled substances including morphine, codeine 
and oxycodone, and to import other controlled 
substances. See 71 FR at 9836. In contrast to 
Respondent, who has no relevant experience, 
Chattem had extensive experience in the regulatory 
scheme and the effective implementation of 
controls against diversion. 

Respondent also notes Dr. ElSohly’s testimony to 
the effect that when the University of Mississippi 
first applied in 1968 for the contract to grow 
marijuana for NIDA’s predecessor, ‘‘he lacked 
experience and expertise in security measures 
relating to controlled substances.’’ Respondent 
Resp. at 27. Respondent ignores, however, that the 
registration belongs to the University of Mississippi 
and was issued to it 12 years before Dr. ElSohly 
took over the project and under a different statutory 
scheme and further that Dr. ElSohly had been 
working on the marijuana project for four years at 
the time he succeeded his predecessor. See Tr. at 
1131–32, 1152. 

89 Cf. Stephen J. Heldman, 72 FR 4032, 4034 
(2007) (noting that even ‘‘[w]ere there no evidence 
of Respondent having engaged in illicit activity 
* * * his lack of experience bars his registration’’). 

90 As explained in part C of the discussion 
section, this aspect of paragraph 823(a)(5) requires 
DEA to consider, among other things, whether 
Respondent has demonstrated that he will have in 
place appropriate physical security and employee 
screening as required by the DEA regulations and 
as confirmed through a DEA on-site inspection of 
the premises. Also as explained in part C, this 
aspect of paragraph 823(a)(5)—which involves an 
evaluation of the applicant’s particular facility, 
proposed security measures, and other controls 
against diversion to be implemented by the 
applicant—is best viewed as being distinguished 
from the requirement under paragraph 823(a)(1) 
that DEA maintain effective controls against 
diversion ‘‘by limiting the importation and bulk 
manufacture of such controlled substances to a 
number of establishments which can produce an 
adequate and uninterrupted supply of these 
substances under adequately competitive 
conditions.’’ 

manufacturing techniques),85 has at 
least seven patents relating to the 
manufacture and identification of 
marijuana and its derivatives, and has 
authored numerous articles on these 
subjects that have been published in 
scientific journals. Tr. 1136–38, 1331– 
36; GXs 65–71, 93. Respondent’s lack of 
experience in growing marijuana does 
not preclude a finding under paragraph 
823(a)(3) that his proposed activities 
would promote technical advances in 
the art of manufacturing marijuana and 
developing new substances. Nor does 
Respondent’s lack of expertise in this 
area compared to that of Dr. ElSohly 
preclude such a finding as it is 
conceivable that a newcomer to a field 
could make scientific discoveries that 
others have failed to make. However, 
Respondent’s lack of experience and 
expertise combined with the vagaries of 
his testimony as to how he would 
promote technical advances in the art of 
manufacturing marijuana and 
developing new substances do not 
support a finding that he would do so. 
Thus, I concur with the ALJ’s 
recommendation as to this factor and 
conclude that Respondent has failed to 
meet his burden of demonstrating that 
his proposed activities would promote 
technical advances in the art of 
manufacturing marijuana and 
developing new substances. 

4. Public Interest Factor Four 

The fourth public interest factor is 
‘‘prior conviction record of applicant 
under Federal and State laws relating to 
the manufacture, distribution, or 
dispensing of such substances.’’ 21 
U.S.C. 823(a)(4). I adopt the ALJ’s 
recommended finding that it was 
‘‘undisputed that Respondent has never 
been convicted of any violation of any 
law pertaining to controlled substances’’ 
and therefore this factor weighs in favor 
of granting the application. I reject the 
Government’s contention that the 
historical and ongoing activities of Mr. 
Doblin and MAPS relating to controlled 

substances (which the Government 
asserts are improper but for which there 
is no evidence in the record of any 
criminal convictions) should be 
considered under this factor. 

5. Public Interest Factor Five 

The fifth public interest factor is ‘‘past 
experience in the manufacture of 
controlled substances, and the existence 
in the establishment of effective control 
against diversion.’’ 21 U.S.C. 823(a)(5). 
Both parties and the ALJ agree that 
Respondent has no past experience in 
the manufacture of controlled 
substances, and I so find.86 
Consideration of such experience serves 
two purposes. First, the review of an 
applicant’s track record provides 
substantial information as to prior 
violations and the likelihood of its 
future compliance with the Act and 
regulations. See ALRA Laboratories, Inc. 
v. DEA, 54 F.3d 450, 452 (7th Cir. 1995) 
(‘‘An agency rationally may conclude 
that past performance is the best 
predictor of future performance.’’). 
Second, the experience factor recognizes 
that the regulatory scheme is complex 
and that having effective controls 
against diversion requires more than 
simply having a secure building and a 
policy and procedures manual.87 
Rather, having effective controls 
requires that those controls be properly 
performed. Thus, Respondent’s lack of 
experience in the manufacture of 
controlled substances cannot be 
dismissed as inconsequential.88 Indeed, 

there is agency precedent for 
concluding, in appropriate 
circumstances, that lack of such 
experience can be an independent basis 
for denial of registration.89 However, I 
find in this case that Respondent’s lack 
of experience in handling controlled 
substances—while a factor weighing 
against granting his application—should 
not disqualify him from obtaining a 
registration to bulk manufacture 
marijuana. 

As to whether there would be, within 
Respondent’s establishment, effective 
control against diversion,90 Respondent 
testified that, although he ‘‘did not have 
a full-blown plan when [he] applied for 
the [DEA registration],’’ when DEA 
personnel conducted an on-site 
inspection of his premises, he assured 
them that he ‘‘understood the need for 
security’’ and that they thought that his 
proposed room for growing marijuana 
‘‘could be made secure with no 
problems.’’ Tr. 44–45, 355–56. 
Respondent further testified that he 
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91 Because the DEA regulations require all 
registered manufacturers of controlled substances to 
have certain control measures in place at all times 
(21 CFR 1301.71–.74, .76), DEA may not issue a 
certificate of registration to a new applicant until 
the required security measures are actually in place. 

Moreover, while I acknowledge that Respondent 
testified that he would secure the growing area and 
meet ‘‘appropriate security conditions’’ (Tr. 79), and 
I find it is highly unlikely that Respondent would 
personally divert, this does not establish that the 
risk of diversion is minimal. Respondent testified 
that he usually does not go down to the greenhouse 
to water the plants but leaves this task to a 
technician. Tr. at 254. Moreover, the graduate 
students and technicians ‘‘would probably do the 
transplanting’’ and the ‘‘daily check on any 
environmental controls.’’ Id. at 254–55. 
Respondent’s testimony begs the question of who 
would be supervising these workers. Furthermore, 
while Respondent has promised to meet 
appropriate security conditions, it is undisputed 
that he has no experience in the manufacture of 
controlled substances and the regulatory scheme. 
As he testified: ‘‘I have no experience in the control 
against diversion.’’ Tr. 79. 

Thus, my finding under factor five that 
Respondent would have in place effective controls 
against diversion might be viewed as being 
generous toward Respondent. 

92 By its terms, paragraph 823(a)(6) is not limited 
to conduct on the part of the applicant. Rather, its 
broad wording indicates that it is a catchall 
provision that calls on the agency to consider ‘‘such 
other factors [not covered by factors (a)(1) through 
(a)(5)] as may be relevant to and consistent with the 
public health and safety.’’ 

93 Further indication that MAPS is the driving 
force behind this application is that, when asked to 
explain the meaning of one of his written answers 
to the questions submitted by DEA as a follow up 
to the application, Respondent admitted that he had 
‘‘no idea’’ whether he was referring to Chemic when 
he answered that one of the proposed recipients of 
the marijuana that he seeks to produce would be an 
entity that would use ‘‘marijuana delivered through 
a vaporizer device.’’ Tr. at 225–26. Nor did 
Respondent know if this entity was authorized 
under the law to conduct such research or the 
amount of marijuana that would be needed for this 
research. Id. at 229. Respondent said that such 
questions would have to be referred to Mr. Doblin. 
Id. at 226. Respondent acknowledged that the only 
entity he had in mind as a recipient of the 
marijuana he seeks to grow was the researcher that 
would test the vaporizer. Tr. at 235. 

94 21 U.S.C. 844; Mass. Gen. Laws Ann. ch. 94C, 
§ 34 (West 2008). Mr. Doblin lives in Massachusetts. 
Tr. 472. 

agreed to meet all DEA security 
requirements. Tr. 79. The Government 
did not dispute these assertions. I 
therefore find that Respondent has met 
his burden of demonstrating that, if the 
registration were granted, he would 
have in place effective controls against 
diversion.91 In sum, the evidence 
bearing on factor five weighs both in 
favor of and against Respondent’s 
application: it indicates that he has no 
past experience in the manufacture of 
controlled substances but that he will 
have in the establishment effective 
controls against diversion. 

6. Public Interest Factor Six 
The sixth and final public interest 

factor is ‘‘such other factors as may be 
relevant to and consistent with the 
public health and safety.’’ 21 U.S.C. 
823(a)(6). At the outset, it should be 
noted that, because the text of this 
provision calls on me to consider ‘‘such 
other factors,’’ I will not restate in the 
discussion of factor six the evidence 
that I have already taken into account 
for purposes of the first five public 
interest factors—even though such 
evidence might be relevant to the 
determination of whether Respondent’s 
proposed registration would be 
consistent with the public health and 
safety. 

The most notable evidence relevant to 
factor six is that relating to Mr. Doblin.92 
Before addressing this evidence, it 
needs to be made clear that I consider 

irrelevant for purposes of this 
application whether Mr. Doblin, in the 
expression of his political viewpoints, 
supports the legalization of marijuana 
and other controlled substances. I also 
consider irrelevant the political 
activities of the organization he heads, 
MAPS. The expression of political 
viewpoints enjoys the protection of the 
first amendment. However, it is 
certainly relevant for purposes of factor 
six whether a person who might be in 
a position to directly influence the 
activities of a registrant has engaged in 
actual conduct involving controlled 
substances that fails to comply with the 
federal or state law. 

The evidence indicates that Mr. 
Doblin has been significantly involved 
in Respondent’s application process and 
plans to retain a key role in 
Respondent’s activities if the 
registration is granted. Mr. Doblin came 
up with the idea of sponsoring an 
applicant for a DEA registration who 
would be a supplier of marijuana other 
than NIDA, and he selected Respondent 
to be that applicant. Tr. 210–12, 219. 
Mr. Doblin assisted Respondent in 
filling out the application, supplied 
answers to DEA’s supplemental written 
questions, and agreed, on behalf of 
MAPS, to ‘‘cover all the costs’’ 
associated with the registered activities, 
including the costs of equipment, 
manufacturing, and security 
installations. Tr. 221–22, 351–52; 383, 
583; GX 3, at 1. Respondent has agreed 
that Mr. Doblin, in his role as head of 
MAPS, will take an active role in 
deciding to whom Respondent will 
supply the marijuana. Tr. 224–26, 358– 
360. Respondent described the process 
of applying for the DEA registration and 
the ‘‘project of developing marijuana’’ as 
a ‘‘joint effort’’ by Mr. Doblin and 
himself. Tr. 390–91. Indeed, Respondent 
testified that his ‘‘understanding’’ of his 
‘‘role,’’ as well as that of Mr. Doblin, 
was that dictated to him by Mr. 
Doblin.93 Id. at 358. Another part of Mr. 
Doblin’s role would be to ‘‘route’’ the 

‘‘investigators’’ (those seeking marijuana 
for research) to Respondent. Id. Mr. 
Doblin would also decide for 
Respondent the ‘‘strains’’ of marijuana 
to produce and ‘‘allocate’’ the marijuana 
produced in accordance with MAPS’s 
priorities. Tr. 589. 

In short, Mr. Doblin has mapped out 
and assisted in most acts, if not every 
act, that Respondent has taken toward 
applying for a registration to 
manufacture marijuana and, if the 
registration were granted, Mr. Doblin 
would continue to maintain 
responsibility for managing and 
monitoring the activities of the 
registrant. Given this level of 
involvement by Mr. Doblin—and the 
passive, if not subservient, nature of 
Respondent’s involvement—it is 
appropriate under factor six to consider 
the following conduct by Mr. Doblin 
relating to controlled substances. First, 
Mr. Doblin admits that he smokes 
marijuana for ‘‘recreational use’’ on a 
weekly basis. Tr. 716, 718–19. Thus, Mr. 
Doblin violates federal and state laws 
relating to controlled substances on a 
weekly basis.94 This demonstrates that 
Mr. Doblin has disregard for the 
controlled substances laws. It is simply 
inconceivable that DEA would— 
consistent with its obligations under the 
CSA—grant a registration to engage in 
certain activities involving controlled 
substances where it is clear that a 
person who will have any role in the 
oversight and management of such 
activities routinely engages in the illegal 
use of controlled substances. It is still 
more untenable where that person has 
the level of oversight and management 
that Mr. Doblin would have—and where 
the controlled substance he illegally 
uses is the very controlled substance the 
applicant seeks to produce. Indeed, it is 
remarkable that Mr. Doblin would— 
given his admitted illegal involvement 
in controlled substances—ask DEA to 
effectively grant him permission to take 
on such a prominent role in the 
manufacture of the most widely abused 
illegal controlled substance in the 
United States. 

Respondent points to Mr. Doblin’s 
testimony that MAPS has previously 
sponsored research by DEA registrants 
involving schedule I controlled 
substances other than marijuana. 
Respondent’s Resp. at 23 (citing Tr. 
482–491). Respondent characterizes 
such research as having taken place ‘‘all 
without a hint of * * * diversion.’’ Id. 
at 23–24. However, there is nothing in 
the record that confirms or refutes this 
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95 Respondent does not appear to contend that 
DEA granted the prior registrations to MAPS- 
sponsored researchers knowing that MAPS was the 
sponsor with Mr. Doblin having the same level of 
involvement that he seeks here, and he cites no part 
of the record for such a proposition. 

96 Pursuant to 21 U.S.C. 871(a), functions vested 
in the Attorney General by the CSA have been 
delegated to the Administrator of DEA. 28 CFR 
0.100(b). The function of issuing final orders 
regarding applications for registration has been 
further delegated to the Deputy Administrator. 28 
CFR 0.104, appendix to subpart R, sec. 7(a). 

97 Merriam-Webster OnLine, http:// 
www.merriam-webster.com/dictionary (2008). 

98 Id. 
99 21 U.S.C. 812(b). 

characterization; nor does the record 
indicate exactly what role Mr. Doblin 
played in the prior MAPS-sponsored 
research.95 In any event, even assuming 
that MAPS has previously sponsored 
DEA-registered researchers without 
incident, this does not undo the 
legitimate concerns that came to light in 
this proceeding about Mr. Doblin’s 
fitness for directing, at least in part, the 
activities of a DEA-registered bulk 
manufacturer of marijuana, given Mr. 
Doblin’s routine illegal use of 
marijuana. 

Thus, Mr. Doblin’s ongoing illegal 
marijuana use, by itself (i.e., even 
putting aside the treaty considerations 
and Respondent’s failure to demonstrate 
inadequate supply or competition 
within the meaning of paragraph 
823(a)(1)), provides a sufficient 
independent basis upon which DEA 
may deny the application. 

Accordingly, based on a consideration 
of all six pubic interest factors set forth 
in 21 U.S.C. 823(a), I conclude the 
Respondent has failed to meet his 
burden of demonstrating that his 
proposed registration is consistent with 
the public interest. To the contrary, the 
evidence is compelling that the 
registration is inconsistent with the 
public interest. 

C. The Meaning of 21 U.S.C. 823(a)(1) 
This section of the discussion 

contains a far more extensive analysis of 
21 U.S.C. 823(a)(1) (hereafter, 
‘‘paragraph 823(a)(1)’’) than DEA has 
previously published. As indicated 
above, for ease of exposition, due to the 
length of this analysis, it is being 
presented here as a separate section of 
the discussion rather than inserting it 
directly into the above discussion of the 
public interest factors. 

1. The Text of the Statute 
The appropriate starting point for the 

analysis of any statute is the text of the 
statute itself. The text of § 823(a) 
remains the same today as it was when 
the CSA was enacted by Congress in 
1970. It states: 

(a) Manufacturers of controlled substances in 
schedule I or II 

The Attorney General shall register an 
applicant to manufacture controlled 
substances in schedule I or II if he 
determines that such registration is 
consistent with the public interest and with 
United States obligations under international 
treaties, conventions, or protocols in effect on 

May 1, 1971. In determining the public 
interest, the following factors shall be 
considered: 

(1) Maintenance of effective controls 
against diversion of particular controlled 
substances and any controlled substance in 
schedule I or II compounded therefrom into 
other than legitimate medical, scientific, 
research, or industrial channels, by limiting 
the importation and bulk manufacture of 
such controlled substances to a number of 
establishments which can produce an 
adequate and uninterrupted supply of these 
substances under adequately competitive 
conditions for legitimate medical, scientific, 
research, and industrial purposes; 

(2) Compliance with applicable State and 
local law; 

(3) Promotion of technical advances in the 
art of manufacturing these substances and the 
development of new substances; 

(4) Prior conviction record of applicant 
under Federal and State laws relating to the 
manufacture, distribution, or dispensing of 
such substances; 

(5) Past experience in the manufacture of 
controlled substances, and the existence in 
the establishment of effective control against 
diversion; and 

(6) Such other factors as may be relevant 
to and consistent with the public health and 
safety. 

Thus, the statute allows DEA to 
register an applicant to bulk 
manufacture a schedule I or II 
controlled substance only if the Deputy 
Administrator 96 determines that the 
proposed registration would be 
consistent with both (i) the Single 
Convention and (ii) the public interest. 
In determining whether the proposed 
registration is consistent with the public 
interest, the statute requires DEA to 
evaluate the above six factors. The first 
factor, set forth in 21 U.S.C. 823(a)(1) 
(referred to in this discussion as 
‘‘paragraph 823(a)(1)’’), requires the 
Deputy Administrator to consider 
‘‘maintenance of effective controls 
against diversion * * * by limiting the 
* * * bulk manufacture of such 
controlled substances to a number of 
establishments which can produce an 
adequate and uninterrupted supply of 
these substances under adequately 
competitive conditions for legitimate 
medical, scientific, research, and 
industrial purposes.’’ (Emphasis added.) 
Thus, Congress stated in paragraph 
823(a)(1) that—in order to maintain 
effective controls against diversion of a 
given schedule I or II controlled 
substance—DEA must consider limiting 
the number of registered bulk 
manufactures of the substance to that 

‘‘which can produce an adequate and 
uninterrupted supply of these 
substances under adequately 
competitive conditions.’’ 

While the above-quoted text of 
paragraph 823(a)(1) is relatively 
straightforward, consulting the 
dictionary helps to confirm the 
meaning. The word ‘‘limiting’’ (or 
‘‘limit’’), when used as a verb, is defined 
as ‘‘to assign certain limits to; 
prescribe,’’ ‘‘to restrict the bounds or 
limits of,’’ or ‘‘to curtail or reduce in 
quantity or extent.’’ 97 The word ‘‘limit,’’ 
when used as a noun, is defined as 
‘‘something that bounds, restrains or 
confines’’ or ‘‘the utmost extent.’’ 98 
Thus, the command under paragraph 
823(a)(1) that DEA consider ‘‘limiting’’ 
the number of registered bulk 
manufacturers of a given schedule I or 
II controlled substance can be construed 
to mean that the upper boundary on the 
number of such manufacturers is that 
‘‘which can produce an adequate and 
uninterrupted supply of these 
substances under adequately 
competitive conditions for legitimate 
medical, scientific, research, and 
industrial purposes.’’ 

It is notable that, by requiring DEA to 
consider limiting the number of bulk 
manufactures of a given schedule I 
controlled substance to that ‘‘which can 
produce an adequate and uninterrupted 
supply * * * under adequately 
competitive conditions,’’ paragraph 
823(a)(1) does not allow DEA simply to 
register as many bulk manufacturers of 
a given schedule I or II controlled 
substance as the market will bear. 
Rather, DEA is obligated under 
paragraph 823(a)(1) to consider 
disallowing additional entrants into the 
schedule I and II bulk manufacturing 
market unless DEA concludes that 
addition of a particular applicant is 
necessary to produce ‘‘an adequate and 
uninterrupted supply of [a given 
substance] under adequately 
competitive conditions.’’ 

This reading of paragraph 823(a)(1) is 
also consistent with the overall 
structure of the CSA. The Act places 
each controlled substance into one of 
five schedules based on: whether the 
substance has a currently accepted 
medical use in the United States; the 
substance’s relative potential for abuse; 
and the extent to which abuse of the 
substance may lead to psychological or 
physical dependence.99 As the United 
States Supreme Court has stated, ‘‘[t]he 
Act then imposes restrictions on the 

VerDate Nov<24>2008 21:01 Jan 13, 2009 Jkt 217001 PO 00000 Frm 00088 Fmt 4703 Sfmt 4703 E:\FR\FM\14JAN1.SGM 14JAN1sr
ob

er
ts

 o
n 

P
R

O
D

1P
C

70
 w

ith
 N

O
T

IC
E

S

Case: 20-71433, 09/29/2020, ID: 11841671, DktEntry: 19-2, Page 156 of 286
(341 of 1491)



2128 Federal Register / Vol. 74, No. 9 / Wednesday, January 14, 2009 / Notices 

100 OCBC, 532 U.S. at 492 (2001). 
101 21 U.S.C. 826 & 828. 

102 See 21 CFR 1301.71–1301.93. 
103 As discussed below, some prior DEA final 

orders have construed paragraph 823(a)(1) to 
require consideration of the existence in the 
establishment of effective control against diversion. 
While this factor must be considered in evaluating 
any application for registration under § 823(a), it is 
best considered only for purposes of paragraph 
823(a)(5) and not mingled with the analysis under 
paragraph 823(a)(1). 

104 74 Stat. 55 (1960). 

105 To be precise, the text of the CSA (in contrast 
to that of the 1960 Act) does not unambiguously 
impose an absolute ceiling on the number of 
registered manufacturers (that which can produce 
an adequate and uninterrupted supply under 
adequately competitive conditions). Rather, as 
indicated above, the text of the CSA requires DEA 

manufacturing and distribution of the 
substance according to the schedule in 
which it has been placed.’’ 100 
‘‘Schedule I,’’ as the Court observed, ‘‘is 
the most restrictive schedule.’’ This is 
commensurate with the fact that 
schedule I controlled substances are the 
only controlled substances with no 
currently accepted medical use in 
treatment in the United States. Schedule 
II restrictions are the next most 
restrictive (less restrictive than those for 
schedule I controls but more restrictive 
than those for schedules III, IV, and V)— 
commensurate with schedule II 
substances having the highest potential 
for abuse of those controlled substances 
that have a currently accepted medical 
use (those in schedules II through V). 

Consistent with this basic CSA 
principle of applying greater controls to 
the substances that are most subject to 
abuse and most harmful when abused, 
the CSA is structured to apply certain 
critical control provisions to schedule I 
and II substances but not to those in 
schedules III, IV, and V. For example, 
the CSA imposes quota restrictions and 
order form requirements for schedule I 
and II controlled substances but not for 
those in schedules III, IV, and V.101 
Paragraph 823(a)(1) is another example 
of this principle. The required 
consideration in paragraph 823(a)(1) of 
limiting the number of bulk 
manufacturers of schedule I and II 
controlled substances (to that which can 
produce an adequate and uninterrupted 
supply of a given substance under 
adequately competitive conditions) is 
noticeably absent from paragraph 
823(d)(1), which governs the registration 
of manufacturers of schedule III, IV, and 
V controlled substances. This contrast 
between the presence of the ‘‘limiting’’ 
language in paragraph 823(a)(1) and its 
absence from paragraph 823(d)(1) 
underscores the importance of this 
requirement—particularly in view of 
Congress’s overall scheme of placing the 
greatest restrictions on substances in 
schedules I and II. 

Another consideration when 
interpreting the language of paragraph 
823(a)(1) is a comparison of its terms 
with those of paragraph 823(a)(5). As 
indicated above, paragraph 823(a)(5) is 
one of the six factors DEA must consider 
when evaluating an application for 
registration to bulk manufacture a 
schedule I or II controlled substance. 
Paragraph 823(a)(5) requires 
consideration of, among other things, 
‘‘the existence in the establishment of 
effective control against diversion.’’ 
(Emphasis added.) The plain meaning of 

this language is that the Deputy 
Administrator must evaluate whether 
the particular facility in which the 
applicant proposes to manufacture the 
schedule I or II controlled substance 
will have in place effective safeguards to 
prevent diversion. This would include, 
among other considerations, appropriate 
physical security and employee 
screening as required by the DEA 
regulations 102 as confirmed through a 
DEA on-site inspection of the premises. 
That paragraph 823(a)(5) expressly 
requires the Deputy Administrator to 
consider ‘‘the existence in the 
establishment of effective control 
against diversion’’ is a further indication 
that paragraph 823(a)(1) is not intended 
to cover precisely the same 
consideration. To restate this 
interpretation somewhat, whereas 
paragraph 823(a)(1) can be viewed as 
preventing diversion on a registrant- 
wide scale (by directing the agency to 
consider limiting the total number of 
registered bulk manufacturers and 
importers of schedule I and II controlled 
based on the principle—discussed 
below—that fewer registrants decreases 
the likelihood of diversion), paragraph 
823(a)(5) can be viewed as preventing 
diversion on an individual-registrant 
basis (by directing the agency to 
consider whether the applicant will 
have in place, in its particular 
establishment, effective controls against 
diversion).103 

In sum, for the preceding reasons, 
examining the text of paragraph 
823(a)(1) can lead squarely to the 
conclusion that it requires DEA to 
maintain effective controls against 
diversion by considering ‘‘limiting the 
* * * bulk manufacture of [schedule I 
and II] controlled substances to a 
number of establishments which can 
produce an adequate and uninterrupted 
supply of these substances under 
adequately competitive conditions.’’ 

2. Legislative History of the Statute 
Congress derived paragraph 823(a)(1) 

from the Narcotics Manufacturing Act of 
1960 104 (which was superseded by the 
CSA in 1970). Under the 1960 Act, a 
person seeking to manufacture a basic 
class of narcotic drugs was required to 
obtain a license from the Secretary of 
the Treasury Department. Within the 

Treasury Department, this function was 
delegated to the Commissioner of the 
Bureau of Narcotics (a predecessor of 
DEA). Section 8 of the 1960 Act set forth 
the criteria that the Commissioner was 
required to consider in determining 
whether to issue a narcotics 
manufacturing license. Paragraph (a)(1) 
of section 8 of the 1960 Act was the 
analog to paragraph 823(a)(1) of the 
CSA. Paragraph (a)(1) provided that, in 
determining whether to issue a license 
to an applicant seeking to manufacture 
a basic class of narcotic drug, the 
Commissioner was required to consider: 

Maintenance of effective controls against 
the diversion of the particular basic class of 
narcotic drug and of narcotic drugs 
compounded therefrom into other than 
legitimate medical and scientific channels 
through limitation of manufacture of the 
particular basic class of narcotic drug to the 
smallest number of establishments which will 
produce an adequate and uninterrupted 
supply of narcotic drugs of or derived from 
such basis class of narcotic drugs for medical 
and scientific purposes, consistent with the 
public interest. 

(Emphasis added.) 
As the italicized language above 

indicates, the 1960 Act reflected the 
then-policy of the United States to limit 
the number of licensed manufacturers 
‘‘to the smallest number of 
establishments which will produce an 
adequate and uninterrupted supply’’— 
without regard to whether there was 
adequate competition. Plainly, there are 
both similarities to and distinctions 
between this provision of the 1960 Act 
and its counterpart in the CSA. The CSA 
carried forward the concept of 
‘‘limiting’’ the number of registered 
manufacturers (with respect to schedule 
I and II controlled substances). 
However, the CSA modified this 
requirement by providing that this 
limitation on the number of 
manufacturers be based not only on that 
which can produce ‘‘an adequate and 
uninterrupted supply,’’ but also on that 
which provides for ‘‘adequately 
competitive conditions.’’ Put slightly 
differently, when Congress enacted the 
CSA, it raised the ceiling on the number 
of manufacturers from that which can 
produce ‘‘an adequate and 
uninterrupted supply’’ to a 
consideration of that which can produce 
‘‘an adequate and uninterrupted supply 
* * * under adequately competitive 
conditions.’’ 105 The policies underlying 
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to ‘‘consider * * * limiting’’ the number of 
manufacturers to such a number (along with 
considering the other public interest factors). It 
should also be noted that, whereas the 1960 Act 
referred to allowing only ‘‘the smallest number of 
establishments which will produce an adequate and 
uninterrupted supply’’ (emphasis added), the CSA 
does not contain the term ‘‘smallest’’ in paragraph 
823(a)(1). Nonetheless, as explained above, the use 
of the term ‘‘limiting’’ in paragraph 823(a)(1) can be 
construed to mean that DEA, when evaluating an 
application under § 823(a), must consider keeping 
as the upper boundary on the number of 
manufacturers that which can produce an adequate 
and uninterrupted supply under adequately 
competitive conditions. In other words, even 
though Congress when it enacted the CSA did not 
carry forward from the 1960 Act the term 
‘‘smallest,’’ because it did carry forward the term 
‘‘limiting,’’ it retained the concept of an upper limit 
on the number of manufacturers as a factor to be 
considered when evaluating an application for 
registration under § 823(a). 

106 Hearings Before the Subcomm. to Investigate 
Juvenile Delinquency of the Comm. on the 
Judiciary, United States Senate, 91st Cong. 261–262 
(1969). 

107 Id. at 372. Although this statement by the 
Department of Justice was commenting on an earlier 
version of the bill, the modified version of the bill 
that ultimately was enacted retained the same 
principles as the earlier version under which the 
adequacy of competition would become a 
consideration in determining whether to grant 
applications to become registered to manufacture 
schedule I or II controlled substances. 

108 Controlled Dangerous Substances Act of 1969: 
Report of the Comm. on the Judiciary, United States 
Senate, 91st Cong. 7 (1969). 

109 As the statute states, an application for 
registration under § 823(a) may only be granted if 
DEA determines that such registration is consistent 
with both the public interest and United States 
obligations under the Single Convention. Thus, 
even if a proposed registration were found by DEA 
to be consistent with the public interest based on 
a consideration of the six public interest factors of 
§ 823(a), the registration must be denied if DEA 
finds it would be inconsistent with United States 
obligations under the Single Convention. 

110 Also illustrative of this point are the following 
statements contained in a 1979 resolution issued by 
the United Nations Commission on Narcotic Drugs, 
which DEA has cited in a prior Federal Register 
publication: ‘‘Recalling the relevant provisions of 

Continued 

this change in the law are summarized 
in the following exchange during the 
Congressional hearings on the 
enactment of the CSA. The exchange 
was between Senator Hruska (one of the 
co-sponsors of the various bills that led 
up to the CSA) and then-Attorney 
General Mitchell: 

Senator Hruska: We have two national 
policies involved here. One is the 
anticompetitive situation policy. The 
antitrust law is a very well-established 
concept * * * . We also have another 
national policy have we not, Mr. Attorney 
General? We have entered into a global series 
of agreements in which we undertake in joint 
action with other nations the business of 
controlling the manufacture and distribution 
of the opiates and final derivatives of opium. 
Among those agreements is this principle: 
That we urge upon nations to keep the 
number of producers down to as low a point 
as possible to facilitate and to make more 
certain their ability to control and supervise 
the output and to keep it in normal and 
proper legal channels. We have these two 
national policies involved here, have we not? 

Mr. Mitchell: Yes sir, you have both of 
them, and there is no intention on the part 
of the Justice Department nor the Bureau of 
Narcotics and Dangerous Drugs by this 
provision to expand beyond necessity, and of 
course those are the key words, any 
manufacturers in this particular area. We felt 
it was necessary to maintain the protection 
of the consumer from the price structure 
point of view and that is why the additional 
provisions have been added.106 

During that same hearing, the 
Department of Justice submitted in 
writing its position regarding a 
proposed version of what would become 
paragraph 823(a)(1). In that document, 
the Department of Justice stated the 
following with respect to the then- 
pending proposal to deviate in the CSA 
from the 1960 Act by adding the 
consideration of adequacy of 

competition, and how the Department 
would carry out such proposal, if 
enacted: 

There is no reason to assume that the 
Attorney General will prejudice his primary 
objectives of effective control by excessive 
licensing. Nor will he undertake direct price 
control. He will be empowered to take 
cognizance of evidence showing that prices 
are clearly and persistently excessive. The 
criteria for determining whether prices far 
exceed that which is reasonable relate to 
reasonable costs and reasonable profits. No 
explicit statement of criteria is needed. If 
evidence indicates that additional licensing 
will result in more reasonable prices with no 
significant diminution in the effectiveness of 
drug control, the Attorney General should be 
able to license the additional 
manufacturers.107 

Consistent with the foregoing 
statements made during the Senate 
hearings, a subsequent Senate report 
contained the following statement, 
which echoes the language of what is 
now in paragraph 823(a)(1): ‘‘[T]he 
Attorney General must limit the 
importation and manufacture of 
schedules I and II substances to a 
number of establishments which can 
produce an adequate and uninterrupted 
supply under adequately competitive 
conditions for legitimate purposes.’’ 108 

Thus, the legislative history reaffirms 
several principles already evident from 
the text of paragraph 823(a)(1) and 
expands upon those principles. The 
legislative history confirms that 
paragraph 823(a)(1) indeed was 
designed to require the Attorney 
General to take into account limiting the 
number of bulk manufacturers (and 
importers) of schedule I and II 
controlled substances. However, this 
limit was not as restrictive as under the 
law that preceded the CSA. Whereas 
under the 1960 Act, additional 
manufacturers could only be added if 
supply was inadequate, the CSA added 
the consideration of adequacy of 
competition. Nonetheless, as the 
legislative history reflects, Congress 
under the CSA placed the burden on the 
applicant seeking to become registered 
to bulk manufacture a schedule I or II 
controlled substance to put forth 
evidence demonstrating either 
inadequate supply or inadequate 
competition. 

The legislative history also reflects the 
recognition by Congress of a crucial 
principle underlying paragraph 
823(a)(1): That the risk of diversion 
tends to increase with each new 
registered bulk manufacturer of a 
schedule I or II controlled substance. At 
the same time, the language of 
paragraph 823(a)(1) reflects the 
determination by Congress that—despite 
the increased risk of diversion resulting 
from the addition of each new registered 
manufacturer—it is beneficial to the 
public interest to allow the registration 
of additional manufacturers where the 
Attorney General finds that doing so is 
necessary to produce an adequate and 
uninterrupted supply of a given 
substance under adequately competitive 
conditions.109 

3. Treaty Considerations 
The principle that limiting the 

number of producers of narcotics and 
other schedule I and II controlled 
substances tends to promote more 
effective control has long been a part of 
United States policy and incorporated 
into the international drug control 
treaties to which the United States has 
been a party and which predate the 
CSA. Under the Single Convention, 
article 29 addresses the manufacture of 
narcotic drugs. Paragraph 2(b) of article 
29 requires parties to the treaty to 
‘‘[c]ontrol under license the 
establishment and premises in which 
such manufacture may take place.’’ 
With respect to this provision, the 
Commentary to the Single Convention 
states: ‘‘It is suggested that, in order to 
facilitate control, the licensing system 
under subparagraph (b) should be 
employed to ensure that the 
manufacture of drugs, their salts and 
preparations is restricted to as small a 
number of establishments and premises 
as is practicable.’’ Commentary at 322 
(emphasis added); see also id. at 319 
(discussing how the concept of limiting 
the number of manufacturers of narcotic 
drugs was inherent in the international 
drug control treaties that preceded the 
Single Convention).110 This is the same 
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the Single Convention * * * to limit cultivation, 
production, manufacture and use of narcotic drugs 
to an amount required for medical and scientific 
purposes * * *’’ and ‘‘Bearing in mind that the 
treaties which establish this system are based on the 
concept that the number of producers of narcotic 
materials for export should be limited in order to 
facilitate effective control. * * *’’ Cited in 44 FR 
33695 (1979) and available at http:// 
daccessdds.un.org/doc/RESOLUTION/GEN/NR0/ 
638/29/IMG/NR063829.pdf?OpenElement. 

111 It is unclear why subsection 1301.33(b) was 
written in the manner that it was. Given that the 
regulation was promulgated shortly after the 
enactment of the CSA in 1970, it is possible that 
it was written to emphasize how paragraph 
823(a)(1) represented a departure from the 
provision it superseded in the 1960 Narcotic 
Manufacturing Act. As explained above, the 1960 
Act limited the number of licensed manufacturers 
‘‘to the smallest number of establishments which 
will produce an adequate and uninterrupted 
supply’’—without regard to whether there was 
adequate competition. In contrast, when Congress 
enacted the CSA, it raised the ceiling on the number 
manufacturers to that which can produce an 
adequate and uninterrupted supply under 
adequately competitive conditions. Subsection 
1301.33(b) seems to emphasize this distinction 
between the 1960 Act and the CSA by pointing out 
that, under the latter, DEA may not deny an 
application based solely on the existence of an 
adequate and uninterrupted supply. 

In 2004, the Department of Justice provided 
Congress with an explanation of subsection 
1301.33(b) that is consistent with the explanation 

principle as that referred to in the 
legislative history of the CSA (in the 
above-quoted exchange between Senator 
Hruska and the then-Attorney General). 

4. Pertinent Provision of the DEA 
Regulations 

The only applications for registration 
for which the DEA regulations require 
the agency to publish notice in the 
Federal Register are those by persons 
seeking to bulk manufacture and import 
schedule I and II controlled substances. 
21 CFR 1301.33(a) & 1301.34(a). These 
are the applications governed by 21 
U.S.C. 823(a). In the cases of such 
applications, the regulations further 
require DEA to mail (simultaneously 
with the publication in the Federal 
Register) a copy of the Federal Register 
notice to each person registered as a 
bulk manufacturer of the particular 
schedule I or II controlled substance and 
to each person who has submitted a 
pending application therefor. Id. Any 
such person may also file written 
comments or objections to the proposed 
registration. Id. 

That the regulations provide the 
foregoing procedures in the case of 
applications filed pursuant to 21 U.S.C. 
823(a)—and for no other categories of 
applications—is indicative of the 
distinction between the statutory factors 
for registration contained in subsection 
823(a) and those contained in all other 
subsections of § 823. As explained 
above in the discussion of the text of the 
statute, whereas paragraph 823(a)(1) 
requires DEA to consider limiting the 
number of registered bulk 
manufacturers and importers of a given 
schedule I or II controlled substance to 
that which can produce an adequate and 
uninterrupted supply under adequately 
competitive conditions, this 
consideration appears nowhere else in 
§ 823 (i.e., it is inapplicable to all other 
applications for registration). Moreover, 
the consideration of adequacy of supply 
and competition is the only factor that 
is unique to subsection 823(a). It is 
therefore implicit that the notice-and- 
comment provisions of the regulations 
listed above (those contained in 21 CFR 
1301.33(a) and 1301.34(a)) are designed 
to effectuate the consideration by DEA 
of adequacy of supply and competition. 
This implication is also consistent with 

the view that, in addition to DEA and 
the applicant itself, those registrants 
that constitute the existing suppliers 
(bulk manufacturers) of a given 
schedule I or II controlled substance 
have the requisite knowledge to 
comment on whether the existing 
market is capable of producing an 
adequate and interrupted supply under 
adequately competitive conditions. 

Thus, the notice-and-comment 
provisions of 21 CFR 1301.33(a) and 
1301.34(a) provide further support for 
interpreting paragraph 823(a)(1) as 
requiring DEA to consider, for purposes 
of determining the public interest, 
limiting the number of registered bulk 
manufacturers and importers of 
schedule I and II controlled substances 
to that which can produce an adequate 
and uninterrupted supply under 
adequately competitive conditions. 

Another provision of the regulations 
that warrants discussion is 21 CFR 
1301.33(b), which states: 

In order to provide adequate competition, 
the Administrator shall not be required to 
limit the number of manufacturers in any 
basic class to a number less than that 
consistent with maintenance of effective 
controls against diversion solely because a 
smaller number is capable of producing an 
adequate and uninterrupted supply. 

Although this provision is somewhat 
awkwardly phrased, a careful 
examination reveals that it is merely a 
corollary to paragraph 823(a)(1). In 
construing subsection 1301.33(b), it is 
important to bear in mind that an 
agency regulation cannot deviate from 
any mandate imposed by Congress 
under the statute that the regulation 
implements. Thus, any reading of 
subsection 1301.33(b) must be 
consistent with Congress’s direction in 
paragraph 823(a)(1) that DEA consider 
limiting the number of bulk 
manufacturers of schedule I and II 
controlled substances to that which can 
produce an adequate and uninterrupted 
supply under adequately competitive 
conditions. 

With the foregoing principles in 
mind, subsection 1301.33(b) can be 
broken down into its constituent 
elements for purposes of analysis as 
follows: 

■ ‘‘In order to provide adequate 
competition’’; i.e., if it has been 
determined under paragraph 823(a)(1) 
that granting a particular applicant a 
registration to bulk manufacture a given 
schedule I or II controlled substance is 
necessary to provide an adequate and 
uninterrupted supply of that substance 
under adequately competitive 
conditions, 

■ ‘‘The Administrator shall not be 
required to limit the number of 

manufacturers in any basic class to a 
number less than that consistent with 
maintenance of effective controls 
against diversion’’; i.e., if granting the 
applicant’s registration (based on a 
finding of inadequate competition) will 
bring the total number of registered bulk 
manufacturers of a given schedule I or 
II controlled substance to a number 
which remains consistent with 
maintenance of effective controls 
against diversion, DEA is not obligated 
to keep the total less than that number, 

■ ‘‘Solely because a smaller number is 
capable of producing an adequate and 
uninterrupted supply’’; i.e., based solely 
on the fact that the existing number of 
manufacturers already produces an 
adequate and uninterrupted supply (but 
under inadequately competitive 
conditions). 

Viewing these elements together, it is 
apparent that subsection 1301.33(b) 
merely states what are direct outgrowths 
of 21 U.S.C. 823(a)(1): 

(1) That the existence of an adequate 
and uninterrupted supply of a given 
schedule I or II controlled substance is 
not a sufficient basis to deny an 
application by a person seeking to 
become an additional manufacturer of 
that substance (since inadequate 
competition may provide an 
independent basis for registration under 
paragraph 823(a)(1)) and 

(2) That DEA need not keep the 
number of registered bulk 
manufacturers to a number below that 
which is consistent with maintenance of 
effective controls against diversion 
where adding an additional 
manufacturer is necessary to provide for 
adequate competition. 

Thus, 21 CFR 1301.33(b) can be 
reconciled with the statutory text 
(paragraph 823(a)(1))—as must be the 
case for the regulation to be valid.111 
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provided in the text above. See Marijuana and 
Medicine: The Need for a Science-Based Approach: 
Hearing Before the Subcomm. on Criminal Justice, 
Drug Policy and Human Resources, 108th Cong. 208 
(2004) (letter from Assistant Attorney General 
William Moschella to Subcomm. Chairman Rep. 
Souder) (‘‘The meaning of [21 CFR 1301.33(b)] can 
be restated as follows: If DEA determines there is 
inadequate economic competition among the 
existing manufacturers of the particular controlled 
substance that the applicant seeks to produce (e.g., 
substantial overcharging by the existing 
manufacturers due to an insufficient number of 
competing manufacturers of that controlled 
substance), and provided further that granting the 
applicant’s registration (and thereby increasing the 
total number of manufacturers) is consistent with 
maintenance of effective controls against diversion, 
DEA is not required to deny the application solely 
because the number of manufacturers currently 
registered can adequately supply the market for that 
controlled substance in terms of quantity and 
quality of product.’’) (emphasis in original). 

112 See also 21 U.S.C. 958(a) (a registration to 
import a schedule I or II controlled substance must 
be consistent with the public interest, based on 
consideration of the six criteria of § 823(a)). Further, 
21 U.S.C. 952(a)(2)(B) requires a person seeking to 
become registered to import a schedule I or II 
controlled substance to demonstrate not only that 
competition among domestic manufacturers of the 
particular substance is inadequate but also that 
competition ‘‘will not be rendered adequate by the 
registration of additional [domestic] manufacturers 
under section 823.’’ Thus, an applicant to import 
a schedule I or II substance must make an 

additional showing beyond that required for an 
applicant to bulk manufacture such a substance. 
However, as § 823(a) indicates, both the applicant 
seeking to import and the applicant seeking to bulk 
manufacture are subject to the same 823(a) criteria, 
including the same determination under paragraph 
823(a)(1) regarding the adequacy of competition. 

113 That the existing supply of cocaine 
hydrochloride was adequate within the meaning of 
paragraph 823(a)(1) was not in dispute in Roxane. 

114 As indicated above, because Roxane involved 
an application to import a schedule II controlled 
substance, the applicant was required demonstrate 
that competition was inadequate not only within 
the meaning of paragraph 823(a)(1), but also within 
the meaning of 21 U.S.C. 952(a)(2)(B). As to the 
latter, the DEA regulations require consideration of 
the factors set forth in 21 CFR 1301.34(d). These 
factors are specifically designed to assess 
competition in the context of an import application. 
However, as § 823(a) indicates, an application to 
import a schedule I or II controlled substance must 
also be evaluated under paragraph 823(a)(1) 
regarding the adequacy of competition. 

115 As Johnson Matthey had applied to import 
narcotic raw materials, the application also had to 
be evaluated under 21 U.S.C. 952(a)(1). 

5. Prior DEA Statements Regarding the 
Meaning of Paragraph 823(a)(1) 

As discussed above, I now conclude 
that the text of paragraph 823(a)(1) 
indicates a directive, which is 
confirmed by the legislative history, that 
the agency consider limiting the number 
of registered bulk manufacturers and 
importers of controlled substances in 
schedules I and II to that which can 
produce an adequate and uninterrupted 
supply under adequately competitive 
conditions. Yet, in various final orders 
and other statements issued by DEA 
over the years, the agency has at times 
followed this approach and at other 
times failed to do so. 

For example, in Roxane Laboratories, 
Inc., 63 FR 55891 (1998), the agency 
applied paragraph 823(a)(1) consistent 
with the interpretation that requires the 
applicant to demonstrate that the 
existing manufacturer of the controlled 
substance in question is unable to 
provide an adequate and uninterrupted 
supply of the substance under 
adequately competitive conditions. 
Roxane Laboratories, Inc. (Roxane) was 
a company that applied to become 
registered to import cocaine 
hydrochloride, a schedule II controlled 
substance, for use in pharmaceutical 
products. As § 823(a) states, both an 
application to import a schedule I or II 
controlled substance and an application 
to bulk manufacture such a substance 
must be evaluated under the same 
criteria set forth in § 823(a).112 Thus, in 

Roxane, the Acting Deputy 
Administrator had to evaluate whether 
the proposed registration was consistent 
with the public interest in view of the 
six public interest factors of § 823(a), 
including paragraph 823(a)(1). 

Consistent with the interpretation of 
paragraph 823(a)(1) under which the 
adequacy of supply and competition 
must be considered, the parties in 
Roxane presented extensive evidence as 
to whether there was adequate 
competition within the meaning of the 
statute.113 Toward that end, much of the 
testimony and other evidence 
introduced in the proceedings focused 
on the historical and prevailing prices 
for bulk cocaine hydrochloride charged 
by what was then the only registered 
importer of that substance. In addition 
to presenting factual evidence regarding 
such prices, each side presented its own 
economic expert to testify whether, in 
view of the prices, competition in the 
market was adequate within the 
meaning of paragraph 823(a)(1).114 
Ultimately, the Acting Deputy 
Administrator found that the applicant 
had met its burden under paragraph 
823(a)(1) of demonstrating that 
competition was inadequate and, in 
view of all the applicable statutory 
factors, granted Roxane’s application to 
become registered as an importer of 
cocaine hydrochloride. 

Four years later, in Johnson Matthey, 
Inc., 67 FR 39041 (2002), DEA again 
addressed the paragraph 823(a)(1) issue. 
As in Roxane, Johnson Matthey had 
applied to become registered as, among 
other things, an importer of schedule II 
controlled substances. Thus, as in 
Roxane, one of the central issues in 
Johnson Matthey was whether granting 
the application was necessary to 
provide adequate competition within 

the meaning of paragraph 823(a)(1).115 
The application was opposed by two 
firms that were already registered as 
importers of the same substances that 
Johnson Matthey sought to import. 
These competing firms contended at the 
administrative hearing that they 
maintained an adequate and 
uninterrupted supply of the substances 
under adequately competitive 
conditions. The two firms therefore 
objected to the proposed registration 
under paragraph 823(a)(1), among other 
grounds. 

The final order in Johnson Matthey 
contains no description of the evidence 
presented by the parties during the 
administrative hearing on the 
competition issue as the final order 
expressly declared such evidence to be 
irrelevant. Nor does the Johnson 
Matthey final order contain a recitation 
of the text of paragraph 823(a)(1) or an 
independent analysis of the statutory 
text. Instead, the Johnson Matthey final 
order simply adopted a proposed rule 
that was published 18 years earlier by 
DEA and subsequently withdrawn by 
the agency. In that subsequently 
withdrawn 1974 proposed rule (39 FR 
12138 (1974)), DEA proposed to revise 
its regulations to state that, during an 
administrative hearing on an 
application to manufacture a controlled 
substance in schedule I or II, if the ALJ 
determines that the registration would 
be consistent with maintenance of 
effective controls against diversion, he 
shall exclude as irrelevant evidence 
bearing on whether existing 
manufacturers are capable of producing 
an adequate and uninterrupted supply 
under adequately competitive 
conditions. 

The Johnson Matthey final order 
failed to state that, two months after 
DEA published the aforementioned 
proposed rule in 1974, the agency 
published a notice in the Federal 
Register that three firms (which were 
then registered bulk manufacturers 
under § 823(a)) filed objections to, and 
requested a hearing on, the proposed 
rule, asserting that ‘‘the Controlled 
Substances Act requires a finding 
respecting the adequacy of competition 
prior to registering any person to engage 
in the bulk manufacture of a schedule 
I or II substance.’’ 39 FR 20382 (1974). 
These objections that were submitted in 
response to the 1974 proposed rule 
reflect precisely the same conclusion 
regarding the meaning of paragraph 
823(a)(1) that I find—for the reasons 
discussed above—to be most 
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116 The notice of withdrawal of the proposed rule 
stated that DEA was in the midst of reviewing and 
revising all the agency regulations in their entirety 
and that the proposed amendments regarding the 
competition issue ‘‘are withdrawn so that all 
proposed changes to the regulations may be 
published together.’’ However, DEA never again 
proposed to amend its regulations to eliminate the 
consideration—that paragraph 823(a)(1) mandates— 
of adequacy of supply and competition. 

117 68 FR at 6950. 
118 375 F.3d at 1152 (citing Chevron U.S.A, Inc. 

v. Natural Res. Def. Council, 467 U.S. 837, 842–43 
(1983)). 

119 Id. 
120 375 F.3d at 1153. 
121 375 F.3d at 1157 n.8. 
122 467 U.S. at 843 n.11. 

123 71 FR at 9838. 
124 While it is certainly preferable that an agency 

interpret a statutory provision that it administers in 
a consistent manner throughout the agency’s 
existence, the head of an agency ‘‘is not estopped 
from changing a view she believes to have been 
grounded upon a mistaken legal interpretation.’’ 
See Thomas Jefferson University v. Shalala, 512 
U.S. 504, 517 (1994); cf. Chevron, 467 U.S. at 863 
(‘‘The fact that the agency has from time to time 

reconcilable with the text of the statute. 
That DEA withdrew the 1974 proposed 
rule a month after publishing these 
objections (39 FR 26031 (1974)) is 
consistent with the conclusion that the 
proposed rule could not be firmly 
reconciled with the statute.116 

Thus, the Johnson Matthey final order 
appears to have been flawed both 
procedurally (by relying entirely upon a 
proposed rule that was withdrawn) and 
substantively (by relying on an 
interpretation of paragraph 823(a)(1) 
that is, in my view, difficult to reconcile 
with the statutory text). Nonetheless, it 
must be recognized that the Johnson 
Matthey final order was upheld on 
appeal in Noramco v. DEA, 375 F.3d 
1148 (D.C. Cir. 2004). Examining the 
Noramco decision is therefore 
warranted. Before doing so, however, it 
is necessary to review another DEA final 
order that was issued shortly after 
Johnson Matthey. 

In Penick Corporation Inc., 68 FR 
6947 (2003), DEA evaluated the 
paragraph 823(a)(1) issue in a different 
manner than it had done eight months 
earlier in the Johnson Matthey final 
order. As in Roxane and Johnson 
Matthey, Penick had applied with DEA 
to become registered as, among other 
things, an importer of schedule II 
controlled substances. Also as in 
Roxane and Johnson Matthey, the 
applicant’s competitors (who were 
already in the market as registered 
importers of the same substances) 
objected to the proposed registration 
contending, among other things, that the 
applicant had failed to demonstrate the 
existence of inadequate competition 
within the meaning of paragraph 
823(a)(1). However, in contrast to the 
Johnson Matthey final order, the Penick 
final order did not disregard the 
competition issue as irrelevant. Nor did 
the Penick final order mention the 1974 
proposed rule (that was subsequently 
withdrawn), which was relied upon in 
Johnson Matthey. Rather, the Penick 
final order did examine the evidence 
presented on the competition issue and 
ultimately concluded: ‘‘Having found 
that the market is not adequately 
competitive, the Deputy Administrator 
concludes that this factor weighs in 
favor of granting Penick’s application, 
even though Noramco and Mallinckrodt 
are capable of maintaining an adequate 

and uninterrupted supply.’’ 117 The 
Penick final order did not address the 
Johnson Matthey final order or why the 
two final orders took a differing 
approach as to the competition issue. 

Both the Johnson Matthey final order 
and the Penick final order were 
challenged by a competitor (Noramco) 
in Noramco v. DEA. The United States 
Court of Appeals for the D.C. Circuit 
consolidated Noramco’s two petitions 
for review into one appellate 
proceeding. With respect to the Johnson 
Matthey final order, Noramco contended 
that DEA erred by failing to consider the 
adequacy of competition and limit the 
number of importers to that which can 
produce an adequate and uninterrupted 
supply under adequately competitive 
conditions as paragraph 823(a)(1) 
requires. The D.C. Circuit panel 
reviewed DEA’s decision ‘‘under the 
familiar two-step Chevron 
framework.’’ 118 Under this framework, 
if the reviewing court finds that the 
statute does not directly address ‘‘the 
precise question at issue’’ (step one), the 
court must sustain the agency’s 
interpretation if it is ‘‘based on a 
permissible construction of the statute’’ 
(step two).119 The court of appeals in 
Noramco upheld the Johnson Matthey 
final order, under Chevron step two, 
finding that DEA’s decision to disregard 
competition to be a ‘‘permissible 
interpretation’’ of paragraph 
823(a)(1).120 Simultaneously, the court 
of appeals in Noramco upheld the 
Penick final order after reciting how 
DEA did consider the competition issue 
as paragraph 823(a)(1) directs. That the 
final orders in Johnson Matthey and 
Penick were inconsistent with one 
another as to the interpretation of 
paragraph 823(a)(1) was rejected by the 
court of appeals as a basis for 
reversal.121 

It is especially important to note here 
that, under Chevron step two, ‘‘[t]he 
court need not conclude that the agency 
construction was the only one it 
permissibly could have adopted to 
uphold the construction, or even the 
reading the court would have reached if 
the question initially had arisen in a 
judicial proceeding.’’ 122 Accordingly, 
when the court in Noramco upheld the 
final order in Johnson Matthey, it was 
not offering an opinion whether that 
final order had interpreted paragraph 
823(a)(1) in the best manner; rather, the 

court was merely stating that DEA 
(being owed the measure of Chevron 
deference accorded to an agency that 
administers a statute) had put forth a 
‘‘permissible interpretation’’ of the 
statute. This point is underscored by the 
fact that the court in Noramco also 
upheld the Penick final order, which 
interpreted paragraph 823(a)(1) in a 
notably different manner than did the 
Johnson Matthey final order. 

Thus, nothing in the Noramco 
decision constrains DEA from 
concluding, as I now do, that the most 
sound reading of the text of paragraph 
823(a)(1) is that which requires the 
agency to consider limiting the number 
of bulk manufacturers and importers of 
schedule I and II controlled substances 
to that which can produce an adequate 
and uninterrupted supply of a given 
substance under adequately competitive 
conditions. 

In 2006, another final order was 
issued involving the competition issue. 
In Chattem Chemicals, Inc., 71 FR 9834 
(2006), petition for review denied, 
Penick Corp., Inc. v. DEA, 491 F3d 483 
(D.C. Cir. 2007), the applicant sought to 
become registered to import a schedule 
II controlled substance, just as Roxane, 
Johnson Matthey, and Penick had 
previously done. In the final order, 
which I issued, I followed the Johnson 
Matthey approach of declining to 
consider the adequacy of competition or 
supply. In doing so, I expressly noted 
that this approach had been ‘‘approved 
by the appellate court in Noramco.’’ 123 
Upon review of the Chattem final order, 
the court of appeals likewise reaffirmed 
that, under Noramco, this approach of 
not considering adequacy of 
competition was a permissible reading 
of the statute. Penick, 491 F.3d at 491 
n.11. However, for the reasons 
discussed at length above, I now believe 
that this approach—though deemed 
permissible upon Chevron review— 
must be rejected in favor of that which 
more accurately follows the text of the 
statute; i.e., the approach that was taken 
in Roxane and Penick of considering 
limiting the number of bulk 
manufacturers and importers of a given 
schedule I or II controlled substance to 
that which can produce an adequate and 
uninterrupted supply under adequately 
competitive conditions.124 In addition 
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changed its interpretation of [a statutory provision] 
does not * * * lead us to conclude that no 
deference should be accorded the agency’s 
interpretation of the statute.’’). 

125 DEA has never invoked the ‘‘limiting’’ 
language of paragraph 823(a)(1) as a basis to revoke 
the registration of an existing bulk manufacturer 
that is currently utilizing its registration to supply 
the market for a given schedule I or II controlled 
substance, and this final order should not be 
construed as suggesting a departure from such 
practice. 

to finding this interpretation to be that 
which most closely mirrors the text of 
the statute, I believe that, upon 
consideration of the legislative history 
and treaty considerations discussed 
above, this interpretation most 
effectively achieves the principles 
underlying the statutory text: Balancing 
the overarching goal of preventing the 
United States from being a source of 
domestic and international diversion by 
limiting the number of bulk 
manufacturers of schedule I and II 
controlled substances with the desire to 
ensure a level of competition adequate 
to prevent legitimate purchasers of these 
substances from being charged 
unreasonable prices.125 The alternative 
interpretation, though found to be 
permissible, does not give full effect to 
these principles and provides no 
mechanism to prevent the proliferation 
of bulk suppliers of schedule I and II 
controlled substances beyond that 
necessary to adequately supply the 
legitimate United States demand for 
these materials under adequately 
competitive conditions. It is axiomatic 
that the proliferation of suppliers of 
bulk schedule I and II controlled 
substances heightens the risk of 
oversupply, which in turn increases the 
risk of diversion. The alternative 
interpretation, therefore, does not 
effectuate the statute and its underlying 
purposes as well as the interpretation 
followed in this final order. 

D. Summary of the Discussion 
For the reasons indicated above, I 

have determined that Respondent’s 
proposed registration is inconsistent 
with United States obligations under the 
Single Convention and with the public 
interest based on a consideration of the 
factors set forth in 21 U.S.C. 823(a). 
With respect to the Single Convention, 
Respondent’s desire to become 
registered in order to achieve MAPS’s 
goal of ending the Federal Government’s 
monopoly on the wholesale distribution 
of marijuana cannot be squared with the 
requirement under the Convention that 
there be precisely such a monopoly. 
With respect to the public interest, 
Respondent’s failure to demonstrate that 
the longstanding existing system in the 
United States of producing and 

distributing research-grade marijuana 
under the oversight of HHS and NIDA 
is inadequate within the meaning of 21 
U.S.C. 823(a)(1) weighs heavily against 
granting his application. Also with 
respect to the public interest, the 
admitted conduct relating to controlled 
substances of Respondent’s sponsor, Mr. 
Doblin (in particular, Mr. Doblin’s past 
and ongoing conduct relating to 
marijuana) is unacceptable for anyone 
seeking to have a prominent role in 
overseeing the controlled substance 
activities of a DEA registrant— 
especially where the registrant’s 
proposed activities are the manufacture 
and distribution of the very drug 
marijuana. In sum, there are three 
independent grounds, any of which, 
standing alone, provide a sufficient 
(indeed, compelling) legal basis for 
denying Respondent’s application. 

Order 

Pursuant to the authority vested in me 
by 21 U.S.C. 823(a), as well as 28 CFR 
0.100(b) & 0.104, appendix to subpart R, 
sec. 7(a), I order that the application of 
Lyle E. Craker, Ph.D., for a DEA 
certificate of registration as a 
manufacturer of marijuana be, and 
hereby is, denied. This order is effective 
February 13, 2009. 

Dated: January 7, 2009. 
Michele M. Leonhart, 
Deputy Administrator. 
[FR Doc. E9–521 Filed 1–13–09; 8:45 am] 
BILLING CODE 4410–09–P 

DEPARTMENT OF JUSTICE 

Foreign Claims Settlement 
Commission of the United States 

Privacy Act of 1974; System of 
Records 

AGENCY: Foreign Claims Settlement 
Commission of the United States. 

ACTION: Notice of a New System of 
Records. 

SUMMARY: Pursuant to the Privacy Act of 
1974 (5 U.S.C. 552a), the Foreign Claims 
Settlement Commission (Commission), 
Department of Justice, proposes to 
establish a new system of records to 
enable the Commission to carry out its 
statutory responsibility to determine the 
validity and amount of the claims 
submitted to the Commission against 
Libya. The Claims Against Libya System 
will include documentation provided by 
the claimant as well as background 
material that will assist the Commission 
in the processing of their claims. The 
system will also include the final 

decision of the Commission regarding 
the claim. 
DATES: In accordance with 5 U.S.C. 
552a(e)(4) and (11), the public is given 
a 30-day period in which to comment; 
and the Office of Management and 
Budget (OMB), which has oversight 
responsibility under the Act, requires a 
40-day period in which to conclude its 
review of the system. Accordingly, 
please submit any comments by 
February 17, 2009. 
ADDRESSES: The public, OMB, and 
Congress are invited to submit any 
comments to the Foreign Claims 
Settlement Commission of the United 
States, 600 E Street, NW., Suite 6002, 
Washington, DC 20579. 
FOR FURTHER INFORMATION CONTACT: The 
Administrative Office, Foreign Claims 
Settlement Commission, U.S. 
Department of Justice, 600 E Street, 
NW., Suite 6002, Washington, DC 
20579, or by telephone at 202–616– 
6975. In accordance with 5 U.S.C. 
552a(r), the Department has provided a 
report to OMB and the Congress on the 
new system of records. 

Dated: January 9, 2009. 
Mauricio Tamargo, 
Chairman. 

JUSTICE/FCSC–29 

SYSTEM NAME: 
Libya, Claims Against. 

SYSTEM LOCATION: 
Offices of the Foreign Claims 

Settlement Commission, 600 E Street, 
NW., Suite 6002, Washington, DC 
20579. 

CATEGORIES OF INDIVIDUALS COVERED BY THE 
SYSTEM: 

Persons with claims against Libya 
covered by the August 14, 2008 Claims 
Settlement Agreement Between the 
United States of America and the Great 
Socialist People’s Libyan Arab 
Jamahiriya and referred by the 
Department of State to the Foreign 
Claims Settlement Commission. 

CATEGORIES OF RECORDS IN THE SYSTEM: 
Claim information, including name 

and address of claimant and 
representative, if any; date and place of 
birth or naturalization; nature of claim; 
description of loss or injury including 
medical records; and other evidence 
establishing entitlement to 
compensation. 

AUTHORITY FOR MAINTENANCE OF THE SYSTEM: 
Authority to establish and maintain 

this system is contained in 5 U.S.C. 301 
and 44 U.S.C. 3101, which authorize the 
Chairman of the Commission to create 
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1 Note that ‘‘marihuana’’ is the spelling originally 
used in the Controlled Substances Act (CSA). This 
document uses the spelling that is more common 
in current usage, ‘‘marijuana.’’ 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

21 CFR Chapter II 

[Docket No. DEA–352N] 

Denial of Petition To Initiate 
Proceedings To Reschedule Marijuana 

AGENCY: Drug Enforcement 
Administration (DEA), Department of 
Justice. 
ACTION: Denial of petition to initiate 
proceedings to reschedule marijuana. 

SUMMARY: By letter dated June 21, 2011, 
the Drug Enforcement Administration 
(DEA) denied a petition to initiate 
rulemaking proceedings to reschedule 
marijuana.1 Because DEA believes that 
this matter is of particular interest to 
members of the public, the agency is 
publishing below the letter sent to the 
petitioner (denying the petition), along 
with the supporting documentation that 
was attached to the letter. 
FOR FURTHER INFORMATION CONTACT: 
Imelda L. Paredes, Office of Diversion 
Control, Drug Enforcement 
Administration, 8701 Morrissette Drive, 
Springfield, Virginia 22152; Telephone 
(202) 307–7165. 
SUPPLEMENTARY INFORMATION: 

June 21, 2011. 

Dear Mr. Kennedy: 
On October 9, 2002, you petitioned 

the Drug Enforcement Administration 
(DEA) to initiate rulemaking 
proceedings under the rescheduling 
provisions of the Controlled Substances 
Act (CSA). Specifically, you petitioned 
DEA to have marijuana removed from 
schedule I of the CSA and rescheduled 
as cannabis in schedule III, IV or V. 

You requested that DEA remove 
marijuana from schedule I based on 
your assertion that: 

(1) Cannabis has an accepted medical 
use in the United States; 

(2) Cannabis is safe for use under 
medical supervision; 

(3) Cannabis has an abuse potential 
lower than schedule I or II drugs; and 

(4) Cannabis has a dependence 
liability that is lower than schedule I or 
II drugs. 

In accordance with the CSA 
rescheduling provisions, after gathering 
the necessary data, DEA requested a 
scientific and medical evaluation and 
scheduling recommendation from the 
Department of Health and Human 

Services (DHHS). DHHS concluded that 
marijuana has a high potential for abuse, 
has no accepted medical use in the 
United States, and lacks an acceptable 
level of safety for use even under 
medical supervision. Therefore, DHHS 
recommended that marijuana remain in 
schedule I. The scientific and medical 
evaluation and scheduling 
recommendation that DHHS submitted 
to DEA is attached hereto. 

Based on the DHHS evaluation and all 
other relevant data, DEA has concluded 
that there is no substantial evidence that 
marijuana should be removed from 
schedule I. A document prepared by 
DEA addressing these materials in detail 
also is attached hereto. In short, 
marijuana continues to meet the criteria 
for schedule I control under the CSA 
because: 

(1) Marijuana has a high potential for 
abuse. The DHHS evaluation and the 
additional data gathered by DEA show 
that marijuana has a high potential for 
abuse. 

(2) Marijuana has no currently 
accepted medical use in treatment in 
the United States. According to 
established case law, marijuana has no 
‘‘currently accepted medical use’’ 
because: The drug’s chemistry is not 
known and reproducible; there are no 
adequate safety studies; there are no 
adequate and well-controlled studies 
proving efficacy; the drug is not 
accepted by qualified experts; and the 
scientific evidence is not widely 
available. 

(3) Marijuana lacks accepted safety 
for use under medical supervision. At 
present, there are no U.S. Food and 
Drug Administration (FDA)-approved 
marijuana products, nor is marijuana 
under a New Drug Application (NDA) 
evaluation at the FDA for any 
indication. Marijuana does not have a 
currently accepted medical use in 
treatment in the United States or a 
currently accepted medical use with 
severe restrictions. At this time, the 
known risks of marijuana use have not 
been shown to be outweighed by 
specific benefits in well-controlled 
clinical trials that scientifically evaluate 
safety and efficacy. 

You also argued that cannabis has a 
dependence liability that is lower than 
schedule I or II drugs. Findings as to the 
physical or psychological dependence 
of a drug are only one of eight factors 
to be considered. As discussed further 
in the attached documents, DHHS states 
that long-term, regular use of marijuana 
can lead to physical dependence and 
withdrawal following discontinuation 
as well as psychic addiction or 
dependence. 

The statutory mandate of 21 U.S.C. 
812(b) is dispositive. Congress 
established only one schedule, schedule 
I, for drugs of abuse with ‘‘no currently 
accepted medical use in treatment in the 
United States’’ and ‘‘lack of accepted 
safety for use under medical 
supervision.’’ 21 U.S.C. 812(b). 

Accordingly, and as set forth in detail 
in the accompanying DHHS and DEA 
documents, there is no statutory basis 
under the CSA for DEA to grant your 
petition to initiate rulemaking 
proceedings to reschedule marijuana. 
Your petition is, therefore, hereby 
denied. 

Sincerely, 

Michele M. Leonhart, 
Administrator. 

Attachments: 

Marijuana. Scheduling Review Document: 
Eight Factor Analysis 

Basis for the recommendation for 
maintaining marijuana in schedule I of the 
Controlled Substances Act 

Date: June 30, 2011 
Michele M. Leonhart 
Administrator 
Department of Health and Human Services, 
Office of the Secretary Assistant Secretary for 

Health, Office of Public Health and Science 
Washington, D.C. 20201. 

December 6, 2006. 
The Honorable Karen P. Tandy 
Administrator, Drug Enforcement 

Administration, U.S. Department of 
Justice, Washington, D.C. 20537 
Dear Ms. Tandy: 
This is in response to your request of July 

2004, and pursuant to the Controlled 
Substances Act (CSA), 21 U.S.C. 811(b), (c), 
and (f), the Department of Health and Human 
Services (DHHS) recommends that marijuana 
continue to be subject to control under 
Schedule I of the CSA. 

Marijuana is currently controlled under 
Schedule I of the CSA. Marijuana continues 
to meet the three criteria for placing a 
substance in Schedule I of the CSA under 21 
U.S.C. 812(b)(l). As discussed in the attached 
analysis, marijuana has a high potential for 
abuse, has no currently accepted medical use 
in treatment in the United States, and has a 
lack of an accepted level of safety for use 
under medical supervision. Accordingly, 
HHS recommends that marijuana continue to 
be subject to control under Schedule I of the 
CSA. Enclosed is a document prepared by 
FDA’s Controlled Substance Staff that is the 
basis for this recommendation. 

Should you have any questions regarding 
this recommendation, please contact Corinne 
P. Moody, of the Controlled Substance Staff, 
Center for Drug Evaluation and Research. Ms. 
Moody can be reached at 301–827–1999. 

Sincerely yours, 
John O. Agwunobi, 
Assistant Secretary for Health. 

Enclosure: 
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2 The CSA defines marijuana as the following: 
all parts of the plant Cannabis Sativa L., whether 

growing or not; the seeds thereof; the resin 
extracted from any part of such plant; and every 
compound, manufacture, salt, derivative, mixture, 
or preparation of such plant, its seeds or resin. Such 
term does not include the mature stalks of such 
plant, fiber produced from such stalks, oil or cake 
made from the seeds of such plant, any other 
compound, manufacture, salt, derivative, mixture, 
or preparation of such mature stalks (except the 
resin extracted there from), fiber, oil, or cake, or the 
sterilized seed of such plant which is incapable of 
germination (21 U.S.C. 802(16)). 

Basis for the Recommendation for 
Maintaining Marijuana in Schedule I of the 
Controlled Substances Act 

BASIS FOR THE RECOMMENDATION FOR 
MAINTAINING MARIJUANA IN 
SCHEDULE I OF THE CONTROLLED 
SUBSTANCES ACT 

On October 9, 2002, the Coalition for 
Rescheduling Cannabis (hereafter known as 
the Coalition) submitted a petition to the 
Drug Enforcement Administration (DEA) 
requesting that proceedings be initiated to 
repeal the rules and regulations that place 
marijuana in Schedule I of the Controlled 
Substances Act (CSA). The petition contends 
that cannabis has an accepted medical use in 
the United States, is safe for use under 
medical supervision, and has an abuse 
potential and a dependency liability that is 
lower than Schedule I or II drugs. The 
petition requests that marijuana be 
rescheduled as ‘‘cannabis’’ in either Schedule 
III, IV, or V of the CSA. In July 2004, the DEA 
Administrator requested that the Department 
of Health and Human Services (HHS) provide 
a scientific and medical evaluation of the 
available information and a scheduling 
recommendation for marijuana, in 
accordance with the provisions of 21 U.S.C. 
811(b). 

In accordance with 21 U.S.C. 811(b), DEA 
has gathered information related to the 
control of marijuana (Cannabis sativa) 2 
under the CSA. Pursuant to 21 U.S.C. 811(b), 
the Secretary is required to consider in a 
scientific and medical evaluation eight 
factors determinative of control under the 
CSA. Following consideration of the eight 
factors, if it is appropriate, the Secretary must 
make three findings to recommend 
scheduling a substance in the CSA. The 
findings relate to a substance’s abuse 
potential, legitimate medical use, and safety 
or dependence liability. 

Administrative responsibilities for 
evaluating a substance for control under the 
CSA are performed by the Food and Drug 
Administration (FDA), with the concurrence 
of the National Institute on Drug Abuse 
(NIDA), as described in the Memorandum of 
Understanding (MOU) of March 8, 1985 (50 
FR 9518–20). 

In this document, FDA recommends the 
continued control of marijuana in Schedule 
I of the CSA. Pursuant to 21 U.S.C. 811(c), 
the eight factors pertaining to the scheduling 
of marijuana are considered below. 

1. ITS ACTUAL OR RELATIVE POTENTIAL 
FOR ABUSE 

The first factor the Secretary must consider 
is marijuana’s actual or relative potential for 

abuse. The term ‘‘abuse’’ is not defined in the 
CSA. However, the legislative history of the 
CSA suggests the following in determining 
whether a particular drug or substance has a 
potential for abuse: 

a. Individuals are taking the substance in 
amounts sufficient to create a hazard to their 
health or to the safety of other individuals or 
to the community. 

b. There is a significant diversion of the 
drug or substance from legitimate drug 
channels. 

c. Individuals are taking the substance on 
their own initiative rather than on the basis 
of medical advice from a practitioner 
licensed by law to administer such 
substances. 

d. The substance is so related in its action 
to a substance already listed as having a 
potential for abuse to make it likely that it 
will have the same potential for abuse as 
such substance, thus making it reasonable to 
assume that there may be significant 
diversions from legitimate channels, 
significant use contrary to or without medical 
advice, or that it has a substantial capability 
of creating hazards to the health of the user 
or to the safety of the community. 
Comprehensive Drug Abuse Prevention and 

Control Act of 1970, H.R. Rep. No. 91– 
1444, 91st Cong., Sess. 1 (1970) reprinted 
in U.S.C.C.A.N. 4566, 4603. 
In considering these concepts in a variety 

of scheduling analyses over the last three 
decades, the Secretary has analyzed a range 
of factors when assessing the abuse liability 
of a substance. These factors have included 
the prevalence and frequency of use in the 
general public and in specific sub- 
populations, the amount of the material that 
is available for illicit use, the ease with 
which the substance may be obtained or 
manufactured, the reputation or status of the 
substance ‘‘on the street,’’ as well as evidence 
relevant to population groups that may be at 
particular risk. 

Abuse liability is a complex determination 
with many dimensions. There is no single 
test or assessment procedure that, by itself, 
provides a full and complete 
characterization. Thus, no single measure of 
abuse liability is ideal. Scientifically, a 
comprehensive evaluation of the relative 
abuse potential of a drug substance can 
include consideration of the drug’s receptor 
binding affinity, preclinical pharmacology, 
reinforcing effects, discriminative stimulus 
effects, dependence producing potential, 
pharmacokinetics and route of 
administration, toxicity, assessment of the 
clinical efficacy-safety database relative to 
actual abuse, clinical abuse liability studies, 
and the public health risks following 
introduction of the substance to the general 
population. It is important to note that abuse 
may exist independent of a state of tolerance 
or physical dependence, because drugs may 
be abused in doses or in patterns that do not 
induce these phenomena. Animal data, 
human data, and epidemiological data are all 
used in determining a substance’s abuse 
liability. Epidemiological data can also be an 
important indicator of actual abuse. Finally, 
evidence of clandestine production and illicit 
trafficking of a substance are also important 
factors. 

a. There is evidence that individuals are 
taking the substance in amounts sufficient to 
create a hazard to their health or to the 
safety of other individuals or to the 
community. 

Marijuana is a widely abused substance. 
The pharmacology of the psychoactive 
constituents of marijuana, including delta9- 
tetrahydrocannabinol (delta9-THC), the 
primary psychoactive ingredient in 
marijuana, has been studied extensively in 
animals and humans and is discussed in 
more detail below in Factor 2, ‘‘Scientific 
Evidence of its Pharmacological Effects, if 
Known.’’ Data on the extent of marijuana 
abuse are available from HHS through NIDA 
and the Substance Abuse and Mental Health 
Services Administration (SAMHSA). These 
data are discussed in detail under Factor 4, 
‘‘Its History and Current Pattern of Abuse;’’ 
Factor 5, ‘‘The Scope, Duration, and 
Significance of Abuse;’’ and Factor 6, ‘‘What, 
if any, Risk There is to the Public Health?’’ 

According to SAMHSA’s 2004 National 
Survey on Drug Use and Health (NSDUH; the 
database formerly known as the National 
Household Survey on Drug Abuse (NHSDA)), 
the latest year for which complete data are 
available, 14.6 million Americans have used 
marijuana in the past month. This is an 
increase of 3.4 million individuals since 
1999, when 11.2 million individuals reported 
using marijuana monthly. (See the discussion 
of NSDUH data under Factor 4). 

The Drug Abuse Warning Network 
(DAWN), sponsored by SAMHSA, is a 
national probability survey of U.S. hospitals 
with emergency departments (EDs) designed 
to obtain information on ED visits in which 
recent drug use is implicated; 2003 is the 
latest year for which complete data are 
available. Marijuana was involved in 79,663 
ED visits (13 percent of drug-related visits). 
There are a number of risks resulting from 
both acute and chronic use of marijuana 
which are discussed in full below under 
Factors 2 and 6. 

b. There is significant diversion of the 
substance from legitimate drug channels. 

At present, cannabis is legally available 
through legitimate channels for research 
purposes only and thus has a limited 
potential for diversion. In addition, the lack 
of significant diversion of investigational 
supplies may result from the ready 
availability of illicit cannabis of equal or 
greater quality. The magnitude of the demand 
for illicit marijuana is evidenced by DEA/ 
Office of National Drug Control Policy 
(ONDCP) seizure statistics. Data on marijuana 
seizures can often highlight trends in the 
overall trafficking patterns. DEA’s Federal- 
Wide Drug Seizure System (FDSS) provides 
information on total federal drug seizures. 
FDSS reports total federal seizures of 
2,700,282 pounds of marijuana in 2003, the 
latest year for which complete data are 
available (DEA, 2003). This represents nearly 
a doubling of marijuana seizures since 1995, 
when 1,381,107 pounds of marijuana were 
seized by federal agents. 

c. Individuals are taking the substance on 
their own initiative rather than on the basis 
of medical advice from a practitioner 
licensed by law to administer such 
substances. 
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The 2004 NSDUH data show that 14.6 
million American adults use marijuana on a 
monthly basis (SAMHSA, 2004), confirming 
that marijuana has reinforcing properties for 
many individuals. The FDA has not 
evaluated or approved a new drug 
application (NDA) for marijuana for any 
therapeutic indication, although several 
investigational new drug (IND) applications 
are currently active. Based on the large 
number of individuals who use marijuana, it 
can be concluded that the majority of 
individuals using cannabis do so on their 
own initiative, not on the basis of medical 
advice from a practitioner licensed to 
administer the drug in the course of 
professional practice. 

d. The substance is so related in its action 
to a substance already listed as having a 
potential for abuse to make it likely that it 
will have the same potential for abuse as 
such substance, thus making it reasonable to 
assume that there may be significant 
diversions from legitimate channels, 
significant use contrary to or without 
medical advice, or that it has a substantial 
capability of creating hazards to the health 
of the user or to the safety of the community. 

The primary psychoactive compound in 
botanical marijuana is delta9-THC. Other 
cannabinoids also present in the marijuana 
plant likely contribute to the psychoactive 
effects. 

There are two drug products containing 
cannabinoid compounds that are structurally 
related to the active components in 
marijuana. Both are controlled under the 
CSA. Marinol is a Schedule III drug product 
containing synthetic delta9-THC, known 
generically as dronabinol, formulated in 
sesame oil in soft gelatin capsules. 
Dronabinol is listed in Schedule I. Marinol 
was approved by the FDA in 1985 for the 
treatment of two medical conditions: nausea 
and vomiting associated with cancer 
chemotherapy in patients that had failed to 
respond adequately to conventional anti- 
emetic treatments, and for the treatment of 
anorexia associated with weight loss in 
patients with acquired immunodeficiency 
syndrome or AIDS. Cesamet is a drug product 
containing the Schedule II substance, 
nabilone, that was approved for marketing by 
the FDA in 1985 for the treatment of nausea 
and vomiting associated with cancer 
chemotherapy. All other structurally related 
cannabinoids in marijuana are already listed 
as Schedule I drugs under the CSA. 

2. SCIENTIFIC EVIDENCE OF ITS 
PHARMACOLOGICAL EFFECTS, IF 
KNOWN 

The second factor the Secretary must 
consider is scientific evidence of marijuana’s 
pharmacological effects. There are abundant 
scientific data available on the 
neurochemistry, toxicology, and 
pharmacology of marijuana. This section 
includes a scientific evaluation of 
marijuana’s neurochemistry, pharmacology, 
and human and animal behavioral, central 
nervous system, cognitive, cardiovascular, 
autonomic, endocrinological, and 
immunological system effects. The overview 
presented below relies upon the most current 
research literature on cannabinoids. 

Neurochemistry and Pharmacology of 
Marijuana 

Some 483 natural constituents have been 
identified in marijuana, including 
approximately 66 compounds that are 
classified as cannabinoids (Ross and El 
Sohly, 1995). Cannabinoids are not known to 
exist in plants other than marijuana, and 
most of the cannabinoid compounds that 
occur naturally have been identified 
chemically. Delta9-THC is considered the 
major psychoactive cannabinoid constituent 
of marijuana (Wachtel et al., 2002). The 
structure and function of delta9-THC was 
first described in 1964 by Gaoni and 
Mechoulam. 

The site of action of delta9-THC and other 
cannabinoids was verified with the cloning 
of cannabinoid receptors, first from rat brain 
tissue (Matsuda et al., 1990) and then from 
human brain tissue (Gerard et al., 1991). Two 
cannabinoid receptors, CB1 and CB2, have 
subsequently been characterized (Piomelli, 
2005). 

Autoradiographic studies have provided 
information on the distribution of 
cannabinoid receptors. CB1 receptors are 
found in the basal ganglia, hippocampus, and 
cerebellum of the brain (Howlett et al., 2004) 
as well as in the immune system. It is 
believed that the localization of these 
receptors may explain cannabinoid 
interference with movement coordination 
and effects on memory and cognition. The 
concentration of CB1 receptors is 
considerably lower in peripheral tissues than 
in the central nervous system (Henkerham et 
al., 1990 and 1992). 

CB2 receptors are found primarily in the 
immune system, predominantly in B 
lymphocytes and natural killer cells 
(Bouaboula et al., 1993). It is believed that 
the CB2-type receptor is responsible for 
mediating the immunological effects of 
cannabinoids (Galiegue et al., 1995). 

However, CB2 receptors also have recently 
been localized in the brain, primarily in the 
cerebellum and hippocampus (Gong et al., 
2006). 

The cannabinoid receptors belong to the 
family of G-protein-coupled receptors and 
present a typical seven transmembrane- 
spanning domain structure. Many G-protein- 
coupled receptors are linked to adenylate 
cyclase either positively or negatively, 
depending on the receptor system. 
Cannabinoid receptors are linked to an 
inhibitory G-protein (Gi), so that when the 
receptor is activated, adenylate cyclase 
activity is inhibited, which prevents the 
conversion of adenosine triphosphate 
(ATP)to the second messenger cyclic 
adenosine monophosphate (cAMP). 
Examples of inhibitory-coupled receptors 
include: opioid, muscarinic cholinergic, 
alpha 2-adrenoreceptors, dopamine (D2), and 
serotonin (5–HT1). 

It has been shown that CB1, but not CB2 
receptors, inhibit N- and P/Q type calcium 
channels and activate inwardly rectifying 
potassium channels (Mackie et al., 1995; 
Twitchell et al., 1997). Inhibition of the N- 
type calcium channels decreases 
neurotransmitter release from several tissues 
and this may be the mechanism by which 
cannabinoids inhibit acetylcholine, 

norepinephrine, and glutamate release from 
specific areas of the brain. These effects 
might represent a potential cellular 
mechanism underlying the antinociceptive 
and psychoactive effects of cannabinoids 
(Ameri, 1999). When cannabinoids are given 
subacutely to rats, there is a down-regulation 
of CB1 receptors, as well as a decrease in 
GTPgammaS binding, the second messenger 
system coupled to CB1 receptors (Breivogel et 
al., 2001). 

Delta9-THC displays similar affinity for 
CB1 and CB2 receptors but behaves as a weak 
agonist for CB2 receptors, based on inhibition 
of adenylate cyclase. The identification of 
synthetic cannabinoid ligands that 
selectively bind to CB2 receptors but do not 
have the typical delta9-THC-like 
psychoactive properties suggests that the 
psychotropic effects of cannabinoids are 
mediated through the activation of CB1- 
receptors (Hanus et al., 1999). Naturally- 
occurring cannabinoid agonists, such as 
delta9-THC, and the synthetic cannabinoid 
agonists such as WIN–55,212–2 and CP– 
55,940 produce hypothermia, analgesia, 
hypoactivity, and cataplexy in addition to 
their psychoactive effects. 

In 2000, two endogenous cannabinoid 
receptor agonists, anandamide and 
arachidonyl glycerol (2–AG), were 
discovered. Anandamide is a low efficacy 
agonist (Breivogel and Childers, 2000), 2–AG 
is a highly efficacious agonist (Gonsiorek et 
al., 2000). Cannabinoid endogenous ligands 
are present in central as well as peripheral 
tissues. The action of the endogenous ligands 
is terminated by a combination of uptake and 
hydrolysis. The physiological role of 
endogenous cannabinoids is an active area of 
research (Martin et al., 1999). 

Progress in cannabinoid pharmacology, 
including further characterization of the 
cannabinoid receptors, isolation of 
endogenous cannabinoid ligands, synthesis 
of agonists and antagonists with variable 
affinity, and selectivity for cannabinoid 
receptors, provide the foundation for the 
potential elucidation of cannabinoid- 
mediated effects and their relationship to 
psychomotor disorders, memory, cognitive 
functions, analgesia, anti-emesis, intraocular 
and systemic blood pressure modulation, 
bronchodilation, and inflammation. 

Central Nervous System Effects 

Human Physiological and Psychological 
Effects 

Subjective Effects 

The physiological, psychological, and 
behavioral effects of marijuana vary among 
individuals. Common responses to 
cannabinoids, as described by Adams and 
Martin (1996) and others (Hollister, 1986 and 
1988; Institute of Medicine, 1982) are listed 
below: 

1) Dizziness, nausea, tachycardia, facial 
flushing, dry mouth, and tremor initially 

2) Merriment, happiness, and even 
exhilaration at high doses 

3) Disinhibition, relaxation, increased 
sociability, and talkativeness 

4) Enhanced sensory perception, giving 
rise to increased appreciation of music, art, 
and touch 
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5) Heightened imagination leading to a 
subjective sense of increased creativity 

6) Time distortions 
7) Illusions, delusions, and hallucinations, 

especially at high doses 
8) Impaired judgment, reduced co- 

ordination and ataxia, which can impede 
driving ability or lead to an increase in risk- 
taking behavior 

9) Emotional lability, incongruity of affect, 
dysphoria, disorganized thinking, inability to 
converse logically, agitation, paranoia, 
confusion, restlessness, anxiety, drowsiness, 
and panic attacks, especially in 
inexperienced users or in those who have 
taken a large dose 

10) Increased appetite and short-term 
memory impairment 

These subjective responses to marijuana 
are pleasurable to many humans and are 
associated with drug-seeking and drug-taking 
(Maldonado, 2002). 

The short-term perceptual distortions and 
psychological alterations produced by 
marijuana have been characterized by some 
researchers as acute or transient psychosis 
(Favrat et al., 2005). However, the full 
response to cannabinoids is dissimilar to the 
DSM–IV–TR criteria for a diagnosis of one of 
the psychotic disorders (DSM–IV–TR, 2000). 

As with many psychoactive drugs, an 
individual’s response to marijuana can be 
influenced by that person’s medical/ 
psychiatric history and history with drugs. 
Frequent marijuana users (greater than 100 
times) were better able to identify a drug 
effect from low dose delta9-THC than 
infrequent users (less than 10 times) and 
were less likely to experience sedative effects 
from the drug (Kirk and deWit, 1999). Dose 
preferences have been demonstrated for 
marijuana in which higher doses (1.95 
percent delta9-THC) are preferred over lower 
doses (0.63 percent delta9-THC) (Chait and 
Burke, 1994). 

Behavioral Impairment 

Acute administration of smoked marijuana 
impairs performance on tests of learning, 
associative processes, and psychomotor 
behavior (Block et al., 1992). These data 
demonstrate that the short-term effects of 
marijuana can interfere significantly with an 
individual’s ability to learn in the classroom 
or to operate motor vehicles. Administration 
to human volunteers of 290 micrograms per 
kilogram (μg/kg) delta9-THC in a smoked 
marijuana cigarette resulted in impaired 
perceptual motor speed and accuracy, two 
skills that are critical to driving ability 
(Kurzthaler et al., 1999). Similarly, 
administration of 3.95 percent delta9-THC in 
a smoked marijuana cigarette increased 
disequilibrium measures, as well as the 
latency in a task of simulated vehicle 
braking, at a rate comparable to an increase 
in stopping distance of 5 feet at 60 mph 
(Liguori et al., 1998). 

The effects of marijuana may not fully 
resolve until at least 1 day after the acute 
psychoactive effects have subsided, following 
repeated administration. Heishman et al. 
(1990) showed that impairment on memory 
tasks persists for 24 hours after smoking 
marijuana cigarettes containing 2.57 percent 
delta9-THC. However, Fant et al. (1998) 
showed minimal residual alterations in 

subjective or performance measures the day 
after subjects were exposed to 1.8 percent or 
3.6 percent smoked delta9-THC. 

The effects of chronic marijuana use have 
also been investigated. Marijuana did not 
appear to have residual effects on 
performance of a comprehensive 
neuropsychological battery when 54 
monozygotic male twins (one of whom used 
marijuana, one of whom did not) were 
compared 1–20 years after cessation of 
marijuana use (Lyons et al., 2004). This 
conclusion is similar to the results from an 
earlier study of marijuana’s effects on 
cognition in 1,318 participants over a 15-year 
period, where there was no evidence of long- 
term residual effects (Lyketsos et al., 1999). 
In contrast, Solowij et al. (2002) 
demonstrated that 51 long-term cannabis 
users did less well than 33 non-using 
controls or 51 short-term users on certain 
tasks of memory and attention, but users in 
this study were abstinent for only 17 hours 
at time of testing. A recent study noted that 
heavy, frequent cannabis users, abstinent for 
at least 24 hours, performed significantly 
worse than controls on verbal memory and 
psychomotor speed tests (Messinis et al, 
2006). 

Pope et al. (2003) reported that no 
differences were seen in neuropsychological 
performance in early- or late-onset users 
compared to non-using controls, after 
adjustment for intelligence quotient (IQ). In 
another cohort of chronic, heavy marijuana 
users, some deficits were observed on 
memory tests up to a week following 
supervised abstinence, but these effects 
disappeared by day 28 of abstinence 
(Harrison et al., 2002). The authors 
concluded that, ‘‘cannabis-associated 
cognitive deficits are reversible and related to 
recent cannabis exposure, rather than 
irreversible and related to cumulative 
lifetime use.’’ Other investigators have 
reported neuropsychological deficits in 
memory, executive functioning, psychomotor 
speed, and manual dexterity in heavy 
marijuana smokers who had been abstinent 
for 28 days (Bolla et al., 2002). A follow up 
study of heavy marijuana users noted 
decision-making deficits after 25 days of 
abstinence (Bolla et al., 2005). Finally, when 
IQ was contrasted in adolescents at 9–12 
years and at 17–20 years, current heavy 
marijuana users showed a 4-point reduction 
in IQ in later adolescence compared to those 
who did not use marijuana (Fried et al., 
2002). 

Age of first use may be a critical factor in 
persistent impairment resulting from chronic 
marijuana use. Individuals with a history of 
marijuana-only use that began before the age 
of 16 were found to perform more poorly on 
a visual scanning task measuring attention 
than individuals who started using marijuana 
after age 16 (Ehrenreich et al., 1999). Kandel 
and Chen (2000) assert that the majority of 
early-onset marijuana users do not go on to 
become heavy users of marijuana, and those 
that do tend to associate with delinquent 
social groups. 

Heavy marijuana users were contrasted 
with an age matched control group in a case- 
control design. The heavy users reported 
lower educational achievement and lower 

income than controls, a difference that 
persisted after confounding variables were 
taken into account. Additionally, the users 
also reported negative effects of marijuana 
use on cognition, memory, career, social life, 
and physical and mental health (Gruber et 
al., 2003). 

Association with Psychosis 

Extensive research has been conducted 
recently to investigate whether exposure to 
marijuana is associated with schizophrenia 
or other psychoses. While many studies are 
small and inferential, other studies in the 
literature utilize hundreds to thousands of 
subjects. 

At present, the data do not suggest a 
causative link between marijuana use and the 
development of psychosis. Although some 
individuals who use marijuana have received 
a diagnosis of psychosis, most reports 
conclude that prodromal symptoms of 
schizophrenia appear prior to marijuana use 
(Schiffman et al., 2005). When psychiatric 
symptoms are assessed in individuals with 
chronic psychosis, the ‘‘schizophrenic 
cluster’’ of symptoms is significantly 
observed among individuals who do not have 
a history of marijuana use, while ‘‘mood 
cluster’’ symptoms are significantly observed 
in individuals who do have a history of 
marijuana use (Maremmani et al., 2004). 

In the largest study evaluating the link 
between psychosis and drug use, 3 percent of 
50,000 Swedish conscripts who used 
marijuana more than 50 times went on to 
develop schizophrenia (Andreasson et al., 
1987). This was interpreted by the authors to 
suggest that marijuana use increased the risk 
for the disorder only among those 
individuals who were predisposed to 
develop psychosis. A similar conclusion was 
drawn when the prevalence of schizophrenia 
was modeled against marijuana use across 
birth cohorts in Australia between the years 
1940 to 1979 (Degenhardt et al., 2003). 
Although marijuana use increased over time 
in adults born during the 4-decade period, 
there was not a corresponding increase in 
diagnoses for psychosis in these individuals. 
The authors conclude that marijuana may 
precipitate schizophrenic disorders only in 
those individuals who are vulnerable to 
developing psychosis. Thus, marijuana per se 
does not appear to induce schizophrenia in 
the majority of individuals who try or 
continue to use the drug. 

However, as might be expected, the acute 
intoxication produced by marijuana does 
exacerbate the perceptual and cognitive 
deficits of psychosis in individuals who have 
been previously diagnosed with the 
condition (Schiffman et al., 2005; Hall et al., 
2004; Mathers and Ghodse, 1992; 
Thornicroft, 1990). This is consistent with a 
25-year longitudinal study of over 1,000 
individuals who had a higher rate of 
experiencing some symptoms of psychosis 
(but who did not receive a diagnosis of 
psychosis) if they were daily marijuana users 
than if they were not (Fergusson et al., 2005). 
A shorter, 3-year longitudinal study with 
over 4,000 subjects similarly showed that 
psychotic symptoms, but not diagnoses, were 
more prevalent in subjects who used 
marijuana (van Os et al., 2002). 
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Additionally, schizophrenic individuals 
stabilized with antipsychotics do not respond 
differently to marijuana than healthy controls 
(D’Souza et al., 2005), suggesting that 
psychosis and/or antipsychotics do not 
biochemically alter cannabinoid systems in 
the brain. 

Interestingly, cannabis use prior to a first 
psychotic episode appeared to spare 
neurocognitive deficits compared to patients 
who had not used marijuana (Stirling et al., 
2005). Although adolescents diagnosed with 
a first psychotic episode used more 
marijuana than adults who had their first 
psychotic break, adolescents and adults had 
similar clinical outcomes 2 years later 
(Pencer et al., 2005). 

Heavy marijuana users, though, do not 
perform differently than non-users on the 
Stroop task, a classic psychometric 
instrument that measures executive cognitive 
functioning. Since psychotic individuals do 
not perform the Stroop task well, alterations 
in executive functioning consistent with a 
psychotic profile were not apparent 
following chronic exposure to marijuana 
(Gruber and Yurgelun-Todd, 2005; Eldreth et 
al., 2004). 

Alteration in Brain Structure 

Although evidence suggests that some 
drugs of abuse can lead to changes in the 
density or structure of the brain in humans, 
there are currently no data showing that 
exposure to marijuana can induce such 
alterations. A recent comparison of long-term 
marijuana smokers to non-smoking control 
subjects using magnetic resonance imaging 
(MRI) did not reveal any differences in the 
volume of grey or white matter, in the 
hippocampus, or in cerebrospinal fluid 
volume, between the two groups (Tzilos et 
al., 2005). 

Behavioral Effects of Prenatal Exposure 

The impact of in utero marijuana exposure 
on performance in a series of cognitive tasks 
has been studied in children at different 
stages of development. However, since many 
marijuana users have abused other drugs, it 
is difficult to determine the specific impact 
of marijuana on prenatal exposure. 

Differences in several cognitive domains 
distinguished the 4-year-old children of 
heavy marijuana users. In particular, memory 
and verbal measures are negatively 
associated with maternal marijuana use 
(Fried and Watkinson, 1987). Maternal 
marijuana use is predictive of poorer 
performance on abstract/visual reasoning 
tasks, although it is not associated with an 
overall lowered IQ in 3-year old children 
(Griffith et al., 1994). At 6 years of age, 
prenatal marijuana history is associated with 
an increase in omission errors on a vigilance 
task, possibly reflecting a deficit in sustained 
attention (Fried et al., 1992). When the effect 
of prenatal exposure in 9–12 year old 
children is analyzed, in utero marijuana 
exposure is negatively associated with 
executive function tasks that require impulse 
control, visual analysis, and hypothesis 
testing, and it is not associated with global 
intelligence (Fried et al., 1998). 

Marijuana as a ‘‘Gateway Drug’’ 

The Institute of Medicine (IOM) reported 
that the widely held belief that marijuana is 

a ‘‘gateway drug,’’ leading to subsequent 
abuse of other illicit drugs, lacks conclusive 
evidence (Institute of Medicine, 1999). 
Recently, Fergusson et al. (2005) in a 25-year 
study of 1,256 New Zealand children 
concluded that use of marijuana correlates to 
an increased risk of abuse of other drugs, 
including cocaine and heroin. Other sources, 
however, do not support a direct causal 
relationship between regular marijuana and 
other illicit drug use. In general, such studies 
are selective in recruiting individuals who, in 
addition to having extensive histories of 
marijuana use, are influenced by myriad 
social, biological, and economic factors that 
contribute to extensive drug abuse (Hall and 
Lynskey, 2005). For most studies that test the 
hypothesis that marijuana causes abuse of 
harder drugs, the determinative measure of 
choice is any drug use, rather than DSM–IV– 
TR criteria for drug abuse or dependence 
(DSM–IV–TR, 2000). 

According to Golub & Johnson (2001), the 
rate of progression to hard drug use by youth 
born in the 1970’s, as opposed to youth born 
between World War II and the 1960’s, is 
significantly decreased, although overall 
marijuana use among youth appears to be 
increasing. Nace et al. (1975) reported that 
even in the Vietnam-era soldiers who 
extensively abused marijuana and heroin, 
there was a lack of correlation of a causal 
relationship demonstrating marijuana use 
leading to heroin addiction. A recent 
longitudinal study of 708 adolescents 
demonstrated that early onset marijuana use 
did not lead to problematic drug use (Kandel 
and Chen, 2000). Similarly, among 2,446 
adolescents followed longitudinally, 
cannabis dependence was uncommon but 
when it did occur, it was predicted primarily 
by parental death, deprived socio-economic 
status, and baseline use of illicit drugs other 
than marijuana (von Sydow et al., 2002). 

Animal behavioral effects 

Self-Administration 

Self-administration is a method that 
assesses whether a drug produces rewarding 
effects that increase the likelihood of 
behavioral responses in order to obtain 
additional drug. Drugs that are self- 
administered by animals are likely to 
produce rewarding effects in humans, which 
is indicative of abuse liability. Generally, a 
good correlation exists between those drugs 
that are self-administered by rhesus monkeys 
and those that are abused by humans (Balster 
and Bigelow, 2003). 

Interestingly, self-administration of 
hallucinogenic-like drugs, such as 
cannabinoids, lysergic acid diethylamide 
(LSD), and mescaline, has been difficult to 
demonstrate in animals (Yanagita, 1980). 
However, when it is known that humans 
voluntarily consume a particular drug (such 
as cannabis) for its pleasurable effects, the 
inability to establish self-administration with 
that drug in animals has no practical 
importance in the assessment of abuse 
potential. This is because the animal test is 
a predictor of human behavioral response in 
the absence of naturalistic data. 

The experimental literature generally 
reports that naı̈ve animals will not self- 
administer cannabinoids unless they have 

had previous experience with other drugs of 
abuse. However, when squirrel monkeys are 
first trained to self-administer intravenous 
cocaine, they will continue to bar-press at the 
same rate as when delta9-THC is substituted 
for cocaine, at doses that are comparable to 
those used by humans who smoke marijuana 
(Tanda et al., 2000). This effect is blocked by 
the cannabinoid receptor antagonist, SR 
141716. New studies show that monkeys 
without a history of any drug exposure can 
be successfully trained to self-administer 
delta9-THC intravenously (Justinova et al., 
2003). The maximal rate of responding is 4 
μg/kg/injection, which is 2–3 times greater 
than that observed in previous studies using 
cocaine-experienced monkeys. 

These data demonstrate that under specific 
pretreatment conditions, an animal model of 
reinforcement by cannabinoids now exists for 
future investigations. Rats will self- 
administer delta9-THC when it is applied 
intracerebroventricularly (i.c.v.), but only at 
the lowest doses tested (0.01–0.02 μg/ 
infusion) (Braida et al., 2004). This effect is 
antagonized by the cannabinoid antagonist 
SR141716 and by the opioid antagonist 
naloxone (Braida et al., 2004). Additionally, 
mice will self-administer WIN 55212, a CB1 
receptor agonist with a non-cannabinoid 
structure (Martellotta et al., 1998). 

There may be a critical dose-dependent 
effect, though, since aversive effects, rather 
than reinforcing effects, have been described 
in rats that received high doses of WIN 55212 
(Chaperon et al., 1998) or delta9-THC 
(Sanudo-Pena et al., 1997). SR 141716 
reversed these aversive effects in both 
studies. 

Conditioned Place Preference 

Conditioned place preference (CPP) is a 
less rigorous method than self-administration 
of determining whether drugs have 
rewarding properties. In this behavioral test, 
animals are given the opportunity to spend 
time in two distinct environments: one where 
they previously received a drug and one 
where they received a placebo. If the drug is 
reinforcing, animals will choose to spend 
more time in the environment paired with 
the drug than the one paired with the 
placebo, when both options are presented 
simultaneously. 

Animals show CPP to delta9-THC, but only 
at the lowest doses tested (0.075–0.75 mg/kg, 
i.p.) (Braida et al., 2004). This effect is 
antagonized by the cannabinoid antagonist, 
SR141716, as well as by the opioid 
antagonist, naloxone (Braida et al., 2004). 
However, SR141716 may be a partial agonist, 
rather than a full antagonist, since it is also 
able to induce CPP (Cheer et al., 2000). 
Interestingly, in knockout mice, animals 
without μ-opioid receptors do not develop 
CPP to delta9-THC (Ghozland et al., 2002). 

Drug Discrimination Studies 

Drug discrimination is a method in which 
animals indicate whether a test drug 
produces physical or psychic perceptions 
similar to those produced by a known drug 
of abuse. In this test, an animal learns to 
press one bar when it receives the known 
drug of abuse and another bar when it 
receives placebo. A challenge session with 
the test drug determines which of the two 
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bars the animal presses more often, as an 
indicator of whether the test drug is like the 
known drug of abuse. 

Animals, including monkeys and rats 
(Gold et al., 1992), as well as humans (Chait, 
1988), can discriminate cannabinoids from 
other drugs or placebo. Discriminative 
stimulus effects of delta9-THC are 
pharmacologically specific for marijuana- 
containing cannabinoids (Balster and 
Prescott, 1992; Barnett et al., 1985; Browne 
and Weissman, 1981; Wiley et al., 1993; 
Wiley et al., 1995). Additionally, the major 
active metabolite of delta9-THC, 11-hydroxy- 
delta9-THC, also generalizes to the stimulus 
cue elicited by delta9-THC (Browne and 
Weissman, 1981). Twenty-two other 
cannabinoids found in marijuana also fully 
substitute for delta9-THC. 

The discriminative stimulus effects of the 
cannabinoid group appear to provide unique 
effects because stimulants, hallucinogens, 
opioids, benzodiazepines, barbiturates, 
NMDA antagonists, and antipsychotics do 
not fully substitute for delta9-THC. 

Tolerance and Physical Dependence 

Tolerance is a state of adaptation in which 
exposure to a drug induces changes that 
result in a diminution of one or more of the 
drug’s effects over time (American Academy 
of Pain Medicine, American Pain Society and 
American Society of Addiction Medicine 
consensus document, 2001). Physical 
dependence is a state of adaptation 
manifested by a drug class-specific 
withdrawal syndrome produced by abrupt 
cessation, rapid dose reduction, decreasing 
blood level of the drug, and/or 
administration of an antagonist (ibid). 

The presence of tolerance or physical 
dependence does not determine whether a 
drug has abuse potential, in the absence of 
other abuse indicators such as rewarding 
properties. Many medications that are not 
associated with abuse or addiction, such as 
antidepressants, beta-blockers, and centrally 
acting antihypertensive drugs, can produce 
physical dependence and withdrawal 
symptoms after chronic use. 

Tolerance to the subjective and 
performance effects of marijuana has not 
been demonstrated in studies with humans. 
For example, reaction times are not altered 
by acute administration of marijuana in long 
term marijuana users (Block and Wittenborn, 
1985). This may be related to recent 
electrophysiological data showing that the 
ability of delta9-THC to increase neuronal 
firing in the ventral tegmental area (a region 
known to play a critical role in drug 
reinforcement and reward) is not reduced 
following chronic administration of the drug 
(Wu and French, 2000). On the other hand, 
tolerance can develop in humans to 
marijuana-induced cardiovascular and 
autonomic changes, decreased intraocular 
pressure, and sleep alterations (Jones et al., 
1981). Down-regulation of cannabinoid 
receptors has been suggested as the 
mechanism underlying tolerance to the 
effects of marijuana (Rodriguez de Fonseca et 
al., 1994; Oviedo et al., 1993). 

Acute administration of marijuana 
containing 2.1 percent delta9-THC does not 
produce ‘‘hangover effects’’ (Chait et al., 

1985). In chronic marijuana users, though, a 
marijuana withdrawal syndrome has been 
described that consists of restlessness, 
irritability, mild agitation, insomnia, sleep 
EEG disturbances, nausea, and cramping that 
resolves within a few days (Haney et al., 
1999). However, the American Psychiatric 
Association’s Diagnostic and Statistical 
Manual (DSM–IV–TR, 2000) does not include 
a listing for cannabis withdrawal syndrome 
because, ‘‘symptoms of cannabis withdrawal 
. . . have been described . . . but their 
clinical significance is uncertain.’’ A review 
of all current clinical studies on cannabis 
withdrawal led to the recommendation by 
Budney et al. (2004) that the DSM introduce 
a listing for cannabis withdrawal that 
includes such symptoms as sleep difficulties, 
strange dreams, decreased appetite, 
decreased weight, anger, irritability, and 
anxiety. Based on clinical descriptions, this 
syndrome appears to be mild compared to 
classical alcohol and barbiturate withdrawal 
syndromes, which can include more serious 
symptoms such as agitation, paranoia, and 
seizures. A recent study comparing 
marijuana and tobacco withdrawal symptoms 
in humans demonstrated that the magnitude 
and timecourse of the two withdrawal 
syndromes are similar (Vandrey et al., 2005). 

The production of an overt withdrawal 
syndrome in animals following chronic 
delta9-THC administration has been variably 
demonstrated under conditions of natural 
discontinuation. This may be the result of the 
slow release of cannabinoids from adipose 
storage, as well as the presence of the major 
psychoactive metabolite, 11-hydroxy-delta9- 
THC. When investigators have shown such a 
withdrawal syndrome in monkeys following 
the termination of cannabinoid 
administration, the behaviors included 
transient aggression, anorexia, biting, 
irritability, scratching, and yawning (Budney 
et al., 2004). However, in rodents treated 
with a cannabinoid antagonist following 
subacute administration of delta9-THC, 
pronounced withdrawal symptoms, 
including wet dog shakes, can be provoked 
(Breivogel et al., 2003). 

Behavioral Sensitization 

Sensitization to the effects of drugs is the 
opposite of tolerance: instead of a reduction 
in behavioral response upon repeated drug 
administration, animals that are sensitized 
demonstrate an increase in behavioral 
response. Cadoni et al. (2001) demonstrated 
that repeated exposure to delta9-THC can 
induce sensitization to a variety of 
cannabinoids. These same animals also have 
a sensitized response to administration of 
opioids, an effect known as cross- 
sensitization. Conversely, when animals were 
sensitized to the effects of morphine, there 
was cross-sensitization to cannabinoids. 
Thus, the cannabinoid and opioids systems 
appear to operate symmetrically in terms of 
cross-sensitization. 

Cardiovascular and Autonomic Effects 

Single smoked or oral doses of delta9-THC 
produce tachycardia and may increase blood 
pressure (Capriotti et al., 1988; Benowitz and 
Jones, 1975). However, prolonged delta9-THC 
ingestion produces significant heart rate 

slowing and blood pressure lowering 
(Benowitz and Jones, 1975). Both plant- 
derived cannabinoids and endocannabinoids 
have been shown to elicit hypotension and 
bradycardia via activation of peripherally- 
located CB1 receptors (Wagner et al., 1998). 
This study suggests that the mechanism of 
this effect is through presynaptic CB1 
receptor-mediated inhibition of 
norepinephrine release from peripheral 
sympathetic nerve terminals, with possible 
additional direct vasodilation via activation 
of vascular cannabinoid receptors. 

The impaired circulatory responses 
following delta9-THC administration to 
standing, exercise, Valsalva maneuver, and 
cold pressor testing suggest that 
cannabinoids induce a state of sympathetic 
insufficiency. In humans, tolerance can 
develop to the orthostatic hypotension 
(Jones, 2002; Sidney, 2002), possibly related 
to plasma volume expansion, but does not 
develop to the supine hypotensive effects 
(Benowitz and Jones, 1975). During chronic 
marijuana ingestion, nearly complete 
tolerance develops to tachycardia and 
psychological effects when subjects are 
challenged with smoked marijuana. 
Electrocardiographic changes are minimal 
even after large cumulative doses of delta9- 
THC. (Benowitz and Jones, 1975). 

It is notable that marijuana smoking by 
older patients, particularly those with some 
degree of coronary artery or cerebrovascular 
disease, poses risks related to increased 
cardiac work, increased catecholamines, 
carboxyhemoglobin, and postural 
hypotension (Benowitz and Jones, 1981; 
Hollister, 1988). 

Respiratory Effects 

Transient bronchodilation is the most 
typical effect following acute exposure to 
marijuana (Gong et al., 1984). Long-term use 
of marijuana can lead to an increased 
frequency of chronic bronchitis and 
pharyngitis, as well as chronic cough and 
increased sputum. Pulmonary function tests 
reveal that large-airway obstruction can occur 
with chronic marijuana smoking, as can 
cellular inflammatory histopathological 
abnormalities in bronchial epithelium 
(Adams and Martin, 1996; Hollister, 1986). 

The evidence that marijuana may lead to 
cancer associated with respiratory effects is 
inconsistent, with some studies suggesting a 
positive correlation while others do not 
(Tashkin, 2005). Several cases of lung cancer 
have been reported in young marijuana users 
with no history of tobacco smoking or other 
significant risk factors (Fung et al., 1999). 
Marijuana use may dose-dependently interact 
with mutagenic sensitivity, cigarette smoking 
and alcohol use to increase the risk of head 
and neck cancer (Zhang et al., 1999). 
However, in the largest study to date with 
1,650 subjects, no positive association was 
found between marijuana use and lung 
cancer (Tashkin et al., 2006). This finding 
held true regardless of extent of marijuana 
use, when tobacco use and other potential 
confounding factors were controlled. 

The lack of evidence for carcinogenicity 
related to cannabis may be related to the fact 
that intoxication from marijuana does not 
require large amounts of smoked material. 
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This may be especially pertinent since 
marijuana is reportedly more potent today 
than a generation ago. Thus, individuals may 
consume much less marijuana than in 
previous decades to reach the desired 
subjective effects, exposing them to less 
potential carcinogens. 

Endocrine System 
The presence of in vitro delta9-THC 

reduces binding of the corticosteroid, 
dexamethasone, in hippocampal tissue from 
adrenalectomized rats, suggesting an 
interaction with the glucocorticoid receptor 
(Eldridge et al., 1991). Acute delta9-THC 
releases corticosterone, but tolerance 
develops to this effect with chronic 
administration (Eldridge et al., 1991). 

Experimental administration of marijuana 
to humans does not consistently alter 
endocrine parameters. In an early study, male 
subjects who experimentally received 
smoked marijuana showed a significant 
depression in luteinizing hormone and a 
significant increase in cortisol were observed 
(Cone et al., 1986). However, two later 
studies showed no changes in hormones. 
Male subjects who were experimentally 
exposed to smoked delta9-THC (18 mg/ 
marijuana cigarette) or oral delta9-THC (10 
mg t.i.d. for 3 days and on the morning of the 
fourth day) showed no changes in plasma 
prolactin, ACTH, cortisol, luteinizing 
hormone, or testosterone levels (Dax et al., 
1989). Similarly, a study with 93 men and 56 
women showed that chronic marijuana use 
did not significantly alter concentrations of 
testosterone, luteinizing hormone, follicle 
stimulating hormone, prolactin, or cortisol 
(Block et al., 1991). 

Relatively little research has been 
performed on the effects of experimentally 
administered marijuana on female 
reproductive system functioning. In 
monkeys, delta9-THC administration 
suppressed ovulation (Asch et al., 1981) and 
reduced progesterone levels (Almirez et al., 
1983). However, when women were studied 
following experimental exposure to smoked 
marijuana, no hormonal or menstrual cycle 
changes were observed (Mendelson and 
Mello, 1984). Brown and Dobs (2002) suggest 
that the discrepancy between animal and 
human hormonal response to cannabinoids 
may be attributed to the development of 
tolerance in humans. 

Recent data suggest that cannabinoid 
agonists may have therapeutic value in the 
treatment of prostate cancer, a type of 
carcinoma in which growth is stimulated by 
androgens. Research with prostate cancer 
cells shows that the mixed CB1/CB2 agonist, 
WIN–55212–2, induces apoptosis in prostate 
cancer cell growth, as well as decreases in 
expression of androgen receptors and 
prostate-specific antigens (Sarfaraz et al., 
2005). 

Immune System 
Immune functions are altered by 

cannabinoids, but there can be differences 
between the effects of synthetic, natural, and 
endogenous cannabinoids, often in an 
apparently biphasic manner depending on 
dose (Croxford and Yamamura, 2005). 

Abrams et al. (2003) investigated the effect 
of marijuana on immunological functioning 

in 62 AIDS patients who were taking protease 
inhibitors. Subjects received one of the 
following three times a day: smoked 
marijuana cigarette containing 3.95 percent 
delta9-THC; oral tablet containing delta9-THC 
(2.5 mg oral dronabinol); or oral placebo. 
There were no changes in CD4+ and CD8+ 
cell counts or HIV RNA levels or protease 
inhibitor levels between groups, 
demonstrating no short-term adverse 
virologic effects from using cannabinoids in 
individuals with compromised immune 
systems. 

These human data contrast with data 
generated in immunodeficient mice showing 
that exposure to delta9-THC in vivo 
suppresses immune function, increases HIV 
co-receptor expression, and acts as a cofactor 
to enhance HIV replication (Roth et al., 
2005). 

3. THE STATE OF CURRENT SCIENTIFIC 
KNOWLEDGE REGARDING THE DRUG OR 
OTHER SUBSTANCE 

The third factor the Secretary must 
consider is the state of current scientific 
knowledge regarding marijuana. Thus, this 
section discusses the chemistry, human 
pharmacokinetics, and medical uses of 
marijuana. 

Chemistry 
According to the DEA, Cannabis sativa is 

the primary species of cannabis currently 
marketed illegally in the United States of 
America. From this plant, three derivatives 
are sold as separate illicit drug products: 
marijuana, hashish, and hashish oil. 

Each of these derivatives contains a 
complex mixture of chemicals. Among the 
components are the 21 carbon terpenes found 
in the plant as well as their carboxylic acids, 
analogues, and transformation products 
known as cannabinoids (Agurell et al., 1984 
and 1986; Mechoulam, 1973). The 
cannabinoids appear to naturally occur only 
in the marijuana plant and most of the 
botanically-derived cannabinoids have been 
identified. Among the cannabinoids, delta9- 
THC (alternate name delta1-THC) and delta- 
8-tetrahydrocannabinol (delta8-THC, 
alternate name delta6-THC) are both found in 
marijuana and are able to produce the 
characteristic psychoactive effects of 
marijuana. Because delta9-THC is more 
abundant than delta8-THC, the activity of 
marijuana is largely attributed to the former. 
Delta8-THC is found only in few varieties of 
the plant (Hively et al., 1966). 

Delta9-THC is an optically active resinous 
substance, insoluble in water, and extremely 
lipid soluble. Chemically delta9-THC is (6aR- 
trans)-6a,7,8,10a-tetrahydro-6,6,9-trimethyl- 
3-pentyl-6H-dibenzo-[b,d]pyran-1-ol or 
(-)-delta9-(trans)-tetrahydrocannabinol. The 
(-)-trans isomer of delta9-THC is 
pharmacologically 6 to 100 times more 
potent than the (+)-trans isomer (Dewey et 
al., 1984). 

Other cannabinoids, such as cannabidiol 
(CBD) and cannabinol (CBN), have been 
characterized. CBD is not considered to have 
cannabinol-like psychoactivity, but is 
thought to have significant anticonvulsant, 
sedative, and anxiolytic activity (Adams and 
Martin, 1996; Agurell et al., 1984 and 1986; 
Hollister, 1986). 

Marijuana is a mixture of the dried 
flowering tops and leaves from the plant and 
is variable in content and potency (Agurell et 
al., 1984 and 1986; Graham, 1976; 
Mechoulam, 1973). Marijuana is usually 
smoked in the form of rolled cigarettes while 
hashish and hash oil are smoked in pipes. 
Potency of marijuana, as indicated by 
cannabinoid content, has been reported to 
average from as low as 1 to 2 percent to as 
high as 17 percent. 

The concentration of delta9-THC and other 
cannabinoids in marijuana varies with 
growing conditions and processing after 
harvest. Other variables that can influence 
the strength, quality, and purity of marijuana 
are genetic differences among the cannabis 
plant species and which parts of the plant are 
collected (flowers, leaves, stems, etc.) 
(Adams and Martin, 1996; Agurell et al., 
1984; Mechoulam, 1973). In the usual 
mixture of leaves and stems distributed as 
marijuana, the concentration of delta9-THC 
ranges widely from 0.3 to 4.0 percent by 
weight. However, specially grown and 
selected marijuana can contain even 15 
percent or greater delta9-THC. Thus, a 1 gm 
marijuana cigarette might contain as little as 
3 mg or as much as 150 mg or more of delta9- 
THC. 

Hashish consists of the cannabinoid-rich 
resinous material of the cannabis plant, 
which is dried and compressed into a variety 
of forms (balls, cakes, etc.). Pieces are then 
broken off, placed into a pipe and smoked. 
DEA reports that cannabinoid content in 
hashish averages 6 percent. 

Hash oil is produced by solvent extraction 
of the cannabinoids from plant material. 
Color and odor of the extract vary, depending 
on the type of solvent used. Hash oil is a 
viscous brown or amber-colored liquid that 
contains approximately 15 percent 
cannabinoids. One or two drops of the liquid 
placed on a cigarette purportedly produce the 
equivalent of a single marijuana cigarette 
(DEA, 2005). 

The lack of a consistent concentration of 
delta9-THC in botanical marijuana from 
diverse sources complicates the 
interpretation of clinical data using 
marijuana. If marijuana is to be investigated 
more widely for medical use, information 
and data regarding the chemistry, 
manufacturing, and specifications of 
marijuana must be developed. 

Human Pharmacokinetics 

Marijuana is generally smoked as a 
cigarette (weighing between 0.5 and 1.0 gm), 
or in a pipe. It can also be taken orally in 
foods or as extracts of plant material in 
ethanol or other solvents. 

The absorption, metabolism, and 
pharmacokinetic profile of delta9-THC (and 
other cannabinoids) in marijuana or other 
drug products containing delta9-THC vary 
with route of administration and formulation 
(Adams and Martin, 1996; Agurell et al., 1984 
and 1986). When marijuana is administered 
by smoking, delta9-THC in the form of an 
aerosol is absorbed within seconds. The 
psychoactive effects of marijuana occur 
immediately following absorption, with 
mental and behavioral effects measurable up 
to 6 hours (Grotenhermen, 2003; Hollister, 
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1986 and 1988). Delta9-THC is delivered to 
the brain rapidly and efficiently as would be 
expected of a very lipid-soluble drug. 

The bioavailability of the delta9-THC from 
marijuana in a cigarette or pipe can range 
from 1 to 24 percent with the fraction 
absorbed rarely exceeding 10 to 20 percent 
(Agurell et al., 1986; Hollister, 1988). The 
relatively low and variable bioavailability 
results from the following: significant loss of 
delta9-THC in side-stream smoke, variation 
in individual smoking behaviors, 
cannabinoid pyrolysis, incomplete 
absorption of inhaled smoke, and metabolism 
in the lungs. A individual’s experience and 
technique with smoking marijuana is an 
important determinant of the dose that is 
absorbed (Herning et al., 1986; Johansson et 
al., 1989). 

After smoking, venous levels of delta9-THC 
decline precipitously within minutes, and 
within an hour are about 5 to 10 percent of 
the peak level (Agurell et al., 1986; Huestis 
et al., 1992a and 1992b). Plasma clearance of 
delta9-THC is approximately 950 ml/min or 
greater, thus approximating hepatic blood 
flow. The rapid disappearance of delta9-THC 
from blood is largely due to redistribution to 
other tissues in the body, rather than to 
metabolism (Agurell et al., 1984 and 1986). 
Metabolism in most tissues is relatively slow 
or absent. Slow release of delta9-THC and 
other cannabinoids from tissues and 
subsequent metabolism results in a long 
elimination half-life. The terminal half-life of 
delta9-THC is estimated to range from 
approximately 20 hours to as long as 10 to 
13 days (Hunt and Jones, 1980), though 
reported estimates vary as expected with any 
slowly cleared substance and the use of 
assays of variable sensitivities. Lemberger et 
al. (1970) determined the half-life of delta9- 
THC to range from 23 to 28 hours in heavy 
marijuana users to 60 to 70 hours in naı̈ve 
users. 

Characterization of the pharmacokinetics 
of delta9-THC and other cannabinoids from 
smoked marijuana is difficult (Agurell et al., 
1986; Herning et al., 1986; Huestis et al., 
1992a), in part because a subject’s smoking 
behavior during an experiment is variable. 
Each puff delivers a discrete dose of delta9- 
THC. An experienced marijuana smoker can 
titrate and regulate the dose to obtain the 
desired acute psychological effects and to 
avoid overdose and/or minimize undesired 
effects. For example, under naturalistic 
conditions, users will hold marijuana smoke 
in the lungs for an extended period of time, 
in order to prolong absorption and increase 
psychoactive effects. The effect of experience 
in the psychological response may explain 
why venous blood levels of delta9-THC 
correlate poorly with intensity of effects and 
level of intoxication (Agurell et al., 1986; 
Barnett et al., 1985; Huestis et al., 1992a). 

Additionally, puff and inhalation volume 
changes with phase of smoking, tending to be 
highest at the beginning and lowest at the 
end of smoking a cigarette. Some studies 
found frequent users to have higher puff 
volumes than less frequent marijuana users. 
During smoking, as the cigarette length 
shortens, the concentration of delta9-THC in 
the remaining marijuana increases; thus, each 
successive puff contains an increasing 
concentration of delta9-THC. 

In contrast to smoking, the onset of effects 
after oral administration of delta9-THC or 
marijuana is 30 to 90 min, which peaks after 
2 to 3 hours and continues for 4 to 12 hours 
(Grotenhermen, 2003; Adams and Martin, 
1996; Agurell et al., 1984 and 1986). Oral 
bioavailability of delta9-THC, whether pure 
or in marijuana, is low and extremely 
variable, ranging between 5 and 20 percent 
(Agurell et al., 1984 and 1986). Following 
oral administration of radioactive-labeled 
delta9-THC, delta9-THC plasma levels are 
low relative to those levels after smoking or 
intravenous administration. There is inter- 
and intra-subject variability, even when 
repeated dosing occurs under controlled 
conditions. The low and variable oral 
bioavailability of delta9-THC is a 
consequence of its first-pass hepatic 
elimination from blood and erratic 
absorption from stomach and bowel. It is 
more difficult for a user to titrate the oral 
delta9-THC dose than marijuana smoking 
because of the delay in onset of effects after 
an oral dose (typically 1 to 2 hours). 

Cannabinoid metabolism is extensive. 
Delta9-THC is metabolized via microsomal 
hydroxylation to both active and inactive 
metabolites (Lemberger et al., 1970, 1972a, 
and 1972b; Agurell et al., 1986; Hollister, 
1988) of which the primary active metabolite 
was 11-hydroxy-delta9-THC. This metabolite 
is approximately equipotent to delta9-THC in 
producing marijuana-like subjective effects 
(Agurell et al., 1986; Lemberger and Rubin, 
1975). After oral administration, metabolite 
levels may exceed that of delta9-THC and 
thus contribute greatly to the 
pharmacological effects of oral delta9-THC or 
marijuana. In addition to 11-hydroxy-delta9- 
THC, some inactive carboxy metabolites have 
terminal half-lives of 50 hours to 6 days or 
more. The latter substances serve as long- 
term markers of earlier marijuana use in 
urine tests. The majority of the absorbed 
delta9-THC dose is eliminated in feces, and 
about 33 percent in urine. Delta9-THC enters 
enterohepatic circulation and undergoes 
hydroxylation and oxidation to 11-nor-9- 
carboxy-delta9-THC. The glucuronide is 
excreted as the major urine metabolite along 
with about 18 nonconjugated metabolites. 
Frequent and infrequent marijuana users are 
similar in the way they metabolize delta9- 
THC (Agurell et al., 1986). 

Medical Uses for Marijuana 

A NDA for marijuana/cannabis has not 
been submitted to the FDA for any indication 
and thus no medicinal product containing 
botanical cannabis has been approved for 
marketing. However, small clinical studies 
published in the current medical literature 
demonstrate that research with marijuana is 
being conducted in humans in the United 
States under FDA-authorized investigational 
new drug (IND) applications. 

HHS states in a published guidance that it 
is committed to providing ‘‘research-grade 
marijuana for studies that are the most likely 
to yield usable, essential data’’ (HHS, 1999). 
The opportunity for scientists to conduct 
clinical research with botanical marijuana 
has increased due to changes in the process 
for obtaining botanical marijuana from NIDA, 
the only legitimate source of the drug for 

research in the United States. In May 1999, 
HHS provided guidance on the procedures 
for providing research-grade marijuana to 
scientists who intend to study marijuana in 
scientifically valid investigations and well- 
controlled clinical trials (DHHS, 1999). This 
action was prompted by the increasing 
interest in determining whether 
cannabinoids have medical use through 
scientifically valid investigations. 

In February 1997, a National Institutes of 
Health (NIH)-sponsored workshop analyzed 
available scientific information and 
concluded that ‘‘in order to evaluate various 
hypotheses concerning the potential utility of 
marijuana in various therapeutic areas, more 
and better studies would be needed’’ (NIH, 
1997). In addition, in March 1999, the 
Institute of Medicine (IOM) issued a detailed 
report that supported the need for evidence- 
based research into the effects of marijuana 
and cannabinoid components of marijuana, 
for patients with specific disease conditions. 
The IOM report also emphasized that smoked 
marijuana is a crude drug delivery system 
that exposes individuals to a significant 
number of harmful substances and that ‘‘if 
there is any future for marijuana as a 
medicine, it lies in its isolated components, 
the cannabinoids and their synthetic 
derivatives.’’ As such, the IOM recommended 
that clinical trials should be conducted with 
the goal of developing safe delivery systems 
(Institute of Medicine, 1999). Additionally, 
state-level public initiatives, including 
referenda in support of the medical use of 
marijuana, have generated interest in the 
medical community for high quality clinical 
investigation and comprehensive safety and 
effectiveness data. 

For example, in 2000, the state of 
California established the Center for 
Medicinal Cannabis Research (CMCR) 
(www.cmcr.ucsd.edu) ‘‘in response to 
scientific evidence for therapeutic 
possibilities of cannabis and local legislative 
initiatives in favor of compassionate use’’ 
(Grant, 2005). State legislation establishing 
the CMCR called for high quality medical 
research that will ‘‘enhance understanding of 
the efficacy and adverse effects of marijuana 
as a pharmacological agent,’’ but stressed that 
the project ‘‘should not be construed as 
encouraging or sanctioning the social or 
recreational use of marijuana.’’ CMCR has 
thus far funded studies on the potential use 
of cannabinoids for the treatment of multiple 
sclerosis, neuropathic pain, appetite 
suppression and cachexia, and severe pain 
and nausea related to cancer or its treatment 
by chemotherapy. To date, though, no NDAs 
utilizing marijuana for these indications have 
been submitted to the FDA. 

However, FDA approval of an NDA is not 
the sole means through which a drug can be 
determined to have a ‘‘currently accepted 
medical use’’ under the CSA. According to 
established case law, a drug has a ‘‘currently 
accepted medical use’’ if all of the following 
five elements have been satisfied: 

a. the drug’s chemistry is known and 
reproducible; 

b. there are adequate safety studies; 
c. there are adequate and well-controlled 

studies proving efficacy; 
d. the drug is accepted by qualified 

experts; and 

VerDate Mar<15>2010 17:58 Jul 07, 2011 Jkt 223001 PO 00000 Frm 00009 Fmt 4701 Sfmt 4702 E:\FR\FM\08JYP3.SGM 08JYP3jle
nt

in
i o

n 
D

S
K

4T
P

T
V

N
1P

R
O

D
 w

ith
 P

R
O

P
O

S
A

LS
3

Case: 20-71433, 09/29/2020, ID: 11841671, DktEntry: 19-2, Page 171 of 286
(356 of 1491)



40560 Federal Register / Vol. 76, No. 131 / Friday, July 8, 2011 / Proposed Rules 

e. the scientific evidence is widely 
available. 
[Alliance for Cannabis Therapeutics v. DEA, 

15 F.3d 1131, 1135 (D.C. Cir. 1994)] 
Although the structures of many 

cannabinoids found in marijuana have been 
characterized, a complete scientific analysis 
of all the chemical components found in 
marijuana has not been conducted. Safety 
studies for acute or subchronic 
administration of marijuana have been 
carried out through a limited number of 
Phase 1 clinical investigations approved by 
the FDA, but there have been no NDA-quality 
studies that have scientifically assessed the 
efficacy and full safety profile of marijuana 
for any medical condition. A material 
conflict of opinion among experts precludes 
a finding that marijuana has been accepted 
by qualified experts. At this time, it is clear 
that there is not a consensus of medical 
opinion concerning medical applications of 
marijuana. Finally, the scientific evidence 
regarding the safety or efficacy of marijuana 
is typically available only in summarized 
form, such as in a paper published in the 
medical literature, rather than in a raw data 
format. As such, there is no opportunity for 
adequate scientific scrutiny of whether the 
data demonstrate safety or efficacy. 

Alternately, a drug can be considered to 
have ‘‘a currently accepted medical use with 
severe restrictions’’ (21 U.S.C. 812(b)(2)(B)), 
as allowed under the stipulations for a 
Schedule II drug. However, as stated above, 
a material conflict of opinion among experts 
precludes a finding that marijuana has been 
accepted by qualified experts, even under 
conditions where its use is severely 
restricted. Thus, to date, research on the 
medical use of marijuana has not progressed 
to the point that marijuana can be considered 
to have a ‘‘currently accepted medical use’’ 

or a ‘‘currently accepted medical use with 
severe restrictions.’’ 

4. ITS HISTORY AND CURRENT PATTERN 
OF ABUSE 

The fourth factor the Secretary must 
consider is the history and current pattern of 
abuse of marijuana. A variety of sources 
provide data necessary to assess abuse 
patterns and trends of marijuana. The data 
indicators of marijuana use include NSDUH, 
Monitoring the Future (MTF), DAWN, and 
Treatment Episode Data Set (TEDS), which 
are described below: 

National Survey on Drug Use and Health 
The National Survey on Drug Use and 

Health (NSDUH, 2004; http:// 
oas.samhsa.gov/nsduh.htm) is conducted 
annually by SAMHSA, an agency of HHS. 
NSDUH provides estimates of the prevalence 
and incidence of illicit drug, alcohol, and 
tobacco use in the United States. This 
database was known until 2001 as the 
National Household Survey on Drug Abuse. 
The survey is based on a nationally 
representative sample of the civilian, non- 
institutionalized population 12 years of age 
and older. The survey identifies whether an 
individual used a drug during a certain 
period, but not the amount of the drug used 
on each occasion. Excluded groups include 
homeless people, active military personnel, 
and residents of institutions, such as jails. 

According to the 2004 NSDUH, 19.1 
million individuals (7.9 percent of the U.S. 
population) illicitly used drugs other than 
alcohol and nicotine on a monthly basis, 
compared to 14.8 million (6.7 percent of the 
U.S. population) users in 1999. This is an 
increase from 1999 of 4.3 million (2.0 percent 
of the U.S. population). The most frequently 
used illicit drug was marijuana, with 14.6 
million individuals (6.1 percent of the U.S. 

population) using it monthly. Thus, regular 
illicit drug use, and more specifically 
marijuana use, for rewarding responses is 
increasing. The 2004 NSDUH estimated that 
96.8 million individuals (40.2 percent of the 
U.S. population) have tried marijuana at least 
once during their lifetime. Thus, 15 percent 
of those who have tried marijuana on one 
occasion go on to use it monthly, but 85 
percent of them do not. 

Monitoring the Future 

MTF (2005, http:// 
www.monitoringthefuture.org) is a NIDA- 
sponsored annual national survey that tracks 
drug use trends among adolescents in the 
United States. The MTF surveys 8th, 10th, 
and 12th graders every spring in randomly 
selected U.S. schools. The MTF survey has 
been conducted since 1975 for 12th graders 
and since 1991 for 8th and 10th graders by 
the Institute for Social Research at the 
University of Michigan under a grant from 
NIDA. The 2005 sample sizes were 17,300— 
8th graders; 16,700—10th graders; and 
15,400—12th graders. In all, a total of 49,300 
students in 402 schools participated. 

Since 1999, illicit drug use among teens 
decreased and held steady through 2005 in 
all three grades (Table 1). Marijuana 
remained the most widely used illicit drug, 
though its use has steadily decreased since 
1999. For 2005, the annual prevalence rates 
for marijuana use in grades 8, 10, and 12 
were, respectively, 12.2 percent, 26.6 
percent, and 33.6 percent. Current monthly 
prevalence rates for marijuana use were 6.6 
percent, 15.2 percent, and 19.8 percent. (See 
Table 1). According to Gruber and Pope 
(2002), when adolescents who used 
marijuana reach their late 20’s, the vast 
majority of these individuals will have 
stopped using marijuana. 

TABLE 1—TRENDS IN ANNUAL AND MONTHLY PREVALENCE OF USE OF VARIOUS DRUGS FOR EIGHTH, TENTH, AND 
TWELFTH GRADERS, FROM MONITORING THE FUTURE. PERCENTAGES REPRESENT STUDENTS IN SURVEY RESPOND-
ING THAT THEY HAD USED A DRUG EITHER IN THE PAST YEAR OR IN THE PAST 30 DAYS 

Annual 30-Day 

2003 2004 2005 2003 2004 2005 

Any illicit drug (a): 
8th Grade .......................................................................................... 16.1 15.2 15.5 9.7 8.4 8.5 
10th Grade ........................................................................................ 32.0 31.1 29.8 19.5 18.3 17.3 
12th Grade ........................................................................................ 39.3 38.8 38.4 24.1 23.4 23.1 

Any illicit drug other than cannabis (a): 
8th Grade .......................................................................................... 8.8 7.9 8.1 4.7 4.1 4.1 
10th Grade ........................................................................................ 13.8 13.5 12.9 6.9 6.9 6.4 
12th Grade ........................................................................................ 19.8 20.5 19.7 10.4 10.8 10.3 

Marijuana/hashish: 
8th Grade .......................................................................................... 12.8 11.8 12.2 7.5 6.4 6.6 
10th Grade ........................................................................................ 28.2 27.5 26.6 17.0 15.9 15.2 

12th Grade ............................................................................................... 34.9 34.3 33.6 21.2 19.9 19.8 

SOURCE: The Monitoring the Future Study, the University of Michigan. 
a. For 12th graders only, ‘‘any illicit drug’’ includes any use of marijuana, LSD, other hallucinogens, crack, other cocaine, or heroin, or any use 

of other opiates, stimulants, barbiturates, or tranquilizers not under a doctor’s orders. For 8th and 10th graders, the use of other opiates and bar-
biturates was excluded. 

Drug Abuse Warning Network 

DAWN (2006, http:// 
dawninfo.samhsa.gov/) is a national 
probability survey of U.S. hospitals with EDs 

designed to obtain information on ED visits 
in which recent drug use is implicated. The 
ED data from a representative sample of 
hospital emergency departments are 

weighted to produce national estimates. It is 
critical to note that DAWN data and 
estimates for 2004 are not comparable to 
those for any prior years because of vast 
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changes in the methodology used to collect 
the data. Further, estimates for 2004 are the 
first to be based on a new, redesigned sample 
of hospitals. Thus, the most recent estimates 
available are for 2004. 

Many factors can influence the estimates of 
ED visits, including trends in the ED usage 
in general. Some drug users may have visited 
EDs for a variety of reasons, some of which 
may have been life-threatening, whereas 
others may have sought care at the ED for 
detoxification because they needed 
certification before entering treatment. 
DAWN data do not distinguish the drug 
responsible for the ED visit from others used 
concomitantly. As stated in a recent DAWN 
report, ‘‘Since marijuana/hashish is 
frequently present in combination with other 
drugs, the reason for the ED contact may be 
more relevant to the other drug(s) involved 
in the episode.’’ 

For 2004, DAWN estimates a total of 
1,997,993 (95 percent confidence interval 
[CI]: 1,708,205 to 2,287,781) drug-related ED 
visits for the entire United States. During this 
period, DAWN estimates 940,953 (CI: 
773,124 to 1,108,782) drug-related ED visits 
involved a major drug of abuse. Thus, nearly 
half of all drug-related visits involved alcohol 
or an illicit drug. Overall, drug-related ED 
visits averaged 1.6 drugs per visit, including 
illicit drugs, alcohol, prescription and over- 
the-counter (OTC) pharmaceuticals, dietary 
supplements, and non-pharmaceutical 
inhalants. 

Marijuana was involved in 215,665 (CI: 
175,930 to 255,400) ED visits, while cocaine 
was involved in 383,350 (CI: 284,170 to 
482,530) ED visits, heroin was involved in 
162,137 (CI: 122,414 to 201,860) ED visits, 
and stimulants, including amphetamine and 
methamphetamine, were involved in 102,843 
(CI: 61,520 to 144,166) ED visits. Other illicit 
drugs, such as PCP, MDMA, and GHB, were 
much less frequently associated with ED 
visits. 

Approximately 18 percent of ED visits 
involving marijuana were for patients under 
the age of 18, whereas this age group 
accounts for less than 1 percent of the ED 
visits involving heroin/morphine and 
approximately 3 percent of the visits 
involving cocaine. Since the size of the 
population differs across age groups, a 
measure standardized for population size is 
useful to make comparisons. For marijuana, 
the rates of ED visits per 100,000 population 
were highest for patients aged 18 to 20 (225 
ED visits per 100,000) and for patients aged 
21 to 24 (190 ED visits per 100,000). 

Treatment Episode Data Set 

TEDS (TEDS, 2003; http://oas.samhsa.gov/ 
dasis.htm#teds2) system is part of 
SAMHSA’s Drug and Alcohol Services 
Information System (Office of Applied 
Science, SAMHSA). TEDS comprises data on 
treatment admissions that are routinely 
collected by States in monitoring their 
substance abuse treatment systems. The 
TEDS report provides information on the 
demographic and substance use 
characteristics of the 1.8 million annual 
admissions to treatment for abuse of alcohol 
and drugs in facilities that report to 
individual State administrative data systems. 

TEDS is an admission-based system, and 
TEDS admissions do not represent 
individuals. Thus, a given individual 
admitted to treatment twice within a given 
year would be counted as two admissions. 
Additionally, TEDS does not include all 
admissions to substance abuse treatment. 
TEDS includes facilities that are licensed or 
certified by the States to provide substance 
abuse treatment and that are required by the 
States to provide TEDS client-level data. 
Facilities that report TEDS data are those that 
receive State alcohol and/or drug agency 
funds for the provision of alcohol and/or 
drug treatment services. The primary goal for 
TEDS is to monitor the characteristics of 
treatment episodes for substance abusers. 

Primary marijuana abuse accounted for 
15.5 percent of TEDS admissions in 2003, the 
latest year for which data are available. 
Three-quarters of the individuals admitted 
for marijuana were male and 55 percent of 
the admitted individuals were white. The 
average age at admission was 23 years. The 
largest proportion (84 percent) of admissions 
to ambulatory treatment was for primary 
marijuana abuse. More than half (57 percent) 
of marijuana treatment admissions were 
referred through the criminal justice system. 

Between 1993 and 2003, the percentage of 
admissions for primary marijuana use 
increased from 6.9 percent to 15.5 percent, 
comparable to the increase for primary 
opioid use from 13 percent in 1993 to 17.6 
percent in 2003. In contrast, the percentage 
of admissions for primary cocaine use 
declined from 12.6 percent in 1993 to 9.8 
percent in 2003, and for primary alcohol use 
from 56.9 percent in 1993 to 41.7 percent in 
2003. 

Twenty-six percent of those individuals 
who were admitted for primary use of 
marijuana reported its daily use, although 
34.6 percent did not use marijuana in the 
past month. Nearly all (96.2 percent) of 
primary marijuana users utilized the drug by 
smoking it. Over 90 percent of primary 
marijuana admissions used marijuana for the 
first time before the age of 18. 

5. THE SCOPE, DURATION, AND 
SIGNIFICANCE OF ABUSE 

The fifth factor the Secretary must consider 
is the scope, duration, and significance of 
marijuana abuse. According to 2004 data 
from NSDUH and MTF, marijuana remains 
the most extensively used illegal drug in the 
United States, with 40.6 percent of U.S. 
individuals over age 12 (96.6 million) and 
44.8 percent of 12th graders having used 
marijuana at least once in their lifetime. 
While the majority of individuals over age 12 
(85 percent) who have used marijuana do not 
use the drug monthly, 14.6 million 
individuals (6.1 percent of the U.S. 
population) report that they used marijuana 
within the past 30 days. An examination of 
use among various age cohorts in NSDUH 
demonstrates that monthly use occurs 
primarily among college age individuals, 
with use dropping off sharply after age 25. 

DAWN data show that marijuana was 
involved in 79,663 ED visits, which amounts 
to 13 percent of all drug-related ED visits. 
Minors accounted for 15 percent of these 
marijuana-related visits, making marijuana 

the drug most frequently associated with ED 
visits for individuals under the age of 18 
years. 

Data from TEDS show that 15.5 percent of 
all admissions were for primary marijuana 
abuse. Approximately 90 percent of these 
primary marijuana admissions were for 
individuals under the age of 18 years. 

6. WHAT, IF ANY, RISK THERE IS TO THE 
PUBLIC 

The sixth factor the Secretary must 
consider is the risk marijuana poses to the 
public health. The risk to the public health 
as measured by emergency room episodes, 
marijuana-related deaths, and drug treatment 
admissions is discussed in full under Factors 
1, 4, and 5, above. Accordingly, Factor 6 
focuses on the health risks to the individual 
user. 

All drugs, both medicinal and illicit, have 
a broad range of effects on the individual 
user that are dependent on dose and duration 
of use among others. FDA-approved drug 
products can produce adverse events (or 
‘‘side effects’’) in some individuals even at 
doses in the therapeutic range. When 
determining whether a drug product is safe 
and effective for any indication, FDA 
performs an extensive risk-benefit analysis to 
determine whether the risks posed by the 
drug product’s potential or actual side effects 
are outweighed by the drug product’s 
potential benefits. As marijuana is not FDA- 
approved for any medicinal use, any 
potential benefits attributed to marijuana use 
have not been found to be outweighed by the 
risks. However, cannabinoids are generally 
potent psychoactive substances and are 
pharmacologically active on multiple organ 
systems. 

The discussion of marijuana’s central 
nervous system, cognitive, cardiovascular, 
autonomic, respiratory, and immune system 
effects are fully discussed under Factor 2. 
Consequences of marijuana use and abuse are 
discussed below in terms of the risk from 
acute and chronic use of the drug to the 
individual user (Institute of Medicine, 1999). 

Risks from acute use of marijuana 

Acute use of marijuana impairs 
psychomotor performance, including 
performance of complex tasks, which makes 
it inadvisable to operate motor vehicles or 
heavy equipment after using marijuana 
(Ramaekers et al., 2004). Dysphoria and 
psychological distress, including prolonged 
anxiety reactions, are potential responses in 
a minority of individuals who use marijuana 
(Haney et al., 1999). 

Risks from chronic use of marijuana 

Chronic exposure to marijuana smoke is 
considered to be comparable to tobacco 
smoke with respect to increased risk of 
cancer, lung damage, and poor pregnancy 
outcome. Although a distinctive marijuana 
withdrawal syndrome has been identified, 
indicating that marijuana produces physical 
dependence, this phenomenon is mild and 
short-lived (Budney et al., 2004), as described 
above under Factor 2. 

The Diagnostic and Statistical Manual 
(DSM–IV–TR, 2000) of the American 
Psychiatric Association states that the 
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consequences of cannabis abuse are as 
follows: 

[P]eriodic cannabis use and intoxication 
can interfere with performance at work or 
school and may be physically hazardous in 
situations such as driving a car. Legal 
problems may occur as a consequence of 
arrests for cannabis possession. There may be 
arguments with spouses or parents over the 
possession of cannabis in the home or its use 
in the presence of children. When 
psychological or physical problems are 
associated with cannabis in the context of 
compulsive use, a diagnosis of Cannabis 
Dependence, rather than Cannabis Abuse, 
should be considered. 

Individuals with Cannabis Dependence 
have compulsive use and associated 
problems. Tolerance to most of the effects of 
cannabis has been reported in individuals 
who use cannabis chronically. There have 
also been some reports of withdrawal 
symptoms, but their clinical significance is 
uncertain. There is some evidence that a 
majority of chronic users of cannabinoids 
report histories of tolerance or withdrawal 
and that these individuals evidence more 
severe drug-related problems overall. 
Individuals with Cannabis Dependence may 
use very potent cannabis throughout the day 
over a period of months or years, and they 
may spend several hours a day acquiring and 
using the substance. This often interferes 
with family, school, work, or recreational 
activities. Individuals with Cannabis 
Dependence may also persist in their use 
despite knowledge of physical problems (e.g., 
chronic cough related to smoking) or 
psychological problems (e.g., excessive 
sedation and a decrease in goal-oriented 
activities resulting from repeated use of high 
doses). 

7. ITS PSYCHIC OR PHYSIOLOGIC 
DEPENDENCE LIABILITY 

The seventh factor the Secretary must 
consider is marijuana’s psychic or 
physiologic dependence liability. Physical 
dependence is a state of adaptation 
manifested by a drug class-specific 
withdrawal syndrome produced by abrupt 
cessation, rapid dose reduction, decreasing 
blood level of the drug, and/or 
administration of an antagonist (American 
Academy of Pain Medicine, American Pain 
Society and American Society of Addiction 
Medicine consensus document, 2001). Long- 
term, regular use of marijuana can lead to 
physical dependence and withdrawal 
following discontinuation as well as psychic 
addiction or dependence. The marijuana 
withdrawal syndrome consists of symptoms 
such as restlessness, mild agitation, 
insomnia, nausea, and cramping that may 
resolve after 4 days, and may require in- 
hospital treatment. It is distinct from the 
withdrawal syndromes associated with 
alcohol and heroin use (Budney et al., 1999; 
Haney et al., 1999). Lane and Phillips-Bute 
(1998) describes milder cases of dependence 
including symptoms that are comparable to 
those from caffeine withdrawal, including 
decreased vigor, increased fatigue, 
sleepiness, headache, and reduced ability to 
work. The marijuana withdrawal syndrome 
has been reported in adolescents who were 

admitted for substance abuse treatment or in 
individuals who had been given marijuana 
on a daily basis during research conditions. 
Withdrawal symptoms can also be induced 
in animals following administration of a 
cannabinoid antagonist after chronic delta9- 
THC administration (Breivogel et al., 2003). 

Tolerance is a state of adaptation in which 
exposure to a drug induces changes that 
result in a diminution of one or more of the 
drug’s effects over time (American Academy 
of Pain Medicine, American Pain Society and 
American Society of Addiction Medicine 
consensus document, 2001). Tolerance can 
develop to marijuana-induced cardiovascular 
and autonomic changes, decreased 
intraocular pressure, sleep and sleep EEG, 
and mood and behavioral changes (Jones et 
al., 1981). Down-regulation of cannabinoid 
receptors has been suggested as the 
mechanism underlying tolerance to the 
effects of marijuana (Rodriguez de Fonseca et 
al., 1994). Pharmacological tolerance does 
not indicate the physical dependence 
liability of a drug. 

8. WHETHER THE SUBSTANCE IS AN 
IMMEDIATE PRECURSOR OF A 
SUBSTANCE ALREADY CONTROLLED 
UNDER THIS ARTICLE 

The eighth factor the Secretary must 
consider is whether marijuana is an 
immediate precursor of a controlled 
substance. Marijuana is not an immediate 
precursor of another controlled substance. 

RECOMMENDATION 
After consideration of the eight factors 

discussed above, HHS recommends that 
marijuana remain in Schedule I of the CSA. 
Marijuana meets the three criteria for placing 
a substance in Schedule I of the CSA under 
21 U.S.C. 812(b)(1): 

1) Marijuana has a high potential for abuse: 
The large number of individuals using 

marijuana on a regular basis, its widespread 
use, and the vast amount of marijuana that 
is available for illicit use are indicative of the 
high abuse potential for marijuana. 
Approximately 14.6 million individuals in 
the United States (6.1 percent of the U.S. 
population) used marijuana monthly in 2003. 
A 2003 survey indicates that by 12th grade, 
33.6 percent of students report having used 
marijuana in the past year, and 19.8 percent 
report using it monthly. In Q3 to Q4 2003, 
79,663 ED visits were marijuana-related, 
representing 13 percent of all drug-related 
episodes. Primary marijuana use accounted 
for 15.5 percent of admissions to drug 
treatment programs in 2003. Marijuana has 
dose-dependent reinforcing effects, as 
demonstrated by data that humans prefer 
higher doses of marijuana to lower doses. In 
addition, there is evidence that marijuana use 
can result in psychological dependence in at 
risk individuals. 

2) Marijuana has no currently accepted 
medical use in treatment in the United 
States: 

The FDA has not yet approved an NDA for 
marijuana. The opportunity for scientists to 
conduct clinical research with marijuana 
exists under the HHS policy supporting 
clinical research with botanical marijuana. 

While there are INDs for marijuana active at 
the FDA, marijuana does not have a currently 
accepted medical use for treatment in the 
United States, nor does it have an accepted 
medical use with severe restrictions. 

A drug has a ‘‘currently accepted medical 
use’’ if all of the following five elements have 
been satisfied: 

a. The drug’s chemistry is known and 
reproducible; 

b. There are adequate safety studies; 
c. There are adequate and well-controlled 

studies proving efficacy; 
d. The drug is accepted by qualified 

experts; and 
e. The scientific evidence is widely 

available. 
[Alliance for Cannabis Therapeutics v. DEA, 

15 F.3d 1131, 1135 (D.C. Cir. 1994)] 
Although the structures of many 

cannabinoids found in marijuana have been 
characterized, a complete scientific analysis 
of all the chemical components found in 
marijuana has not been conducted. Safety 
studies for acute or subchronic 
administration of marijuana have been 
carried out through a limited number of 
Phase 1 clinical investigations approved by 
the FDA, but there have been no NDA-quality 
studies that have scientifically assessed the 
efficacy of marijuana for any medical 
condition. A material conflict of opinion 
among experts precludes a finding that 
marijuana has been accepted by qualified 
experts. At this time, it is clear that there is 
not a consensus of medical opinion 
concerning medical applications of 
marijuana. Finally, the scientific evidence 
regarding the safety or efficacy of marijuana 
is typically available only in summarized 
form, such as in a paper published in the 
medical literature, rather than in a raw data 
format. As such, there is no opportunity for 
adequate scientific scrutiny of whether the 
data demonstrate safety or efficacy. 

Alternately, a drug can be considered to 
have ‘‘a currently accepted medical use with 
severe restrictions’’ (21 U.S.C. 812(b)(2)(B)), 
as allowed under the stipulations for a 
Schedule II drug. However, as stated above, 
a material conflict of opinion among experts 
precludes a finding that marijuana has been 
accepted by qualified experts, even under 
conditions where its use is severely 
restricted. To date, research on the medical 
use of marijuana has not progressed to the 
point that marijuana can be considered to 
have a ‘‘currently accepted medical use’’ or 
a ‘‘currently accepted medical use with 
severe restrictions.’’ 

3) There is a lack of accepted safety for use 
of marijuana under medical supervision. 

At present, there are no FDA-approved 
marijuana products, nor is marijuana under 
NDA evaluation at the FDA for any 
indication. Marijuana does not have a 
currently accepted medical use in treatment 
in the United States or a currently accepted 
medical use with severe restrictions. The 
Center for Medicinal Cannabis Research in 
California, among others, is conducting 
research with marijuana at the IND level, but 
these studies have not yet progressed to the 
stage of submitting an NDA. Thus, at this 
time, the known risks of marijuana use have 
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not been shown to be outweighed by specific 
benefits in well-controlled clinical trials that 
scientifically evaluate safety and efficacy. 

In addition, the agency cannot conclude 
that marijuana has an acceptable level of 
safety without assurance of a consistent and 
predictable potency and without proof that 
the substance is free of contamination. If 
marijuana is to be investigated more widely 
for medical use, information and data 
regarding the chemistry, manufacturing, and 
specifications of marijuana must be 
developed. Therefore, HHS concludes that, 
even under medical supervision, marijuana 
has not been shown at present to have an 
acceptable level of safety. 
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Scheduling Review Document: Eight Factor 
Analysis 
Drug and Chemical Evaluation Section 
Office of Diversion Control 
Drug Enforcement Administration, April 

2011 

INTRODUCTION 
On October 9, 2002, the Coalition for 

Rescheduling Cannabis submitted a petition 
to the Drug Enforcement Administration 
(DEA) to initiate proceedings for a repeal of 
the rules or regulations that place marijuana 3 
in schedule I of the Controlled Substances 
Act (CSA). The petition requests that 
marijuana be rescheduled as ‘‘cannabis’’ in 
either schedule III, IV, or V of the CSA. The 
petitioner claims that: 

1. Cannabis has an accepted medical use in 
the United States; 

2. Cannabis is safe for use under medical 
supervision; 

3. Cannabis has an abuse potential lower 
than schedule I or II drugs; and 

4. Cannabis has a dependence liability that 
is lower than schedule I or II drugs. 

The DEA accepted this petition for filing 
on April 3, 2003. In accordance with 21 

U.S.C. 811(b), after gathering the necessary 
data, the DEA requested a medical and 
scientific evaluation and scheduling 
recommendation for cannabis from the 
Department of Health and Human Services 
(DHHS) on July 12, 2004. On December 6, 
2006, the DHHS provided its scientific and 
medical evaluation titled Basis for the 
Recommendation for Maintaining Marijuana 
in Schedule I of the Controlled Substances 
Act and recommended that marijuana 
continue to be controlled in schedule I of the 
CSA. 

The CSA requires DEA to determine 
whether the DHHS scientific and medical 
evaluation and scheduling recommendation 
and ‘‘all other relevant data’’ constitute 
substantial evidence that the drug should be 
rescheduled as proposed in the petition. 21 
U.S.C. 811(b). This document is prepared 
accordingly. 

The Attorney General ‘‘may by rule’’ 
transfer a drug or other substance between 
schedules if he finds that such drug or other 
substance has a potential for abuse, and 
makes with respect to such drug or other 
substance the findings prescribed by 
subsection (b) of Section 812 for the schedule 
in which such drug is to be placed. 21 U.S.C. 
811(a)(1). In order for a substance to be 
placed in schedule I, the Attorney General 
must find that: 

A. The drug or other substance has a high 
potential for abuse. 

B. The drug or other substance has no 
currently accepted medical use in treatment 
in the United States. 

C. There is a lack of accepted safety for use 
of the drug or other substance under medical 
supervision. 
21 U.S.C. 812(b)(1)(A)–(C). To be classified in 
one of the other schedules (II through V), a 
drug of abuse must have either a ‘‘currently 
accepted medical use in treatment in the 
United States or a currently accepted medical 
use with severe restrictions.’’ 21 U.S.C. 
812(b)(2)–(5). If a controlled substance has no 
such currently accepted medical use, it must 
be placed in schedule I. See Notice of Denial 
of Petition, 66 FR 20038, 20038 (Apr. 18, 
2001) (‘‘Congress established only one 
schedule—schedule I—for drugs of abuse 
with ‘no currently accepted medical use in 
treatment in the United States’ and ‘lack of 
accepted safety for use . . . under medical 
supervision.’’’). 

In deciding whether to grant a petition to 
initiate rulemaking proceedings with respect 
to a particular drug, DEA must determine 
whether there is sufficient evidence to 
conclude that the drug meets the criteria for 
placement in another schedule based on the 
criteria set forth in 21 U.S.C. 812(b). To do 
so, the CSA requires that DEA and DHHS 
consider eight factors as specified in 21 
U.S.C. 811(c). This document is organized 
according to these eight factors. 

With specific regard to the issue of whether 
the drug has a currently accepted medical 
use in treatment in the United States, DHHS 
states that the FDA has not evaluated nor 
approved a new drug application (NDA) for 
marijuana. The long-established factors 
applied by the DEA for determining whether 
a drug has a ‘‘currently accepted medical 
use’’ under the CSA are: 
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4 Petition for review dismissed, Alliance for 
Cannabis Therapeutics v. DEA, 15 F.3d 1131 (D.C. 
Cir. 1994). 

5 Petition for review dismissed, Gettman v. DEA, 
290 F.3d 430 (D.C. Cir. 2002). 

6 Clinical trials generally proceed in three phases. 
See 21 CFR 312.21 (2010). Phase I trials encompass 
initial testing in human subjects, generally 
involving 20 to 80 patients. Id. They are designed 
primarily to assess initial safety, tolerability, 
pharmacokinetics, pharmacodynamics, and 
preliminary studies of potential therapeutic benefit. 
62 FR 66113, 1997. Phase II and Phase III studies 
involve successively larger groups of patients: 
usually no more than several hundred subjects in 
Phase II, and usually from several hundred to 
several thousand in Phase III. 21 CFR 312.21. These 
studies are designed primarily to explore (Phase II) 

and to demonstrate or confirm (Phase III) 
therapeutic efficacy and benefit in patients. 62 FR 
66113, 1997. See also Riegel v. Medtronic, Inc., 128 
S.Ct. 999, 1018–19 n.15 (2008) (Ginsburg, J., 
dissenting). 

1. The drug’s chemistry must be known 
and reproducible; 

2. There must be adequate safety studies; 
3. There must be adequate and well- 

controlled studies proving efficacy; 
4. The drug must be accepted by qualified 

experts; and 
5. The scientific evidence must be widely 

available. 
57 FR 10,499, 10,506 (1992); Alliance for 
Cannabis Therapeutics v. DEA, 15 F.3d 1131, 
1135 (D.C. Cir. 1994) (ACT) (upholding these 
factors as valid criteria for determining 
‘‘accepted medical use’’). A drug will be 
deemed to have a currently accepted medical 
use for CSA purposes only if all five of the 
foregoing elements are demonstrated. This 
test is considered here under the third factor. 

Accordingly, as the eight factor analysis 
sets forth in detail below, the evidence 
shows: 

1. Actual or relative potential for abuse. 
Marijuana has a high abuse potential. It is the 
most widely used illicit substance in the 
United States. Preclinical and clinical data 
show that it has reinforcing effects 
characteristic of drugs of abuse. National 
databases on actual abuse show marijuana is 
the most widely abused drug, including 
significant numbers of substance abuse 
treatment admissions. Data on marijuana 
seizures show widespread availability and 
trafficking. 

2. Scientific evidence of its 
pharmacological effect. The scientific 
understanding of marijuana, cannabinoid 
receptors, and the endocannabinoid system 
has improved. Marijuana produces various 
pharmacological effects, including subjective 
(e.g., euphoria, dizziness, disinhibition), 
cardiovascular, acute and chronic 
respiratory, immune system, cognitive 
impairment, and prenatal exposure effects as 
well as possible increased risk of 
schizophrenia among those predisposed to 
psychosis. 

3. Current scientific knowledge. There is no 
currently accepted medical use for marijuana 
in the United States. Under the five-part test 
for currently accepted medical use approved 
in ACT, 15 F.3d at 1135, there is no complete 
scientific analysis of marijuana’s chemical 
components; there are no adequate safety 
studies; there are no adequate and well- 
controlled efficacy studies; there is not a 
consensus of medical opinion concerning 
medical applications of marijuana; and the 
scientific evidence regarding marijuana’s 
safety and efficacy is not widely available. 
While a number of states have passed voter 
referenda or legislative actions authorizing 
the use of marijuana for medical purposes, 
this does not establish a currently accepted 
medical use under federal law. To date, 
scientific and medical research has not 
progressed to the point that marijuana has a 
currently accepted medical use, even under 
conditions where its use is severely 
restricted. 

4. History and current pattern of abuse. 
Marijuana use has been relatively stable from 
2002 to 2009, and it continues to be the most 
widely used illicit drug. In 2009, there were 
16.7 million current users. There were also 
2.4 million new users, most of whom were 
less than 18 years of age. During the same 

period, marijuana was the most frequently 
identified drug exhibit in federal, state, and 
local laboratories. High consumption of 
marijuana is fueled by increasing amounts of 
both domestically grown and illegally 
smuggled foreign source marijuana, and an 
increasing percentage of seizures involve 
high potency marijuana. 

5. Scope, duration, and significance of 
abuse. Abuse of marijuana is widespread and 
significant. In 2008, for example, an 
estimated 3.9 million people aged 12 or older 
used marijuana on a daily or almost daily 
basis over a 12-month period. In addition, a 
significant proportion of all admissions for 
treatment for substance abuse are for primary 
marijuana abuse: in 2007, 16 percent of all 
admissions were for primary marijuana 
abuse, representing 287,933 individuals. Of 
individuals under the age of 19 admitted to 
substance abuse treatment, more than half 
were treated for primary marijuana abuse. 

6. Risk, if any, to public health. Together 
with the health risks outlined in terms of 
pharmacological effects above, public health 
risks from acute use of marijuana include 
impaired psychomotor performance, 
including impaired driving, and impaired 
performance on tests of learning and 
associative processes. Public health risks 
from chronic use of marijuana include 
respiratory effects, physical dependence, and 
psychological problems. 

7. Psychic or physiological dependence 
liability. Long-term, regular use of marijuana 
can lead to physical dependence and 
withdrawal following discontinuation, as 
well as psychic addiction or dependence. 

8. Immediate precursor. Marijuana is not 
an immediate precursor of any controlled 
substance. 

This review shows, in particular, that the 
evidence is insufficient with respect to the 
specific issue of whether marijuana has a 
currently accepted medical use under the 
five-part test. The evidence was insufficient 
in this regard on the prior two occasions 
when DEA considered petitions to 
reschedule marijuana in 1992 (57 FR 10499) 4 
and in 2001 (66 FR 20038).5 Little has 
changed since then with respect to the lack 
of clinical evidence necessary to establish 
that marijuana has a currently accepted 
medical use: only a limited number of FDA- 
approved Phase 1 clinical investigations have 
been carried out, and there have been no 
studies that have scientifically assessed the 
efficacy and full safety profile of marijuana 
for any medical condition.6 The limited 

existing clinical evidence is not adequate to 
warrant rescheduling of marijuana under the 
CSA. 

To the contrary, the data in this Scheduling 
Review document show that marijuana 
continues to meet the criteria for schedule I 
control under the CSA for the following 
reasons: 

1. Marijuana has a high potential for abuse. 
2. Marijuana has no currently accepted 

medical use in treatment in the United 
States. 

3. Marijuana lacks accepted safety for use 
under medical supervision. 

FACTOR 1: THE DRUG’S ACTUAL OR 
RELATIVE POTENTIAL FOR ABUSE 

Marijuana is the most commonly abused 
illegal drug in the United States. It is also the 
most commonly used illicit drug by 
American high-schoolers. Marijuana is the 
most frequently identified drug in state, local 
and federal forensic laboratories, with 
increasing amounts both of domestically 
grown and of illicitly smuggled marijuana. 
Marijuana’s main psychoactive ingredient, 
D9-THC, is an effective reinforcer in 
laboratory animals, including primates and 
rodents. These animal studies both predict 
and support the observations that D9-THC, 
whether smoked as marijuana or 
administered by other routes, produces 
reinforcing effects in humans. Such 
reinforcing effects can account for the 
repeated abuse of marijuana. 

A. Indicators of Abuse Potential 
DHHS has concluded in its document, 

‘‘Basis for the Recommendation for 
Maintaining Marijuana in Schedule I of the 
Controlled Substances Act’’, that marijuana 
has a high potential for abuse. The finding of 
‘‘abuse potential’’ is critical for control under 
the Controlled Substances Act (CSA). 
Although the term is not defined in the CSA, 
guidance in determining abuse potential is 
provided in the legislative history of the Act 
(Comprehensive Drug Abuse Prevention and 
Control Act of 1970, H.R. Rep. No. 91–144, 
91st Cong., Sess.1 (1970), reprinted in 1970 
U.S.C.C.A.N. 4566, 4603). Accordingly, the 
following items are indicators that a drug or 
other substance has potential for abuse: 

• There is evidence that individuals are 
taking the drug or other substance in 
amounts sufficient to create a hazard to their 
health or to the safety of other individuals or 
to the community; or 

• There is significant diversion of the drug 
or other substance from legitimate drug 
channels; or 

• Individuals are taking the drug or 
substance on their own initiative rather than 
on the basis of medical advice from a 
practitioner licensed by law to administer 
such drugs; or 

• The drug is a new drug so related in its 
action to a drug or other substance already 
listed as having a potential for abuse to make 
it likely that the drug substance will have the 
same potential for abuse as such drugs, thus 
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making it reasonable to assume that there 
may be significant diversion from legitimate 
channels, significant use contrary to or 
without medical advice, or that it has a 
substantial capability of creating hazards to 
the health of the user or to the safety of the 
community. Of course, evidence of actual 
abuse of a substance is indicative that a drug 
has a potential for abuse. 

After considering the above items, DHHS 
has found that marijuana has a high potential 
for abuse. 

1. There is evidence that individuals are 
taking the drug or other substance in 
amounts sufficient to create a hazard to their 
health or to the safety of other individuals or 
to the community. 

Marijuana is the most highly used illicit 
substance in the United States. Smoked 
marijuana exerts a number of cardiovascular 
and respiratory effects, both acutely and 
chronically and can cause chronic bronchitis 
and inflammatory abnormalities of the lung 
tissue. Marijuana’s main psychoactive 
ingredient D9-THC alters immune function 
and decreases resistance to microbial 
infections. The cognitive impairments caused 
by marijuana use that persist beyond 
behaviorally detectable intoxication may 
have significant consequences on workplace 
performance and safety, academic 
achievement, and automotive safety, and 
adolescents may be particularly vulnerable to 
marijuana’s cognitive effects. Prenatal 
exposure to marijuana was linked to 
children’s poorer performance in a number of 
cognitive tests. Data on the extent and scope 
of marijuana abuse are presented under 
factors 4 and 5 of this analysis. DHHS’s 
discussion of the harmful health effects of 
marijuana and additional information 
gathered by DEA are presented under factor 
2, and the assessment of risk to the public 
health posed by acute and chronic marijuana 
abuse is presented under factor 6 of this 
analysis. 

2. There is significant diversion of the drug 
or other substance from legitimate drug 
channels. 

DHHS states that at present, marijuana is 
legally available through legitimate channels 
for research only and thus has a limited 
potential for diversion. (DEA notes that while 
a number of states have passed voter 
referenda or legislative actions authorizing 
the use of marijuana for medical purposes, 
this does not establish a currently accepted 
medical use under federal law.) In addition, 
the lack of significant diversion of 
investigational supplies may result from the 
ready availability of illicit cannabis of equal 
or greater quality. 

DEA notes that the magnitude of the 
demand for illicit marijuana is evidenced by 
information from a number of databases 
presented under factor 4. Briefly, marijuana 
is the most commonly abused illegal drug in 
the United States. It is also the most 
commonly used illicit drug by American 
high-schoolers. Marijuana is the most 
frequently identified drug in state, local, and 
federal forensic laboratories, with increasing 
amounts both of domestically grown and of 
illicitly smuggled marijuana. An observed 
increase in the potency of seized marijuana 
also raises concerns. 

3. Individuals are taking the drug or 
substance on their own initiative rather than 
on the basis of medical advice from a 
practitioner licensed by law to administer 
such drugs. 

16.7 million adults over the age of 12 
reported having used marijuana in the past 
month, according to the 2009 National 
Survey on Drug Use and Health (NSDUH), as 
further described later in this factor. DHHS 
states in its 2006 analysis of the petition that 
the FDA has not evaluated or approved a new 
drug application (NDA) for marijuana for any 
therapeutic indication, although several 
investigational new drug (IND) applications 
are currently active. Based on the large 
number of individuals who use marijuana, 
DHHS concludes that the majority of 
individuals using cannabis do so on their 
own initiative, not on the basis of medical 
advice from a practitioner licensed to 
administer the drug in the course of 
professional practice. 

4. The drug is a new drug so related in its 
action to a drug or other substance already 
listed as having a potential for abuse to make 
it likely that the drug substance will have the 
same potential for abuse as such drugs, thus 
making it reasonable to assume that there 
may be significant diversions from legitimate 
channels, significant use contrary to or 
without medical advice, or that it has a 
substantial capability of creating hazards to 
the health of the user or to the safety of the 
community. Of course, evidence of actual 
abuse of a substance is indicative that a drug 
has a potential for abuse. 

Marijuana is not a new drug. Marijuana’s 
primary psychoactive ingredient delta-9- 
tetrahydrocannabinol (D9-THC) is controlled 
in schedule I of the CSA. DHHS states that 
there are two drug products containing 
cannabinoid compounds that are structurally 
related to the active components in 
marijuana. Both are controlled under the 
CSA. Marinol is a schedule III drug product 
containing synthetic D9-THC, known 
generically as dronabinol, formulated in 
sesame oil in soft gelatin capsules. Marinol 
was approved by the FDA in 1985 for the 
treatment of two medical conditions: nausea 
and vomiting associated with cancer 
chemotherapy in patients that had failed to 
respond adequately to conventional anti- 
emetic treatments, and for the treatment of 
anorexia associated with weight loss in 
patients with acquired immunodeficiency 
syndrome (AIDS). Cesamet is a drug product 
containing the schedule II substance, 
nabilone, that was approved for marketing by 
the FDA in 1985 for the treatment of nausea 
and vomiting associated with cancer 
chemotherapy. All other structurally related 
cannabinoids in marijuana are already listed 
as Schedule I drugs under the CSA. 

In addition, DEA notes that marijuana and 
its active ingredient D9-THC are related in 
their action to other controlled drugs of abuse 
when tested in preclinical and clinical tests 
of abuse potential. Data showing that 
marijuana and D9-THC exhibit properties 
common to other controlled drugs of abuse 
in those tests are described below in this 
factor. 

In summary, examination of the indicators 
set forth in the legislative history of the CSA 

demonstrates that marijuana has a high 
potential for abuse. Indeed, marijuana is 
abused in amounts sufficient to create 
hazards to public health and safety; there is 
significant trafficking of the substance; 
individuals are using marijuana on their own 
initiative, for the vast majority, rather than on 
the basis of medical advice; and finally, 
marijuana exhibits several properties 
common to those of drugs already listed as 
having abuse potential. 

The petitioner states that, ‘‘widespread use 
of cannabis is not an indication of its abuse 
potential [...] .’’ (Exh. C, Section IV(15), pg. 
87). 

To the contrary, according to the indicators 
set forth in the legislative history of the CSA 
as described above, the fact that ‘‘Individuals 
are taking the drug or substance on their own 
initiative rather than on the basis of medical 
advice from a practitioner licensed by law to 
administer such drugs’’ is indeed one of 
several indicators that a drug has high 
potential for abuse. 

B. Abuse Liability Studies 
In addition to the indicators suggested by 

the CSA’s legislative history, data as to 
preclinical and clinical abuse liability 
studies, as well as actual abuse, including 
clandestine manufacture, trafficking, and 
diversion from legitimate sources, are 
considered in this factor. 

Abuse liability evaluations are obtained 
from studies in the scientific and medical 
literature. There are many preclinical 
measures of a drug’s effects that when taken 
together provide an accurate prediction of the 
human abuse liability. Clinical studies of the 
subjective and reinforcing effects in humans 
and epidemiological studies provide 
quantitative data on abuse liability in 
humans and some indication of actual abuse 
trends. Both preclinical and clinical studies 
have clearly demonstrated that marijuana 
and D9-THC possess the attributes associated 
with drugs of abuse: they function as a 
positive reinforcer to maintain drug-seeking 
behavior, they function as a discriminative 
stimulus, and they have dependence 
potential. 

Preclinical and most clinical abuse liability 
studies have been conducted with the 
psychoactive constituents of marijuana, 
primarily D9-THC and its metabolite, 11-OH- 
D9-THC. D9-THC’s subjective effects are 
considered to be the basis for marijuana’s 
abuse liability. The following studies provide 
a summary of that data. 

1. Preclinical Studies 

Delta-9-THC is an effective reinforcer in 
laboratory animals, including primates and 
rodents, as these animals will self-administer 
D9-THC. These animal studies both predict 
and support the observations that D9-THC, 
whether smoked as marijuana or 
administered by other routes, produces 
reinforcing effects in humans. Such 
reinforcing effects can account for the 
repeated abuse of marijuana. 

a. Discriminative Stimulus Effects 

The drug discrimination paradigm is used 
as an animal model of human subjective 
effects (Solinas et al., 2006). This procedure 
provides a direct measure of stimulus 
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specificity of a test drug in comparison with 
a known standard drug or a neutral stimulus 
(e.g., injection of saline water). The light- 
headedness and warmth associated with 
drinking alcohol or the jitteriness and 
increased heart rate associated with drinking 
coffee are examples of substance-specific 
stimulus effects. The drug discrimination 
paradigm is based on the ability of 
nonhuman and human subjects to learn to 
identify the presence or absence of these 
stimuli and to differentiate among the 
constellation of stimuli produced by different 
pharmacological classes. In drug 
discrimination studies, the drug stimuli 
function as cues to guide behavioral choice, 
which is subsequently reinforced with other 
rewards. Repeated pairing of the reinforcer 
with only drug-appropriate responses can 
engender reliable discrimination between 
drug and no-drug or amongst several drugs. 
Because some interoceptive stimuli are 
believed to be associated with the reinforcing 
effects of drugs, the drug discrimination 
paradigm is used to evaluate the abuse 
potential of new substances. 

DHHS states that in the drug 
discrimination test, animals are trained to 
respond by pressing one bar when they 
receive the known drug of abuse and another 
bar when they receive placebo. 

DHHS states that cannabinoids appear to 
provide unique discriminative stimulus 
effects because stimulants, non-cannabinoid 
hallucinogens, opioids, benzodiazepines, 
barbiturates, NMDA antagonists and 
antipsychotics do not fully substitute for D9- 
THC (Browne and Weissman, 1981; Balster 
and Prescott, 1992, Gold et al., 1992; Barrett 
et al., 1995; Wiley et al., 1995). Animals, 
including monkeys and rats (Gold et al., 
1992), as well as humans (Chait et al., 1988), 
can discriminate cannabinoids from other 
drugs or placebo. 

DEA notes several studies that show that 
the discriminative stimulus effects of D9-THC 
are mediated via a cannabinoid receptor, 
specifically, the CB1 receptor subtype, and 
that the CB1 antagonist rimonabant (SR 
141716A) antagonizes the discriminative 
stimulus effects of D9-THC in several species 
(Pério et al., 1996; Mansbach et al., 1996; 
Järbe et al., 2001). The subjective effects of 
marijuana and D9-THC are, therefore, 
mediated by a neurotransmitter system in the 
brain that is specific to D9-THC and 
cannabinoids. 

b. Self-Administration Studies 

Self-administration is a behavioral assay 
that measures the rewarding effects of a drug 
that increase the likelihood of continued 
drug-taking behavior. Drugs that are self- 
administered by animals are likely to 
produce rewarding effects in humans. A 
strong correlation exists between drugs and 
other substances that are abused by humans 
and those that maintain self-injection in 
laboratory animals (Schuster and Thompson, 
1969; Griffiths et al., 1980). As a result, 
intravenous self-injection of psychoactive 
substances in laboratory animals is 
considered to be useful for the prediction of 
human abuse liability of these compounds 
(Johanson and Balster, 1978; Collins et al., 
1984). 

DHHS states that self-administration of 
hallucinogenic-like drugs, such as 
cannabinoids, lysergic acid diethylamide 
(LSD), and mescaline, has been difficult to 
demonstrate in animals (Yanagita, 1980). 
DHHS further states that an inability to 
establish self-administration has no practical 
importance in the assessment of abuse 
potential, because it is known that humans 
voluntarily consume a particular drug (such 
as cannabis) for its pleasurable effects. 

DHHS states that the experimental 
literature generally reports that naı̈ve animals 
will not self-administer cannabinoids unless 
they have had previous experience with 
other drugs of abuse, however, animal 
research in the past decade has provided 
several animal models of reinforcement by 
cannabinoids to allow for pre-clinical 
research into cannabinoids’ reinforcing 
effects. Squirrel monkeys trained to self- 
administer intravenous cocaine will continue 
to respond at the same rate as when D9-THC 
is substituted for cocaine, at doses that are 
comparable to those used by humans who 
smoke marijuana (Tanda et al., 2000). This 
effect is blocked by the cannabinoid receptor 
antagonist, SR 141716. Squirrel monkeys 
without a history of any drug exposure can 
be successfully trained to self-administer D9- 
THC intravenously (Justinova et al., 2003). 
The maximal rate of responding is 4 μg/kg/ 
injection, which is 2–3 times greater than 
that observed in previous studies using 
cocaine-experienced monkeys. Rats will self- 
administer D9-THC when it is applied 
intracerebroventricularly (i.c.v.), but only at 
the lowest doses tested (0.01:–0.02/μg/ 
infusion) (Braida et al., 2004). This effect is 
antagonized by the cannabinoid antagonist 
SR141716 and by the opioid antagonist 
naloxone (Braida et al., 2004). Additionally, 
mice will self-administer WIN 55212, a 
synthetic CB1 receptor agonist with a non- 
cannabinoid structure (Martellotta et al., 
1998). 

DEA notes a study showing that the opioid 
antagonist naltrexone reduces the self- 
administration responding for D9-THC in 
squirrel monkeys (Justinova et al., 2004). 
These investigators, using second-order 
schedules of drug-seeking procedures, also 
showed that pre-session administration of D9- 
THC and other cannabinoid agonists, or 
morphine, but not cocaine, reinstates the D9- 
THC seeking behavior following a period of 
abstinence (Justinova et al., 2008). 
Furthermore, the endogenous cannabinoid 
anandamide and its synthetic analog 
methanandamide are self-administered by 
squirrel monkeys, and CB1 receptor 
antagonism blocks the reinforcing effect of 
both substances (Justinova et al., 2005). 

c. Place Conditioning Studies 

Conditioned place preference (CPP) is 
another behavioral assay used to determine if 
a drug has rewarding properties. In this test, 
animals in a drug-free state are given the 
opportunity to spend time in two distinct 
environments: one where they previously 
received a drug and one where they received 
a placebo. If the drug is reinforcing, animals 
in a drug-free state will choose to spend more 
time in the environment paired with the drug 
when both environments are presented 
simultaneously. 

DHHS states that animals exhibit CPP to 
D9-THC, but only at the lowest doses tested 
(0.075–0.75 mg/kg, i.p.) (Braida et al., 2004). 
The effect is antagonized by the cannabinoid 
antagonist, rimonabant, as well as the opioid 
antagonist, naloxone. The effect of naloxone 
on CPP to D9-THC raises the possibility that 
the opioid system may be involved in the 
rewarding properties of D9-THC and 
marijuana. DEA notes a recent review 
(Murray and Bevins, 2010) that further 
explores the currently available knowledge 
on D9-THC’s ability to induce CPP and 
conditioned place aversion (CPA), and 
further supports that low doses of D9-THC 
appear to have conditioned rewarding effects, 
whereas higher doses have aversive effects. 

2. Clinical Studies 

DHHS states that the physiological, 
psychological, and behavioral effects of 
marijuana vary among individuals and 
presents a list of common responses to 
cannabinoids, as described in the scientific 
literature (Adams and Martin, 1996; 
Hollister, 1986, 1988; Institute of Medicine, 
1982): 

1. Dizziness, nausea, tachycardia, facial 
flushing, dry mouth and tremor initially 

2. Merriment, happiness and even 
exhilaration at high doses 

3. Disinhibition, relaxation, increased 
sociability, and talkativeness 

4. Enhanced sensory perception, giving rise 
to increased appreciation of music, art and 
touch 

5. Heightened imagination leading to a 
subjective sense of increased creativity 

6. Time distortions 
7. Illusions, delusions and hallucinations 

are rare except at high doses 
8. Impaired judgment, reduced 

coordination and ataxia, which can impede 
driving ability or lead to an increase in risk- 
taking behavior 

9. Emotional lability, incongruity of affect, 
dysphoria, disorganized thinking, inability to 
converse logically, agitation, paranoia, 
confusion, restlessness, anxiety, drowsiness 
and panic attacks may occur, especially in 
inexperienced users or in those who have 
taken a large dose 

10. Increased appetite and short-term 
memory impairment are common 

These subjective responses to marijuana 
are pleasurable to many humans and are 
associated with drug-seeking and drug-taking 
(Maldonado, 2002). DHHS states that, as with 
most psychoactive drugs, an individual’s 
response to marijuana can be influenced by 
a person’s medical/psychiatric history as 
well as their experience with drugs. Frequent 
marijuana users (used more than 100 times) 
were better able to identify a drug effect from 
low-dose D9-THC than infrequent users (used 
less than 10 times) and were less likely to 
experience sedative effects from the drug 
(Kirk and de Wit, 1999). However, dose 
preferences have been demonstrated for 
marijuana in which higher doses (1.95 
percent D9-THC) are preferred over lower 
doses (0.63 percent D9-THC) (Chait and 
Burke, 1994). 

DEA notes that an extensive review of the 
reinforcing effects of marijuana in humans 
was included in DEA/DHHS’s prior review of 
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marijuana (Notice of Denial of Petition, 66 FR 
20038, 2001). While additional studies have 
been published on the reinforcing effects of 
marijuana in humans (e.g., see review by 
Cooper and Haney, 2009), they are consistent 
with the information provided in DEA/ 
DHHS’s prior review of this matter. Excerpts 
are provided below, with some citations 
omitted. 

Both marijuana and THC can serve as 
positive reinforcers in humans. Marijuana 
and D9-THC produced profiles of behavioral 
and subjective effects that were similar 
regardless of whether the marijuana was 
smoked or taken orally, as marijuana in 
brownies, or orally as THC-containing 
capsules, although the time course of effects 
differed substantially. There is a large 
clinical literature documenting the 
subjective, reinforcing, discriminative 
stimulus, and physiological effects of 
marijuana and THC and relating these effects 
to the abuse potential of marijuana and THC 
(e.g., Chait et al., 1988; Lukas et al., 1995; 
Kamien et al., 1994; Chait and Burke, 1994; 
Chait and Pierri, 1992; Foltin et al., 1990; 
Azorlosa et al., 1992; Kelly et al., 1993, 1994; 
Chait and Zacny, 1992; Cone et al., 1988; 
Mendelson and Mello, 1984). 

These listed studies represent a fraction of 
the studies performed to evaluate the abuse 
potential of marijuana and THC. In general, 
these studies demonstrate that marijuana and 
THC dose-dependently increases heart rate 
and ratings of ‘‘high’’ and ‘‘drug liking’’, and 
alters behavioral performance measures (e.g., 
Azorlosa et al., 1992; Kelly et al., 1993, 1994; 
Chait and Zacny, 1992; Kamien et al., 1994; 
Chait and Burke, 1994; Chait and Pierri, 
1992; Foltin et al., 1990; Cone et al., 1988; 
Mendelson and Mello, 1984). Marijuana also 
serves as a discriminative stimulus in 
humans and produces euphoria and 
alterations in mood. These subjective 
changes were used by the subjects as the 
basis for the discrimination from placebo 
(Chait et al., 1988). 

In addition, smoked marijuana 
administration resulted in multiple brief 
episodes of euphoria that were paralleled by 
rapid transient increases in EEG alpha power 
(Lukas et al., 1995); these EEG changes are 
thought to be related to CNS processes of 
reinforcement (Mello, 1983). 

To help elucidate the relationship between 
the rise and fall of plasma THC and the self- 
reported psychotropic effects, Harder and 
Rietbrock (1997) measured both the plasma 
levels of THC and the psychological ‘‘high’’ 
obtained from smoking a marijuana cigarette 
containing 1% THC. As can be seen from 
these data, a rise in plasma THC 
concentrations results in a corresponding 
increase in the subjectively reported feelings 
of being ‘‘high’’. However, as THC levels 
drop the subjectively reported feelings of 
‘‘high’’ remain elevated. The subjective 
effects seem to lag behind plasma THC levels. 
Similarly, Harder and Rietbrock compared 
lower doses of 0.3% THC-containing and 
0.1% THC-containing cigarettes in human 
subjects. 

As can be clearly seen from these data, 
even low doses of marijuana, containing 1%, 
0.3% and even 0.1% THC, typically referred 
to as ‘‘non-active’’, are capable of producing 

subjective reports and physiological markers 
of being ‘‘high’. 

THC and its major metabolite, 11-OH-THC, 
have similar psychoactive and 
pharmacokinetic profiles in man (Wall et al., 
1976; DiMarzo et al., 1998; Lemberger et al., 
1972). Perez-Reyes et al. (1972) reported that 
THC and 11-OH-THC were equipotent in 
generating a ‘‘high’’ in human volunteers. 
However, the metabolite, 11-OH-THC, 
crosses the blood-brain barrier faster than the 
parent THC compound (Ho et al., 1973; 
Perez-Reyes et al., 1976). Therefore, the 
changes in THC plasma concentrations in 
humans may not be the best predictive 
marker for the subjective and physiological 
effects of marijuana in humans. Cocchetto et 
al. (1981) have used hysteresis plots to 
clearly demonstrate that plasma THC 
concentration is a poor predictor of 
simultaneous occurring physiological (heart 
rate) and psychological (‘‘high’’) 
pharmacological effects. Cocchetto et al. 
demonstrated that the time course of 
tachycardia and psychological responses 
lagged behind the plasma THC 
concentration-time profile. As recently 
summarized by Martin and Hall (1997, 1998) 

‘‘There is no linear relationship between 
blood [THC] levels and pharmacological 
effects with respect to time, a situation that 
hampers the prediction of cannabis-induced 
impairment based on THC blood levels 
(p90)’’. 

Drug craving is an urge or desire to re- 
experience the drug’s effects and is 
considered to be one component of drug 
dependence, in part responsible for 
continued drug use and relapse after 
treatment or during periods of drug 
abstinence. DEA notes that Budney and 
colleagues (1999) reported that 93 percent of 
marijuana-dependent adults seeking 
treatment reported experiencing mild craving 
for marijuana, and 44 percent rated their past 
craving as severe. Heishman and colleagues 
developed in 2001 a Marijuana Craving 
Questionnaire (MCQ). When they 
administered their MCQ to 217 current 
marijuana smokers who were not attempting 
to quit or reduce their marijuana use, they 
found that marijuana craving can be 
measured in current smokers that are not 
seeking treatment. Most subjects (83 percent) 
reported craving marijuana 1–5 times per 
day, and 82 percent reported that each 
craving episode lasted 30 minutes or less. 
Furthermore, they determined that craving 
for marijuana can be characterized by four 
components: (1) compulsivity, an inability to 
control marijuana use; (2) emotionality, use 
of marijuana in anticipation of relief from 
withdrawal or negative mood; (3) expectancy, 
anticipation of positive outcomes from 
smoking marijuana; and (4) purposefulness, 
intention and planning to use marijuana for 
positive outcomes. 

C. Actual Abuse of Marijuana—National 
Databases Related to Marijuana Abuse and 
Trafficking 

Marijuana use has been relatively stable 
from 2002 to 2008, and it continues to be the 
most widely used illicit drug. Evidence of 
actual abuse can be defined by episodes/ 
mentions in databases indicative of abuse/ 

dependence. DHHS provided in its 2006 
documents data relevant to actual abuse of 
marijuana including data from the National 
Survey on Drug Use and Health (NSDUH; 
formally known as the National Household 
Survey on Drug Abuse), the Drug Abuse 
Warning Network (DAWN), Monitoring the 
Future (MTF) survey, and the Treatment 
Episode Data Set (TEDS). These data 
collection and reporting systems provide 
quantitative data on many factors related to 
abuse of a particular substance, including 
incidence, pattern, consequence and profile 
of the abuser of specific substances. DEA 
provides here updates to these databases as 
well as additional data on trafficking and 
illicit availability of marijuana using 
information from databases it produces, such 
as the National Forensic Laboratory 
Information System (NFLIS), the System to 
Retrieve Information from Drug Evidence 
(STRIDE) and the Federal-wide Drug Seizure 
System (FDSS), as well as other sources of 
data specific to marijuana, including the 
Potency Monitoring Project and the Domestic 
Cannabis Eradication and Suppression 
Program (DCE/SP). 

1. National Survey on Drug Use and Health 
(NSDUH) 

The National Survey on Drug Use and 
Health, formerly known as the National 
Household Survey on Drug Abuse (NHSDA), 
is conducted annually by the Department of 
Health and Human Service’s Substance 
Abuse and Mental Health Services 
Administration (SAMHSA). It is the primary 
source of estimates of the prevalence and 
incidence of pharmaceutical drugs, illicit 
drugs, alcohol, and tobacco use in the United 
States. The survey is based on a nationally 
representative sample of the civilian, non- 
institutionalized population 12 years of age 
and older. The survey excludes homeless 
people who do not use shelters, active 
military personnel, and residents of 
institutional group quarters such as jails and 
hospitals. 

According to the 2009 NSDUH report, 
marijuana was the most commonly used 
illicit drug (16.7 million past month users) in 
the United States. (Note that NSDUH figures 
on marijuana use include hashish use; the 
relative proportion of hashish use to 
marijuana use is very low). Marijuana was 
also the most widely abused drug. The 2009 
NSDUH report stated that 4.3 million persons 
were classified with substance dependence 
or abuse of marijuana in the past year based 
on criteria specified in the Diagnostic and 
Statistical Manual of Mental Disorders, 4th 
edition (DSM–IV). Among persons aged 12 or 
older, the past month marijuana use in 2009 
(6.6 percent) was statistically significantly 
higher than in 2008 (6.1 percent). In 2008, 
among adults aged 18 or older who first tried 
marijuana at age 14 or younger, 13.5 percent 
were classified with illicit drug dependence 
or abuse, higher than the 2.2 percent of 
adults who had first used marijuana at age 18 
or older. 

In 2008, among past year marijuana users 
aged 12 or older, 15.0 percent used marijuana 
on 300 or more days within the previous 12 
months. This translates into 3.9 million 
people using marijuana on a daily or almost 
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daily basis over a 12-month period, higher 
than the estimate of 3.6 million (14.2 percent 
of past year users) in 2007. Among past 
month marijuana users, 35.7 percent (5.4 
million) used the drug on 20 or more days 
in the past month. 

2. Monitoring the Future 
Monitoring the Future (MTF) is a national 

survey conducted by the Institute for Social 
Research at the University of Michigan under 
a grant from the National Institute on Drug 
Abuse (NIDA) that tracks drug use trends 
among American adolescents in the 8th, 
10th, and 12th grades. Marijuana was the 
most commonly used illicit drug reported in 
the 2010 MTF report. Approximately 8.0 
percent of 8th graders, 16.7 percent of the 
10th graders, and 21.4 percent of 12th graders 
surveyed in 2010 reported marijuana use 
during the past month prior to the survey. 
Monitoring the Future participants reported 
a statistically significant increase of daily use 
in the past month in 2010, compared to 2009, 
1.2 percent, 3.3 percent, and 6.1 percent of 
eighth, tenth and twelfth graders, 
respectively. 

3. DAWN ED (Emergency Department) 
The Drug Abuse Warning Network 

(DAWN) is a public health surveillance 
system that monitors drug-related hospital 
emergency department (ED) visits to track the 
impact of drug use, misuse, and abuse in the 
United States. DAWN provides a picture of 
the impact of drug use, misuse, and abuse on 
metropolitan areas and across the nation. 
DAWN gathers data on drug abuse-related ED 
visits from a representative sample of 
hospitals in the coterminous United States. 
DAWN ED gathers data on emergency 
department visits relating to substance use 
including, but not limited to, alcohol, illicit 
drugs, and other substances categorized as 
psychotherapeutic, central nervous system, 
respiratory, cardiovascular, alternative 
medication, anti-infective, hormone, 
nutritional product and gastrointestinal 
agents. For the purposes of DAWN, the term 
‘‘drug abuse’’ applies if the following 
conditions are met: (1) the case involved at 
least one of the following: use of an illegal 
drug; use of a legal drug contrary to 
directions; or inhalation of a non- 
pharmaceutical substance and (2) the 
substance was used for one of the following 
reasons: because of drug dependence; to 
commit suicide (or attempt to commit 
suicide); for recreational purposes; or to 
achieve other psychic effects. 

In 2009, marijuana was involved in 
376,467 ED visits, out of 1,948,312 drug- 

related ED visits, as estimated by DAWN ED 
for the entire United States. This compares to 
a higher number of ED visits involving 
cocaine (422,896), and lower numbers of ED 
visits involving heroin (213,118) and 
stimulants (amphetamine, 
methamphetamine) (93,562). Visits involving 
the other major illicit drugs, such as MDMA, 
GHB, LSD and other hallucinogens, PCP, and 
inhalants, were much less frequent, 
comparatively. 

In young patients, marijuana is the illicit 
drug most frequently involved in ED visits 
according to DAWN estimates, with 182.2 per 
100,000 population aged 12 to 17, 484.8 per 
100,000 population aged 18 to 20, and 360.2 
per 100,000 population aged 21 to 24. 

4. Treatment Episode Data Set (TEDS) 
System 

Users can become dependent on marijuana 
to the point that they seek treatment to stop 
abusing it or are referred to a drug abuse 
treatment program. The TEDS system is part 
of the SAMHSA Drug and Alcohol Services 
Information System. TEDS comprises data on 
treatment admissions that are routinely 
collected by states in monitoring their 
substance abuse treatment systems. The 
primary goal of the TEDS is to monitor the 
characteristics of treatment episodes for 
substances abusers. The TEDS report 
provides information on both the 
demographic and substance use 
characteristics of admissions to treatment for 
abuse of alcohol and drugs in facilities that 
report to individual state administrative data 
systems. TEDS does not include all 
admissions to substance abuse treatment. It 
includes admissions to facilities that are 
licensed or certified by the state substance 
abuse agency to provide substance abuse 
treatment (or are administratively tracked by 
the agency for other reasons). In general, 
facilities reporting to TEDS are those that 
receive state alcohol and/or drug agency 
funds (including federal block grant funds) 
for the provision of alcohol and/or drug 
treatment services. The primary substances 
reported by TEDS are alcohol, cocaine, 
marijuana (marijuana is considered together 
with hashish), heroin, other opiates, PCP, 
hallucinogens, amphetamines, other 
stimulants, tranquilizers, sedatives, inhalants 
and other/unknown. TEDS defines Primary 
Substance of Abuse as the main substance of 
abuse reported at the time of admission. 
TEDS also allows for the recording of two 
other substances of abuse (secondary and 
tertiary). A client may be abusing more than 

three substances at the time of admission, but 
only three are recorded in TEDS. 

Admissions for primary abuse of 
marijuana/hashish accounted for 16 percent 
of all treatment admissions reported to the 
TEDS system in 2006 and 2007. In 2006, 
2007 and 2008, 1,933,206, 1,920,401 and 
2,016,256 people were admitted to drug and 
alcohol treatment in the United States, 
respectively. The marijuana/hashish 
admissions represented 16 percent (308,670), 
16 percent (307,123) and 17.2 percent 
(346,679) of the total drug/alcohol treatment 
admissions in 2006, 2007 and 2008, 
respectively. In 2008, 65.8 percent of the 
individuals admitted for marijuana were aged 
12–17, 18–20 and 21–25 (30.5 percent, 15.3 
percent and 20.0 percent, respectively). 
Among the marijuana/hashish admissions in 
2007 in which age of first use was reported 
(286,194), 25.1 percent began using 
marijuana at age 12 or younger. 

5. Forensic Laboratory Data 

Marijuana is widely available in the United 
States, fueled by increasing marijuana 
production at domestic grow sites as well as 
increasing production in Mexico and Canada. 
Data on marijuana seizures from federal, 
state, and local law enforcement laboratories 
have indicated that there is significant 
trafficking of marijuana. The National 
Forensic Laboratory Information System 
(NFLIS) is a program sponsored by the Drug 
Enforcement Administration’s Office of 
Diversion Control. NFLIS compiles 
information on exhibits analyzed in state and 
local law enforcement laboratories. The 
System to Retrieve Information from Drug 
Evidence (STRIDE) is a DEA database which 
compiles information on exhibits analyzed in 
DEA laboratories. NFLIS and STRIDE 
together capture data for all substances 
reported by forensic laboratory analyses. 
More than 1,700 unique substances are 
reported to these two databases. 

NFLIS showed that marijuana was the most 
frequently identified drug in state and local 
laboratories from January 2001 through 
December 2010. Marijuana accounted for 
between 34 percent and 38 percent of all 
drug exhibits analyzed during that time 
frame. Similar to NFLIS, STRIDE data 
showed that marijuana was the most 
frequently identified drug in DEA 
laboratories for the same reporting period. 
From January 2001 through December 2010, 
a range of between 17 percent and 21 percent 
of all exhibits analyzed in DEA laboratories 
were identified as marijuana (Table 1). 

TABLE 1—MARIJUANA (OTHER THAN HASHISH) (EXHIBITS AND CASES) REPORTED BY NFLIS AND STRIDE, 2001–2010, 
FORENSIC LABORATORY DATA 

NFLIS STRIDE 

Exhibits 
(percent total 

exhibits) 
Cases 

Exhibits 
(percent total 

exhibits) 
Cases 

2001 ......................................................................................................... 314,002 (37.9%) 261,191 16,523 (20.7%) 13,256 
2002 ......................................................................................................... 373,497 (36.6%) 312,161 14,010 (19.4%) 11,306 
2003 ......................................................................................................... 407,046 (36.7%) 339,995 13,946 (19.9%) 10,910 
2004 ......................................................................................................... 440,964 (35.5%) 371,841 13,657 (18.4%) 10,569 
2005 ......................................................................................................... 469,186 (33.5%) 394,557 14,004 (18.3%) 10,661 
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TABLE 1—MARIJUANA (OTHER THAN HASHISH) (EXHIBITS AND CASES) REPORTED BY NFLIS AND STRIDE, 2001–2010, 
FORENSIC LABORATORY DATA—Continued 

NFLIS STRIDE 

Exhibits 
(percent total 

exhibits) 
Cases 

Exhibits 
(percent total 

exhibits) 
Cases 

2006 ......................................................................................................... 506,472 (33.6%) 421,943 13,597 (18.5%) 10,277 
2007 ......................................................................................................... 512,082 (34.7%) 423,787 13,504 (19.2%) 10,413 
2008 ......................................................................................................... 513,644 (35.1%) 421,782 12,828 (18.8%) 10,109 
2009 ......................................................................................................... 524,827 (35.6%) 414,006 12,749 (17.7%) 10,531 
2010 ......................................................................................................... 464,059 (36.3%) 362,739 11,293 (16.7%) 7,158 

Data queried 03–04–2011. 

TABLE 2—HASHISH (EXHIBITS AND CASES) REPORTED BY NFLIS AND STRIDE, 2001–2010, FORENSIC LABORATORY 
DATA 

NFLIS STRIDE 

Exhibits Cases Exhibits Cases 

2001 ................................................................................................................................................. 1,689 1,671 53 50 
2002 ................................................................................................................................................. 2,278 2,254 40 38 
2003 ................................................................................................................................................. 2,533 2,503 48 42 
2004 ................................................................................................................................................. 2,867 2,829 63 51 
2005 ................................................................................................................................................. 2,674 2,639 122 90 
2006 ................................................................................................................................................. 2,836 2,802 102 76 
2007 ................................................................................................................................................. 3,224 3,194 168 122 
2008 ................................................................................................................................................. 2,988 2,920 124 102 
2009 ................................................................................................................................................. 2,952 2,843 119 96 
2010 ................................................................................................................................................. 2,473 2,392 141 84 

Data queried 03–04–2011. 

Since 2001, the total number of exhibits 
and cases of marijuana and the amount of 
marijuana seized federally has remained high 
and the number of marijuana plants 
eradicated has considerably increased (see 
data from Federal-wide Drug Seizure System 
and Domestic Cannabis Eradication and 
Suppression Program below). 

6. Federal-wide Drug Seizure System 

The Federal-wide Drug Seizure System 
(FDSS) contains information about drug 
seizures made by the Drug Enforcement 

Administration, the Federal Bureau of 
Investigation, United States Customs and 
Border Protection, and United States 
Immigration and Customs Enforcement, 
within the jurisdiction of the United States. 
It also records maritime seizures made by the 
United States Coast Guard. Drug seizures 
made by other Federal agencies are included 
in the FDSS database when drug evidence 
custody is transferred to one of the agencies 
identified above. FDSS is now incorporated 
into the National Seizure System (NSS), 

which is a repository for information on 
clandestine laboratory, contraband 
(chemicals and precursors, currency, drugs, 
equipment and weapons). FDSS reports total 
federal drug seizures (kg) of substances such 
as cocaine, heroin, MDMA, 
methamphetamine, and cannabis (marijuana 
and hashish). The yearly volume of cannabis 
seized (Table 3), consistently exceeding a 
thousand metric tons per year, shows that 
cannabis is very widely trafficked in the 
United States. 

TABLE 3—TOTAL FEDERAL SEIZURES OF CANNABIS 
[Expressed in kg] 

2002 2003 2004 2005 2006 2007 2008 2009 2009 

Cannabis ................. 1,103,173 1,232,711 1,179,230 1,116,977 1,141,915 1,459,220 1,590,793 1,911,758 1,858,808 
Marijuana ................. 1,102,556 1,232,556 1,179,064 1,116,589 1,141,737 1,458,883 1,590,505 1,910,775 1,858,422 
Hashish ................... 618 155 166 388 178 338 289 983 386 

7. Potency Monitoring Project 
Rising availability of high potency (i.e., 

with high D9-THC concentrations) marijuana 
has pushed the average marijuana potency to 
its highest recorded level. The University of 
Mississippi’s Potency Monitoring Project 
(PMP), through a contract with the National 

Institute on Drug Abuse (NIDA), analyzes and 
compiles data on the D9-THC concentrations 
of cannabis, hashish and hash oil samples 
provided by DEA regional laboratories and by 
state and local police agencies. 

DEA notes studies showing that when 
given the choice between low- and high- 

potency marijuana, subjects chose the high- 
potency marijuana significantly more often 
than the low-potency marijuana (Chait and 
Burke, 1994), supporting the hypothesis that 
the reinforcing effects of marijuana, and 
possibly its abuse liability, are positively 
related to THC content. 
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8. The Domestic Cannabis Eradication and 
Suppression Program 

The Domestic Cannabis Eradication and 
Suppression Program (DCE/SP) was 
established in 1979 to reduce the supply of 
domestically cultivated marijuana in the 
United States. The program was designed to 
serve as a partnership between federal, state, 
and local agencies. Only California and 
Hawaii were active participants in the 
program at its inception. However, by 1982 

the program had expanded to 25 states and 
by 1985 all fifty states were participants. 
Cannabis is cultivated in remote locations 
and frequently on public lands. Data 
provided by the DCE/SP (Table 4) shows that 
in 2009, there were 9,980,038 plants 
eradicated in outdoor cannabis cultivation 
areas in the United States. Marijuana is 
illicitly grown in all states. Major domestic 
outdoor cannabis cultivation areas were 
found in California, Kentucky, Tennessee 

and Hawaii. Significant quantities of 
marijuana were also eradicated from indoor 
cultivation operations. There were 414,604 
indoor plants eradicated in 2009 compared to 
217,105 eradicated in 2000. As indoor 
cultivation is generally associated with 
plants that have higher concentrations of 
D9-THC, the larger numbers of indoor grow 
facilities may be impacting the higher 
average D9-THC concentrations of seized 
materials. 

TABLE 4—DOMESTIC CANNABIS ERADICATION, OUTDOOR AND INDOOR PLANTS SEIZED, 2000–2009 
[Source: Domestic Cannabis Eradication/Suppression Program] 

2000 2001 2002 2003 2004 2005 2006 2007 2008 2009 

Outdoor ............................... 2,597,798 3,068,632 3,128,800 3,427,923 2,996,144 3,938,151 4,830,766 6,599,599 7,562,322 9,980,038 
Indoor .................................. 217,105 236,128 213,040 223,183 203,896 270,935 400,892 434,728 450,986 414,604 

Total ............................. 2,814,903 3,304,760 3,341,840 3,651,106 3,200,040 4,209,086 5,231,658 7,034,327 8,013,308 10,394,642 

The recent statistics from these various 
surveys and databases show that marijuana 
continues to be the most commonly used 
illicit drug, with considerable rates of heavy 
abuse and dependence. They also show that 
marijuana is the most readily available illicit 
drug in the United States. 

The petitioner states that, ‘‘The abuse 
potential of cannabis is insufficient to justify 
the prohibition of medical use.’’ The 
petitioner also states that, ‘‘[s]everal studies 
demonstrate that abuse rates for cannabis are 
lower than rates for other common drugs.’’ 
(Exh. C, Section IV(16), pg. 92). 

DHHS states, to the contrary, ‘‘the large 
number of individuals using marijuana on a 
regular basis, its widespread use, and the vast 
amount of marijuana that is available for 
illicit use are indicative of the high abuse 
potential for marijuana.’’ Indeed, the data 
presented in this section shows that 
marijuana has a high potential for abuse as 
determined using the indicators identified in 
the CSA’s legislative history. Both clinical 
and preclinical studies have demonstrated 
that marijuana and its principal psychoactive 
constituent D9-THC possess the attributes 
associated with drugs of abuse. They 
function as positive reinforcers and as 

discriminative stimuli to maintain drug- 
seeking behavior. 

In addition, marijuana is the most highly 
abused and trafficked illicit substance in the 
United States. Chronic abuse has resulted in 
a considerable number of individuals seeking 
substance abuse treatment according to 
national databases such as TEDS. Abuse of 
marijuana is associated with significant 
public health and safety risks that are 
described under factors 2, 6 and 7. 

The issue of whether marijuana has a 
currently accepted medical use is discussed 
under Factor 3. 
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The petitioner claims that, ‘‘[…]widespread 
use of marijuana without dependency 
supports the argument that marijuana is safe 
for use under medical supervision.’’ (Exh. C, 
Section IV(15), pg. 87). 

Petitioner’s claim of widespread use 
without dependency is not supported by 
abuse-related data. In particular, this claim 
disregards the high numbers of admissions to 
treatment facilities for marijuana abuse. 
Indeed, TEDS admissions for primary abuse 
of marijuana/hashish accounted for roughly 
17 percent of all treatment admissions in 
2008. In 2008, 2,016,256 people were 
admitted to drug and alcohol treatment in the 
United States and 346,679 of those 
admissions were for marijuana/hashish 
abuse. These drug treatment numbers are not 
consistent with this claim. Marijuana is not 
safe for use under medical supervision, and 
this point is addressed further in Factor 3. 

The petitioner also claims that, ‘‘Data on 
both drug treatment and emergency room 
admissions also distinguishes the abuse 
potential of marijuana from that of other 
drugs and establishes its relative abuse 
potential as lower than schedule I drugs such 
as heroin and schedule II drugs such as 
cocaine.’’ (Exh. C, Section IV(17), pg. 99). 
The petitioner then presents data from TEDS 
in 1998, in which a larger proportion of all 
marijuana treatment admissions are referred 
to by the criminal justice system (54 percent), 
compared to much smaller percentages for 
heroin and cocaine. The petitioner argues 
that the abuse potential of these other drugs 
is more severe such that addicts seek 
treatment on their own or through persuasion 
of their associates, and claims that this 
difference establishes marijuana’s relative 
abuse potential as lower than the other drugs. 

Petitioner’s claim is not supported by an 
examination of the absolute numbers of 
admissions for treatment for each drug 
discussed. Regardless of proportions of 
referrals from the criminal justice systems, 
the absolute numbers of admissions for 
treatment for marijuana, heroin, or cocaine 
dependence are very high. Furthermore, data 
from TEDS in 2007 (SAMHSA, 2009) show 
that both primary marijuana and 
methamphetamine/amphetamine admissions 
had the largest proportion of admissions 
referred through the criminal justice system 
(57 percent each), followed by PCP (54 
percent). Both methamphetamine/ 
amphetamine and PCP have very high 
potential for abuse (Lile, 2006; Crider, 1986). 
Accordingly, this illustrates that it is not 
possible to establish or predict relative abuse 
potentials from the ranking of proportions of 
treatment admissions referred by the criminal 
justice system. 

FACTOR 2: SCIENTIFIC EVIDENCE OF THE 
DRUG’S PHARMACOLOGICAL EFFECTS, 
IF KNOWN 

DHHS states that there are abundant 
scientific data available on the 
neurochemistry, toxicology, and 
pharmacology of marijuana. Following is a 
summary of the current scientific 
understanding of the endogenous 
cannabinoid system and of marijuana’s 
pharmacological effects, including its effects 
on the cardiovascular, respiratory, and 

immune systems, as well as its effects on 
mental health and cognitive function and the 
effect of prenatal exposure to marijuana. 

Neurochemistry of the Psychoactive 
Constituents of Marijuana 

DHHS states that of 483 natural 
constituents identified in marijuana, 66 are 
classified as cannabinoids (Ross and El 
Sohly, 1995). Cannabinoids are not known to 
exist in plants other than marijuana and most 
of the cannabinoid compounds have been 
identified chemically. The activity of 
marijuana is largely attributed to D9-THC 
(Wachtel et al., 2002). 

DEA notes that D9-THC and delta-8- 
tetrahydrocannabinol (D8-THC) are the only 
known compounds in the cannabis plant 
which show all the psychoactive effects of 
marijuana. D9-THC is more abundant than D8- 
THC and D9-THC concentrations vary within 
portions of the cannabis plant (Hanus and 
Subivá, 1989; Hanus et al., 1975). The 
pharmacological activity of D9-THC is 
stereospecific: the (-)-trans isomer is 6–100 
times more potent than the (+)-trans isomer 
(Dewey et al., 1984). 

The mechanism of action of D9-THC was 
verified with the cloning of cannabinoid 
receptors, first from rat brain tissue (Matsuda 
et al., 1990) and then from human brain 
tissue (Gerard et al., 1991). Two cannabinoid 
receptors have been identified and 
characterized, CB1 and CB2 (Piomelli, 2005). 
Autoradiographic studies have provided 
information on the distribution of CB1 and 
CB2 receptors. High densities of CB1 
receptors are found in the basal ganglia, 
hippocampus, and cerebellum of the brain 
(Howlett et al., 2004; Herkenham et al., 1990; 
Herkenham, 1992). These brain regions are 
associated with movement coordination and 
cognition and the location of CB1 receptors 
in these areas may explain cannabinoid 
interference with these functions. Although 
CB1 receptors are predominantly expressed 
in the brain, they have also been detected in 
the immune system (Bouaboula et al., 1993). 
CB2 receptors are primarily located in B 
lymphocytes and natural killer cells of the 
immune system and it is believed that this 
receptor is responsible for mediating 
immunological effects of cannabinoids 
(Galiegue et al., 1995). Recently, however, 
CB2 receptors have been localized in the 
brain, primarily in the cerebellum and 
hippocampus (Gong et al., 2006). 

Cannabinoid receptors are linked to an 
inhibitory G-protein (Breivogel and Childers, 
2000). When the receptor is activated, 
adenylate cyclase activity is inhibited, 
preventing the conversion of adenosine 
triphosphate (ATP) to the second messenger 
cyclic adenosine monophosphate (cAMP). 
Other examples of inhibitory-coupled 
receptors include opioid, muscarinic 
cholinergic, alpha2-adrenoreceptors, 
dopamine and serotonin receptors. However, 
several studies also suggest a link to 
stimulatory G-proteins, through which 
activation of CB1 stimulates adenylate 
cyclase activity (Glass and Felder, 1997; 
Maneuf and Brotchie, 1997; Felder et al., 
1998). 

Activation of CB1 receptors inhibits N-and 
P/Q-type calcium channels and activate 

inwardly rectifying potassium channels 
(Mackie et al., 1995; Twitchell et al., 1997). 
Inhibition of N-type calcium channels 
decreases neurotransmitter release from a 
number of tissues and may be the mechanism 
by which cannabinoids inhibit acetylcholine, 
norepinephrine, and glutamate release from 
specific areas of the brain. These effects on 
G protein-mediated pathways and on calcium 
and potassium channels may represent 
potential cellular mechanisms underlying the 
antinociceptive and psychoactive effects of 
cannabinoids (Ameri, 1999). 

Delta9-THC displays similar affinity for 
both cannabinoid receptors but behaves as a 
weak agonist at CB2 receptors, based on 
inhibition of adenylate cyclase. The 
identification of synthetic cannabinoid 
ligands that selectively bind to CB2 receptors 
but do not have the typical D9-THC-like 
psychoactive properties, along with the 
respective anatomical distribution of the two 
receptor subtypes suggests that the 
psychoactive effects of cannabinoids are 
mediated through the activation of CB1 
receptors (Hanus et al., 1999). Naturally 
occurring cannabinoids and synthetic 
cannabinoid agonists (such as WIN-55,212-2 
and CP-55,940) produce hypothermia, 
analgesia, hypoactivity, and catalepsy in 
addition to their psychoactive effects. 

In 2000, two endogenous cannabinoid 
receptor agonists were discovered, 
anandamide and arachidonyl glycerol (2-AG). 
Anandamide is a low efficacy agonist 
(Breivogel and Childers, 2000) and 2-AG is a 
highly efficacious agonist (Gonsiorek et al., 
2000). These endogenous ligands are present 
in both central and peripheral tissues. The 
physiological role of these endogenous 
ligands is an active area of research (Martin 
et al., 1999). 

In summary, two receptors have been 
cloned, CB1 (found in the central nervous 
system) and CB2 (predominantly found in 
the periphery), that bind D9-THC and other 
cannabinoids. Activation of these inhibitory 
G-protein-coupled receptors inhibits calcium 
channels and adenylate cyclase. Endogenous 
cannabinoid agonists have been identified, 
anandamide and arachidonyl glycerol (2-AG). 

Pharmacological Effects of Marijuana 
Marijuana produces a number of central 

nervous system effects. Many of these effects 
are directly related to the abuse potential of 
marijuana, and are discussed in Factor 1. 
Other effects are discussed herein. 

Cardiovascular and Autonomic Effects 
DHHS states that acute use of marijuana 

causes an increase in heart rate (tachycardia) 
and may cause a modest increase in blood 
pressure as well (Capriotti et al., 1988; 
Benowitz and Jones, 1975). Conversely, 
chronic exposure to marijuana will produce 
a decrease in heart rate (bradycardia) and 
decrease of blood pressure. In heavy smokers 
of marijuana, the degree of increased heart 
rate is diminished due to the development of 
tolerance (Jones, 2002 and Sidney, 2002). 
These effects are thought to be mediated 
through peripherally located, presynaptic 
CB1 receptor inhibition of norepinephrine 
release with possible direct activation of 
vascular cannabinoid receptors (Wagner et 
al., 1998). 
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DHHS cites a review (Jones, 2002) of 
studies showing that smoked marijuana 
causes orthostatic hypotension (sympathetic 
insufficiency, a sudden drop in blood 
pressure upon standing up) often 
accompanied by dizziness. DHHS states that 
tolerance can develop to this effect. 

Marijuana smoking by older patients, 
particularly those with some degree of 
coronary artery or cerebrovascular disease, 
poses risks related to increased cardiac work, 
increased catecholamines, 
carboxyhemoglobin, and postural 
hypotension (Benowitz and Jones, 1981; 
Hollister, 1988). 

DEA further notes studies in which 
marijuana has been administered under 
controlled conditions to marijuana- 
experienced users that showed that 
marijuana causes a substantial increase, 
compared to placebo, in heart rate 
(tachycardia) ranging from 20 percent to 100 
percent above baseline. This effect was seen 
as usually greatest starting during the 10 
minutes or so it takes to smoke a marijuana 
cigarette and lasting 2 to 3 hours (reviewed 
in Jones et al., 2002). 

DEA also notes a randomized, double- 
blind, placebo-controlled study by Mathew 
and colleagues (2003) that examined pulse 
rate, blood pressure (BP), and plasma D9-THC 
levels during reclining and standing for 10 
minutes before and after smoking one 
marijuana cigarette (3.55 percent D9-THC) by 
twenty-nine volunteers. Marijuana induced 
postural dizziness, with 28 percent of 
subjects reporting severe symptoms. 
Intoxication and dizziness peaked 
immediately after drug intake. The severe 
dizziness group showed the most marked 
postural drop in blood pressure and showed 
a drop in pulse rate after an initial increase 
during standing. 

Respiratory Effects 

Both acute and chronic respiratory effects 
are associated with marijuana smoking. 

DHHS states that acute exposure to 
marijuana produces transient 
bronchodilation (Gong et al., 1984). DHHS 
states that long-term use of smoked 
marijuana can lead to increased frequency of 
chronic cough, increased sputum, large 
airway obstruction, as well as cellular 
inflammatory histopathological abnormalities 
in bronchial epithelium (Adams and Martin, 
1996; Hollister, 1986). 

DEA notes a study showing that both 
smoked marijuana and oral D9-THC increases 
specific airway conductance in asthmatic 
subjects (Tashkin et al., 1974). In addition, 
other studies have suggested that chronic 
marijuana smoking is also associated with 
increased incidence of emphysema and 
asthma (Tashkin et al., 1987). 

DHHS states that the evidence that 
marijuana may lead to cancer is inconsistent, 
with some studies suggesting a positive 
correlation while others do not. DHHS cited 
a large clinical study with 1,650 subjects in 
which no positive correlation was found 
between marijuana use and lung cancer 
(Tashkin et al., 2006). This finding held true 
regardless of the extent of marijuana use 
when both tobacco use and other potential 
confounding factors were controlled. DHHS 

also cites other studies reporting lung cancer 
occurrences in young marijuana users with 
no history of tobacco smoking (Fung et al., 
1999), and suggesting a dose-dependent 
effect of marijuana on the risk of head and 
neck cancer (Zhang et al., 1999). 

DEA notes the publication of a more recent 
case–control study of lung cancer in adults 
under 55 years of age, conducted in New 
Zealand by Aldington and colleagues (2008). 
Interviewer-administered questionnaires 
were used to assess possible risk factors, 
including cannabis use. In total, 79 cases of 
lung cancer and 324 controls were included 
in the study. The risk of lung cancer 
increased 8 percent (95 percent confidence 
interval (CI) 2–15) for each joint-year of 
cannabis smoking (one joint-year being 
equivalent to one joint per day for a year), 
after adjustment for confounding variables 
including cigarette smoking; it went up 7 
percent (95 percent CI 5–9) for each pack- 
year of cigarette smoking (one pack-year 
being equivalent to one pack per day for a 
year), after adjustment for confounding 
variables including cannabis smoking. Thus, 
a major differential risk between cannabis 
and cigarette smoking was observed, with 
one joint of cannabis being similar to 20 
cigarettes for risk of lung cancer. Users 
reporting over 10.5 joint-years of exposure 
had a significantly increased risk of 
developing lung cancer (relative risk 5.7 (95 
percent CI 1.5–21.6)) after adjustment for 
confounding variables including cigarette 
smoking. DEA notes that the authors of this 
study concluded from their results that long- 
term cannabis use increases the risk of lung 
cancer in young adults. 

Some studies discuss marijuana smoke and 
tobacco smoke. DHHS states that chronic 
exposure to marijuana smoke is considered to 
be comparable to tobacco smoke with respect 
to increased risk of cancer and lung damage. 
DEA notes studies showing that marijuana 
smoke contains several of the same 
carcinogens and co-carcinogens as tobacco 
smoke and suggesting that pre-cancerous 
lesions in bronchial epithelium also seem to 
be caused by long-term marijuana smoking 
(Roth et al., 1998). 

In summary, studies are still needed to 
clarify the impact of marijuana on the risk of 
developing lung cancer as well as head and 
neck cancer. DHHS states that the evidence 
that marijuana may lead to cancer is 
inconsistent, with some studies suggesting a 
positive correlation while others do not. 

Endocrine Effects 

DHHS states that D9-THC reduces binding 
of the corticosteroid dexamethasone in 
hippocampal tissue from adrenalectomized 
rats and acute D9-THC releases 
corticosterone, with tolerance developing to 
this effect with chronic administration 
(Eldridge et al., 1991). These data suggest 
that D9-THC may interact with the 
glucocorticoid receptor system. 

DHHS states that experimental 
administration of marijuana to humans does 
not consistently alter the endocrine system. 
In an early study, four male subjects 
administered smoked marijuana showed a 
significant depression in luteinizing hormone 
and a significant increase in cortisol (Cone et 

al., 1986). However, later studies in male 
subjects receiving smoked D9-THC (18 mg/ 
marijuana cigarette) or oral D9-THC (10 mg 
t.i.d. for 3 days) showed no changes in 
plasma prolactin, ACTH, cortisol, luteinizing 
hormone or testosterone levels (Dax et al., 
1989). Similarly, a study with 93 males and 
56 female subjects showed that chronic 
marijuana use did not significantly alter 
concentrations of testosterone, luteinizing 
hormone, follicle stimulating hormone, 
prolactin or cortisol (Block et al., 1991). 

DHHS cites a study (Sarfaraz et al., 2005) 
which showed that the cannabinoid agonist 
WIN 55,212-2 induces apoptosis in prostate 
cancer cells growth and decreases expression 
of androgen receptors. DHHS states that this 
data suggests a potential therapeutic value for 
cannabinoid agonists in the treatment of 
prostate cancer, an androgen-stimulated type 
of carcinoma. 

In summary, while animal studies have 
suggested that cannabinoids can alter 
multiple hormonal systems, the effects in 
humans, in particular the consequences of 
long-term marijuana abuse, remain unclear. 

Immune System Effects 

DHHS states that cannabinoids alter 
immune function but that there can be 
differences between the effects of synthetic, 
natural, and endogenous cannabinoids 
(Croxford and Yamamura, 2005). 

DHHS cites a study by Roth et al. (2005) 
that examined the effect of D9-THC exposure 
on immune function and response to HIV 
infection in immunodeficient mice that were 
implanted with human blood cells infected 
with HIV. The study shows that exposure to 
D9-THC in vivo suppresses immune function, 
increases HIV co-receptor expression and 
acts as a cofactor to enhance HIV replication. 
DEA notes that the authors of this study state 
that their results suggest a dynamic 
interaction between D9-THC, immunity, and 
the pathogenesis of HIV and support 
epidemiologic studies that have identified 
marijuana use as a risk factor for HIV 
infection and the progression of AIDS. 
However, DHHS discusses a recent study by 
Abrams et al. (2003) that investigated the 
effect of marijuana on immunological 
functioning in 67 AIDS patients who were 
taking protease inhibitors. Subjects received 
one of three treatments, three times a day: 
smoked marijuana cigarette containing 3.95 
percent D9-THC; oral tablet containing D9- 
THC (2.5 mg oral dronabinol); or oral 
placebo. There were no changes in HIV-RNA 
levels between groups, demonstrating no 
short-term adverse virologic effects from 
using cannabinoids. 

DEA notes a review suggesting that D9-THC 
and cannabinoids decrease resistance to 
microbial infections in experimental animal 
models and in vitro (see review by Cabral and 
Staab, 2005). Various studies have been 
conducted in drug-abusing human subjects, 
experimental animals exposed to marijuana 
smoke or injected with cannabinoids, and in 
in vitro models using immune cell cultures 
treated with various cannabinoids. DEA 
notes that for the most part, these studies 
suggest that cannabinoids modulate the 
function of various cells of the human 
immune system, including T- and B- 
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lymphocytes as well as natural killer (NK) 
cells and macrophages. Macrophages engulf 
and destroy foreign matter, NK cells target 
cells (e.g., cancerous cells) and destroy them, 
B-lymphocytes produce antibodies against 
infective organisms, and T-lymphocytes kill 
cells or trigger the activity of other cells of 
the immune system. 

In addition to studies examining 
cannabinoid effects on immune cell function, 
DEA also notes other reports which have 
documented that cannabinoids modulate 
resistance to various infectious agents. 
Viruses such as herpes simplex virus and 
murine retrovirus have been studied as well 
as bacterial agents such as members of the 
genera Staphylococcus, Listeria, Treponema, 
and Legionella. These studies suggest that 
cannabinoids modulate host resistance, 
especially the secondary immune response 
(reviewed in Cabral and Dove-Pettit, 1998). 

Finally, DEA notes a review suggesting that 
cannabinoids modulate the production and 
function of cytokines as well as modulate the 
activity of network cells such as macrophages 
and T helper cells. Cytokines are the 
chemicals produced by cells of the immune 
system in order to communicate and 
orchestrate the attack. Binding to specific 
receptors on target cells, cytokines recruit 
many other cells and substances to the field 
of action. Cytokines also encourage cell 
growth, promote cell activation, direct 
cellular traffic, and destroy target cells (see 
review by Klein et al., 2000). 

In summary, as DHHS states, cannabinoids 
alter immune function, but there can be 
differences between the effects of synthetic, 
natural, and endogenous cannabinoids. 
While there is a large body of evidence to 
suggest that D9-THC alters immune function, 
research is still needed to clarify the effects 
of cannabinoids and marijuana on the 
immune system in humans, in particular the 
risks posed by smoked marijuana in 
immunocompromized individuals. 

Association with Psychosis 

The term psychosis is generally used in 
research as a generic description of severe 
mental illnesses characterized by the 
presence of delusions, hallucinations and 
other associated cognitive and behavioral 
impairments. Psychosis is measured either by 
using standardized diagnostic criteria for 
psychotic conditions such as schizophrenia 
or by using validated scales that rank the 
level of psychotic symptoms from none to 
severe (Fergusson et al., 2006). 

DHHS states that extensive research has 
been conducted recently to investigate 
whether exposure to marijuana is associated 
with schizophrenia or other psychoses. 
DHHS states that, at the time of their review, 
the data does not suggest a causative link 
between marijuana use and the development 
of psychosis. 

DHHS discusses an early epidemiological 
study conducted by Andreasson and 
colleagues (1987), which examined the link 
between psychosis and marijuana use. In this 
study, 45,000 18- and 19-year-old male 
Swedish subjects provided detailed 
information on their drug-taking history. The 
incidence of schizophrenia was then 
recorded over the next 15 years. Those 

individuals who claimed, on admission, to 
have taken marijuana on more than 50 
occasions were six times more likely to be 
diagnosed with schizophrenia in the 
following 15 years than those who had never 
consumed the drug. When confounding 
factors were taken into account, the risk of 
developing schizophrenia remained 
statistically significant. The authors 
concluded that marijuana users who are 
vulnerable to developing psychoses are at the 
greatest risk for schizophrenia. DHHS states 
that therefore marijuana per se does not 
appear to induce schizophrenia in the 
majority of individuals who try or continue 
to use the drug. 

DHHS discusses another large longitudinal 
study in which the prevalence of 
schizophrenia was modeled against 
marijuana use across birth cohorts in 
Australia from 1940 to 1979 (Degenhardt et 
al., 2003). The authors found that marijuana 
use may precipitate disorders in vulnerable 
individuals and worsen the course of the 
disorder among those that have already 
developed it. They did not find any causal 
relationship between marijuana use and 
increased incidence of schizophrenia. 

DEA notes that Degenhardt and colleagues 
(2003) acknowledged that several 
environmental risk factors for schizophrenia 
had been reduced (i.e., poor maternal 
nutrition, infectious disease and poor 
antenatal and prenatal care) and that the 
diagnostic criteria for schizophrenia had 
changed over the span of this study making 
the classification of schizophrenia more 
rigorous. These confounders could reduce 
the reported prevalence of schizophrenia. 

DHHS also discusses several longitudinal 
studies that found a dose-response 
relationship between marijuana use and an 
increasing risk of psychosis among those who 
are vulnerable to developing psychosis 
(Fergusson et al., 2005; van Os et al., 2002). 

DEA notes several longitudinal studies 
(Arseneault et al., 2002, Caspi et al., 2005; 
Henquet et al., 2005) that found increased 
rates of psychosis or psychotic symptoms in 
people using cannabis. Finally, DEA notes 
some studies that observe that individuals 
with psychotic disorders have higher rates of 
cannabis use compared to the general 
population (Regier et al., 1990; Green et al., 
2005). 

DEA also notes that, more recently, Moore 
and colleagues (2007) performed a meta- 
analysis of the longitudinal studies on the 
link between cannabis use and subsequent 
psychotic symptoms. Authors observed that 
there was an increased risk of any psychotic 
outcome in individuals who had ever used 
cannabis (pooled adjusted odds ratio=1.41, 
95 percent CI 1.20–1.65). Furthermore, 
findings were consistent with a dose- 
response effect, with greater risk in people 
who used cannabis most frequently (2.09, 
1.54–2.84). The authors concluded that their 
results support the view that cannabis 
increases risk of psychotic outcomes 
independently of confounding and transient 
intoxication effects. 

DEA also notes another more recent study 
examining the association between marijuana 
use and psychosis-related outcome in pairs of 
young adult siblings in Brisbane, Australia 

(McGrath et al., 2010). This study found a 
dose-response relationship where the longer 
the duration of time since the first cannabis 
use, the higher the risk of psychosis-related 
outcome. Those patients with early-onset 
psychotic symptoms were also likely to 
report early marijuana use. Authors suggest 
that their results support the hypothesis that 
early cannabis use is a risk-modifying factor 
for psychosis-related outcomes in young 
adults. 

Cognitive Effects 
DHHS states that acute administration of 

smoked marijuana impairs performance on 
tests of learning, associative processes, and 
psychomotor behavior (Block et al., 1992; 
Heishman et al., 1990). Marijuana may 
therefore considerably interfere with an 
individual’s ability to learn in a classroom or 
to operate motor vehicles. DHHS cites a 
study conducted by Kurzthalar and 
colleagues (1999) with human volunteers, in 
which the administration of 290 μg/kg of D9- 
THC in a smoked cigarette resulted in 
impaired perceptual motor speed and 
accuracy, skills of paramount importance for 
safe driving. Similarly, administration of 3.95 
percent D9-THC in a smoked cigarette 
increased disequilibrium measures, as well 
as the latency in a task of simulated vehicle 
braking (Liguori et al., 1998). 

DHHS states that the effects of marijuana 
may not be fully resolved until at least one 
day after the acute psychoactive effects have 
subsided, following repeated administration. 
Heishman and colleagues (1988) showed that 
impairment on memory tasks persists for 24 
hours after smoking marijuana cigarettes 
containing 2.57 percent D9-THC. However, 
Fant and colleagues (1998) showed minimal 
residual alterations in subjective or 
performance measures the day after subjects 
were exposed to 1.8 percent or 3.6 percent 
smoked D9-THC. 

DHHS discussed a study by Lyons and 
colleagues (2004) on the neuropsychological 
consequences of regular marijuana use in 
fifty-four monozygotic male twin pairs, with 
one subject being a regular user and its co- 
twin a non-user, and neither twin having 
used any other illicit drug regularly. 
Marijuana-using twins significantly differed 
from their non-using co-twins on the general 
intelligence domain. However, only one 
significant difference was noted between 
marijuana-using twins and their non-using 
co-twins on measures of cognitive 
functioning. Authors of the study proposed 
that the results indicate an absence of any 
marked long-term residual effects of 
marijuana use on cognitive abilities. This 
conclusion is similar to the results found by 
Lyketsos and colleagues (1999), who 
investigated the possible adverse effects of 
cannabis use on cognitive decline after 12 
years in persons under 65 years of age. There 
were no significant differences in cognitive 
decline between heavy users, light users, and 
nonusers of cannabis. The authors conclude 
that over long time periods, in persons under 
age 65 years, cognitive decline occurs in all 
age groups. This decline is closely associated 
with aging and educational level but does not 
appear to be associated with cannabis use. 

DEA notes that while Lyketsos and 
colleagues (1999) propose that their results 
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provide strong evidence of the absence of a 
long term residual effect of cannabis use on 
cognition, they also acknowledge a number 
of limitations to their study. Notably, authors 
remark that it is possible that some cannabis 
users in the study may have used cannabis 
on the day the test was administered. Given 
the acute effects on cannabis on cognition, 
this would have tended to reduce their test 
score on that day. This may have adversely 
affected accurate measurement of test score 
changes over time in cannabis users. The 
authors also noted, as another important 
limitation, that the test used is not intended 
for the purpose for which it was used in this 
study and is not a very sensitive measure of 
cognitive decline, even though it specifically 
tests memory and attention. Thus, small or 
subtle effects of cannabis use on cognition or 
psychomotor speed may have been missed. 

DHHS also discussed a study by Solowij 
and colleagues (2002) which examined the 
effects of duration of cannabis use on specific 
areas of cognitive functioning among users 
seeking treatment for cannabis dependence. 
They compared 102 near-daily cannabis 
users (51 long-term users: mean, 23.9 years 
of use; 51 shorter-term users: mean, 10.2 
years of use) with 33 nonuser controls. They 
collected measures from nine standard 
neuropsychological tests that assessed 
attention, memory, and executive 
functioning, and that were administered 
prior to entry to a treatment program and 
following a median 17-hour abstinence. 
Authors found that long-term cannabis users 
performed significantly less well than 
shorter-term users and controls on tests of 
memory and attention. Long-term users 
showed impaired learning, retention, and 
retrieval compared with controls. Both user 
groups performed poorly on a time 
estimation task. Performance measures often 
correlated significantly with the duration of 
cannabis use, being worse with increasing 
years of use, but were unrelated to 
withdrawal symptoms and persisted after 
controlling for recent cannabis use and other 
drug use. Authors of this study state that 
their results support the hypothesis that long- 
term heavy cannabis users show impairments 
in memory and attention that endure beyond 
the period of intoxication and worsen with 
increasing years of regular cannabis use. 

DHHS cited a study by Messinis and 
colleagues (2006) which examined 
neurophysiological functioning for heavy, 
frequent cannabis users. The study compared 
20 long-term (LT) and 20 shorter-term (ST) 
heavy, frequent cannabis users after 
abstinence for at least 24 hours prior to 
testing with 24 non-using controls. LT users 
performed significantly worse on verbal 
memory and psychomotor speed. LT and ST 
users had a higher proportion of deficits on 
verbal fluency, verbal memory, attention and 
psychomotor speed. Authors conclude from 
their study that specific cognitive domains 
appear to deteriorate with increasing years of 
heavy frequent cannabis use. 

DHHS discussed a study by Pope and 
colleagues (2003) which reported no 
differences in neuropsychological 
performance in early- or late-onset users 
compared to non-using controls, after 
adjustment for intelligence quotient (IQ). In 

another cohort of chronic, heavy marijuana 
users, some deficits were observed on 
memory tests up to a week following 
supervised abstinence but these effects 
disappeared by day 28 of abstinence (Pope et 
al., 2002). The authors concluded that 
‘‘cannabis-associated cognitive deficits are 
reversible and related to recent cannabis 
exposure rather than irreversible and related 
to cumulative lifetime use.’’ Conversely, 
DHHS notes that other investigators have 
reported persistent neuropsychological 
deficits in memory, executive functioning, 
psychomotor speed, and manual dexterity in 
heavy marijuana smokers who had been 
abstinent for 28 days (Bolla et al., 2002). 
Furthermore, when dividing the group into 
light, middle, and heavy user groups, Bolla 
and colleagues (2002) found that the heavy 
user group performed significantly below the 
light user group on 5 of 35 measures. A 
follow-up study of heavy marijuana users 
noted decision-making deficits after 25 days 
of abstinence (Bolla et al., 2005). When IQ 
was contrasted in adolescents 9–12 years of 
age and at 17–20 years of age, current heavy 
marijuana users showed a 4-point reduction 
in IQ in later adolescence compared to those 
who did not use marijuana (Fried et al., 
2002). 

DHHS states that age of first use may be a 
critical factor in persistent impairment from 
chronic marijuana use. Individuals with a 
history of marijuana-only use that began 
before the age of 16 were found to perform 
more poorly on a visual scanning task 
measuring attention than individuals who 
started using marijuana after 16 (Ehrenreich 
et al., 1999). DHHS’s document noted that 
Kandel and Chen (2000) assert that the 
majority of early-onset marijuana users do 
not go on to become heavy users of 
marijuana, and those that do tend to associate 
with delinquent social groups. 

DEA notes an additional recent study that 
indicates that because neuromaturation 
continues through adolescence, results on the 
long-lasting cognitive effects of marijuana use 
in adults cannot necessarily generalize to 
adolescent marijuana users. Medina and 
colleagues (2007) examined 
neuropsychological functioning in 31 
adolescent abstinent marijuana users, after a 
period of abstinence from marijuana of 23 to 
28 days, and in 34 demographically similar 
control adolescents, all 16–18 years of age. 
After controlling for lifetime alcohol use and 
depressive symptoms, adolescent marijuana 
users demonstrated slower psychomotor 
speed (p .05), and poorer complex attention 
(p .04), story memory (p .04), and planning 
and sequencing ability (p .001) compared 
with nonusers. The number of lifetime 
marijuana use episodes was associated with 
poorer cognitive function, even after 
controlling for lifetime alcohol use. The 
general pattern of results suggested that, even 
after a month of monitored abstinence, 
adolescent marijuana users demonstrate 
subtle neuropsychological deficits compared 
with nonusers. The authors of this study 
suggest that frequent marijuana use during 
adolescence may negatively influence 
neuromaturation and cognitive development. 

In summary, acute administration of 
marijuana impairs performance on tests of 

learning, associative processes, and 
psychomotor behavior. The effects of chronic 
marijuana use have also been studied. While 
a few studies did not observe strong 
persistent neurocognitive consequences of 
long-term cannabis use (Lyketsos et al., 1999; 
Lyons et al., 2004), others provide support 
for the existence of persistent consequences 
(Bolla et al., 2002, 2005). The cognitive 
impairments that are observed 12 hours to 
seven days after marijuana use (Messinis et 
al., 2006; Solowij et al., 2002; Harrison et al., 
2002), and that persist beyond behaviorally 
detectable intoxication, are noteworthy and 
may have significant consequences on 
workplace performance and safety, academic 
achievement, and automotive safety. In 
addition, adolescents may be particularly 
vulnerable to the long-lasting deleterious 
effects of marijuana on cognition. The overall 
significant effect on general intelligence as 
measured by IQ should also not be 
overlooked. 

Behavioral Effects of Prenatal Exposure 

The impact of in utero marijuana exposure 
on performance in a series of cognitive tasks 
has been studied in children of various ages. 
DHHS concludes in its analysis of the 
presently examined petition that since many 
marijuana users have abused other drugs, it 
is difficult to determine the specific impact 
of marijuana on prenatal exposure. Fried and 
Watkinson (1990) found that four year old 
children of heavy marijuana users have 
deficits in memory and verbal measures. 
Maternal marijuana use is predictive of 
poorer performance on abstract/visual 
reasoning tasks of three year old children 
(Griffith et al., 1994) and an increase in 
omission errors on a vigilance task of six year 
olds (Fried et al., 1992). When the effect of 
prenatal exposure in nine to 12 year old 
children is analyzed, in utero exposure to 
marijuana is negatively associated with 
executive function tasks that require impulse 
control, visual analysis, and hypothesis 
testing (Fried et al., 1998). 

DEA notes studies showing that D9-THC 
passes the placental barrier (Idanpaan- 
Heikkila et al., 1969) and that fetal blood 
concentrations are at least equal to those 
found in the mother’s blood (Grotenhermen, 
2003). 

In summary, smoked marijuana exerts a 
number of cardiovascular and respiratory 
effects, both acutely and chronically. 
Marijuana’s main psychoactive ingredient D9- 
THC alters immune function. The cognitive 
impairments caused by marijuana use that 
persist beyond behaviorally detectable 
intoxication may have significant 
consequences on workplace performance and 
safety, academic achievement, and 
automotive safety, and adolescents may be 
particularly vulnerable to marijuana’s 
cognitive effects. Prenatal exposure to 
marijuana was linked to children’s poorer 
performance in a number of cognitive tests. 

FACTOR 3: THE STATE OF THE CURRENT 
SCIENTIFIC KNOWLEDGE REGARDING 
THE DRUG OR SUBSTANCE 

DHHS states that marijuana is a mixture of 
the dried leaves and flowering tops of the 
cannabis plant (Agurell et al., 1984; Graham, 
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1976; Mechoulam, 1973). These portions of 
the plant have the highest levels of D9-THC, 
the primary psychoactive ingredient in 
marijuana. The most potent product (i.e., that 
having the highest percentage of D9-THC) of 
dried material is sinsemilla, derived from the 
unpollinated flowering tops of the female 
cannabis plant. Generally, this potent 
marijuana product is associated with indoor 
grow sites and may have a D9-THC content 
of 15 to 20 percent or more. Other, less 
common forms of marijuana found on the 
illicit market are hashish and hashish oil. 
Hashish is a D9-THC-rich resinous material of 
the cannabis plant which is dried and 
compressed into a variety of forms (balls, 
cakes or sticks). Dried pieces are generally 
broken off and smoked. D9-THC content is 
usually about five percent. The Middle East, 
North Africa and Pakistan/Afghanistan are 
the main sources of hashish. Hashish oil is 
produced by extracting the cannabinoids 
from plant material with a solvent. Hashish 
oil is a light to dark brown viscous liquid 
with a D9-THC content of about 15 percent. 
The oil is often sprinkled on cigarettes, 
allowed to dry, and then smoked. 

Chemistry 

DHHS states that some 483 natural 
constituents have been identified in 
marijuana, including 66 compounds that are 
classified as cannabinoids (Ross and El 
Sohly, 1995). Cannabinoids are not known to 
exist in plants other than marijuana, and 
most naturally occurring cannabinoids have 
been identified chemically. The psychoactive 
properties of cannabis are attributed to one 
or two of the major cannabinoid substances, 
namely delta-9- tetrahydrocannabinol (D9- 
THC) and delta-8-tetrahydrocannabinol (D8- 
THC). Other natural cannabinoids, such as 
cannabidiol (CBD) and cannabinol (CBN), 
have been characterized. CBD does not 
possess D9-THC-like psychoactivity. Its 
pharmacological properties appear to include 
anticonvulsant, anxiolytic and sedative 
properties (Agurell et al., 1984, 1986; 
Hollister, 1986). 

DHHS states that D9-THC is an optically 
active resinous substance, extremely lipid 
soluble, and insoluble in water. Chemically, 
D9-THC is known as (6aR-trans)-6a,7,8,10a- 
tetrahydro-6,6,9-trimethyl-3-pentyl-6H- 
dibenzo-[b,d]pyran-1-ol or (-)D9-(trans)- 
tetrahydrocannabinol. The pharmacological 
activity of D9-THC is stereospecific: the (-)- 
trans isomer is 6–100 times more potent than 
the (+)-trans isomer (Dewey et al., 1984). 

DEA notes a review of the contaminants 
and adulterants that can be found in 
marijuana (McPartland, 2002). In particular, 
DEA notes that many studies have reported 
contamination of both illicit and NIDA- 
grown marijuana with microbial 
contaminants, bacterial or fungal (McLaren et 
al., 2008; McPartland, 1994, 2002; 
Ungerleider et al., 1982; Taylor et al., 1982; 
Kurup et al., 1983). Other microbial 
contaminants include Klebsiella 
pneumoniae, salmonella enteritidis, and 
group D Streptococcus (Ungerlerder et al., 
1982; Kagen et al., 1983; Taylor et al., 1982). 
DEA notes that a review by McLaren and 
colleagues (2008) discusses studies showing 
that heavy metals present in soil may also 

contaminate cannabis, and states that these 
contaminants have the potential to harm the 
user without harming the plant. Other 
sources of contaminants discussed by 
McLaren and colleagues (2008) include 
growth enhancers and pest control products 
related to marijuana cultivation and storage. 

Human Pharmacokinetics 
DHHS states that marijuana is generally 

smoked as a cigarette (weighing between 0.5 
and 1.0 gm; Jones, 1980) or in a pipe. It can 
also be taken orally in foods or as extracts of 
plant material in ethanol or other solvents. 
The absorption, metabolism, and 
pharmacokinetic profile of D9-THC (and other 
cannabinoids) in marijuana or other drug 
products containing D9-THC vary with route 
of administration and formulation (Adams 
and Martin, 1996; Agurell et al., 1984, 1986). 
When marijuana is administered by smoking, 
D9-THC in the form of an aerosol is absorbed 
within seconds. The psychoactive effects of 
marijuana occur immediately following 
absorption, with mental and behavioral 
effects measurable up for to six hours after 
absorption (Grotenhermen, 2003; Hollister, 
1986, 1988). D9-THC is delivered to the brain 
rapidly and efficiently as would be expected 
of a highly lipid-soluble drug. 

The petitioner provided a discussion of 
new, or less common, routes and methods of 
administration being currently explored (pg. 
57, line 1). These include vaporization for the 
inhalation route, as well as rectal, sublingual, 
and transdermal routes. 

DEA notes that respiratory effects are only 
part of the harmful health effects of 
prolonged marijuana exposure, as described 
further under factor 2 of this document. DEA 
also notes that at this time, the majority of 
studies exploring the potential therapeutic 
uses of marijuana use smoked marijuana, and 
the pharmacokinetics and bioavailability 
from routes of administration other than 
smoked and oral are not well-known. 

The pharmacokinetics of smoked and 
orally ingested marijuana are thoroughly 
reviewed in DHHS’s review document. 

Medical Utility 
The petition filed by the Coalition to 

Reschedule Cannabis (Marijuana) aims to 
repeal the rule placing marijuana in schedule 
I of the CSA, based in part on the proposition 
that marijuana has an accepted medical use 
in the United States. However DHHS has 
concluded in its 2006 analysis that marijuana 
has no accepted medical use in treatment in 
the United States. Following is a discussion 
of the petitioner’s specific points and a 
presentation of DHHS’s evaluation and 
recommendation on the question of accepted 
medical use for marijuana. 

The petitioner states (pg. 48, line 2), 
‘‘Results from clinical research demonstrated 
that both dronabinol and whole plant 
cannabis can offer a safe and effective 
treatment for the following illnesses: muscle 
spasm in multiple sclerosis, Tourette 
syndrome, chronic pain, nausea and 
vomiting in HIV/AIDS and cancer 
chemotherapy, loss of appetite from cancer, 
hyperactivity of the bladder in patients with 
multiple sclerosis and spinal cord injury, and 
dyskinesia caused by levodopa in 
Parkinson’s disease.’’ 

To support its claim that marijuana has an 
accepted medical use in the United States, 
the petitioner listed supporting evidence that 
included the following: 

• Evidence from clinical research and 
reviews of earlier clinical research (Exh. C, 
Section I (4, 6), pg. 29) 

• Acceptance of the medical use of 
marijuana by eight states since 1996 and state 
officials in these states establishing that 
marijuana has an accepted medical use in the 
United States (Exh. C, Section I (1), pg. 13) 

• Increased recognition by health care 
professionals and the medical community, 
including the Institute of Medicine (IOM) 
(Exh. C, Section I (2), pg. 15) 

• Patients’ experience in which they 
reported benefits from smoking marijuana 
(Exh. C, Section I (3), pg. 22) 

• Evidence from clinical research (Exh. C, 
Section I (4, 6), pg. 29) 

DHHS states that a new drug application 
(NDA) for marijuana has not been submitted 
to the FDA for any indication and thus no 
medicinal product containing botanical 
cannabis has been approved for marketing. 
Only small clinical studies published in the 
current medical literature demonstrate that 
research with marijuana is being conducted 
in humans in the United States under FDA- 
authorized investigational new drug (IND) 
applications. 

There are ongoing clinical studies of the 
potential utility of marijuana in medical 
applications. DHHS states that in 2000, the 
state of California established the Center for 
Medicinal Cannabis Research (CMCR) which 
has funded studies on the potential use of 
cannabinoids for the treatment of multiple 
sclerosis, neuropathic pain, appetite 
suppression and cachexia, and severe pain 
and nausea related to cancer or its treatment 
by chemotherapy. To date, though, no NDAs 
utilizing marijuana for these indications have 
been submitted to the FDA. 

To establish accepted medical use, among 
other criteria, the effectiveness of a drug must 
be established in well-controlled scientific 
studies performed in a large number of 
patients. To date, such studies have not been 
performed for marijuana. Small clinical trial 
studies with limited patients and short 
duration such as those cited by the petitioner 
are not sufficient to establish medical utility. 
Larger studies of longer duration are needed 
to fully characterize the drug’s efficacy and 
safety profile. Anecdotal reports, patients’ 
self-reported effects, and isolated case reports 
are not adequate evidence to support an 
accepted medical use of marijuana (57 FR 
10499, 1992). 

In addition to demonstrating efficacy, 
adequate safety studies must be performed to 
show that the drug is safe for treating the 
targeted disease. DHHS states that safety 
studies for acute or subchronic 
administration of marijuana have been 
carried out through a limited number of 
Phase 1 clinical investigations approved by 
the FDA, but there have been no NDA-quality 
studies that have scientifically assessed the 
efficacy and full safety profile of marijuana 
for any medical condition. 

DEA further notes that a number of clinical 
studies from CMCR have been discontinued. 
Most of these discontinuations were due to 
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recruitment difficulties (http:// 
www.cmcr.ucsd.edu/geninfo/research.htm 
(last retrieved 07/07/2010) (listing 6 
discontinued studies, 5 of which were 
discontinued because of recruitment issues)). 

The petitioner states that the 
pharmacological effects are well established 
for marijuana and D9-THC, using the 
argument that Marinol (containing synthetic 
D9-THC, known generically as dronabinol) 
and Cesamet (containing nabilone, a 
synthetic cannabinoid not found in 
marijuana) are approved for several 
therapeutic indications. The approvals of 
Marinol and Cesamet were based on well- 
controlled clinical studies that established 
the efficacy and safety of these drugs as a 
medicine. Smoked marijuana has not been 
demonstrated to be safe and effective in 
treating these medical conditions. Marijuana 
is a drug substance composed of numerous 
cannabinoids and other constituents; hence 
the safety and efficacy of marijuana cannot be 
evaluated solely on the effects of D9-THC. 
Adequate and well-controlled studies must 
be performed with smoked marijuana to 
establish efficacy and safety. DHHS states 
that there is a lack of accepted safety for the 
use of marijuana under medical supervision. 

The petitioner has not submitted any new 
data meeting the requisite scientific 
standards to support the claim that marijuana 
has an accepted medical use in the United 
States. Hence, the new information provided 
by the petitioner does not change the federal 
government’s evaluation of marijuana’s 
medical use in the United States. 

• Petitioner’s claim of acceptance of the 
medical use of marijuana by eight states since 
1996 and state officials in these states 
establishing that marijuana has an accepted 
medical use in the United States 

Petitioner argues that, ‘‘[t]he acceptance of 
cannabis’s medical use by eight states since 
1996 and the experiences of patients, doctors, 
and state officials in these states establish 
marijuana’s accepted medical use in the 
United States.’’ Petition at 10, 13. This 
argument is contrary to the CSA’s statutory 
scheme. The CSA does not assign to the 
states the authority to make findings relevant 
to CSA scheduling determinations. Rather, 
the CSA expressly delegates the task of 
making such findings—including whether a 
substance has any currently accepted 
medical use in treatment in the United 
States—to the Attorney General. 21 U.S.C. 
811(a). The CSA also expressly tasks the 
Secretary of DHHS to provide a scientific and 
medical evaluation and scheduling 
recommendations to inform the Attorney 
General’s findings. 21 U.S.C. 811(b); see also 
21 C.F.R. 308.43. That Congress explicitly 
provided scheduling authority to these two 
federal entities in this comprehensive and 
exclusive statutory scheme precludes the 
argument that state legislative action can 
establish accepted medical use under the 
CSA. 

The CSA explicitly provides that in making 
a scheduling determination, the Attorney 
General shall consider the following eight 
factors: 

1. The drug’s actual or relative potential for 
abuse 

2. Scientific evidence of its 
pharmacological effect, if known; 

3. The state of current scientific knowledge 
regarding the drug; 

4. Its history and current pattern of abuse; 
5. The scope, duration, and significance of 

abuse; 
6. What, if any, risk there is to the public 

health; 
7. The drug’s psychic or physiological 

dependence liability; and 
8. Whether the substance is an immediate 

precursor of a substance already controlled 
under the CSA. 
21 U.S.C. 811(c). These factors embody 
Congress’s view of the specialized agency 
expertise required for drug rescheduling 
decisions. The CSA’s statutory text thus 
further evidences that Congress did not 
envision such a role for state law in 
establishing the schedules of controlled 
substances under the CSA. See Krumm v. 
Holder, 2009 WL 1563381, at *16 (D.N.M. 
2009) (‘‘The CSA does not contemplate that 
state legislatures’ determinations about the 
use of a controlled substance can be used to 
bypass the CSA’s rescheduling process.’’). 

The long-established factors applied by 
DEA for determining whether a drug has a 
‘‘currently accepted medical use’’ under the 
CSA are: 

1. The drug’s chemistry must be known 
and reproducible; 

2. There must be adequate safety studies; 
3. There must be adequate and well- 

controlled studies proving efficacy; 
4. The drug must be accepted by qualified 

experts; and 
5. The scientific evidence must be widely 

available. 
57 FR 10,499, 10,506 (1992), ACT, 15 F.3d at 
1135 (upholding these factors as valid criteria 
for determining ‘‘currently accepted medical 
use’’). A drug will be deemed to have a 
currently accepted medical use for CSA 
purposes only if all five of the foregoing 
elements are demonstrated. The following is 
a summary of information as it relates to each 
of these five elements. 

1. The drug’s chemistry must be known and 
reproducible 

DHHS states that although the structures of 
many cannabinoids found in marijuana have 
been characterized, a complete scientific 
analysis of all the chemical components 
found in marijuana has not been conducted. 

DEA notes that in addition to changes due 
to its own genetic plasticity, marijuana and 
its chemistry have been throughout the ages, 
and continue to be, modified by 
environmental factors and human 
manipulation (Paris and Nahas, 1984). 

2. There must be adequate safety studies 

DHHS states that safety studies for acute or 
subchronic administration of marijuana have 
been carried out only through a limited 
number of Phase 1 clinical investigations 
approved by the FDA. There have been no 
NDA-quality studies that have scientifically 
assessed the safety profile of marijuana for 
any medical condition. DHHS also states that 
at this time, the known risks of marijuana use 
have not been shown to be outweighed by 
specific benefits in well-controlled clinical 

trials that scientifically evaluate safety and 
efficacy. 

DHHS further states that it cannot 
conclude that marijuana has an acceptable 
level of safety without assurance of a 
consistent and predictable potency and 
without proof that the substance is free of 
contamination. 

As discussed in Factors 1 and 2, current 
data suggest that marijuana use produces 
adverse effects on the respiratory system, 
memory and learning. Marijuana use is 
associated with dependence and addiction. 
In addition, large epidemiological studies 
indicate that marijuana use may exacerbate 
symptoms in individuals with schizophrenia. 

Therefore DHHS concludes that, even 
under medical supervision, marijuana has 
not been shown to have an accepted level of 
safety. Furthermore, if marijuana is to be 
investigated more widely for medical use, 
information and data regarding the 
chemistry, manufacturing, and specifications 
of marijuana must be developed. 

3. There must be adequate and well- 
controlled studies proving efficacy 

DHHS states that no studies have been 
conducted with marijuana showing efficacy 
for any indication in controlled, large scale, 
clinical trials. 

To establish accepted medical use, the 
effectiveness of a drug must be established in 
well-controlled, well-designed, well- 
conducted, and well-documented scientific 
studies, including studies performed in a 
large number of patients (57 FR 10499, 1992). 
To date, such studies have not been 
performed. The small clinical trial studies 
with limited patients and short duration are 
not sufficient to establish medical utility. 
Studies of longer duration are needed to fully 
characterize the drug’s efficacy and safety 
profile. Scientific reliability must be 
established in multiple clinical studies. 
Furthermore, anecdotal reports and isolated 
case reports are not adequate evidence to 
support an accepted medical use of 
marijuana (57 FR 10499, 1992). The evidence 
from clinical research and reviews of earlier 
clinical research does not meet this standard. 

As noted, DHHS states that a limited 
number of Phase I investigations have been 
conducted as approved by the FDA. Clinical 
trials, however, generally proceed in three 
phases. See 21 C.F.R. 312.21 (2010). Phase I 
trials encompass initial testing in human 
subjects, generally involving 20 to 80 
patients. Id. They are designed primarily to 
assess initial safety, tolerability, 
pharmacokinetics, pharmacodynamics, and 
preliminary studies of potential therapeutic 
benefit. (62 FR 66113, 1997). Phase II and 
Phase III studies involve successively larger 
groups of patients: usually no more than 
several hundred subjects in Phase II and 
usually from several hundred to several 
thousand in Phase III. 21 C.F.R. 312.21. 
These studies are designed primarily to 
explore (Phase II) and to demonstrate or 
confirm (Phase III) therapeutic efficacy and 
benefit in patients. (62 FR 66113, 1997). No 
Phase II or Phase III studies of marijuana 
have been conducted. Even in 2001, DHHS 
acknowledged that there is ‘‘suggestive 
evidence that marijuana may have beneficial 
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therapeutic effects in relieving spasticity 
associated with multiple sclerosis, as an 
analgesic, as an antiemetic, as an appetite 
stimulant and as a bronchodilator.’’ (66 FR 
20038, 2001). But there is still no data from 
adequate and well-controlled clinical trials 
that meets the requisite standard to warrant 
rescheduling. 

DHHS states in a published guidance that 
it is committed to providing ‘‘research-grade 
marijuana for studies that are the most likely 
to yield usable, essential data’’ (DHHS, 1999). 
DHHS states that the opportunity for 
scientists to conduct clinical research with 
botanical marijuana has increased due to 
changes in the process for obtaining botanical 
marijuana from NIDA, the only legitimate 
source of the drug for research in the United 
States. It further states that in May 1999, 
DHHS provided guidance on the procedures 
for providing research-grade marijuana to 
scientists who intend to study marijuana in 
scientifically valid investigations and well- 
controlled clinical trials (DHHS, 1999). 

4. The drug must be accepted by qualified 
experts 

A material conflict of opinion among 
experts precludes a finding that marijuana 
has been accepted by qualified experts (57 FR 
10499, 1992). DHHS states that, at this time, 
it is clear that there is not a consensus of 
medical opinion concerning medical 
applications of marijuana, even under 
conditions where its use is severely 
restricted. DHHS also concludes that, to date, 
research on the medical use of marijuana has 
not progressed to the point that marijuana 
can be considered to have a ‘‘currently 
accepted medical use’’ or a ‘‘currently 
accepted medical use with severe 
restrictions.’’ 

5. The scientific evidence must be widely 
available 

DHHS states that the scientific evidence 
regarding the safety or efficacy of marijuana 
is typically available only in summarized 
form, such as in a paper published in the 
medical literature, rather than in a raw data 
format. As such, there is no opportunity for 
adequate scientific scrutiny of whether the 
data demonstrate safety or efficacy. 
Furthermore, as stated before, there have 
only been a limited number of small clinical 
trials and no controlled, large-scale clinical 
trials have been conducted with marijuana 
on its efficacy for any indications or its 
safety. 

In summary, from DHHS’s statements on 
the five cited elements required to make a 
determination of ‘‘currently accepted medical 
use’’ for marijuana, DEA has determined that 
none has been fulfilled. A complete scientific 
analysis of all the chemical components 
found in marijuana is still missing. There has 
been no NDA-quality study that has assessed 
the efficacy and full safety profile of 
marijuana for any medical use. At this time, 
it is clear that there is not a consensus of 
medical opinion concerning medical 
applications of marijuana. To date, research 
on the medical use of marijuana has not 
progressed to the point that marijuana can be 
considered to have a ‘‘currently accepted 
medical use’’ or even a ‘‘currently accepted 

medical use with severe restrictions.’’ 21 
U.S.C. 812(b)(2)(B)). Additionally, scientific 
evidence as to the safety or efficacy of 
marijuana is not widely available. 

• Petitioner’s claim of increased 
recognition by health care professionals and 
the medical community, including the 
Institute of Medicine (IOM) 

The petitioner states (pg. 15 line 2), 
‘‘Cannabis’s accepted medical use in the 
United States is increasingly recognized by 
healthcare professionals and the medical 
community, including the Institute of 
Medicine.’’ 

DHHS describes that in February 1997, a 
National Institutes of Health (NIH)-sponsored 
workshop analyzed available scientific 
evidence on the potential utility of 
marijuana. In March 1999, the Institute of 
Medicine (IOM) issued a detailed report on 
the potential medical utility of marijuana. 
Both reports concluded that there need to be 
more and better studies to determine 
potential medical applications of marijuana. 
The IOM report also recommended that 
clinical trials should be conducted with the 
goal of developing safe delivery systems 
(NIH, 1997; IOM, 1999). 

DEA notes that in its recommendations, the 
1999 IOM report states, 
If there is any future for marijuana as a 
medicine, it lies in its isolated components, 
the cannabinoids and their synthetic 
derivatives. Isolated cannabinoids will 
provide more reliable effects than crude plant 
mixtures. Therefore, the purpose of clinical 
trials of smoked marijuana would not be to 
develop marijuana as a licensed drug but 
rather to serve as a first step toward the 
development of nonsmoked rapid-onset 
cannabinoid delivery systems. 

Thus, while the IOM report did support 
further research into therapeutic uses of 
cannabinoids, the IOM report did not 
‘‘recognize marijuana’s accepted medical 
use’’ but rather the potential therapeutic 
utility of cannabinoids. 

DEA notes that the lists presented by the 
petitioner (pg. 16–18) of ‘‘Organizations 
Supporting Access to Therapeutic Cannabis’’ 
(emphasis added) and ‘‘[Organizations 
Supporting] No Criminal Penalty’’ contain a 
majority of organizations that do not 
specifically represent medical professionals. 
By contrast, the petitioner also provides a list 
of ‘‘Organizations Supporting Research on 
the Therapeutic Use of Cannabis’’ (emphasis 
added), which does contain a majority of 
organizations specifically representing 
medical professionals. 

The petitioner discusses (pg. 20, line 11) 
the results of a United States survey 
presented at the annual meeting of the 
American Society of Addiction Medicine, 
and states that the study’s results, 
indicate that physicians are divided on the 
medical use of cannabis (Reuters of 23 April 
2001). Researchers at Rhode Island Hospital 
in Providence asked 960 doctors about their 
attitude towards the statement, ‘‘Doctors 
should be able to legally prescribe marijuana 
as medical therapy.’’ 36 percent of the 
responders agreed, 38 percent disagreed and 
26 percent were neutral. 

DEA notes that the results of the study, 
later published in full (Charuvastra et al., 

2005) show that a slight majority of medical 
doctors polled were opposed to the 
legalization of medical prescription of 
marijuana. This supports the finding that 
there is a material conflict of opinion among 
medical professionals. 

• Patients’ experience in which they 
reported benefits from smoking marijuana 
(Exh. C, Section I(3), pg. 22); 

Under the petition’s section C. I. 3., the 
petitioner proposes both anecdotal self- 
reported effects by patients and clinical 
studies. The petitioner states (pg. 22, line 2), 
[. . .] an increasing number of patients have 
collected experience with cannabis. Many 
reported benefits from its use. Some of this 
experience has been confirmed in reports and 
clinical investigations or stimulated clinical 
research that confirmed these patients’ 
experience on other patients suffering from 
the same disease. 

Anecdotal self-reported effects by patients 
are not adequate evidence for the 
determination of a drug’s accepted medical 
use. DEA previously ruled in its final order 
denying the petition of the National 
Organization for Reform of Marijuana Laws 
(NORML) to reschedule marijuana from 
Schedule I to Schedule II of the Controlled 
Substances Act (57 FR 10499, 1992) that, 
Lay testimonials, impressions of physicians, 
isolated case studies, random clinical 
experience, reports so lacking in details they 
cannot be scientifically evaluated, and all 
other forms of anecdotal proof are entirely 
irrelevant. 

DEA further explained in the same ruling 
that, 
Scientists call [stories by marijuana users 
who claim to have been helped by the drug] 
anecdotes. They do not accept them as 
reliable proofs. The FDA’s regulations, for 
example, provide that in deciding whether a 
new drug is a safe and effective medicine, 
‘‘isolated case reports will not be 
considered.’’ 21 CFR 314.126(e). Why do 
scientists consider stories from patients and 
their doctors to be unreliable? 

First, sick people are not objective 
scientific observers, especially when it comes 
to their own health. [. . .] Second, most of 
the stories come from people who took 
marijuana at the same time they took 
prescription drugs for their symptoms. [. . .] 
Third, any mind-altering drug that produces 
euphoria can make a sick person think he 
feels better. [. . .] Fourth, long-time abusers 
of marijuana are not immune to illness. 

[. . .] Thanks to scientific advances and to 
the passage of the Federal Food, Drug and 
Cosmetic Act (FDCA) in 1906, 21 U.S.C. 301 
et seq., we now rely on rigorous scientific 
proof to assure the safety and effectiveness of 
new drugs. Mere stories are not considered 
an acceptable way to judge whether 
dangerous drugs should be used as 
medicines. 

Thus, patients’ anecdotal experiences with 
marijuana are not adequate evidence when 
evaluating whether marijuana has a currently 
accepted medical use. 

In summary, marijuana contains some 483 
natural constituents and exists in several 
forms, including dried leaves and flowering 
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tops, hashish and hashish oil. It is generally 
smoked as a cigarette. Research with 
marijuana is being conducted in humans in 
the United States under FDA-authorized IND 
applications, and using marijuana cigarettes 
provided by NIDA. Adequate studies have 
not been published to support the safety and 
efficacy of marijuana as a medicine. No NDA 
for marijuana has been submitted to the FDA 
for any indication and thus no medicinal 
product containing botanical cannabis has 
been approved for marketing. DEA notes that 
state laws do not establish a currently 
accepted medical use under federal law. 
Furthermore, DEA previously ruled that 
anecdotal self-reported effects by patients are 
not adequate evidence of a currently 
accepted medical use under federal law. A 
material conflict of opinion among experts 
precludes a finding that marijuana has been 
accepted by qualified experts. At present, 
there is no consensus of medical opinion 
concerning medical applications of 
marijuana. In short, the limited number of 
clinical trials involving marijuana that have 
been conducted to date—none of which have 
progressed beyond phase 1 of the three 
phases needed to demonstrate safety and 
efficacy for purposes of FDA approval—fails 
by a large measure to provide a basis for any 
alteration of the prior conclusions made by 
HHS and DEA (in 1992 and in 2001) that 
marijuana has no currently accepted medical 
use in treatment in the United States. 

FACTOR 4: ITS HISTORY AND CURRENT 
PATTERN OF ABUSE 

Marijuana use has been relatively stable 
from 2002 to 2009, and it continues to be the 
most widely used illicit drug. According to 
the NSDUH, there were 2.4 million new users 
(6,000 initiates per day) in 2009 and 16.7 
million current (past month) users of 
marijuana aged 12 and older. Past month use 
of marijuana was statistically significantly 
higher in 2009 (16.7 million) than in 2008 
(15.2 million), according to NSDUH. An 
estimated 104.4 million Americans age 12 or 
older had used marijuana or hashish in their 
lifetime and 28.5 million had used it in the 
past year. In 2008, most (62.2 percent) of the 
2.2 million new users were less than 18 years 
of age. In 2008, marijuana was used by 75.7 
percent of current illicit drug users and was 
the only drug used by 57.3 percent of these 
users. In 2008, among past year marijuana 
users aged 12 or older, 15.0 percent used 
marijuana on 300 or more days within the 
previous 12 months. This translates into 3.9 
million people using marijuana on a daily or 
almost daily basis over a 12-month period. In 
2008, among past month marijuana users, 
35.7 percent (5.4 million) used the drug on 
20 or more days in the past month. 

Marijuana is also the illicit drug with the 
highest rate of past year dependence or 
abuse. According to the 2009 NSDUH report, 
4.3 million persons were classified with 
marijuana dependence or abuse based on 
criteria specified in the Diagnostic and 
Statistical Manual of Mental Disorders, 4th 
edition (DSM–IV). 

According to the 2010 Monitoring the 
Future (MTF) survey, marijuana is used by a 
large percentage of American youths. Among 
students surveyed in 2010, 17.3 percent of 

eighth graders, 33.4 percent of tenth graders, 
and 43.8 percent of twelfth graders reported 
lifetime use (i.e., any use in their lifetime) of 
marijuana. In addition, 13.7, 27.5 and 34.8 
percent of eighth, tenth and twelfth graders, 
respectively, reported using marijuana in the 
past year. A number of high-schoolers 
reported daily use in the past month, 
including 1.2, 3.3 and 6.1 percent of eighth, 
tenth and twelfth graders, respectively. 

The prevalence of marijuana use and abuse 
is also indicated by criminal investigations 
for which drug evidences were analyzed in 
DEA and state laboratories. The National 
Forensic Laboratory System (NFLIS), which 
compiles information on exhibits analyzed in 
state and local law enforcement laboratories, 
showed that marijuana was the most 
frequently identified drug from January 2001 
through December 2010: In 2010, marijuana 
accounted for 36.3 percent (464,059) of all 
drug exhibits in NFLIS. Similar findings were 
reported by the System to Retrieve 
Information from Drug Evidence (STRIDE), a 
DEA database which compiles information 
on exhibits analyzed in DEA laboratories, for 
the same reporting period. From January 
2001 through December 2010, marijuana was 
the most frequently identified drug. In 2010, 
there were 11,293 marijuana exhibits 
associated with 7,158 law enforcement cases 
representing 16.7 percent of all exhibits in 
STRIDE. 

The high consumption of marijuana is 
being fueled by increasing amounts of 
domestically grown marijuana as well as 
increased amounts of foreign source 
marijuana being illicitly smuggled into the 
United States. In 2009, the Domestic 
Cannabis Eradication and Suppression 
Program (DCE/SP) reported that 9,980,038 
plants were eradicated in outdoor cannabis 
cultivation areas in the United States. Major 
domestic outdoor cannabis cultivation areas 
were found in California, Kentucky, 
Tennessee and Hawaii. Significant quantities 
of marijuana were also eradicated from 
indoor cultivation operations. There were 
414,604 indoor plants eradicated in 2009 
compared to 217,105 eradicated in 2000. 
Most foreign-source marijuana smuggled into 
the United States enters through or between 
points of entry at the United States-Mexico 
border. However, drug seizure data show that 
the amount of marijuana smuggled into the 
United States from Canada via the United 
States-Canada border has risen to a 
significant level. In 2009, the Federal-wide 
Drug Seizure System (FDSS) reported 
seizures of 1,910,600 kg of marijuana. 

While most of the marijuana available in 
the domestic drug markets is lower potency 
commercial-grade marijuana, usually derived 
from outdoor cannabis grow sites in Mexico 
and the United States, an increasing 
percentage of the available marijuana is high 
potency marijuana derived from indoor, 
closely controlled cannabis cultivation in 
Canada and the United States. The rising 
prevalence of high potency marijuana is 
evidenced by a nearly two-fold increase in 
average potency of tested marijuana samples, 
from 4.87 percent D9-THC in 2000 to 8.49 
percent D9-THC in 2008. 

In summary, marijuana is the most 
commonly used illegal drug in the United 

States, and it is used by a large percentage 
of American high-schoolers. Marijuana is the 
most frequently identified drug in state, local 
and federal forensic laboratories, with 
increasing amounts both of domestically 
grown and of illicitly smuggled marijuana. 
An observed increase in the potency of 
seized marijuana also raises concerns. 

FACTOR 5: THE SCOPE, DURATION, AND 
SIGNIFICANCE OF ABUSE 

Abuse of marijuana is widespread and 
significant. DHHS presented data from the 
NSDUH, and DEA has updated this 
information. As previously noted, according 
to the NSDUH, in 2009, an estimated 104.4 
million Americans age 12 or older had used 
marijuana or hashish in their lifetime, 28.5 
million had used it in the past year, and 16.7 
million (6.6 percent) had used it in the past 
month. In 2008, an estimated 15.0 percent of 
past year marijuana users aged 12 or older 
used marijuana on 300 or more days within 
the past 12 months. This translates into 3.9 
million persons using marijuana on a daily 
or almost daily basis over a 12-month period. 
In 2008, an estimated 35.7 percent (5.4 
million) of past month marijuana users aged 
12 or older used the drug on 20 or more days 
in the past month (SAMHSA, NSDUH and 
TEDS). Chronic use of marijuana is 
associated with a number of health risks (see 
Factors 2 and 6). 

Marijuana’s widespread availability is 
being fueled by increasing marijuana 
production domestically and increased illicit 
importation from Mexico and Canada. 
Domestically both indoor and outdoor grow 
sites have been encountered. In 2009, nearly 
10 million marijuana plants were seized from 
outdoor grow sites and over 410,000 were 
seized from indoor sites for a total of over 10 
million plants in 2009 compared to about 2.8 
million plants in 2000 (Domestic Cannabis 
Eradication/Suppression Program). An 
increasing percentage of the available 
marijuana being trafficked in the United 
States is higher potency marijuana derived 
from the indoor, closely controlled 
cultivation of marijuana plants in both the 
US and Canada (Domestic Cannabis 
Eradication/Suppression Program) and the 
average percentage of D9-THC in seized 
marijuana increased almost two-fold from 
2000 to 2008 (The University of Mississippi 
Potency Monitoring Project). Additional 
studies are needed to clarify the impact of 
greater potency, but DEA notes one study 
showing that higher levels of D9-THC in the 
body are associated with greater psychoactive 
effects (Harder and Rietbrock, 1997), which 
can be correlated with higher abuse potential 
(Chait and Burke, 1994). 

Data from TEDS show that in 2008, 17.2 
percent of all admissions were for primary 
marijuana abuse. In 2007, more than half of 
the drug-related treatment admissions 
involving individuals under the age of 15 
(60.8 percent) and more than half of the drug- 
related treatment admissions involving 
individuals 15 to 19 years of age (55.9 
percent), were for primary marijuana abuse. 
In 2007, among the marijuana/hashish 
admissions (286,194), 25.1 percent began 
using marijuana at age 12 or younger. 

In summary, the recent statistics from these 
various surveys and databases show that 
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marijuana continues to be the most 
commonly used illicit drug, with significant 
rates of heavy use and dependence in 
teenagers and adults. 

The petitioner states, ‘‘The use and abuse 
of cannabis has been widespread in the 
United States since national drug use surveys 
began in the 1970s. A considerable number 
of cannabis users suffer from problems that 
meet the criteria for abuse. However, the 
large majority of cannabis users do not 
experience any relevant problems related to 
their use.’’ (pg. 4, line 31). 

Petitioner acknowledges that a 
considerable number of cannabis users suffer 
from problems that meet the criteria for 
abuse. DEA provides data under this Factor, 
as well as Factors 1, 2, and 7, that support 
this undisputed issue. Briefly, current data 
suggest that marijuana use produces adverse 
effects on the respiratory system, memory 
and learning. Marijuana use is associated 
with dependence and addiction. In addition, 
large epidemiological studies indicate that 
marijuana use may exacerbate symptoms in 
individuals with schizophrenia, and may 
precipitate schizophrenic disorders in those 
individuals who are vulnerable to developing 
psychosis. 

FACTOR 6: WHAT, IF ANY, RISK THERE IS 
TO THE PUBLIC HEALTH 

The risk marijuana poses to the public 
health may manifest itself in many ways. 
Marijuana use may affect the physical and/ 
or psychological functioning of an individual 
user, but may also have broader public 
impacts, for example, from a marijuana- 
impaired driver. The impacts of marijuana 
abuse and dependence are more disruptive 
for an abuser, but also for the abuser’s family, 
friends, work environment, and society in 
general. Data regarding marijuana health 
risks are available from many sources, 
including forensic laboratory analyses, crime 
laboratories, medical examiners, poison 
control centers, substance abuse treatment 
centers, and the scientific and medical 
literature. Risks have been associated with 
both acute and chronic marijuana use, 
including risks for the cardiovascular and 
respiratory systems, as well as risks for 
mental health and cognitive function and 
risks related to prenatal exposure to 
marijuana. The risks of marijuana use and 
abuse have previously been discussed in 
terms of the scientific evidence of its 
pharmacological effects on physical systems 
under Factor 2. Below, some of the risks of 
marijuana use and abuse are discussed in 
broader terms of the effects on the individual 
user and the public from acute and chronic 
use of the drug. 

Risks Associated with Acute Use of 
Marijuana 

DHHS states that acute use of marijuana 
impairs psychomotor performance, including 
performance of complex tasks, which makes 
it inadvisable to operate motor vehicles or 
heavy equipment after using marijuana 
(Ramaekers et al., 2004). DHHS further 
describes a study showing that acute 
administration of smoked marijuana impairs 
performance on tests of learning, associative 
processes, and psychomotor behavior (Block 

et al., 1992). DHHS also describes studies 
showing that administration to human 
volunteers of D9-THC in a smoked marijuana 
cigarette produced impaired perceptual 
motor speed and accuracy, two skills that are 
critical to driving ability (Kurzthaler et al., 
1999) and produced increases in 
disequilibrium measures, as well as in the 
latency in a task of simulated vehicle 
braking, at a rate comparable to an increase 
in stopping distance of 5 feet at 60 mph 
(Liguori et al., 1998). 

The petitioner states that (pg., 65, line 10), 
‘‘Although the ability to perform complex 
cognitive operations is assumed to be 
impaired following acute marijuana smoking, 
complex cognitive performance after acute 
marijuana use has not been adequately 
assessed under experimental conditions.’’ As 
described above, DHHS presents evidence of 
marijuana’s acute effects on complex 
cognitive tasks. 

DHHS states that dysphoria and 
psychological distress, including prolonged 
anxiety reactions, are potential responses in 
a minority of individuals who use marijuana 
(Haney et al., 1999). DEA notes reviews of 
studies describing that some users report 
unpleasant psychological reactions. Acute 
anxiety reactions to cannabis may include 
restlessness, depersonalization, derealization, 
sense of loss of control, fear of dying, panic 
and paranoid ideas (see reviews by Thomas, 
1993 and Weil, 1970). 

DEA notes a review of studies showing that 
the general depressant effect of moderate to 
high doses of cannabis might contribute to 
slowed reaction times, inability to maintain 
concentration and lapses in attention (see 
review by Chait and Pierri, 1992). The review 
suggests that fine motor control and manual 
dexterity are generally adversely affected 
although simple reaction time may or may 
not be. DEA also notes studies showing that 
choice or complex reaction time is more 
likely to be affected, with reaction time 
consistently increasing with the difficulty of 
the task (e.g., Block and Wittenborn, 1985). 

DEA also notes additional studies showing 
marijuana use interferes with the ability to 
operate motor vehicles. Studies show that 
marijuana use can cause impairment in 
driving (Robbe and O’Hanlon, 1999). The 
National Highway Traffic Safety 
Administration (NHTSA) conducted a study 
with the Institute for Human 
Psychopharmacology at Maastricht 
University in the Netherlands (Robbe and 
O’Hanlon, 1999) to evaluate the effects of low 
and high doses of smoked D9-THC alone and 
in combination with alcohol on the following 
tests: 1) the Road Tracking Test, which 
measures the driver’s ability to maintain a 
constant speed of 62 mph and a steady lateral 
position between the boundaries of the right 
traffic lane; and 2) the Car Following Test, 
which measures a driver’s reaction times and 
ability to maintain distance between vehicles 
while driving 164 ft behind a vehicle that 
executes a series of alternating accelerations 
and decelerations. Mild to moderate 
impairment of driving was observed in the 
subjects after treatment with marijuana. The 
study found that marijuana in combination 
with alcohol had an additive effect resulting 
in severe driving impairment. 

DEA also notes a study by Bedard and 
colleagues (2007), which used a cross- 
sectional, case-control design with drivers 
aged 20–49 who were involved in a fatal 
crash in the United States from 1993 to 2003. 
Drivers were included if they had been tested 
for the presence of cannabis and had a 
confirmed blood alcohol concentration of 
zero. Cases were drivers who had at least one 
potentially unsafe driving action recorded in 
relation to the crash (e.g., speeding); controls 
were drivers who had no such driving action 
recorded. Authors calculated the crude and 
adjusted odds ratios (ORs) of any potentially 
unsafe driving action in drivers who tested 
positive for cannabis but negative for alcohol 
consumption. Five percent of drivers tested 
positive for cannabis. The crude OR of a 
potentially unsafe action was 1.39 (99 
percent CI = 1.21–1.59) for drivers who tested 
positive for cannabis. Even after controlling 
for age, sex, and prior driving record, the 
presence of cannabis remained associated 
with a higher risk of a potentially unsafe 
driving action (1.29, 99 percent CI = 1.11– 
1.50). Authors of the study concluded that 
cannabis had a negative effect on driving, as 
predicted from various human performance 
studies. 

In 2001, estimates derived from the United 
States Census Bureau and Monitoring the 
Future show that approximately 600,000 of 
the nearly 4 million United States high- 
school seniors drive under the influence of 
marijuana. Approximately 38,000 seniors 
reported that they had crashed while driving 
under the influence of marijuana in 2001 
(MTF, 2001). 

DEA further notes studies suggesting that 
marijuana can affect the performance of 
pilots. Yeswavage and colleagues (1985) 
evaluated the acute and delayed effects of 
smoking one marijuana cigarette containing 
1.9 percent D9-THC (19 mg of D9-THC) on the 
performance of aircraft pilots. Ten subjects 
were trained in a flight simulator prior to 
marijuana exposure. Flight simulator 
performance was measured by the number of 
aileron (lateral control) and elevator (vertical 
control) and throttle changes, the size of 
these control changes, the distance off the 
center of the runaway on landing, and the 
average lateral and vertical deviation from an 
ideal glideslope and center line over the final 
mile of the approach. Compared to the 
baseline performance, significant differences 
occurred at 4 hours. Most importantly, at 24 
hours after a single marijuana cigarette, there 
were significant impairments in the number 
and size of aileron changes, size of elevator 
changes, distance off-center on landing, and 
vertical and lateral deviations on approach to 
landing. Interestingly, despite these 
performance deficits, the pilots reported no 
significant subjective awareness of their 
impairments at 24 hours. 

DEA notes a review of the contaminants 
and adulterants that can be found in 
marijuana (McPartland, 2002). In particular, 
DEA notes that many studies have reported 
contamination of both illicit and NIDA- 
grown marijuana with microbial 
contaminants, bacterial or fungal (McLaren et 
al., 2008; McPartland, 1994, 2002; 
Ungerleider et al., 1982; Taylor et al., 1982; 
Kurup et al., 1983). In a study by Kagen and 
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colleagues (1983), fungi was found in 13 of 
the 14 samples, and evidence of exposure to 
Aspergillus fungi was found in the majority 
of marijuana smokers (13 of 23), but only one 
of the 10 control participants. Aspergillus 
can cause aspergillosis, a fatal lung disease 
and DEA notes studies suggesting an 
association between this disease and 
cannabis smoking among patients with 
compromised immune systems (reviewed in 
McLaren et al., 2008). Other microbial 
contaminants include bacteria such as 
Klebsiella pneumoniae, salmonella 
enteritidis, and group D Streptococcus 
(Ungerlerder et al., 1982; Kagen et al., 1983; 
Taylor et al., 1982). DEA notes reports that 
Salmonella outbreaks have been linked to 
marijuana (Taylor et al., 1982, CDC, 1981). 

Risks Associated with Chronic Use of 
Marijuana 

DHHS states that chronic exposure to 
marijuana smoke is considered to be 
comparable to tobacco smoke with respect to 
increased risk of cancer and lung damage. 
DEA notes studies showing that marijuana 
smoke contains several of the same 
carcinogens and co-carcinogens as tobacco 
smoke and suggesting that pre-cancerous 
lesions in bronchial epithelium also seem to 
be caused by long-term marijuana smoking 
(Roth et al., 1998). DEA also notes the 
publication of a recent case-control study of 
lung cancer in adults (Aldington et al., 2008), 
in which users reporting over 10.5 joint-years 
of exposure had a significantly increased risk 
of developing lung cancer, leading the 
study’s authors to conclude that long-term 
cannabis use increases the risk of lung cancer 
in young adults. In addition, a distinctive 
marijuana withdrawal syndrome has been 
identified, indicating that marijuana 
produces physical dependence (Budney et 
al., 2004), as described in Factor 7. 

DHHS further quotes the Diagnostic and 
Statistical Manual (DSM–IV–TR, 2000) of the 
American Psychiatric Association, which 
states that the consequences of cannabis 
abuse are as follows: 

[P]eriodic cannabis use and intoxication 
can interfere with performance at work or 
school and may be physically hazardous in 
situations such as driving a car. Legal 
problems may occur as a consequence of 
arrests for cannabis possession. There may be 
arguments with spouses or parents over the 
possession of cannabis in the home or its use 
in the presence of children. When 
psychological or physical problems are 
associated with cannabis in the context of 
compulsive use, a diagnosis of Cannabis 
Dependence, rather than Cannabis Abuse, 
should be considered. 

Individuals with Cannabis Dependence 
have compulsive use and associated 
problems. Tolerance to most of the effects of 
cannabis has been reported in individuals 
who use cannabis chronically. There have 
also been some reports of withdrawal 
symptoms, but their clinical significance is 
uncertain. There is some evidence that a 
majority of chronic users of cannabinoids 
report histories of tolerance or withdrawal 
and that these individuals evidence more 
severe drug-related problems overall. 
Individuals with Cannabis Dependence may 

use very potent cannabis throughout the day 
over a period of months or years, and they 
may spend several hours a day acquiring and 
using the substance. This often interferes 
with family, school, work, or recreational 
activities. Individuals with Cannabis 
Dependence may also persist in their use 
despite knowledge of physical problems (e.g., 
chronic cough related to smoking) or 
psychological problems (e.g., excessive 
sedation and a decrease in goal-oriented 
activities resulting from repeated use of high 
doses). 

In addition, DHHS states that marijuana 
use produces acute and chronic adverse 
effects on the respiratory system, memory 
and learning. Regular marijuana smoking 
produces a number of long-term pulmonary 
consequences, including chronic cough and 
sputum (Adams and Martin, 1996), and 
histopathologic abnormalities in bronchial 
epithelium (Adams and Martin, 1996). DEA 
also notes studies suggesting marijuana use 
leads to evidence of widespread airway 
inflammation and injury (Roth et al., 1998, 
Fligiel et al., 1997) and 
immunohistochemical evidence of 
dysregulated growth of respiratory epithelial 
cells that may be precursors to lung cancer 
(Baldwin et al., 1997). In addition, very large 
epidemiological studies indicate that 
marijuana may increase risk of psychosis in 
vulnerable populations, i.e., individuals 
predisposed to develop psychosis 
(Andreasson et al., 1987) and exacerbate 
psychotic symptoms in individuals with 
schizophrenia (Schiffman et al., 2005; Hall et 
al., 2004; Mathers and Ghodse, 1992; 
Thornicroft, 1990; see Factor 2). 

The petitioner cited ‘‘The Missoula 
Chronic Clinical Cannabis Use Study’’ as 
evidence that long-term use of marijuana 
does not cause significant harm in patients 
(Russo et al., 2002). DEA notes that this 
article describes the case histories and 
clinical examination of only four patients 
that were receiving marijuana cigarettes from 
the National Institute on Drug Abuse for a 
variety of medical conditions. The number of 
patients included in the study is not 
adequate for this evaluation. 

The petitioner states, ‘‘Studies have shown 
the long-term use of cannabis to be safe. In 
contrast to many other medicinal drugs, the 
long-term use of cannabis does not harm 
stomach, liver, kidneys and heart.’’ (Exh. C, 
Section II (10), pg. 66). 

However, DHHS states that marijuana has 
not been shown to have an accepted level of 
safety for medical use. There have been no 
NDA-quality studies that have scientifically 
assessed the full safety profile of marijuana 
for any medical condition. DEA notes in 
addition, as described above, the risks 
associated with chronic marijuana use, 
including, as described in Factor 2, risks for 
the cardiovascular and respiratory systems, 
as well as risks for mental health and 
cognitive function and risks related to 
prenatal exposure to marijuana. 

Marijuana as a ‘‘Gateway Drug’’ 

A number of studies have examined the 
widely held premise that marijuana use leads 
to subsequent abuse of other illicit drugs, 
thus functioning as a ‘‘gateway drug.’’ DHHS 

discussed a 25-year study of 1,256 New 
Zealand children, Fergusson et al. (2005), 
which concluded that the use of marijuana 
correlates to an increased risk of abuse of 
other drugs. Other studies, however, do not 
support a direct causal relationship between 
regular marijuana use and other illicit drug 
abuse. DHHS cited the IOM report (1999), 
which states that marijuana is a ‘‘gateway 
drug’’ in the sense that its use typically 
precedes rather than follows initiation of 
other illicit drug use. However, as cited by 
DHHS, the IOM states that, ‘‘[t]here is no 
conclusive evidence that the drug effects of 
marijuana are causally linked to the 
subsequent abuse of other illicit drugs.’’ 
DHHS noted that for most studies that test 
the hypothesis that marijuana causes abuse of 
harder drugs, the determinative measure for 
testing this hypothesis is whether marijuana 
leads to ‘‘any drug use’’ rather than that 
marijuana leads to ‘‘drug abuse and 
dependence’’ as defined by DSM–IV criteria. 

FACTOR 7: ITS PSYCHIC OR 
PHYSIOLOGICAL DEPENDENCE LIABILITY 

DHHS states that many medications that 
are not associated with abuse or addiction, 
such as antidepressants, beta-blockers, and 
centrally acting antihypertensive drugs, can 
produce physical dependence and 
withdrawal symptoms after chronic use. 
However, psychological and physical 
dependence of drugs that have abuse 
potential are important factors contributing 
to increased or continued drug taking. This 
section provides scientific evidence that 
marijuana causes physical and psychological 
dependence. 

Physiological (Physical) Dependence in 
Humans 

Physical dependence is a state of 
adaptation manifested by a drug class- 
specific withdrawal syndrome produced by 
abrupt cessation, rapid dose reduction, 
decreasing blood level of the drug, and/or 
administration of an antagonist (American 
Academy of Pain Medicine, American Pain 
Society and American Society of Addiction 
Medicine consensus document, 2001). 

DHHS states that long-term, regular use of 
marijuana can lead to physical dependence 
and withdrawal following discontinuation as 
well as psychic addiction or dependence. 
The marijuana withdrawal syndrome consists 
of symptoms such as restlessness, irritability, 
mild agitation, insomnia, EEG disturbances, 
nausea, cramping and decrease in mood and 
appetite that may resolve after 4 days, and 
may require in-hospital treatment (Haney et 
al., 1999). It is distinct and mild compared 
to the withdrawal syndromes associated with 
alcohol and heroin use (Budney et al., 1999; 
Haney et al., 1999). DEA notes that Budney 
et al. (1999) examined the withdrawal 
symptomatology in 54 chronic marijuana 
abusers seeking treatment for their 
dependence. The majority of the subjects (85 
percent) reported that they had experienced 
symptoms of at least moderate severity. Fifty 
seven percent (57 percent) reported having 
six or more symptoms of a least moderate 
severity while 47 percent experienced four or 
more symptoms rated as severe. The most 
reported mood symptoms associated with the 
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withdrawal were irritability, nervousness, 
depression, and anger. Some of the other 
behavioral characteristics of the marijuana 
withdrawal syndrome were craving, 
restlessness, sleep disruptions, strange 
dreams, changes in appetite, and violent 
outbursts. 

DHHS discusses a study by Lane and 
Phillips-Bute (1998) which describes milder 
cases of dependence including symptoms 
that are comparable to those from caffeine 
withdrawal, including decreased vigor, 
increased fatigue, sleepiness, headache, and 
reduced ability to work. The marijuana 
withdrawal syndrome has been reported in 
adolescents who were admitted for substance 
abuse treatment or in individuals who had 
been given marijuana on a daily basis during 
research conditions. Withdrawal symptoms 
can also be induced in animals following 
administration of a cannabinoid antagonist 
after chronic D9-THC administration 
(Maldonado, 2002; Breivogel et al., 2003). 
DHHS also discusses a study comparing 
marijuana and tobacco withdrawal symptoms 
in humans (Vandrey et al., 2005) which 
demonstrated that the magnitude and time 
course of the two withdrawal syndromes are 
similar. 

DHHS states that a review by Budney and 
colleagues (2004) of studies of cannabinoid 
withdrawal, with a particular emphasis on 
human studies, led to the recommendation 
that the Diagnostic and Statistical Manual of 
Mental Disorders (DSM) introduce a listing 
for cannabis withdrawal. In this listing, 
common symptoms would include anger or 
aggression, decreased appetite or weight loss, 
irritability, nervousness/anxiety, restlessness 
and sleep difficulties including strange 
dreams. Less common symptoms/equivocal 
symptoms would include chills, depressed 
mood, stomach pain, shakiness and sweating. 

Psychological Dependence in Humans 
In addition to physical dependence, DHHS 

states that long-term, regular use of marijuana 
can lead to psychic addiction or dependence. 
Psychological dependence on marijuana is 
defined by the American Psychiatric 
Association in the DSM–IV and cited by 
DHHS. 

The Diagnostic and Statistical Manual of 
Mental Disorders (DSM–IV) is published by 
the American Psychiatric Association (2000), 
and provides diagnostic criteria to improve 
the reliability of diagnostic judgment of 
mental disorders by mental health 
professionals. DSM–IV currently defines 
‘‘Cannabis Dependence’’ (DSM–IV diagnostic 
category 304.30) as follows: 

Cannabis dependence: A destructive 
pattern of cannabis use, leading to clinically 
significant impairment or distress, as 
manifested by three (or more) of the 
following, occurring when the cannabis use 
was at its worst: 

1. Cannabis tolerance, as defined by either 
of the following: 

a. A need for markedly increased amounts 
of cannabis to achieve intoxication, 

b. Markedly diminished effect with 
continued use of the same amount of 
cannabis. 

2. Greater use of cannabis than intended: 
Cannabis was often taken in larger amounts 
or over a longer period than was intended. 

3. Unsuccessful efforts to cut down or 
control cannabis use: Persistent desire or 
unsuccessful efforts to cut down or control 
cannabis use. 

4. Great deal of time spent in using 
cannabis, or recovering from hangovers. 

5. Cannabis caused reduction in social, 
occupational or recreational activities: 
Important social, occupational, or 
recreational activities given up or reduced 
because of cannabis use. 

6. Continued using cannabis despite 
knowing it caused significant problems: 
Cannabis use is continued despite knowledge 
of having a persistent or recurrent physical 
or psychological problem that is likely to 
have been worsened by cannabis. 

In addition, the DSM–IV added a specifier 
to this diagnostic by which it can be with or 
without physiological (physical) dependence. 

DEA notes additional clinical studies 
showing that frequency of D9-THC use (most 
often as marijuana) escalates over time. 
Individuals increase the number, doses, and 
potency of marijuana cigarettes. Several 
studies have reported that patterns of 
marijuana smoking and increased quantity of 
marijuana smoked were related to social 
context and drug availability (Kelly et al., 
1994; Mendelson and Mello, 1984; Mello, 
1989). 

DEA further notes that Budney et al. (1999) 
reported that 93 percent of marijuana- 
dependent adults seeking treatment reported 
experiencing mild craving for marijuana, and 
44 percent rated their past craving as severe. 
Craving for marijuana has also been 
documented in marijuana users not seeking 
treatment (Heishman et al., 2001). Two 
hundred seventeen marijuana users 
completed a 47-item Marijuana Craving 
Questionnaire and forms assessing 
demographics, drug use history, marijuana- 
quit attempts and current mood. The results 
indicate that craving for marijuana was 
characterized by 1) the inability to control 
marijuana use (compulsivity); 2) the use of 
marijuana in anticipation of relief from 
withdrawal or negative mood (emotionality); 
3) anticipation of positive outcomes from 
smoking marijuana (expectancy); and 4) 
intention and planning to use marijuana for 
positive outcomes (purposefulness). 

In summary, long-term, regular use of 
marijuana can lead to physical dependence 
and withdrawal following discontinuation as 
well as psychic addiction or dependence. 

FACTOR 8: WHETHER THE SUBSTANCE IS 
AN IMMEDIATE PRECURSOR OF A 
SUBSTANCE ALREADY CONTROLLED 
UNDER THE CSA 

Marijuana is not an immediate precursor of 
any controlled substance. 

DETERMINATION 
After consideration of the eight factors 

discussed above and of DHHS’s 
recommendation, DEA finds that marijuana 
meets the three criteria for placing a 
substance in Schedule I of the CSA under 21 
U.S.C. 812(b)(1): 

1. Marijuana has a high potential for abuse 
Marijuana is the most highly abused and 

trafficked illicit substance in the United 
States. Approximately 16.7 million 

individuals in the United States (6.6 percent 
of the United States population) used 
marijuana monthly in 2009. A 2009 national 
survey that tracks drug use trends among 
high school students showed that by 12th 
grade, 32.8 percent of students reported 
having used marijuana in the past year, 20.6 
percent reported using it in the past month, 
and 5.2 percent reported having used it daily 
in the past month. Its widespread availability 
is being fueled by increasing marijuana 
production domestically and increased 
trafficking from Mexico and Canada. 

Marijuana has dose-dependent reinforcing 
effects that encourage its abuse. Both clinical 
and preclinical studies have clearly 
demonstrated that marijuana and its 
principle psychoactive constituent, D9-THC, 
possess the pharmacological attributes 
associated with drugs of abuse. They 
function as discriminative stimuli and as 
positive reinforcers to maintain drug use and 
drug-seeking behavior. 

Significant numbers of chronic users of 
marijuana seek substance abuse treatment. 
Compared to all other specific drugs 
included in the 2008 NSDUH survey, 
marijuana had the highest levels of past year 
dependence and abuse. 

2. Marijuana has no currently accepted 
medical use in treatment in the United States 

DHHS states that the FDA has not 
evaluated nor approved an NDA for 
marijuana. The long-established factors 
applied by DEA for determining whether a 
drug has a ‘‘currently accepted medical use’’ 
under the CSA are as follows. A drug will be 
deemed to have a currently accepted medical 
use for CSA purposes only if all of the 
following five elements have been satisfied. 
As set forth below, none of these elements 
has been fulfilled: 

i. The drug’s chemistry must be known and 
reproducible 

Although the structures of many 
cannabinoids found in marijuana have been 
characterized, a complete scientific analysis 
of all the chemical components found in 
marijuana has not been conducted. 
Furthermore, many variants of the marijuana 
plant are found due to its own genetic 
plasticity and human manipulation. 

ii. There must be adequate safety studies 

Safety studies for acute or sub-chronic 
administration of marijuana have been 
carried out through a limited number of 
Phase I clinical investigations approved by 
the FDA, but there have been no NDA-quality 
studies that have scientifically assessed the 
full safety profile of marijuana for any 
medical condition. Large, controlled studies 
have not been conducted to evaluate the risk- 
benefit ratio of marijuana use, and any 
potential benefits attributed to marijuana use 
currently do not outweigh the known risks. 

iii. There must be adequate and well- 
controlled studies proving efficacy 

DHHS states that there have been no NDA- 
quality studies that have scientifically 
assessed the efficacy of marijuana for any 
medical condition. To establish accepted 
medical use, the effectiveness of a drug must 
be established in well-controlled, well- 
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designed, well-conducted, and well- 
documented scientific studies, including 
studies performed in a large number of 
patients. To date, such studies have not been 
performed for any indications. 

Small clinical trial studies with limited 
patients and short duration are not sufficient 
to establish medical utility. Studies of longer 
duration are needed to fully characterize the 
drug’s efficacy and safety profile. Scientific 
reliability must be established in multiple 
clinical studies. Anecdotal reports and 
isolated case reports are not sufficient 
evidence to support an accepted medical use 
of marijuana. The evidence from clinical 
research and reviews of earlier clinical 
research does not meet the requisite 
standards. 

iv. The drug must be accepted by qualified 
experts 

At this time, it is clear that there is no 
consensus of opinion among experts 
concerning medical applications of 
marijuana. To date, research on the medical 
use of marijuana has not progressed to the 
point that marijuana can be considered to 
have a ‘‘currently accepted medical use’’ or 
a ‘‘currently accepted medical use with 
severe restrictions. 

v. The scientific evidence must be widely 
available 

DHHS states that the scientific evidence 
regarding the safety and efficacy of marijuana 
is typically available only in summarized 
form, such as in a paper published in the 
medical literature, rather than in a raw data 
format. In addition, as noted, there have only 
been a limited number of small clinical trials 
and no controlled, large scale, clinical trials 
have been conducted with marijuana on its 
efficacy for any indications or its safety. 

3. There is a lack of accepted safety for use 
of marijuana under medical supervision 

At present, there are no FDA-approved 
marijuana products, nor is marijuana under 
NDA evaluation at the FDA for any 
indication. Marijuana does not have a 
currently accepted medical use in treatment 
in the United States or a currently accepted 
medical use with severe restrictions. The 
Center for Medicinal Cannabis Research in 
California, among others, is conducting 
research with marijuana at the IND level, but 
these studies have not yet progressed to the 
stage of submitting an NDA. Current data 
suggest that marijuana use produces adverse 
effects on the respiratory system, memory 
and learning. Marijuana use is associated 
with dependence and addiction. In addition, 
very large epidemiological studies indicate 
that marijuana use may be a causal factor for 
the development of psychosis in individuals 
predisposed to develop psychosis and may 
exacerbate psychotic symptoms in 
individuals with schizophrenia. Thus, at this 
time, the known risks of marijuana use have 
not been shown to be outweighed by specific 
benefits in well-controlled clinical trials that 
scientifically evaluate safety and efficacy. In 
sum, at present, marijuana lacks an 
acceptable level of safety even under medical 
supervision. 
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[FR Doc. 2011–16994 Filed 7–7–11; 8:45 am] 
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1 There are two FDA-approved drugs that contain 
a synthetic form of dronabinol, which is one of the 

chemicals found in marijuana. These drugs are 
Marinol (which the FDA approved for the treatment 
of nausea and vomiting associated with cancer 
chemotherapy, and for the treatment of anorexia 
associated with weight loss in patients with AIDS) 
and Syndros (which was approved for the same 
indications as Marinol). 

2 Funding may actually be the most important 
factor in whether research with marijuana (or any 
other experimental drug) takes place. What appears 
to have been the greatest spike in marijuana 
research in the United States occurred shortly after 
the State of California enacted legislation in 1999 
to fund such research. Specifically, in 1999, 
California enacted a law that established the 
‘‘California Marijuana Research Program’’ to 
develop and conduct studies on the potential 
medical utility of marijuana. Cal. Health & Safety 
Code § 11362.9. The state legislature appropriated 
a total of $9 million for the marijuana research 
studies. Over the next five years, DEA received 
applications for registration in connection with at 
least 17 State-sponsored pre-clinical or clinical 
studies of marijuana (all of which DEA granted). 74 
FR 2101, 2105 (2009). However, it appears that once 
the State stopped funding the research, the studies 
ended. 

3 An acceptable and broader definition of 
‘‘cannabinoids’’ includes not only those chemicals 
unique to the cannabis plant but also their 
derivatives and transformation products. 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

21 CFR Part 1301 

[Docket No. DEA–447] 

Applications To Become Registered 
Under the Controlled Substances Act 
To Manufacture Marijuana To Supply 
Researchers in the United States 

AGENCY: Drug Enforcement 
Administration, Department of Justice. 
ACTION: Policy statement. 

SUMMARY: To facilitate research 
involving marijuana and its chemical 
constituents, DEA is adopting a new 
policy that is designed to increase the 
number of entities registered under the 
Controlled Substances Act (CSA) to 
grow (manufacture) marijuana to supply 
legitimate researchers in the United 
States. This policy statement explains 
how DEA will evaluate applications for 
such registration consistent with the 
CSA and the obligations of the United 
States under the applicable 
international drug control treaty. 
DATES: August 12, 2016. 
FOR FURTHER INFORMATION CONTACT: 
Michael J. Lewis, Office of Diversion 
Control, Drug Enforcement 
Administration; Mailing Address: 8701 
Morrissette Drive, Springfield, Virginia 
22152; Telephone: (202) 598–6812. 
SUPPLEMENTARY INFORMATION: 

Background 

Reasons for This Policy Statement 

There is growing public interest in 
exploring the possibility that marijuana 
or its chemical constituents may be used 
as potential treatments for certain 
medical conditions. The Federal Food, 
Drug and Cosmetic Act requires that 
before a new drug is allowed to enter 
the U.S. market, it must be 
demonstrated through adequate and 
well-controlled clinical trials to be both 
safe and effective for its intended uses. 
Congress long ago established this 
process, recognizing that it was essential 
to protect the health and welfare of the 
American people. 

Although no drug product made from 
marijuana has yet been shown to be safe 
and effective in such clinical trials, 
DEA—along with the Food and Drug 
Administration (FDA) and the National 
Institutes of Health (NIH)—fully 
supports expanding research into the 
potential medical utility of marijuana 
and its chemical constituents.1 

There are a variety of factors that 
influence whether and to what extent 
such research takes place. Some of the 
key factors—such as funding—are 
beyond DEA’s control.2 However, one of 
the ways DEA can help to facilitate 
research involving marijuana is to take 
steps, within the framework of the CSA 
and U.S. treaty obligations, to increase 
the lawful supply of marijuana available 
to researchers. 

For nearly 50 years, the United States 
has relied on a single grower to produce 
marijuana used in research. This grower 
operates under a contract with the 
National Institute on Drug Abuse 
(NIDA). This longstanding arrangement 
has historically been considered by the 
U.S. Government to be the best way to 
satisfy our nation’s obligations under 
the applicable international drug control 
treaty, as discussed in more detail 
below. For most of the nearly 50 years 
that this single marijuana grower 
arrangement has been in existence, the 
demand for research-grade marijuana in 
the United States was relatively 
limited—and the single grower was able 
to meet such limited demand. However, 
in recent years, there has been greater 
public interest in expanding marijuana- 
related research, particularly with 
regard to certain chemical constituents 
in the plant known as cannabinoids. 

The term ‘‘cannabinoids’’ generally 
refers to those chemicals unique to the 
cannabis plant (marijuana).3 To date, 
more than 100 different cannabinoids 
have been found in the plant. One such 
cannabinoid—known as cannabidiol or 
CBD—has received increased attention 
in recent years. Although the effects of 
CBD are not yet fully understood by 

scientists, and research is ongoing in 
this area, some studies suggest that CBD 
may have uses in the treatment of 
seizures and other neurological 
disorders. A growing number of 
researchers have expressed interest in 
conducting research with extracts of 
marijuana that have a particular 
percentage of CBD and other 
cannabinoids. DEA fully supports 
research in this area. Based on 
discussions with NIDA and FDA, DEA 
has concluded that the best way to 
satisfy the current researcher demand 
for a variety of strains of marijuana and 
cannabinoid extracts is to increase the 
number of federally authorized 
marijuana growers. To achieve this 
result, DEA, in consultation with NIDA 
and FDA, has developed a new 
approach to allow additional marijuana 
growers to apply to become registered 
with DEA, while upholding U.S. treaty 
obligations and the CSA. This policy 
statement explains the new approach, 
provides details about the process by 
which potential growers may apply for 
a DEA registration, and describes the 
steps they must take to ensure their 
activity will be carried out in 
conformity with U.S. treaty obligations 
and the CSA. 

The historical system, under which 
NIDA relied on one grower to supply 
marijuana on a contract basis, was 
designed primarily to supply marijuana 
for use in federally funded research— 
not for commercial product 
development. Thus, under the historical 
system, there was no clear legal 
pathway for commercial enterprises to 
produce marijuana for product 
development. In contrast, under the new 
approach explained in this policy 
statement, persons may become 
registered with DEA to grow marijuana 
not only to supply federally funded or 
other academic researchers, but also for 
strictly commercial endeavors funded 
by the private sector and aimed at drug 
product development. Likewise, under 
the new approach, should the state of 
scientific knowledge advance in the 
future such that a marijuana-derived 
drug is shown to be safe and effective 
for medical use, pharmaceutical firms 
will have a legal means of producing 
such drugs in the United States— 
independent of the NIDA contract 
process. 

Legal Considerations 

Applicable CSA Provisions 
Under the CSA, all persons who seek 

to manufacture or distribute a controlled 
substance must apply for a DEA 
registration. 21 U.S.C. 822(a)(1). 
Applications by persons seeking to grow 
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4 In making this determination, DEA will consult 
with NIH and FDA, as warranted. 

5 A detailed explanation of the relevant Single 
Convention requirements can be found in 74 FR at 
2114–2118. 

6 In accordance with the CSA, DEA carries out 
functions that are indirectly related to those 
specified in article 23, paragraph 2(e). For example, 
DEA controls imports and exports of cannabis 
through the CSA registration and permitting system. 

marijuana to supply researchers are 
governed by 21 U.S.C. 823(a); see 
generally 76 FR 51403 (2011); 74 FR 
2101 (2009). Under section 823(a), for 
DEA to grant a registration, two 
conditions must be satisfied: (1) The 
registration must be consistent with the 
public interest (based on the 
enumerated criteria listed in section 
823(a)) and (2) the registration must be 
consistent with U.S. obligations under 
the Single Convention on Narcotic 
Drugs, 1961 (Single Convention). An 
applicant seeking registration under 
section 823(a) has ‘‘the burden of 
proving that the requirements for such 
registration pursuant to [this section] are 
satisfied.’’ 21 CFR 1301.44(a). Although 
each application for registration that 
DEA receives will be evaluated 
individually based on its own merit, 
some general considerations warrant 
mention here. 

First, while it is DEA’s intention to 
increase the number of registered 
marijuana growers who will be 
supplying U.S. researchers, the CSA 
does not authorize DEA to register an 
unlimited number of manufacturers. As 
subsection 823(a)(1) provides, DEA is 
obligated to register only the number of 
bulk manufacturers of a given schedule 
I or II controlled substance that is 
necessary to ‘‘produce an adequate and 
uninterrupted supply of these 
substances under adequately 
competitive conditions for legitimate 
medical, scientific, research, and 
industrial purposes.’’ See 74 FR at 
2127–2130 (discussing meaning of 
subsection 823(a)(1)). This provision is 
based on the long-established principle 
that having fewer registrants of a given 
controlled substances tends to decrease 
the likelihood of diversion. 

Consistent with subsection 823(a)(1), 
DEA will evaluate each application it 
receives to determine whether adding 
such applicant to the list of registered 
growers is necessary to provide an 
adequate and uninterrupted supply of 
marijuana (including extracts and other 
derivatives thereof) to researchers in the 
United States.4 

Second, as with any application 
submitted pursuant to section 823(a), in 
determining whether the proposed 
registration would be consistent with 
the public interest, among the factors to 
be considered are whether the applicant 
has previous experience handling 
controlled substances in a lawful 
manner and whether the applicant has 
engaged in illegal activity involving 
controlled substances. In this context, 
illegal activity includes any activity in 

violation of the CSA (regardless of 
whether such activity is permissible 
under State law) as well as activity in 
violation of State or local law. While 
past illegal conduct involving controlled 
substances does not automatically 
disqualify an applicant, it may weigh 
heavily against granting the registration. 

Third, given the in-depth nature of 
the analysis that the CSA requires DEA 
to conduct in evaluating these 
applications, applicants should 
anticipate that, in addition to the 
information requested in the application 
itself, they will be asked to submit other 
information germane to the application 
in accordance with 21 CFR 1301.15. 
This will include, among other things, 
detailed information regarding an 
applicant’s past experience in the 
manufacture of controlled substances. In 
addition, applicants will be asked to 
provide a written explanation of how 
they believe they would be able to 
augment the nation’s supply of research- 
grade marijuana within the meaning of 
subsection 823(a)(1). Applicants may be 
asked to provide additional written 
support for their application and other 
information that DEA deems relevant in 
evaluating the application under section 
823(a). 

Treaty Considerations 

As stated above, DEA may only issue 
a registration to grow marijuana to 
supply researchers if the registration is 
consistent with U.S. obligations under 
the Single Convention. Although this 
policy document will not list all of the 
applicable requirements of the Single 
Convention,5 the following is a 
summary of some of the key 
considerations. 

Under articles 23 and 28 of the Single 
Convention, a party (i.e., a country that 
is a signatory to the treaty) that allows 
the cultivation of cannabis for lawful 
uses (e.g., FDA-authorized clinical 
trials) must: 

(a) Designate the areas in which, and 
the plots of land on which, cultivation 
of the cannabis plant for the purpose of 
producing cannabis shall be permitted; 

(b) License cultivators authorized to 
cultivate cannabis; 

(c) Specify through such licensing the 
extent of the land on which the 
cultivation is permitted; 

(d) Purchase and take physical 
possession of all cannabis crops from all 
cultivators as soon as possible, but not 
later than four months after the end of 
the harvest; and 

(e) Have the exclusive right of 
importing, exporting, wholesale trading 
and maintaining stocks of cannabis. 

As DEA has stated in a prior 
publication, DEA carries out those 
functions of article 23, paragraph 2, that 
are encompassed by the DEA 
registration system (paragraphs (a) 
through (c) above), and NIDA carries out 
those functions relating to purchasing 
the marijuana and maintaining a 
monopoly over the wholesale 
distribution (paragraphs (d) and (e) 
above).6 76 FR at 51409. 

As indicated, DEA’s historical 
approach to ensuring compliance with 
the foregoing treaty requirements was to 
limit the registration of marijuana 
growers who supply researchers to those 
entities that operate under a contract 
with NIDA. Under this historical 
approach, the grower could be 
considered an extension of NIDA and 
thus all marijuana produced by the 
grower was effectively owned by NIDA, 
with NIDA controlling all distribution to 
researchers. 

However, as further indicated, DEA 
has concluded, based on discussions 
with NIDA and FDA, that it would be 
beneficial for research to allow 
additional marijuana growers outside 
the NIDA-contract system, provided this 
could be accomplished in a manner 
consistent with the CSA and the treaty. 
Toward this end, DEA took into account 
the following statement contained in the 
official commentary to the Single 
Convention: 

Countries . . . which produce . . . 
cannabis . . . , [i]n so far as they permit 
private farmers to cultivate the plants . . . , 
cannot establish with sufficient exactitude 
the quantities harvested by individual 
producers. If they allowed the sale of the 
crops to private traders, they would not be 
in a position to ascertain with reasonable 
exactitude the amounts which enter their 
controlled trade. The effectiveness of their 
control régime would thus be considerably 
weakened. In fact, experience has shown that 
permitting licensed private traders to 
purchase the crops results in diversion of 
large quantities of drugs into illicit channels. 
. . . [T]he acquisition of the crops and the 
wholesale and international trade in these 
agricultural products cannot be entrusted to 
private traders, but must be undertaken by 
governmental authorities in the producing 
countries. Article 23 . . . and article 28 . . . 
therefore require a government monopoly of 
the wholesale and international trade in the 
agricultural product in question in the 
country which authorizes its production. 

Commentary at 278 
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Given the foregoing considerations, 
DEA believes it would be consistent 
with the purposes of articles 23 and 28 
of the Single Convention for DEA to 
register marijuana growers outside of 
the NIDA-contract system to supply 
researchers, provided the growers agree 
that they may only distribute marijuana 
with prior, written approval from DEA. 
In other words, in lieu of requiring the 
growers to operate under a contract with 
NIDA, a registered grower will be 
permitted to operate independently, 
provided the grower agrees (through a 
written memorandum of agreement with 
DEA) that it will only distribute 
marijuana with prior, written approval 
from DEA. DEA believes this new 
approach will succeed in avoiding one 
of the scenarios the treaty is designed to 
prevent: Private parties trading in 
marijuana outside the supervision or 
direction of the federal government. 

Also, consistent with the purposes 
and structure of the CSA, persons who 
become registered to grow marijuana to 
supply researchers will only be 
authorized to supply DEA-registered 
researchers whose protocols have been 
determined by the Department of Health 

and Human Services (HHS) to be 
scientifically meritorious. See 21 U.S.C. 
823(f). In 2015, HHS announced the 
details of its current policy for 
evaluating the merits of research 
protocols involving marijuana. 80 FR 
35960 (2015). 

Finally, potential applicants should 
note that any entity granted a 
registration to manufacture marijuana to 
supply researchers will be subject to all 
applicable requirements of the CSA and 
DEA regulations, including those 
relating to quotas, record keeping, order 
forms, security, and diversion control. 

How To Apply for a Registration 

Persons interested in applying for a 
registration to become a bulk 
manufacturer of marijuana to supply 
legitimate researchers can find 
instructions and the application form by 
going to the DEA Office of Diversion 
Control Web site registration page at 
www.deadiversion.usdoj.gov/drugreg/
index.html#regapps. Applicants will 
need to submit Form 225. 

Note Regarding the Nature of This 
Document 

This document is a general statement 
of DEA policy. While this document 
reflects how DEA intends to implement 
the relevant statutory and regulatory 
provisions, it does not establish a rule 
that is binding on any member of the 
public. Any person who applies for a 
registration to grow marijuana (as with 
any other applicant for registration 
under the CSA) is entitled to due 
process in the consideration of the 
application by the Agency. To ensure 
such due process, the CSA provides 
that, before taking action to deny an 
application for registration, DEA must 
serve upon the applicant an order to 
show cause why the application should 
not be denied, which shall provide the 
applicant with an opportunity to request 
a hearing on the application in 
accordance with the Administrative 
Procedure Act. 21 U.S.C. 824(c). 

Dated: July 25, 2016. 
Chuck Rosenberg, 
Acting Administrator. 
[FR Doc. 2016–17955 Filed 8–11–16; 8:45 am] 

BILLING CODE 4410–09–P 
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FAA Order 7400.11, Airspace 
Designations and Reporting Points, is 
published yearly and effective on 
September 15. 

Regulatory Notices and Analyses 

The FAA has determined that this 
proposed regulation only involves an 
established body of technical 
regulations for which frequent and 
routine amendments are necessary to 
keep them operationally current. It, 
therefore: (1) Is not a ‘‘significant 
regulatory action’’ under Executive 
Order 12866; (2) is not a ‘‘significant 
rule’’ under Department of 
Transportation (DOT) Regulatory 
Policies and Procedures (44 FR 11034; 
February 26, 1979); and (3) does not 
warrant preparation of a regulatory 
evaluation as the anticipated impact is 
so minimal. Since this is a routine 
matter that will only affect air traffic 
procedures and air navigation, it is 
certified that this proposed rule, when 
promulgated, will not have a significant 
economic impact on a substantial 
number of small entities under the 
criteria of the Regulatory Flexibility Act. 

Environmental Review 

This proposal will be subject to an 
environmental analysis in accordance 
with FAA Order 1050.1F, 
‘‘Environmental Impacts: Policies and 
Procedures’’ prior to any FAA final 
regulatory action. 

List of Subjects in 14 CFR Part 71 

Airspace, Incorporation by reference, 
Navigation (air). 

The Proposed Amendment 

In consideration of the foregoing, the 
Federal Aviation Administration 
proposes to amend 14 CFR part 71 as 
follows: 

PART 71—DESIGNATION OF CLASS A, 
B, C, D, AND E AIRSPACE AREAS; AIR 
TRAFFIC SERVICE ROUTES; AND 
REPORTING POINTS 

■ 1. The authority citation for part 71 
continues to read as follows: 

Authority: 49 U.S.C. 106(f), 106(g); 40103, 
40113, 40120; E.O. 10854, 24 FR 9565, 3 CFR, 
1959–1963 Comp., p. 389. 

§ 71.1 [Amended] 

■ 2. The incorporation by reference in 
14 CFR 71.1 of FAA Order 7400.11D, 
Airspace Designations and Reporting 
Points, dated August 8, 2019, and 
effective September 15, 2019, is 
amended as follows: 

Paragraph 2004 Jet Routes 

J–2 
From Mission Bay, CA; Imperial, CA; Bard, 

AZ; INT Bard 089° and Gila Bend, AZ, 
261°radials; Gila Bend; Tucson, AZ; El Paso, 
TX; Fort Stockton, TX; Junction, TX; San 
Antonio, TX; Humble, TX; Lake Charles, LA; 
Fighting Tiger, LA; Semmes, AL; Crestview, 
FL; to INT Crestview 091°and Seminole, FL, 
290°radials. 

J–14 

From Panhandle, TX; via Will Rogers, OK; 
Little Rock, AR; to Vulcan, AL. 

J–24 

From Myton, UT, to Hayden, CO. From 
Hugo, CO, Hays, KS; via Salina, KS; Kansas 
City, MO; St. Louis, MO; Brickyard, IN; 
Falmouth, KY; Charleston, WV; to 
Montebello, VA. 

J–37 

From Hobby, TX, via INT of the Hobby 
090° and Harvey, LA, 266° radials; Harvey; 
Semmes, AL; to Montgomery, AL. 

J–39 

From Montgomery, AL; Vulcan, AL, 
Nashville, TN; Louisville, KY, to Rosewood, 
OH. 

J–42 

From Delicias, Mexico, via Fort Stockton, 
TX; Abilene, TX; Ranger, TX; Texarkana, AR; 
Memphis, TN; Nashville, TN; Beckley, WV; 
Montebello, VA; to Gordonsville, VA. 

J–52 

From Vancouver, BC, Canada; via Spokane, 
WA; Salmon, ID; Dubois, ID; Rock Springs, 
WY; Falcon, CO; Hugo, CO; Lamar, CO; 
Liberal, KS; INT Liberal 137° and Ardmor, 
OK 309° radials; Ardmore; Texarkana, AR; 
Sidon, MS; Bigbee, MS; to Vulcan, AL. 

J–55 [Remove] 

J–61 

From Westminster, MD; to Philipsburg, PA. 

J–62 [Remove] 

J–68 

From Gopher, MN, INT Gopher 109° and 
Dells, WI, 310° radials; Dells; Badger, WI; 
INT Badger 086° and Flint, MI, 278° radials; 
to Flint. 

J–79 [Remove] 

J–109 [Remove] 

J–121 [Remove] 

J–150 [Remove] 

J–165 [Remove] 

J–174 [Remove] 

J–191 [Remove] 

J–193 [Remove] 

J–222 [Remove] 

J–225 [Remove] 

J–230 [Remove] 

J–506 [Remove] 

J–561 [Remove] 

J–563 [Remove] 

J–570 [Remove] 

J–573 [Remove] 

J–582 [Remove] 

J–585 [Remove] 

Paragraph 2006 United States Area 
Navigation Routes. 

Q–108 [Remove] 

Issued in Washington, DC, on March 11, 
2020. 
Scott M. Rosenbloom, 
Acting Manager, Airspace Policy Group. 
[FR Doc. 2020–05857 Filed 3–20–20; 8:45 am] 

BILLING CODE 4910–13–P 

DEPARTMENT OF JUSTICE 

Drug Enforcement Administration 

21 CFR Parts 1301 and 1318 

[Docket No. DEA–506] 

RIN 1117–AB54 

Controls To Enhance the Cultivation of 
Marihuana for Research in the United 
States 

AGENCY: Drug Enforcement 
Administration, Department of Justice. 
ACTION: Notice of proposed rulemaking. 

SUMMARY: The Drug Enforcement 
Administration is proposing to amend 
its regulations to comply with the 
requirements of the Controlled 
Substances Act, including consistency 
with treaty obligations, in order to 
facilitate the cultivation of marihuana 
for research purposes and other licit 
purposes. Specifically, this proposed 
rule would amend the provisions of the 
regulations governing applications by 
persons seeking to become registered 
with DEA to grow marihuana as bulk 
manufacturers and add provisions 
related to the purchase and sale of this 
marihuana by DEA. 
DATES: Comments must be submitted 
electronically or postmarked on or 
before May 22, 2020. 
ADDRESSES: To ensure proper handling 
of comments, please reference ‘‘[RIN 
1117–AB54/Docket No. DEA–506]’’ on 
all electronic and written 
correspondence, including any 
attachments. 

• Electronic Comments: DEA 
encourages that all comments be 
submitted electronically through the 
Federal eRulemaking Portal, which 
provides the ability to type short 
comments directly into the comment 
field on the web page or attach a file for 
lengthier comments. Please go to http:// 
www.regulations.gov and follow the 
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1 All functions vested in the Attorney General by 
the CSA have been delegated to the Administrator 
of DEA. 28 CFR 0.100(b). 

2 This document uses both the CSA spelling 
‘‘marihuana’’ and the modern spelling ‘‘marijuana’’ 
interchangeably. 

3 Section 823(a) provides that the registrations to 
manufacture controlled substances in schedule I or 
II must be ‘‘consistent with the public interest and 
with United States obligations under international 
treaties, conventions, or protocols in effect on May 
1, 1971.’’ The Single Convention entered into force 
for the United States on June 24, 1967. See Single 
Convention, 18 U.S.T. 1407. 

online instructions at that site for 
submitting comments. Upon completion 
of your submission, you will receive a 
Comment Tracking Number for your 
comment. Please be aware that 
submitted comments are not 
instantaneously available for public 
view on Regulations.gov. If you have 
received a Comment Tracking Number, 
your comment has been successfully 
submitted and there is no need to 
resubmit the same comment. 
Commenters should be aware that the 
electronic Federal Docket Management 
System will not accept any comments 
after 11:59 p.m. Eastern Time on the last 
day of the comment period. 

• Paper Comments: Paper comments 
that duplicate electronic submissions 
are not necessary. Should you wish to 
mail a paper comment in lieu of an 
electronic comment, it should be sent 
via regular or express mail to: Drug 
Enforcement Administration, Attn: DEA 
Federal Register Representative/DPW, 
8701 Morrissette Drive, Springfield, 
Virginia 22152–2639. 

• Paperwork Reduction Act 
Comments: All comments concerning 
collections of information under the 
Paperwork Reduction Act must be 
submitted to the Office of Information 
and Regulatory Affairs, Office of 
Management and Budget, Attention: 
Desk Officer for DOJ, Washington, DC 
20503. Please state that your comment 
refers to RIN 1117–AB54/Docket No. 
DEA–506. 
FOR FURTHER INFORMATION CONTACT: 
Scott A. Brinks, Regulatory Drafting and 
Policy Support Section (DPW), 
Diversion Control Division, Drug 
Enforcement Administration; Mailing 
Address: 8701 Morrissette Drive, 
Springfield, Virginia 22152–2639; 
Telephone: (571) 362–3261. 
SUPPLEMENTARY INFORMATION: 

Posting of Public Comments 

Please note that all comments 
received in response to this docket are 
considered part of the public record. 
They will, unless reasonable cause is 
given, be made available by DEA for 
public inspection online at http://
www.regulations.gov. Such information 
includes personal identifying 
information (such as your name, 
address, etc.) that you voluntarily 
submit. The Freedom of Information Act 
applies to all comments received. If you 
want to submit personal identifying 
information (such as your name, 
address, etc.) as part of your comment, 
but do not want it to be made publicly 
available, you must include the phrase 
‘‘PERSONAL IDENTIFYING 
INFORMATION’’ in the first paragraph 

of your comment. You must also place 
all of the personal identifying 
information you do not want made 
publicly available in the first paragraph 
of your comment and identify what 
information you want redacted. 

If you want to submit confidential 
business information as part of your 
comment, but do not want it to be made 
publicly available, you must include the 
phrase ‘‘CONFIDENTIAL BUSINESS 
INFORMATION’’ in the first paragraph 
of your comment. You must also 
prominently identify the confidential 
business information to be redacted 
within the comment. 

Comments containing personal 
identifying information or confidential 
business information identified as 
directed above will be made publicly 
available in redacted form. If a comment 
has so much confidential business 
information that it cannot be effectively 
redacted, all or part of that comment 
may not be made publicly available. 
Comments posted to http://
www.regulations.gov may include any 
personal identifying information (such 
as your name, address, etc.) included in 
the text of your electronic submission 
that is not identified as directed above 
as confidential. 

An electronic copy of this proposed 
rule is available at http://
www.regulations.gov for ease of 
reference. 

Background and Purpose of This 
Proposed Rule 

Under the Controlled Substances Act 
(CSA), all persons who seek to 
manufacture a controlled substance 
must apply for and obtain a DEA 
registration.1 21 U.S.C. 822(a)(1). The 
CSA defines ‘‘manufacture’’ to include 
the ‘‘production’’ of a controlled 
substance, which includes, among other 
things, the planting, cultivation, 
growing, or harvesting of a controlled 
substance. 21 U.S.C. 802(15), (22). Thus, 
any person who seeks to plant, 
cultivate, grow, or harvest marihuana 2 
to supply researchers or for other uses 
permissible under the CSA (such as 
product development) must obtain a 
DEA manufacturing registration. 
Because marihuana is a schedule I 
controlled substance, applications by 
persons seeking to become registered to 
manufacture marihuana are governed by 
21 U.S.C. 823(a). See generally 76 FR 
51403 (2011); 74 FR 2101 (2009), pet. for 
rev. denied, Craker v. DEA, 714 F.3d 17 

(1st Cir. 2013). Under section 823(a), for 
DEA to grant a registration, the DEA 
Administrator must determine that two 
conditions are satisfied: (1) The 
registration is consistent with the public 
interest (based on the enumerated 
criteria in section 823(a)), and (2) the 
registration is consistent with U.S. 
obligations under the Single Convention 
on Narcotic Drugs, 1961 (‘‘Single 
Convention’’ or ‘‘Treaty’’), 18 U.S.T. 
1407.3 

In 2016, DEA issued a policy 
statement aimed at expanding the 
number of manufacturers who could 
produce marihuana for research 
purposes. See Applications to Become 
Registered under the Controlled 
Substances Act to Manufacture 
Marijuana to Supply Researchers in the 
United States, 81 FR 53846 (Aug. 12, 
2016). Subsequently, the Department of 
Justice (DOJ) undertook a review of the 
CSA, including the provisions requiring 
consistency with obligations under 
international treaties such as the Single 
Convention, and determined that certain 
changes to its 2016 policy were needed. 
The pertinent Treaty provisions are 
found in articles 23 and 28 of the Single 
Convention, which are summarized 
below. Additionally, DEA believes that 
these changes will enhance and improve 
research with marihuana and facilitate 
research that could result in the 
development of marihuana-based 
medicines approved by the Food and 
Drug Administration (FDA). 

This proposed rule is being issued 
pursuant to the Administrator’s 
authority under the CSA ‘‘to promulgate 
rules and regulations and to charge 
reasonable fees relating to the 
registration and control of the 
manufacture, distribution, and 
dispensing of controlled substances,’’ 21 
U.S.C. 821, and to ‘‘promulgate and 
enforce any rules, regulations, and 
procedures which he may deem 
necessary and appropriate for the 
efficient execution of his functions 
under [the CSA],’’ 21 U.S.C. 871(b). 

A. Relevant Provisions of the Single 
Convention 

Because the terminology used in the 
Single Convention is somewhat 
different from that in the CSA, a brief 
explanation is warranted. The Single 
Convention uses the terms ‘‘cannabis,’’ 
‘‘cannabis plant,’’ and ‘‘cannabis 
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4 As discussed below, the Agriculture 
Improvement Act of 2018, Public Law 115–334, 
removed hemp from the CSA definition of 
marihuana. This proposed rule applies only to 
cannabis that is included in the CSA definition of 
marihuana. 

5 The United Nations’ Economic and Social 
Council requested that the Secretary-General 

prepare the Commentary ‘‘in the light of the 
relevant conference proceedings and other 
material’’ in order to aid governments in applying 
the Single Convention. The Commentary (1973) is 
not binding on Parties to the Convention. Economic 
and Social Council Resolution 1962/914(XXXIV) D 
(Aug. 3, 1962). 

6 The Single Convention provides that the five 
functions of article 23, paragraph 2 ‘‘shall be 
discharged by a single government agency if the 
constitution of the Party concerned permits it.’’ 
Single Convention art. 23(3). Nothing in the 
Constitution would preclude the United States from 
discharging all of those controls through one 
government agency. The Commentary to the Single 
Convention notes that this is in order to facilitate 
national planning and coordinated management of 
the various tasks imposed upon a country by Article 
23, and that in countries where more than one 
agency is needed on constitutional grounds, 
administrative arrangements should be made to 
ensure the required coordination. 

7 The meanings of the terms ‘‘medicinal 
cannabis’’ and ‘‘cannabis preparations’’ are 
addressed later in this document. Article 23, 
paragraph 2(e) also refers to ‘‘opium alkaloids.’’ 
However, due to distinctions between the opiates 
derived from the opium poppy and the 
cannabinoids derived from the cannabis plant, the 
notion of ‘‘cannabis alkaloids’’ is inapplicable. 

resin’’—all of which are generally 
encompassed by the CSA definition of 
‘‘marihuana’’ in 21 U.S.C. 802(16)).4 The 
Single Convention defines ‘‘cannabis 
plant’’ as ‘‘any plant of the genus 
Cannabis.’’ Single Convention art. 
1(1)(c). The Single Convention defines 
‘‘cannabis’’ as the ‘‘flowering or fruiting 
tops of the cannabis plant (excluding 
the seeds and leaves when not 
accompanied by the tops) from which 
the resin has not been extracted.’’ Id. art. 
1(1)(b). The Single Convention defines 
‘‘cannabis resin’’ as the ‘‘separated 
resin, whether crude or purified, 
obtained from the cannabis plant.’’ Id. 
art. 1(1)(d). 

Article 28 of the Single Convention 
states in paragraph 1: ‘‘If a Party permits 
the cultivation of the cannabis plant for 
the production of cannabis or cannabis 
resin, it shall apply thereto the system 
of controls as provided in article 23 
respecting the control of the opium 
poppy.’’ Paragraph 2 of that article 
excludes from the Convention the 
cultivation of cannabis for industrial or 
horticultural purposes. Because the 
United States permits the cultivation of 
marihuana for the production of 
cannabis and cannabis resin currently 
only for research purposes, it is 
obligated under the Treaty to apply to 
the marihuana plant cultivated for these 
purposes the ‘‘system of controls’’ 
provided in article 23 respecting the 
control of the opium poppy. 

The Commentary to the Single 
Convention contains the following 
explanation of articles 23 and 28 within 
the overall framework of the Treaty: 

The system of control over all stages of the 
drug economy which the Single Convention 
provides has two basic features: Limitation of 
narcotic supplies of each country . . . to the 
quantities that it needs for medical and 
scientific purposes, and authorization of each 
form of participation in the drug economy, 
that is, licensing of producers, manufacturers 
and traders . . . . In the case of the 
production of opium, coca leaves, cannabis 
and cannabis resin, this régime is 
supplemented by the requirement of 
maintaining government monopolies for the 
wholesale and international trade in these 
drugs in countries which produce them 
. . . . 

Secretary-General of the United 
Nations, Commentary on the Single 
Convention on Narcotic Drugs, 1961, 
263 (1973) (emphasis added) (footnotes 
omitted).5 

Article 23(2) of the Single 
Convention, made applicable to 
marijuana cultivation by Article 28, 
contains five requirements for the 
supervision, licensing, and distribution 
of marijuana.6 

(a) Designate the areas in which, and 
the plots of land on which, cultivation 
of the cannabis plant for the purpose of 
producing cannabis or cannabis resin 
shall be permitted. 

(b) Ensure that only cultivators 
licensed by the agency shall be 
authorized to engage in such 
cultivation. 

(c) Ensure that each license shall 
specify the extent of the land on which 
the cultivation is permitted. 

(d) Require all cultivators of the 
cannabis plant to deliver their total 
crops of cannabis and cannabis resin to 
the agency and ensure that the agency 
purchases and takes physical possession 
of such crops as soon as possible, but 
not later than four months after the end 
of the harvest. 

(e) Have the exclusive right of 
importing, exporting, wholesale trading, 
and maintaining stocks of cannabis and 
cannabis resin, except that this 
exclusive right need not extend to 
medicinal cannabis, cannabis 
preparations, or the stocks of cannabis 
and cannabis resin held by 
manufacturers of such medicinal 
cannabis and cannabis preparations.7 

DEA already directly performs 
functions (a), (b), and (c) by virtue of the 
CSA registration system as applied to 
manufacturers of marihuana. In order to 
ensure that DEA complies with the CSA 
and grants registrations that are 
consistent with relevant treaty 

provisions, namely articles 23 and 28 of 
the Single Convention, DEA proposes to 
directly perform functions (d) and (e) as 
well. This proposed rule would amend 
DEA’s regulations so that DEA directly 
carries out these remaining two 
functions. 

DEA also recognizes that the 
Department of Health and Human 
Services (HHS) has, for nearly 50 years, 
maintained an essential program aimed 
at ensuring that marihuana is available 
to meet the research and scientific needs 
of the United States. The regulations 
proposed here, if finalized, will require 
some changes to this program, but DEA 
is committed to ensuring that the 
National Institute on Drug Abuse 
(NIDA) program continues with 
minimal disruption and there is no 
impact on the availability of marihuana 
through the NIDA Drug Supply Program 
(DSP). 

After the publication of the 2016 
policy statement, DOJ advised DEA that 
it must adjust its policies and practices 
to ensure compliance with the CSA, 
including the CSA’s requirement that 
registrations be consistent with the 
Single Convention. Therefore, the 
regulations being proposed herein, if 
finalized, would ensure that DEA 
regulations comply with applicable law. 
Within that framework, DEA is 
proposing changes to support using 
marihuana (including extracts and 
substances derived therefrom) 
cultivated in the United States to 
perform research which, among other 
things, may lead to the approval of FDA- 
approved medicines. Thus, the 
proposed rule, if adopted, would 
supersede the 2016 policy statement. 

To address the foregoing 
considerations, the proposed rule would 
add regulations stating: 

(1) All registered manufacturers who 
cultivate cannabis shall deliver their 
total crops of cannabis to DEA. DEA 
shall purchase and take physical 
possession of such crops as soon as 
possible, but not later than four months 
after the end of the harvest. DEA may 
accept delivery and maintain possession 
of such crops at the registered location 
of the registered manufacturer 
authorized to cultivate cannabis 
consistent with the maintenance of 
effective controls against diversion. In 
such cases, DEA shall designate a secure 
storage mechanism at the registered 
location in which DEA may maintain 
possession of the cannabis, and DEA 
will control access to the stored 
cannabis. If DEA determines that no 
suitable location exists at the registered 
location of the registered manufacturer 
authorized to cultivate cannabis, then 
DEA shall designate a location for the 
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8 Among other things, these definitions take into 
account the current CSA definition of marihuana 
(21 U.S.C. 802(16)), which was amended in 2018 to 
exclude ‘‘hemp’’ as defined in section 297A of the 
Agricultural Marketing Act of 1946 (7 U.S.C. 
1639o(1)). 

9 As indicated above, the requirement that 
registered growers deliver all cannabis to DEA no 
later than four months after the end of the harvest 
applies in all situations—even where the cannabis 
will later be distributed by DEA back to the grower 
for further use. Thus, the above exception that 
allows DEA-registered manufacturers of medicinal 
cannabis and cannabis preparations to maintain 
stocks of cannabis materials for the purpose of 
producing such drugs or preparations only applies 
where the raw cannabis material was previously 
delivered to DEA. 

10 DEA would take title to an amount up to the 
applicant’s manufacturing quota. Growing 
marihuana in excess of a manufacturing quota is a 
violation of federal law. 21 U.S.C. 842(b). Thus, any 
marihuana grown in excess of a manufacturing 

Continued 

authorized grower to deliver the crop as 
soon as possible, but not later than four 
months after the end of the harvest. 
However, in all cases the registrant must 
comply with the security requirements 
specified in 21 CFR part 1301. 

(2) DEA shall, with respect to 
cannabis, have the exclusive right of 
importing, exporting, wholesale trading, 
and maintaining stocks other than those 
held by registered manufacturers and 
distributors of medicinal cannabis or 
cannabis preparations. Such exclusive 
right shall not extend to medicinal 
cannabis or cannabis preparations. DEA 
may exercise its exclusive right by 
authorizing the performance of such 
activities by appropriately registered 
persons. DEA will require prior written 
notice of each proposed importation, 
exportation, or distribution of cannabis 
that specifies the quantity of cannabis to 
be imported, exported, or distributed 
and the name, address, and registration 
number of the registered manufacturer 
or researcher to receive the cannabis 
before authorizing the importation, 
exportation, or distribution. All 
importation and exportation shall be 
performed in compliance with 21 CFR 
part 1312, as applicable. Under no 
circumstance shall a registered 
manufacturer authorized to grow 
cannabis import, export, or distribute 
cannabis without the express written 
authorization of DEA. 

(3) A registered manufacturer 
authorized to grow cannabis shall notify 
DEA in writing of its proposed date of 
harvest at least fifteen days before the 
commencement of the harvest. 

It should be noted that the timing of 
when DEA would take physical 
possession of the crops, if delayed, 
would not only increase the risk of 
diversion, but would also adversely 
impact the quality of the crop. Whereas 
DEA is proposing to take physical 
possession not later than four months 
from the time of harvest, it is DEA’s 
intent to take physical possession as 
soon as possible and to distribute 
marihuana as soon as is practical to 
those who are authorized to receive it. 

The exceptions made for ‘‘medicinal 
cannabis or cannabis preparations’’ also 
warrant explanation. In view of the text 
of the Single Convention, and taking 
into account the current wording of 
Federal law,8 the regulations being 
proposed would define these terms as 
follows: 

• Medicinal cannabis means a drug 
product made from the cannabis plant, 
or derivatives thereof that can be legally 
marketed under the Federal Food, Drug, 
and Cosmetic Act. However, such term 
does not include any material, 
compound, mixture, or preparation that 
falls outside the CSA definition of 
marihuana. 

• Cannabis preparation means 
cannabis that was delivered to DEA and 
subsequently converted by a registered 
manufacturer into a mixture (solid or 
liquid) containing cannabis, cannabis 
resin, or extracts of cannabis. However, 
such term does not include any 
material, compound, mixture, or 
preparation that falls outside the CSA 
definition of marihuana. 

Thus, under the proposed rule, DEA 
would have the exclusive right of 
importing, exporting, wholesale trading, 
and maintaining stocks of marihuana 
other than those held by DEA-registered 
manufacturers and distributors of 
medicinal cannabis or cannabis 
preparations. Further, this exclusive 
right would not apply to medicinal 
cannabis or cannabis preparations. 

To summarize those provisions of the 
proposed rule that are intended to 
ensure that registrations are granted in 
compliance with the CSA as the number 
of registered manufacturers increases, 
all marihuana grown by DEA-registered 
manufacturers in the United States 
would be delivered by such registrants 
to DEA no later than four months after 
the end of the harvest. Thereafter, DEA 
would authorize exportation, 
distribution, and maintenance of stocks 
of such marihuana with two important 
exceptions: 

(1) DEA-registered manufacturers of 
(a) an FDA-approved marihuana-derived 
drug (i.e., ‘‘medicinal cannabis’’), and 
(b) ‘‘cannabis preparations’’ would be 
permitted to maintain stocks of cannabis 
materials obtained from DEA for the 
purpose of producing such drugs or 
preparations; 9 and 

(2) Once marihuana material that was 
previously purchased by DEA is 
subsequently converted by a DEA- 
registered manufacturer into (a) an FDA- 
approved drug (‘‘medicinal cannabis’’) 
or (b) a ‘‘cannabis preparation,’’ the 
material no longer would be subject to 

the foregoing exclusive right and could 
be further distributed or dispensed by a 
DEA registrant in any manner 
authorized under the CSA. DEA is 
committed to ensuring this new 
requirement is implemented in a 
manner that supports the policy goal of 
facilitating research involving marijuana 
and its chemical constituents. 

B. Activities Performed by Bulk 
Manufacturers of Marihuana and the 
Application of These Proposed 
Regulations on Those Activities 

Based on approximately 35 pending 
applications resulting from publication 
of its 2016 policy statement, DEA 
anticipates that those bulk 
manufacturers who would obtain a 
registration from DEA to grow 
marihuana would be one (or more) of 
three different types. In this section, 
DEA describes each type and how the 
proposed regulations, if finalized as 
proposed, would impact those 
registrants with regard to functions (1) 
and (2) described in the previous 
section. 

(1) A Bulk Manufacturer Who Grows 
Marihuana for Its Own Research or Drug 
Development Purposes 

A number of applicants seek to grow 
marihuana for their own research 
endeavors, including some who wish to 
develop an FDA-approved medicine 
from extracts or derivatives of the 
marihuana plant. Based on the 
accompanying information supplied by 
the applicant to DEA in connection with 
their application, these applicants 
would list themselves as a ‘‘purchaser,’’ 
meaning that once their crop was 
harvested, they would seek to use the 
marihuana for their internal research 
purposes. Applicants must obtain a 
separate schedule I research registration 
from DEA to perform research with 
marihuana in accordance with 21 CFR 
1301.13 and 1301.32. However, bulk 
marihuana growers may manufacture 
marihuana for use by other researchers 
under a manufacturing registration (and 
pursuant to a quota granted to them by 
DEA for that purpose under 21 CFR 
1303.21(a)). 

For applicants within this category, 
within four months of harvest, DEA 
would travel to the DEA-registered 
location, purchase, and take title to the 
crop by issuing the grower a DEA Form 
222.10 Once DEA has taken title to the 
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quota would be subject to seizure and destruction. 
See id. 881(g). 

11 As in the first scenario, DEA only would take 
title to an amount up to the applicant’s 
manufacturing quota. Any marihuana grown in 
excess of a manufacturing quota would be subject 
to seizure and destruction. See 21 U.S.C. 842(b), 
881(g). 

12 The Department of Health and Human Services 
maintains procedures for providing this same 
marihuana to non-NIH funded researchers as well. 

13 As above, DEA only would take title to an 
amount up to the National Center’s manufacturing 
quota, with amount grown in excess of the 
manufacturing quota subject to seizure and 
destruction. See 21 U.S.C. 842(b), 881(g). 

14 For a detailed explanation of subsection 823(a) 
(1), see 74 FR at 2127–33. 

crop, it would then distribute a quantity 
of marihuana that does not exceed the 
company’s DEA-issued procurement 
quota back to that same manufacturer. 
In this way, DEA would take physical 
possession of the crop and control its 
distribution. Additionally, the material 
owned by the government will be 
maintained at the DEA-registered 
manufacturer’s location and DEA would 
maintain its ability to access the storage 
location at which such crops are located 
as it deemed necessary. 

(2) A Bulk manufacturer Who Supplies 
Marihuana to Other DEA Registrants, 
Including National Institutes of Health 
Funded and Non-National Institutes of 
Health Funded Researchers 

Some applicants are seeking to grow 
marihuana for use by other DEA 
registrants including ‘‘non-bulk’’ 
manufacturers and schedule I 
researchers, including National 
Institutes of Health (NIH) funded and 
non-NIH funded researchers. This sub- 
set of bulk manufacturers would be 
required to obtain from each customer a 
bona fide supply agreement, listing the 
name and address of the end user, the 
end user’s DEA registration number, the 
quantity of marihuana to be supplied, 
and the price that the end user and 
grower have mutually agreed upon. DEA 
will consider this information, along 
with additional information, when 
establishing an individual 
manufacturing quota for the grower. 

For applicants that fall within this 
sub-set, within four months of harvest, 
DEA would travel to the DEA-registered 
location, purchase, and take title to the 
crop by issuing the grower a DEA Form 
222.11 For this reason, each grower must 
provide written notice to DEA of its 
proposed date of harvest at least fifteen 
days prior to the commencement of the 
harvest. Once DEA has purchased and 
taken title to the crop, the material 
would be maintained, under seal, in 
DEA’s possession in the manufacturer’s 
schedule I vault until such time that a 
distribution is necessary. In this 
scenario, DEA may distribute (or export) 
the marihuana directly or may choose to 
authorize the grower to distribute 
marihuana on the government’s behalf. 
Again, marihuana owned by the 
government is maintained at the DEA- 
registered manufacturer’s site where 
DEA would maintain its ability to access 

the storage location at which such crops 
are located as it deemed necessary. 

(3) A Bulk Manufacturer Who Supplies 
Marihuana To Support NIDA’s Drug 
Supply Program 

Over the last several decades, NIDA 
has administered a contract to produce 
high quality marihuana for use by 
researchers who have obtained federal 
funding (grants) for such research.12 
This contract has been awarded to the 
National Center for Natural Products 
Research at the University of 
Mississippi (National Center). In 
accordance with that contract and DEA 
regulations, NIDA assesses the quantity 
of marihuana that is necessary to be 
grown for research purposes in a given 
year and communicates that information 
to both the National Center and DEA. 
The National Center applies for, and 
must first obtain, a manufacturing quota 
from DEA and is then authorized to 
grow marihuana up to the limit 
established by their DEA-issued quota. 
At the time of harvest, a portion of that 
material is held in inventory at the 
National Center while other portions are 
distributed to another DEA registrant, 
Research Triangle Institute (RTI). 
Currently, at the direction of NIDA, both 
RTI and the National Center may 
prepare marihuana in a manner which 
is suitable for research studies and ship 
it to researchers. In these instances, 
marihuana held in inventory at the 
National Center and RTI are the 
property of NIDA. The regulations 
proposed in this notice of proposed 
rulemaking (NPRM) are intended to 
enhance and improve upon existing 
DEA regulations that supported the 
NIDA DSP and will facilitate research 
that may lead to the development of 
FDA-approved medicines. 

This regulation, if finalized, would 
require changes to the current scheme 
described above. Although NIDA can, 
and would, continue to administer the 
contract in support of its DSP and the 
National Center (or other NIDA contract 
holder) could continue to grow and 
produce marihuana in support of 
research pursuant to that contract (for as 
long as that contract is renewed), within 
four months of harvest, DEA would 
travel to the National Center at the time 
of harvest and take title and possession 
to the crop by issuing the National 
Center a DEA Form 222.13 Once DEA 

has taken title and possession of the 
crop, the material would be maintained, 
under seal, in DEA’s possession in the 
National Center’s schedule I vault until 
such time that a distribution to another 
DEA registrant is authorized. In this 
scenario, DEA may distribute (or export) 
the marijuana directly or may choose to 
authorize the National Center to 
distribute marihuana on the 
government’s behalf. In both situations, 
DEA’s distributions would be in 
accordance with NIDA’s 
recommendation. And, as such, DEA 
does not envision a scenario in which 
it would deny or delay a distribution to 
a duly registered schedule I researcher 
authorized to handle marihuana. 
Marihuana owned by DEA would be 
maintained at the National Center, 
where DEA would maintain its ability to 
access the storage location at which its 
crops are located. 

C. Application of the Public Interest 
Factors 

As indicated, in addition to the 
foregoing treaty considerations, DEA 
may grant a registration to manufacture 
a schedule I or II controlled substance 
only where the Administrator 
determines that the registration is 
consistent with the public interest, 
based on the criteria listed in 21 U.S.C. 
823(a). The first of those criteria, set 
forth in subsection 823(a)(1), provides 
that, for the purpose of maintaining 
effective controls against diversion, the 
number of registered bulk 
manufacturers of a given schedule I or 
II controlled substance should be 
limited to that which can produce an 
adequate and uninterrupted supply of 
marihuana under adequately 
competitive conditions.14 

The proposed rule would explain how 
DEA will evaluate whether a particular 
application is consistent with the public 
interest factors of 21 U.S.C. 823(a), 
including factor 823(a)(1). As discussed 
above, a bona fide supply agreement 
between a grower and a duly registered 
schedule I researcher or manufacturer 
provides evidence that an applicant’s 
registration is necessary to produce an 
adequate and uninterrupted supply of 
marihuana under adequately 
competitive conditions. An applicant 
proposing to grow marihuana to supply 
its own research may also be deemed to 
have satisfied the public interest factor 
of 823(a)(1) upon the presentation of 
evidence that it possesses a registration 
to conduct research with marihuana 
under 21 CFR 1301.32. Such a 
researcher will only be granted quota to 
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15 The proposed rule provides that, in 
determining the legitimate demand for marihuana 
and its derivatives in the United States, the 
Administrator shall consult with the Department of 
Health and Human Services, including its 
components. 

16 The United States Department of Agriculture 
has issued regulations and guidance to implement 
a program for the commercial production of 
industrial hemp in the United States under the 
framework of the AIA. See Establishment of a 
Domestic Hemp Production Program, 84 FR 58522 
(Oct. 31, 2019). 

17 Rounded to nearest whole dollar. The cost of 
$607,644 is explained below. 

the extent authorized by its approved 
research protocol. 

The proposed rule further provides 
that the Administrator’s determination 
of which applicants to select will be 
consistent with the public interest 
factors in section 823(a), with particular 
emphasis on the criteria discussed in 
the preceding paragraph as well as the 
following: 

(1) The applicant’s ability to 
consistently produce and supply 
marihuana of a high quality and defined 
chemical composition; and 

(2) Whether the applicant has 
demonstrated prior compliance with the 
CSA and DEA regulations. 

The preceding criteria are designed to 
result in registration of those 
manufacturers of marihuana that can 
most efficiently supply the lawful needs 
of the U.S. market in terms of quantity 
and quality.15 These criteria are further 
aimed at selecting applicants that can be 
entrusted with the responsibility of a 
DEA registration and complying with 
the corresponding obligations under the 
CSA and DEA regulations. 

As indicated above, following the 
publication of the 2016 policy 
statement, DEA received numerous 
applications by persons seeking to 
become registered as bulk 
manufacturers of marihuana. There are 
approximately 35 such applications 
currently pending. As explained above, 
the CSA requires DEA to limit the total 
number of registered bulk 
manufacturers of a given schedule I or 
II controlled substance to that necessary 
to produce an adequate and 
uninterrupted supply under adequately 
competitive conditions. In consultation 
with HHS, DEA wishes to avoid a 
situation in which the agency is in the 
midst of evaluating these applications 
and has to begin an evaluation anew 
each time it accepts a new marihuana 
grower application for filing. Thus, the 
proposed rule provides that, with a 
limited exception, applications accepted 
for filing after the date the final rule 
becomes effective will not be considered 
pending until all applications accepted 
for filing on or before the date the final 
rule becomes effective have been 
granted or denied by the Administrator. 

D. Consideration of the Amendments to 
the CSA Made by the Hemp Provisions 
of the Agriculture Improvement Act of 
2018 

The Agriculture Improvement Act of 
2018 (AIA), Public Law 115–334, which 
became effective December 20, 2018, 
contained various provisions regarding 
the cultivation of hemp. The AIA 
definitions hemp as the plant Cannabis 
sativa L. and any part of that plant, 
including the seeds thereof and all 
derivatives, extracts, cannabinoids, 
isomers, acids, salts, and salts of 
isomers, whether growing or not, with a 
delta-9 tetrahydrocannabinol 
concentration of not more than 0.3 
percent on a dry weight basis. 7 U.S.C. 
1639o(1). The AIA amended the CSA 
definition of marihuana to exclude 
hemp. Thus, anything that falls within 
the foregoing definition of hemp is no 
longer a controlled substance, and the 
CSA’s requirements no longer apply to 
such substances. Accordingly, this 
proposed rule would apply only to 
persons seeking authorization under the 
CSA (i.e., seeking a DEA registration) to 
manufacture marihuana that involves 
the planting, cultivation, growing, or 
harvesting of marihuana as that term is 
currently defined in the CSA (21 U.S.C. 
802(16)).16 

E. Factors Affecting Prices for the 
Purchase and Sale of Marihuana by 
DEA 

As stated above, under articles 23 and 
28 of the Single Convention, the 
government agency must—in addition 
to taking physical possession—purchase 
all lawfully grown cannabis crops 
within four months of harvest. Thus, 
under the proposed rule, DEA will 
purchase marihuana grown by DEA- 
registered manufacturers and 
subsequently sell the marihuana to DEA 
registrants who seek to acquire it for 
research, product development, or other 
lawful purposes under the CSA. 

In purchasing such marihuana, DEA 
intends to use the Diversion Control Fee 
Account, as established in 21 U.S.C. 
886a. Thus, DEA would, under the 
proposed rule, need to take into account 
its obligation under 21 U.S.C. 886a(1)(C) 
to charge fees under its diversion 
control program ‘‘at a level that ensures 
the recovery of the full costs of 
operating the various aspects of that 
program.’’ There are two potential 
categories of fees that could be used to 

recover the costs of carrying out the 
proposed new aspects of the diversion 
control program relating to cannabis: (1) 
Fees charged to persons who apply for, 
and seek to renew, a DEA registration to 
manufacture marihuana, and (2) fees 
charged for the sale of marihuana by 
DEA. 

DEA believes that economic forces 
will not only drive the types, varieties 
and strains of marihuana materials that 
will be produced by growers, but that 
such forces will also drive the fees that 
DEA-registrants will be willing to pay 
for marihuana used for research 
purposes. Accordingly, DEA proposes to 
allow market forces to direct prices for 
marihuana grown by the manufacturer 
and purchased by DEA. As we have 
stated elsewhere in this proposal, DEA 
will establish limits on individual 
production based on bona fide supply 
agreements between the grower and the 
end user (a DEA registered manufacturer 
or a schedule I researcher). Accordingly, 
DEA will use these terms as the basis for 
purchasing marijuana from the grower 
and additionally, for the basis by which 
it will sell that same marihuana to an 
end user. 

In addition to that negotiated fee, DEA 
is proposing to add a variable 
administrative cost (per kilogram (kg)) 
which it intends to add onto the sales 
price of the marihuana it sells to end 
users. The purpose of this 
administrative fee is to ensure the full 
recovery by DEA of the costs of 
administering the program as required 
by 21 U.S.C. 886a(1)(C). DEA will 
calculate this variable cost annually by 
taking the preceding fiscal year’s cost to 
operate the program and dividing it by 
the quantity in kg of the manufacturing 
quota for marihuana issued during the 
current quota year. For example, based 
on the economic analysis provided 
below, DEA would calculate an 
administrative fee of $304 per kg for 
marihuana distributed to end users. The 
calculation below is illustrative: 

Variable Administrative Fee = $607,644/ 
2,000 kg = $304 per kg 17 

DEA proposes to establish this fee no 
less than annually and proposes to 
publish this rate on its website by 
December 15th of the year preceding the 
year in which the administrative fee 
will be collected. 
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18 The ‘‘authorizing agency’’ refers to federal 
government agencies, including NIDA and DEA. 

19 Production, Analysis, and Distribution of 
Cannabis and Related Materials, Federal Business 
Opportunities (Apr. 12, 2015), https://www.fbo.gov/ 
spg/HHS/NIH/NIDA-01/N01DA-15-7793/ 
listing.html. 

20 NIDA’s Role in Providing Marijuana for 
Research, National Institute on Drug Abuse, https:// 
www.drugabuse.gov/drugs-abuse/marijuana/nidas- 
role-in-providing-marijuana-research. 

21 Information on Marijuana Farm Contract, 
National Institute on Drug Abuse, https://
www.drugabuse.gov/drugs-abuse/marijuana/nidas- 
role-in-providing-marijuana-research/information- 
marijuana-farm-contract. 

22 Conference call between DEA Regulatory 
Drafting and Policy Support section and members 
of NIDA’s Marijuana Drug Supply Program, July 30, 
2019. 

Regulatory Analyses 

Executive Orders 12866 (Regulatory 
Planning and Review), 13563 
(Improving Regulation and Regulatory 
Review), and 13771 (Reducing 
Regulation and Controlling Regulatory 
Costs) 

This proposed rule was developed in 
accordance with the principles of 
Executive Orders 12866, 13563, and 
13771. Executive Order 12866 directs 
agencies to assess all costs and benefits 
of available regulatory alternatives and, 
if regulation is necessary, to select 
regulatory approaches that maximize 
net benefits (including potential 
economic, environmental, public health, 
and safety, and other advantages; 
distributive impacts; and equity). 
Executive Order 13563 is supplemental 
to and reaffirms the principles, 
structures, and definitions governing 
regulatory review established in 
Executive Order 12866. Section 3(f) of 
Executive Order 12866 classifies a 
‘‘significant regulatory action,’’ 
requiring review by the Office of 
Management and Budget (OMB), as any 
regulatory action that is likely to result 
in a rule that may: (1) Have an annual 
effect on the economy of $100 million 
or more or adversely affect in a material 
way the economy, a sector of the 
economy, productivity, competition, 
jobs, the environment, public health or 
safety, or State, local, or tribal 
governments or communities; (2) create 
a serious inconsistency or otherwise 
interfere with an action taken or 
planned by another agency; (3) 
materially alter the budgetary impact of 
entitlements, grants, user fees, or loan 
programs or the rights and obligations of 
recipients thereof; or (4) raise novel 
legal or policy issues arising out of legal 
mandates, the President’s priorities, or 
the principles set forth in the Executive 
order. 

DEA has determined that, although 
this proposed rule is not economically 
significant, it is a significant regulatory 
action under section 3(f) of Executive 
Order 12866, thus subjecting it to 
review by OMB. 

I. Need for the Rule 
This rule is needed to ensure that 

DEA complies with the CSA and grants 
registrations that are consistent with 
relevant treaty provisions as DEA seeks 
to increase the number of registered 
growers of marihuana. Specifically, this 
proposed rule would amend the 
provisions of the regulations governing 
applications by persons seeking to 
become registered with DEA to grow 
marihuana as bulk manufacturers and 
add provisions related to the purchase 

and sale of this marihuana by DEA. 
These amendments will ensure that 
DEA carries out all five functions under 
Article 23 and Article 28 of the Single 
Convention pertaining to marihuana, 
thus facilitating the planning and 
coordinated management of marihuana 
production necessary as the number of 
registered marihuana manufacturers 
increases. 

II. Alternative Approaches 
This proposed rule would amend 

DEA regulations only to the extent 
necessary to comply with the CSA and 
to ensure DEA grants registrations that 
are consistent with the Single 
Convention as it pertains to marihuana. 
In areas where DEA has discretion, such 
as in setting a fee structure to recover 
the cost of this proposed rule, 
alternative approaches would be 
discussed. However, because DEA does 
not have sufficient information at this 
time to discuss alternatives for either 
the future registration fees or the fees for 
the sale of marihuana, the alternative 
approaches for such provisions are not 
included in this proposed rule. 
Consistent with past agency practice, 
any proposed changes to registration 
fees will be the subject of a separate 
rulemaking proceeding, including a 
discussion of alternative approaches. 

III. Analysis of Benefits and Costs 
There are two key benefits associated 

with this proposed rule. First, DEA 
believes it is possible that the approval 
of new growers may increase the variety 
(quality, potency, etc.) of bulk 
marihuana for research, leading to more 
effective research and potentially 
resulting in the development of FDA- 
approved drug products. Second, this 
rule would ensure that DEA’s 
regulations comply with the 
requirements of the CSA by granting 
registrations that are consistent with the 
Single Convention relating to 
marihuana. DEA is unable to quantify 
these benefits at this time. 

DEA analyzed the costs of this 
proposed rule and estimates an annual 
cost of $607,644. The details of the 
analysis are below. 

This proposed rule would amend the 
provisions of the regulations governing 
applications by persons seeking to 
become registered with DEA to grow 
marihuana as bulk manufacturers and 
add provisions related to the purchase 
and sale of this marihuana by DEA. If 
this proposed rule is promulgated, the 
following key changes are anticipated: 
More persons will be authorized to grow 
marihuana, DEA will purchase and take 
title to the crops of marihuana, and DEA 
will, with respect to marihuana, have 

the exclusive right of importing, 
exporting, wholesale trading, and 
maintaining stocks. These changes 
would mean that authorized purchasers 
of bulk marihuana to be used for 
research, product development, and 
other purposes permitted by the CSA 
may only purchase from DEA, except 
that DEA’s exclusive rights would not 
extend to medicinal cannabis or 
cannabis preparations. The changes 
described above would affect three 
primary groups of entities: Growers and 
prospective growers, the authorizing 
agencies,18 and purchasers (generally 
medical and scientific researchers). To 
examine the impact of the proposed 
rule, DEA first reviewed the current 
system for growing and distributing 
bulk marihuana, then examined the 
impact on each of the three affected 
groups. 

Current System 
Under current regulations, DEA has 

authorized one grower, the National 
Center, to cultivate marihuana for 
research. NIDA contracts with the 
National Center to grow marihuana from 
seeds supplied initially by NIDA for use 
in research studies.19 The National 
Center has designated a secure plot of 
land or indoor grow facility where 
marihuana crops are grown every few 
years, based on current and expected 
demand. The marihuana is grown, 
harvested, stored, and made available as 
bulk marihuana or other purified 
elements of marihuana to use for 
research.20 NIDA obligated 
approximately $1.5 million in Fiscal 
Year 2015 under this contract.21 This 
amount included costs unrelated to 
growing and cultivating marihuana, 
such as extracting chemical components 
and producing marihuana cigarettes and 
other marihuana-related material. 
However, based on recent discussion 
with NIDA,22 DEA estimates NIDA’s 
expenses under the contract with the 
National Center (and any related 
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23 Anticipated spending for the marihuana DSP 
for 2019 is $3.3 million to $3.4 million, of which 
10%–15% meet the definition of ‘‘hemp’’ under the 
provisions of the AIA. Using the midpoint of these 
ranges, the estimated spending is $2.9 million for 
marihuana, excluding hemp. The figures are based 
on a general discussion, and actual figures may 
differ. 

24 The 2019 Aggregate Production Quota for all 
marihuana is 2,450 kgs. 2,000 of the 2,450 kgs are 
for the NIDA (National Center) cultivating and 
manufacturing quota of bulk marihuana. See 83 FR 
67348. 

25 Marijuana Plant Material Available from the 
NIDA Drug Supply Program, National Institute on 
Drug Abuse, https://www.drugabuse.gov/research/ 
research-data-measures-resources/nida-drug- 
supply-program/marijuana-plant-material- 
available-nida-drug-supply-program. 

26 See note 22. 

27 Applications to Become Registered Under the 
Controlled Substances Act to Manufacture 
Marijuana to Supply Researchers in the United 
States, 81 FR 53846 (Aug. 12, 2016). This proposed 
rule, if adopted, would supersede the 2016 policy 
statement. 

28 21 CFR 1303.11(a). 
29 The phrase ‘‘multiple growers’’ includes the 

possibility that the current grower is one of 
‘‘multiple growers.’’ 

subcontracts) for the bulk marihuana for 
2019 are approximately $2.9 million.23 
The $2.9 million includes compensation 
for the cultivating and the 2019 
manufacturing quota (MQ) of 2,000 kgs 
for NIDA (National Center) as well as all 
other duties required in the contract.24 

Researchers may obtain marihuana for 
use in research through NIDA’s DSP. 
Bulk marihuana plant material 
produced under the NIDA DSP is 
currently available at no cost to research 
investigators supported by a NIH grant. 
Marihuana is also available to research 
investigators who are funded through 
non-federal sources. Although NIDA 
considered charging for marihuana on a 
‘‘cost-reimbursement basis,’’ 25 the 
current policy is to provide the 
marihuana at no charge.26 

Changes to Growers 

If this proposed rule is implemented, 
DEA anticipates approving more than 
one person to cultivate and harvest bulk 
marihuana. As explained earlier in this 
document, the CSA imposes limitations 
on the number of registrations that DEA 
may issue to bulk manufacturers of a 
given schedule I or II controlled 
substance. In addition, in deciding 
whether to grant an application for any 
such registration, the CSA requires DEA 
to consider the other public interest 
factors of 21 U.S.C. 823(a), which must 
be evaluated on an applicant-by- 
applicant basis. Further, DEA cannot 
accurately predict in advance which 
particular applications will be granted, 
or how many. Accordingly, DEA is 
unable to accurately estimate the 
number of registered bulk marihuana 
growers. As a result, to allow for this 
analysis, DEA will estimate the 
economic impact of this proposed rule 
under two different hypothetical 
scenarios, the first in which the number 
of growers expands to three growers, 
and the second in which the number of 
growers expands to 15 growers. It 
should be understood that this range of 

potential registrants is not necessarily 
reflective of the actual number of 
applications that DEA will grant. 

In 2016, DEA issued a policy 
statement regarding applications to 
become registered to manufacture 
marihuana to supply research.27 Since 
the publication of the 2016 policy 
statement, DEA has received 
approximately 35 pending applications 
for registration as bulk manufacturer of 
marihuana for research. As indicated 
above, the CSA requires DEA to limit 
the total number of registered bulk 
manufacturers of a given schedule I or 
II controlled substance to that necessary 
to produce an adequate and 
uninterrupted supply under adequately 
competitive conditions. Therefore, DEA 
believes a range of 3 to 15 growers is a 
reasonable estimate for purposes of this 
economic analysis, with the 
understanding that the actual number 
could vary considerably. 

The Aggregate Production Quota 
(APQ), which includes the MQ, 
represents the annual quantity of 
marihuana that is necessary for the 
estimated medical, scientific, research 
and industrial needs of the United 
States, for lawful export requirements, 
and for the establishment and 
maintenance of reserve stocks.28 
Therefore, given a constant MQ, if more 
growers are approved to produce bulk 
marihuana, the quantities of bulk 
marihuana produced and the cost of 
production (and the reimbursement of 
production cost through sales) is 
transferred from the single incumbent 
grower to new growers. This means that 
there is only a transfer of economic 
activity rather than any new cost. The 
estimated economic activity of $2.9 
million is transferred from the existing 
single grower to multiple growers.29 

Transitioning from one large grower 
to multiple growers may introduce 
inefficiencies, driving up production or 
facility costs. Some growers may 
introduce more costly growing 
techniques to produce certain traits. 
Alternatively, some growers may 
introduce more efficient growing 
methods, driving down costs. 
Additionally, having more growers may 
spur more demand in bulk marihuana 
for research, pushing up the MQ. In 
particular, one of the goals of this new 

rule is to enhance marijuana availability 
for product development, which may 
have the effect of increasing the MQ. 
However, DEA does not have a basis to 
estimate the impact of these 
possibilities. Therefore, for the purposes 
of this analysis, DEA estimates that an 
increase in the number of approved 
growers does not impact the MQ. In 
summary, there is no new cost to 
growers. 

Changes to Authorizing Agencies—Cost 
to DEA 

DEA anticipates that there will be a 
transfer of economic activity from NIDA 
to DEA as well as several new costs as 
a result of this rule. This analysis 
should in no way be construed as a 
proposal to modify agency funding or 
funding sources. 

As discussed above, assuming a 
constant MQ for bulk marihuana of 
2,000 kgs, DEA estimates the cost of all 
the activities the National Center 
performs under its contract with NIDA 
and the purchase of the entire aggregate 
crop, regardless of the number of 
growers, is $2.9 million. This $2.9 
million is not a new cost; it is a transfer. 
Rather than NIDA paying the current 
single grower, DEA would pay the 
multiple new growers. In practice, DEA 
anticipates crops from multiple growers 
will be purchased at different times of 
the year, allowing funds from sales of 
earlier purchases to pay for subsequent 
purchases. Therefore, to purchase and 
distribute $2.9 million in bulk 
marihuana, a working capital of a lesser 
amount is likely needed. However, due 
to many unknowns and to be 
conservative, for the purposes of this 
analysis, the estimated transfer and 
working capital requirement is $2.9 
million. 

DEA anticipates incurring new costs 
associated with the following activities: 
Taking title to the crops and employing 
personnel to administer the program. 
The growers, purchasers, and DEA 
would already understand prior to 
growing and harvesting, the quantities 
of marihuana to be distributed and to 
whom the distribution would be made 
because the bona fide supply 
agreements presented during the 
registration application process would 
provide such information. In most 
instances, DEA is expected to purchase 
and take title to the crop, then sell and 
distribute the crop to the purchaser on 
the same day at the grower’s registered 
location. For the purposes of this 
analysis, DEA assumes the following 
process: 

1. After marihuana is harvested and 
prepared for delivery to DEA, the 
registered manufacturer will contact 
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30 DEA’s loaded hourly rate of a Special Agent is 
$103.54. Assuming 10 hours each (full work-day) 
for two agents, the total labor cost associated with 
collection from a registered manufacturer is $2,071. 

‘‘Loaded hourly rate’’ includes wages, benefits, and 
‘‘loading’’ of ‘‘non-productive’’ hours, i.e., leave, 
training, travel, etc. 

31 $116 is based on IRS standard mileage rates for 
2019 of $0.58 per mile multiplied by the estimated 
200 miles driven, roundtrip. 

DEA to inform it that the marihuana is 
ready for collection. 

2. Within a reasonable timeframe, but 
in no event later than four months after 
the harvest, DEA will purchase and take 
title to the marihuana. Two DEA Special 
Agents (or Deputized Task Force 
Officers) from the nearest local DEA 
field office will drive an estimated 100 
miles (200 miles roundtrip) to the 
registered manufacturer to take title. 
Any marihuana that is not immediately 
distributed is stored in a designated 
secure storage mechanism at the 
grower’s registered location for later 
distribution. The number of trips by the 
two DEA Special Agents equals the 
number of harvests. 

3. For marihuana distributed from 
storage at the grower’s registered 
location, the grower distributes 
marihuana on DEA’s behalf. If DEA 
deems it necessary to be present at such 
distribution, the distribution is 

scheduled to coincide with DEA’s visit 
to take title to the next crop, requiring 
no additional trips by DEA to the 
grower. 

4. Each grower has three harvests, 
requiring DEA to collect three times per 
year per grower. 

For each collection, DEA estimates 
$2,071 of labor cost 30 and $116 of 
vehicle cost 31 for a total of $2,187 per 
collection. DEA understands that some 
growers, employing certain growing 
methods, may have more harvests per 
year. However, DEA does not have a 
basis to estimate these growers’ methods 
or the number of harvests per year. 
Therefore, DEA believes three harvests 
per year is a reasonable estimate. 
Assuming three collections per year per 
grower, there would be nine collections 
with three approved growers and 45 
collections with 15 approved growers. 
Applying the estimated cost of $2,187 
per collection, DEA estimates a 

transport cost of $19,683 and $98,415 
for scenarios with three and 15 growers, 
respectively. 

Additionally, DEA anticipates it 
would need additional personnel 
resources to operate this program. There 
are many unknowns and no decisions 
have been made on hiring. However, for 
the purposes of this analysis, DEA 
estimates three full-time-equivalent 
(FTE) professional staff in the Diversion 
Control Division would be needed, 
consisting of one FTE diversion 
investigator (DI), and two FTE 
professional/administrative (PA) 
resources. 

Applying the fully loaded annual cost 
of $211,981 per DI and $168,307 per PA, 
the estimated total cost of the three FTE 
employees is $548,595. For the purposes 
of this analysis, this cost does not vary 
with the number of growers. Table 1 
below summarizes the costs associated 
with increased staffing. 

TABLE 1—COST OF PERSONNEL RESOURCES 

Position Job category 
Modular cost/ 

unit cost 
($) 

Number of 
FTEs 

Cost 
($) 

Staff Coordinator ............................................................................................. DI ................... 211,981 1 211,981 
Program Analyst .............................................................................................. PA .................. 168,307 2 336,614 

Total .......................................................................................................... N/A ................. N/A 3 548,595 

In summary the estimated cost to DEA 
is: 

• $19,683 or $98,415 per year to 
purchase and take title to the bulk 

marihuana for scenarios with 3 or 15 
authorized growers, respectively; 

• $548,595 per year for three DEA 
FTE employees; 

• The estimated total annual cost is 
$568,278 with three growers and 

$647,010 with 15 growers and no 
offsetting cost savings at NIDA. Using 
the average of the two values, the 
estimated cost to DEA is $607,644. 
Table 2 summarizes the costs. 

TABLE 2—DEA COST SUMMARY 

Low 
($) 

High 
($) 

Average 
($) 

Transport Cost ............................................................................................................................. 19,683 98,415 N/A 
Personnel Cost ............................................................................................................................ 548,596 548,595 N/A 

Total Cost ............................................................................................................................. 568,278 647,010 607,644 

Changes Affecting Researchers 

DEA anticipates minimal procedural 
change for authorized researchers who 
plan to acquire bulk marihuana for 
research. The only anticipated 
procedural change is that some 
researchers would acquire the bulk 
marihuana from DEA, rather than from 
NIDA. As discussed earlier, the only 
new cost associated with this proposed 

regulation is the cost to DEA of 
$607,644, an average of high and low 
scenarios, which would be recovered by 
adding an administrative fee of $304 per 
kg. As discussed earlier, the 
administrative fee would be adjusted 
annually. 

While the purchaser would purchase 
marihuana from DEA, this rule does not 
in any way affect the purchaser’s source 
of funds to purchase from DEA. If 

marihuana for research is funded by a 
third party, the researcher may not 
experience any cost increase. In 
particular, NIH has long served as a 
third-party funder for research through 
grants, including grants to researchers 
studying marihuana. Nothing in this 
rule prohibits NIH from continuing to 
fund such research by continuing to 
cover the cost of marihuana materials 
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used in research, via grants to 
researchers. 

Cost Summary 

DEA estimates the cost of producing 
the 2019 MQ for bulk marihuana of 
2,000 kgs and operating NIDA’s 
marihuana DSP is $2.9 million per year. 
Under the proposed rule, DEA 
anticipates more bulk marihuana 
producers would be approved. DEA 
estimates the $2.9 million in economic 
activity would be transferred across 
multiple growers, without introducing 
new costs. 

DEA’s purchase of bulk marihuana is 
not a new cost (to the economy); it is a 
transfer from NIDA to DEA. However, 
$568,278 to $647,010 in operating costs 
would be incurred by DEA. DEA will 
recover the costs of carrying out the 
proposed new aspects of the diversion 
control program relating to marihuana 
by selling the marihuana to the buyer at 
the negotiated sale price, between the 
grower and the buyer, plus the 
administrative fee assessed on a per kg 
basis. 

The net present values (NPVs) of the 
low cost estimate of $568,278 per year 
over 10 years are $4.8 million and $4.0 

million at a three percent discount rate 
and 7 percent discount rate, 
respectively. The NPVs of the high cost 
estimate of $647,010 over 10 years are 
$5.5 million and $4.5 million at a three 
percent discount rate and seven percent 
discount rate, respectively. The average 
of the estimated low and high costs is 
$607,644. The NPVs of the average of 
$607,644 over 10 years are $5.2 million 
and $4.3 million at three percent and 
seven percent discount rates, 
respectively. Table 3 summarizes the 
estimated annual effect and NPVs 
calculation for each of the transfers and 
the three scenarios. 

TABLE 3—SUMMARY OF ANNUAL EFFECT AND NPVS 

Annual effect 
($) 

NPVs at 3% 
($M) 

NPVs at 7% 
($M) 

Cost (Low) ................................................................................................................................... 568,278 4.8 4.0 
Cost (Average) ............................................................................................................................. 607,644 5.2 4.3 
Cost (High) ................................................................................................................................... 647,010 5.5 4.5 

Executive Order 13771 (Reducing 
Regulation and Controlling Regulatory 
Costs) 

This proposed rule is expected to be 
a deregulatory action for the purposes of 
Executive Order 13771. The rule is an 
enabling rule which, coincidentally 
with other provisions, expands the 
number of authorized bulk marihuana 
growers. 

Executive Order 12988 (Civil Justice 
Reform) 

This proposed rule meets the 
applicable standards set forth in 
sections 3(a) and 3(b)(2) of Executive 
Order 12988, Civil Justice Reform, to 
eliminate ambiguity, minimize 
litigation, establish clear legal 
standards, and reduce burdens on 
regulated parties and the court system. 

Executive Order 13132 (Federalism) 

This proposed rule does not have 
federalism implications warranting the 
application of Executive Order 13132. 
The proposed rule does not have 
substantial direct effects on the States, 
on the relationship between the 
National Government and the States, or 
on the distribution of power and 
responsibilities among the various 
levels of government. 

Executive Order 13175 (Consultation 
and Coordination With Indian Tribal 
Governments) 

This proposed rule does not have 
tribal implications warranting the 
application of Executive Order 13175. It 
does not have substantial direct effects 
on one or more Indian tribes, on the 

relationship between the Federal 
Government and Indian tribes, or on the 
distribution of power and 
responsibilities between the Federal 
Government and Indian tribes. 

Regulatory Flexibility Act 

In accordance with the Regulatory 
Flexibility Act (RFA), DEA evaluated 
the impact of this rule on small entities. 
DEA’s evaluation of economic impact by 
size category indicates that the proposed 
rule will not, if promulgated, have a 
significant economic impact on a 
substantial number of these small 
entities. 

The RFA requires agencies to analyze 
options for regulatory relief of small 
entities unless the agency can certify 
that the rule will not have a significant 
impact on a substantial number of small 
entities. For purposes of the RFA, small 
entities include small businesses, 
nonprofit organizations, and small 
governmental jurisdictions. DEA 
evaluated the impact of this rule on 
small entities and a discussion of its 
findings is below. 

As discussed in the section of this 
proposed rulemaking relating to 
Executive Orders 12866, 13565, and 
13771, this proposed rule would amend 
the provisions of the regulations 
governing applications by persons 
seeking to become registered with DEA 
to grow marihuana as bulk 
manufacturers, and add provisions 
related to the purchase and sale of this 
marihuana by DEA. If this proposed rule 
is promulgated, the following key 
changes are anticipated: More persons 
will be authorized to grow marihuana; 

DEA will purchase and take physical 
possession of crops; and DEA will, with 
respect to marihuana, have the 
exclusive right of importing, exporting, 
wholesale trading, and maintaining 
stocks. These changes, as explained 
above, would mean that authorized 
purchasers of bulk marihuana may only 
purchase from DEA, except that DEA’s 
exclusive right would not extend to 
medicinal cannabis or cannabis 
preparations as these terms are defined 
in paragraphs (b) and (c), respectively, 
of proposed § 1318.02 of this proposed 
rule. 

The changes described above would 
affect three primary groups of entities: 
Growers and prospective growers, the 
authorizing agencies (including NIDA 
and DEA), and purchasers (generally 
researchers). Because any economic 
impact on federal agencies is outside the 
scope of the RFA, the transfer of 
economic activity between the agencies 
is excluded from this discussion. To 
examine the impact of the proposed 
rule, DEA first reviewed the current 
system for growing and distributing 
bulk marihuana, then examined the 
impact on each of the two affected non- 
federal groups: Growers (bulk 
manufacturers of marihuana) and 
researchers. 

Current System 

Under current regulations, DEA has 
authorized one grower, the National 
Center, to cultivate marihuana for 
research. NIDA contracts with the 
National Center to grow marihuana for 
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32 Production, Analysis, and Distribution of 
Cannabis and Related Materials, Federal Business 
Opportunities (Apr. 12, 2015), https://www.fbo.gov/ 
spg/HHS/NIH/NIDA-01/N01DA-15-7793/ 
listing.html. 

33 NIDA’s Role in Providing Marijuana for 
Research, National Institute on Drug Abuse, https:// 
www.drugabuse.gov/drugs-abuse/marijuana/nidas- 
role-in-providing-marijuana-research. 

34 Anticipated spending for the marihuana DSP 
for 2019 is $3.3 million to $3.4 million, of which 
10 percent to 15 percent meet the definition of 
‘‘hemp’’ under the provisions of the AIA. Using the 
midpoint of these ranges, the estimated spending is 
$2.9 million. The figures are based on a general 
discussion, and actual figures may differ. 

35 The 2019 APQ for all manufacturers of 
marihuana is 2,450 kgs. 2,000 kgs are for cultivating 
and manufacturing of bulk marihuana. See 83 FR 
67348. 

36 Marijuana Plant Material Available from the 
NIDA Drug Supply Program, National Institute on 
Drug Abuse, https://www.drugabuse.gov/research/ 
research-data-measures-resources/nida-drug- 
supply-program/marijuana-plant-material- 
available-nida-drug-supply-program. 

37 See note 22. 
38 Applications to Become Registered under the 

Controlled Substances Act to Manufacture 
Marijuana to Supply Researchers in the United 
States, 81 FR 53846 (2016). This proposed rule, if 
adopted, would superseded the 2016 policy 
statement. 

39 21 U.S.C. 826(a). 
40 The phrase ‘‘multiple growers’’ includes the 

possibility that the current grower is one of the 
‘‘multiple growers.’’ 

41 See note 22. 
42 For the purposes of this analysis, the term 

‘‘firms’’ is synonymous with ‘‘entities.’’ 
43 2015 SUSB Annual Datasets by Establishment 

Industry, U.S. & States, NAICS, Detailed 
Employment Sizes (U.S., 6-digit and States, NAICS 
Sectors), United States Census Bureau, https://
www.census.gov/data/datasets/2015/econ/susb/ 
2015-susb.html. 

44 Ibid. 
45 Table of Small Business Size Standards 

Matched to North American Industry Classification 
System Codes, United States Small Business 
Association (Oct. 1, 2017). The NAICS code was 
updated for ‘Research and Development in the 
Physical, Engineering, and Life Sciences (except 
Biotechnology)’ from 541712 to 541715. The 2015 
SUSB data uses 541712 and the 2017 SBA size 
standard uses 541715 for the same industry. 

use in research studies.32 The National 
Center designates a secure plot of land 
where marihuana crops are grown every 
few years, based on current and 
expected demand. The marihuana is 
grown, harvested, stored, and made 
available as bulk marihuana or other 
purified elements of marihuana to use 
for research.33 As explained previously, 
DEA estimates NIDA’s expenses under 
the contract with the National Center 
(and any related subcontracts) for the 
bulk marihuana for 2019 are 
approximately $2.9 million.34 The $2.9 
million includes compensation for the 
cultivating and the 2019 MQ of 2,000 
kgs for NIDA as well as all other duties 
required in the contract.35 

Researchers may obtain marihuana for 
use in research through NIDA’s DSP. 
Bulk marihuana plant material 
produced under the NIDA DSP is 
available at no cost to research 
investigators who are supported by an 
NIH grant. Marihuana is also available 
to research investigators who are funded 
through non-federal sources. Although 
NIDA considered charging for 
marihuana on a ‘‘cost-reimbursement 
basis,’’ 36 the current policy is to provide 
the marihuana at no charge.37 

Impact on Growers 
If this proposed rule is implemented, 

DEA anticipates approving more than 
one person to cultivate and harvest bulk 
marihuana. In 2016, DEA issued a 
policy statement regarding applications 
to become registered to manufacture 
marihuana to supply research.38 Since 
the publication of the 2016 policy 

statement, there are approximately 35 
pending applications for registration as 
bulk manufacturer of marihuana for 
research. Additionally, some applicants 
may not meet the statutory and 
regulatory criteria for holding a 
registration as a bulk manufacture and 
will be denied. Therefore, for the 
purposes of this analysis, DEA will 
estimate the economic impact of this 
proposed rule at three and 15 growers 
with the understanding that the actual 
number could vary considerably. 

The APQ, which includes the MQ, 
represents the annual quantity of 
marihuana that is necessary for the 
estimated medical, scientific, research 
and industrial needs of the United 
States, for lawful export requirements, 
and for the establishment and 
maintenance of reserve stocks.39 
Therefore, given a constant MQ, if more 
growers are approved to produce bulk 
marihuana, the quantities of bulk 
marihuana produced and the cost of 
production (and reimbursement of their 
production cost through sales) is 
transferred from the incumbent grower 
to new growers. This means that there 
is no new cost; instead, there is only a 
transfer of economic activity. The 
estimated economic activity of $2.9 
million is transferred from the existing 
single grower to multiple growers.40 

Transitioning from one large grower 
to multiple smaller growers may reduce 
production efficiency, driving up cost. 
Some growers may introduce more 
costly growing techniques in order to 
produce certain traits. Alternatively, 
some growers may introduce more 
efficient growing methods, driving 
down cost. Additionally, having more 
growers may spur more demand in bulk 
marihuana for research, pushing up the 
MQ. However, DEA does not have a 
basis to estimate the impact of these 
possibilities. 

Impact on Researchers 

DEA anticipates minimal procedural 
change for authorized researchers who 
plan to acquire bulk marihuana for 
research. The only anticipated 
procedural change is that the researcher 
would acquire the bulk marihuana from 
DEA, rather than from NIDA or the 
National Center. As discussed earlier, 
the only new cost associated with this 
proposed regulation is the cost to DEA 
of $607,644, which would be recovered 
by adding an administrative fee of $304 
per kg. As discussed earlier, the 
administrative fee would be adjusted 

annually. While purchasers would 
purchase marihuana from DEA, this rule 
does not in any way affect the 
purchasers’ source of funds to purchase 
from DEA. If marihuana for research is 
funded by a third party, the researcher 
may not experience any cost increase. 

Affected Number of Small Entities 
This proposed rule affects the current 

and prospective bulk manufacturers of 
marihuana for research and researchers. 
Based on the discussion above, DEA 
anticipates up to 15 bulk manufacturers 
are affected by this proposed rule. 
Additionally, based on a discussion 
with NIDA,41 DEA estimates 40 
researchers are affected by this proposed 
rule. The 40 researchers represent the 
approximate number of researchers that 
receive marihuana from NIDA’s 
marihuana DSP. 

Based on a review of representative 
North American Industry Classification 
System (NAICS) codes for bulk 
manufacturers and researchers, the 
following number of firms may be 
affected: 42 
• 421 firms related to ‘Medicinal and 

Botanical Manufacturing’ 
(325411) 43 

• 9,634 firms related to ‘Research and 
Development in the Physical, 
Engineering, and Life Sciences 
(except Biotechnology)’ (541712) 44 

The United States Small Business 
Administration (SBA) sets size 
standards that determine how large an 
entity can be and still qualify as a small 
business for federal government 
programs. For the most part, size 
standards are based on the average 
annual receipts or the average number 
of employees of a firm. The SBA size 
standard for both industries identified 
by the NAICS codes above is 1,000 
employees.45 

Comparing the SBA size standards to 
the U.S. Census Bureau, Statistics of 
U.S. Businesses (SUSB) detailed data on 
establishment size by NAICS code for 
each affected industry, DEA estimates 
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the following number of small entities 
and percent of firms that are small 
entities by industry: 

• 392 (93.1 percent of total) firms in the 
area of ‘Medicinal and Botanical 
Manufacturing’ (325411) 

• 9,090 (94.4 percent of total) firms in 
the area of ‘Research and 

Development in the Physical, 
Engineering, and Life Sciences 
(except Biotechnology)’ (541712) 

Table 4 details the calculation for the 
number of small entities by industry. 

TABLE 4—NUMBER OF SMALL ENTITIES BY INDUSTRY 

NAICS description Firm size by average 
employees Firms SBA size 

standard Small entities % Small 
entities 

325411—Medicinal and Botanical Manu-
facturing .................................................. <500 384 1,000 384 100 

500–749 3 ........................ 3 100 
750–999 5 ........................ 5 100 

1,000–1,499 6 ........................ ........................ 0 
1,500–1,999 2 ........................ ........................ 0 
2,000–2,499 1 ........................ ........................ 0 
2,500–4,999 7 ........................ ........................ 0 

5,000+ 13 ........................ ........................ 0 

Total .................................................... .................................................. 421 ........................ 392 93.1 

541712—Research and Development in 
the Physical, Engineering, and Life 
Sciences (except Biotechnology) ........... <500 8,972 1,000 8,972 100 

500–749 68 ........................ 68 100 
750–999 50 ........................ 50 100 

1,000–1,499 70 ........................ ........................ 0 
1,500–1,999 40 ........................ ........................ 0 
2,000–2,499 35 ........................ ........................ 0 
2,500–4,999 132 ........................ ........................ 0 

5,000+ 267 ........................ ........................ 0 

Total .................................................... .................................................. 9,634 ........................ 9,090 94.4 

Applying the calculated respective 
percentage for small entities to the 
number of affected bulk manufacturers 
and researchers, DEA estimates 14 (15 × 
93.1 percent) bulk manufacturers and 38 
(40 × 94.4 percent) researchers, for a 
total of 52 small entities, will be affected 
by this proposed rule. The 14 affected 

small entity bulk manufacturers 
represent four percent of the estimated 
392 small entities in the ‘Medicinal and 
Botanical Manufacturing’ (325412) 
industry, and the 38 affected small 
entity researchers represent 0.4 percent 
of the estimated 9,090 small entities in 
the ‘Research and Development in the 

Physical, Engineering, and Life Sciences 
(except Biotechnology)’ (541712) 
industry. Table 5 summarizes the 
calculations for the percentage of small 
entities that are affected by the proposed 
rule. 

TABLE 5—PERCENT OF SMALL ENTITIES AFFECTED BY INDUSTRY 

NAICS description Number of firms SBA size 
standard 

Estimated 
number of 

small entities 

Estimated 
number of 
affected 

small entities 

Percentage of 
small entities 

affected 

325411—Medicinal and Botanical Manu-
facturing .................................................. 421 1,000 392 14 4 

541712—Research and Development in 
the Physical, Engineering, and Life 
Sciences (except Biotechnology) ........... 9,634 1,000 9,090 38 0.4 

Total .................................................... 10,055 N/A 9,482 52 N/A 

DEA generally uses a threshold of 30 
percent as a ‘‘substantial’’ number of 
affected small entities. Thus, the above 
analysis reveals that a non-substantial 
amount of small bulk manufacturer 
entities (4 percent) and of small 
researcher entities (0.4 percent) will be 
affected by this proposed rule. 

DEA generally considers impacts that 
are greater than three percent of annual 

revenue to be a ‘‘significant economic 
impact’’ on an entity. As discussed 
earlier, DEA estimates that there will be 
a new cost to DEA of $568,278 to 
$647,010 per year, or the average of the 
high and low estimates of $607,644 per 
year. DEA will recover the costs of 
carrying out the proposed new aspects 
of the diversion control program relating 
to marihuana by selling the marihuana 

to the buyer at the negotiated sale price, 
between the grower and the buyer, plus 
the administrative fee assessed on a per 
kg basis. Based on the average of the 
high and low estimates of $607,644 and 
MQ of 2,000 kgs, the administrative fee 
is $304 per kg, adjusted annually. 

Furthermore, NIH-funded or other 
third-party funded researchers are likely 
to request and receive enough funding 
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for the full price of marihuana, 
including the administrative fee. There 
would be no impact to these 
researchers. However, DEA does not 
have sufficient information to estimate 
the number of small entity researchers 
that would fall under this category. 
Although DEA is unable to quantify the 
economic impact for the estimated 14 
small entity bulk manufacturers and 38 
small entity researchers, the number of 
affected small entity manufacturers and 
researchers is not a substantial number 
of small entities in their respective 
industries. 

Based on the analysis above, and 
because of these facts, DEA believes this 
proposed rule, if promulgated, will not 
have a significant economic impact on 
a substantial number of small entities. 

Unfunded Mandates Reform Act of 1995 

In accordance with the Unfunded 
Mandates Reform Act of 1995 (UMRA), 
2 U.S.C. 1501 et seq., DEA has 
determined that this action would not 
result in any Federal mandate that may 
result ‘‘in the expenditure by State, 
local, and tribal governments, in the 
aggregate, or by the private sector, of 
$100,000,000 or more (adjusted 
annually for inflation) in any 1 year.’’ 
See 2 U.S.C. 1532(a). Therefore, neither 
a Small Government Agency Plan nor 
any other action is required under the 
UMRA. 

Paperwork Reduction Act of 1995 

Pursuant to the Paperwork Reduction 
Act of 1995 (PRA), 44 U.S.C. 3501 et 
seq., DEA has identified the following 
collections of information related to this 
proposed rule. A person is not required 
to respond to a collection of information 
unless it displays a valid OMB control 
number. Copies of existing information 
collections approved by OMB may be 
obtained at https://www.reginfo.gov/. 

A. Collections of Information Associated 
With the Proposed Rule 

Title: Application for Registration 
(DEA Form 225); Renewal Application 
for Registration (DEA Form 225A); 
Affidavit for Chain Renewal (DEA Form 
225B). 

OMB control number: 1117–0012. 
Form numbers: DEA–225, DEA–225A, 

DEA–225B. 
Type of information collection: 

Revision of a currently approved 
collection. 

Applicable component of the 
department sponsoring the collection: 
Department of Justice/Drug Enforcement 
Administration, Diversion Control 
Division. 

Affected public who will be asked or 
required to respond: Business or other 
for-profit. 

Abstract: The Controlled Substances 
Act requires all businesses and 
individuals who manufacture, 
distribute, import, export, or conduct 
research and laboratory analysis with 
controlled substances to register with 
DEA. 21 U.S.C. 822; 21 CFR 1301.11, 
1301.13. Registration is a necessary 
control measure that helps to detect and 
prevent diversion by ensuring that the 
closed system of distribution of 
controlled substances can be monitored 
by DEA, and that the businesses and 
individuals handling controlled 
substances are accountable. 

If adopted, this proposed rule would 
amend the regulations governing 
applications by persons seeking to 
become registered with DEA to grow 
marihuana as bulk manufacturers and 
add provisions related to the purchase 
and sale of this marihuana by DEA. 
Persons seeking to become registered 
with DEA to grow marihuana as bulk 
manufacturers would still apply for 
registration using the same DEA Form 
225 as other bulk manufacturers, but 
DEA would use a new supplemental 
questionnaire unique to marihuana 
manufacturers in order to gather 
additional information about applicants. 
There would also be new questionnaires 
used for importer applicants and non- 
marihuana bulk manufacturer 
applicants. Forms 225, 225A, and 225B 
would all receive minor revisions to 
improve clarity and usability for 
registrants. 

DEA estimates the following number 
of respondents and burden associated 
with this collection of information: 

• Number of respondents: 15,919. 
• Frequency of response: 1 per 

respondent per year. 
• Number of responses: 15,919. 
• Burden per response: 0.1304 hours. 
• Total annual burden in hours: 

2,076. 

B. Request for Comments Regarding the 
Proposed Collections of Information 

Written comments and suggestions 
from the public and affected entities 
concerning the proposed collections of 
information are encouraged. Under the 
PRA, DEA is required to provide a 
notice regarding the proposed 
collections of information in the Federal 
Register with the notice of proposed 
rulemaking and solicit public comment. 
Pursuant to section 3506(c)(2) of the 
PRA (44 U.S.C. 3506(c)(2)), DEA solicits 
comment on the following issues: 

• Whether the proposed collection of 
information is necessary for the proper 
performance of the functions of DEA, 

including whether the information shall 
have practical utility. 

• The accuracy of DEA’s estimate of 
the burden of the proposed collection of 
information, including the validity of 
the methodology and assumptions used. 

• Recommendations to enhance the 
quality, utility, and clarity of the 
information to be collected. 

• Recommendations to minimize the 
burden of the collection of information 
on those who are to respond, including 
through the use of automated collection 
techniques or other forms of information 
technology. 

Please send written comments to the 
Office of Information and Regulatory 
Affairs, OMB, Attention: Desk Officer 
for DOJ, Washington, DC 20503. Please 
state that your comments refer to RIN 
1117–AB54/Docket No. DEA–506. All 
comments must be submitted to OMB 
on or before May 22, 2020. The final 
rule will respond to any OMB or public 
comments on the information collection 
requirements contained in this proposed 
rule. 

If you need a copy of the proposed 
information collection instrument(s) 
with instructions or additional 
information, please contact the 
Regulatory Drafting and Policy Support 
Section (DPW), Diversion Control 
Division, Drug Enforcement 
Administration; Mailing Address: 8701 
Morrissette Drive, Springfield, Virginia 
22152–2639; Telephone: (571) 362– 
3261. 

List of Subjects 

21 CFR Part 1301 
Administrative practice and 

procedure, Drug traffic control, Security 
measures. 

21 CFR Part 1318 
Administrative practice and 

procedure, Drug traffic control. 
For the reasons stated in the 

preamble, DEA proposes to amend 21 
CFR chapter II as follows: 

PART 1301—REGISTRATION OF 
MANUFACTURERS, DISTRIBUTORS, 
AND DISPENSERS OF CONTROLLED 
SUBSTANCES 

■ 1. The authority citation for part 1301 
continues to read as follows: 

Authority: 21 U.S.C. 821, 822, 823, 824, 
831, 871(b), 875, 877, 886a, 951, 952, 956, 
957, 958, 965 unless otherwise noted. 

■ 2. In § 1301.33, revise paragraph (c) 
and add paragraph (d) to read as 
follows: 

§ 1301.33 Application for bulk manufacture 
of Schedule I and II substances. 
* * * * * 
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(c) Except as provided in paragraph 
(d) of this section, this section shall not 
apply to the manufacture of basic 
classes of controlled substances listed in 
Schedule I or II as an incident to 
research or chemical analysis as 
authorized in § 1301.13(e)(1). 

(d) An application for registration to 
manufacture marihuana that involves 
the planting, cultivating, growing, or 
harvesting of marihuana shall be subject 
to the requirements of this section and 
the additional requirements set forth in 
part 1318 of this chapter. 
■ 3. Add part 1318 to read as follows: 

PART 1318—CONTROLS TO SATISFY 
THE REQUIREMENTS OF THE ACT 
APPLICABLE TO THE 
MANUFACTURING OF MARIHUANA 

Sec. 
1318.01 Scope of this part. 
1318.02 Definitions. 
1318.03 Implementation of statutory 

requirements. 
1318.04 Specific control measures 

applicable to the bulk manufacture of 
marihuana. 

1318.05 Application of the public interest 
factors. 

1318.06 Factors affecting prices for the 
purchase and sale by the Administration 
of cannabis. 

1318.07 Non-liability of the Drug 
Enforcement Administration. 

Authority: 21 U.S.C. 801(7), 821, 822(a)(1), 
(b), 823(a), 871(b), 886a. 

§ 1318.01 Scope of this part. 
Procedures governing the registration 

of manufacturers seeking to plant, grow, 
cultivate, or harvest marihuana are set 
forth by this part. 

§ 1318.02 Definitions. 
(a) Except as provided in paragraph 

(e) of this section, the term cannabis 
means any plant of the genus Cannabis. 

(b) Except as provided in paragraph 
(e) of this section, the term medicinal 
cannabis means a drug product made 
from the cannabis plant, or derivatives 
thereof, that can be legally marketed 
under the Federal Food, Drug, and 
Cosmetic Act. 

(c) Except as provided in paragraph 
(e) of this section, the term cannabis 
preparation means cannabis that was 
delivered to the Administration and 
subsequently converted by a registered 
manufacturer into a mixture (solid or 
liquid) containing cannabis, cannabis 
resin, or extracts of cannabis. 

(d) Except as provided in paragraph 
(e) of this section, the term cannabis 
resin means the separated resin, 
whether crude or purified, obtained 
from the cannabis plant. 

(e) As used in this part, the terms 
cannabis, medicinal cannabis, and 

cannabis preparation do not include 
any material, compound, mixture, or 
preparation that falls outside the 
definition of marihuana in section 
102(16) of the Controlled Substances 
Act (the Act) (21 U.S.C. 802(16)). 

(f) The term Single Convention means 
the Single Convention on Narcotic 
Drugs, 1961 (18 U.S.T. 1407). 

(g) The term bona fide supply 
agreement means a letter of intent, 
purchase order or contract between an 
applicant and a researcher or 
manufacturer registered under the Act. 

(h) The term registered researcher or 
manufacturer means a person registered 
under the Act to perform research or 
manufacture of marihuana in Schedule 
I. 

§ 1318.03 Implementation of statutory 
requirements. 

(a) As provided in section 303(a) of 
the Act (21 U.S.C. 823(a)), the 
Administrator may grant an application 
for a registration to manufacture 
marihuana, including the cultivation of 
cannabis, only if he determines that 
such registration is consistent with the 
public interest and with United States 
obligations under the Single 
Convention. 

(b) In accordance with section 303(a) 
of the Act and § 1301.44(a) of this 
chapter, the burden shall be on the 
applicant to demonstrate that the 
requirements for such registration have 
been satisfied. 

§ 1318.04 Specific control measures 
applicable to the bulk manufacture of 
marihuana. 

For a registration to manufacture 
marihuana that involves the cultivation 
of cannabis, the following provisions 
must be satisfied: 

(a) All registered manufacturers who 
cultivate cannabis shall deliver their 
total crops of cannabis to the 
Administration. The Administration 
shall purchase and take physical 
possession of such crops as soon as 
possible, but not later than four months 
after the end of the harvest. The 
Administration may accept delivery and 
maintain possession of such crops at the 
registered location of the registered 
manufacturer authorized to cultivate 
cannabis consistent with the 
maintenance of effective controls 
against diversion. In such cases, the 
Administration shall designate a secure 
storage mechanism at the registered 
location in which the Administration 
may maintain possession of the 
cannabis, and the Administration will 
control access to the stored cannabis. If 
the Administration determines that no 
suitable location exists at the registered 

location of the registered manufacturer 
authorized to cultivate cannabis, then 
the Administration shall designate a 
location for the authorized grower to 
deliver the crop as soon as possible, but 
not later than four months after the end 
of the harvest. However, in all cases the 
registrant must comply with the security 
requirements specified in part 1301 of 
this chapter. 

(b) The Administration shall, with 
respect to cannabis, have the exclusive 
right of importing, exporting, wholesale 
trading, and maintaining stocks other 
than those held by registered 
manufacturers and distributors of 
medicinal cannabis or cannabis 
preparations. Such exclusive right shall 
not extend to medicinal cannabis or 
cannabis preparations. The 
Administration may exercise its 
exclusive right by authorizing the 
performance of such activities by 
appropriately registered persons. The 
Administration shall require prior 
written notice of each proposed 
importation, exportation, or distribution 
of cannabis that specifies the quantity of 
cannabis to be imported, exported, or 
distributed and the name, address, and 
registration number of the registered 
manufacturer or researcher to receive 
the cannabis before authorizing the 
importation, exportation, or 
distribution. All importation and 
exportation shall be performed in 
compliance with part 1312 of this 
chapter, as applicable. Under no 
circumstance shall a registered 
manufacturer authorized to grow 
cannabis import, export, or distribute 
cannabis without the express written 
authorization of the Administration. 

(c) A registered manufacturer 
authorized to grow cannabis shall notify 
in writing the Administration of its 
proposed date of harvest at least 15 days 
before the commencement of the 
harvest. 

§ 1318.05 Application of the public interest 
factors. 

(a) In accordance with section 303(a) 
of the Act (21 U.S.C. 823(a)), the 
Administrator shall consider the public 
interest factors set forth in paragraphs 
(a)(1) through (6) of this section: 

(1) Maintenance of effective controls 
against diversion of particular 
controlled substances and any 
controlled substance in schedule I or II 
compounded therefrom into other than 
legitimate medical, scientific, research, 
or industrial channels, by limiting the 
importation and bulk manufacture of 
such controlled substances to a number 
of establishments which can produce an 
adequate and uninterrupted supply of 
these substances under adequately 
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competitive conditions for legitimate 
medical, scientific, research, and 
industrial purposes; 

(2) Compliance with applicable State 
and local law; 

(3) Promotion of technical advances 
in the art of manufacturing these 
substances and the development of new 
substances; 

(4) Prior conviction record of 
applicant under Federal and State laws 
relating to the manufacture, 
distribution, or dispensing of such 
substances; 

(5) Past experience in the manufacture 
of controlled substances, and the 
existence in the establishment of 
effective control against diversion; and 

(6) Such other factors as may be 
relevant to and consistent with the 
public health and safety. 

(b) The Administrator’s determination 
of which applicants to select will be 
consistent with the public interest 
factors set forth in section 303(a), with 
particular emphasis on the following 
criteria: 

(1) Whether the applicant has 
demonstrated prior compliance with the 
Act and this chapter; 

(2) The applicant’s ability to 
consistently produce and supply 
cannabis of a high quality and defined 
chemical composition; and 

(3)(i) In determining under section 
303(a)(1) of the Act (21 U.S.C. 823(a)(1)) 
the number of qualified applicants 
necessary to produce an adequate and 
uninterrupted supply of cannabis under 
adequately competitive conditions, the 
Administrator shall place particular 
emphasis on the extent to which any 
applicant is able to supply cannabis or 
its derivatives in quantities and varieties 
that will satisfy the anticipated demand 
of researchers and other registrants in 
the United States who wish to obtain 
cannabis to conduct activities 
permissible under the Act, as 
demonstrated through a bona fide 
supply agreement with a registered 
researcher or manufacturer as defined in 
this subpart. 

(ii) If an applicant seeks registration to 
grow cannabis for its own research or 
product development, the applicant 
must possess registration as a schedule 
I researcher with respect to marihuana 
under § 1301.32 of this chapter. As 
specified in § 1301.13 of this chapter, 
chemical analysis and preclinical 
research (including quality control 
analysis) are not coincident activities of 
a manufacturing registration for 
schedule I substances, including 
cannabis. In determining under section 
303(a)(1) of the Act (21 U.S.C. 823(a)(1)) 
the number of qualified applicants 
necessary to produce an adequate and 

uninterrupted supply of cannabis under 
adequately competitive conditions, the 
Administrator shall consider the 
holding of an approved marihuana 
research protocol by a registered 
schedule I researcher seeking to grow 
cannabis for its own research or product 
development as evidence of the 
necessity of the applicant’s registration 
under this factor. 

(c) Applications accepted for filing 
after [EFFECTIVE DATE OF FINAL 
RULE] will not be considered pending 
for purposes of paragraph (a) of this 
section until all applications accepted 
for filing on or before [EFFECTIVE 
DATE OF FINAL RULE] have been 
granted or denied by the Administrator. 
Where an application is subject to 
section 303(i) of the Act (21 U.S.C. 
823(i)), that section shall apply in lieu 
of this paragraph (c). 

(d) In determining the legitimate 
demand for cannabis and its derivatives 
in the United States, the Administrator 
shall consult with the U.S. Department 
of Health and Human Services, 
including its components. 

§ 1318.06 Factors affecting prices for the 
purchase and sale by the Administration of 
cannabis. 

(a) In accordance with section 
111(b)(3) of Public Law 102–395 (21 
U.S.C. 886a(1)(C)), seeking to recover 
the full costs of operating the aspects of 
the diversion control program that are 
related to issuing registrations that 
comply with the Controlled Substances 
Act (CSA), the Administration shall 
assess an administrative fee. To set the 
administrative fee, the Administration 
shall annually determine the preceding 
fiscal year’s cost of operating the 
program to cultivate cannabis and shall 
divide the prior fiscal year’s cost by the 
number of kgs of cannabis authorized to 
be manufactured in the current year’s 
quota to arrive at the administrative fee 
per kg. The administrative fee per kg 
shall be added to the sale price of 
cannabis purchased from the 
Administration. The administrative fee 
shall be paid to the Diversion Control 
Fee Account. 

(b) As set forth in § 1318.04, the 
Administration shall have the exclusive 
right of, among other things, wholesale 
trading in cannabis that it purchases 
from registered manufacturers. The 
Administration will, therefore, buy from 
such manufacturer, sell cannabis to 
registered researchers and 
manufacturers, and establish prices for 
such purchase and sale. The 
Administration will set such prices in 
the following manner: 

(1) Bulk growers of cannabis shall 
negotiate directly with registered 

researchers and manufacturers 
authorized to handle cannabis to 
determine a sale price for their 
cannabis. Upon entering into a contract 
for the provision of bulk cannabis and 
prior to the exchange of cannabis, the 
parties shall pay to the Administration 
an administrative fee assessed based on 
the number of kgs to be supplied. The 
administrative fee shall not be 
recoverable in the event that delivery is 
rejected by the buyer. 

(2) The Administration shall sell the 
cannabis to the buyer at the negotiated 
sale price plus the administrative fee 
assessed on a per kg basis. Prior to the 
purchase of the cannabis by the 
Administration, the buyer shall pay the 
negotiated purchase price and 
administrative fee to the 
Administration. The Administration 
shall hold funds equal to the purchase 
price in escrow until the delivery of the 
cannabis by the grower to the 
Administration. The administrative fee 
shall not be recoverable in the event that 
delivery is rejected by the buyer. 

(3) After receiving the purchase price 
and administrative fee from the buyer, 
the Administration shall purchase the 
cannabis from the grower, on behalf of 
the buyer, at the negotiated sale price. 
The Administration shall retain the 
administrative fee. In the event the 
buyer fails to pay the purchase price 
and the administrative fee, the 
Administration shall have no obligation 
to purchase the crop and may order the 
grower to destroy the crop if the grower 
cannot find an alternative buyer within 
four months of harvest. 

(4) In instances where the grower of 
the cannabis is the same entity as the 
buyer of the cannabis, or a related or 
subsidiary entity, the entity may 
establish a nominal price for the 
purchase of the cannabis. The 
Administration shall then purchase the 
entity’s cannabis at that price and sell 
the cannabis back to the entity, or a 
related or subsidiary entity, at the same 
price with the addition of the 
administrative fee. 

(c) Administrative fees set in 
accordance with this part will be made 
available, on an updated basis, on the 
Administration’s website, no later than 
December 15th of the year preceding the 
year in which the administrative fee 
will be collected. 

(d) Nothing in this section shall 
prohibit the U.S. Department of Health 
and Human Services from continuing to 
fund the acquisition of cannabis for use 
in research by paying, directly or 
indirectly, the purchase cost and 
administrative fee to the 
Administration. 
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§ 1318.07 Non-liability of Drug 
Enforcement Administration. 

The Administration shall have no 
liability with respect to the performance 
of any contractual terms agreed to by a 
grower and buyer of bulk cannabis, 
including but not limited to the quality 
of any cannabis delivered to a buyer. In 
the event that a buyer deems the 
delivered cannabis to be defective, the 
buyer’s sole remedy for damages shall 
be against the grower and not the 
Administration. 

Dated: March 16, 2020. 
Uttam Dhillon, 
Acting Administrator. 
[FR Doc. 2020–05796 Filed 3–20–20; 8:45 am] 

BILLING CODE 4410–09–P 

DEPARTMENT OF DEFENSE 

Department of the Army, Corps of 
Engineers 

33 CFR Part 209 

[COE–2016–0016] 

RIN 0710–AA72 

Use of U.S. Army Corps of Engineers 
Reservoir Projects for Domestic, 
Municipal & Industrial Water Supply; 
Withdrawal 

AGENCY: Army Corps of Engineers, DoD. 
ACTION: Proposed rule; withdrawal. 

SUMMARY: As a result of a policy 
determination by the Assistant Secretary 
of the Army (Civil Works), the U.S. 
Army Corps of Engineers (Corps) is 
withdrawing the proposed rule titled 
‘‘Use of U.S. Army Corps of Engineers 
Reservoir Projects for Domestic, 
Municipal & Industrial Water Supply,’’ 
which was published on December 16, 
2016. 
DATES: The Corps is withdrawing the 
proposed rule published December 16, 
2016 (81 FR 91556) as of March 23, 
2020. 

ADDRESSES: U.S. Army Corps of 
Engineers, 441 G Street NW, 
Washington, DC 20314. 
FOR FURTHER INFORMATION CONTACT: 
Amy K. Frantz, Planning and Policy 
(CECW–P); telephone number: (202) 
761–0106; email address: 
WSRULE2016@usace.army.mil; or 
Daniel Inkelas, Chief Counsel’s Office 
(CECC–L); phone number (202) 761– 
0345; email address: WSRULE2016@
usace.army.mil. 

SUPPLEMENTARY INFORMATION: None. 

Dated: March 16, 2020. 
R.D. James, 
Assistant Secretary of the Army, (Civil Works). 
[FR Doc. 2020–05919 Filed 3–20–20; 8:45 am] 

BILLING CODE 3720–58–P 

DEPARTMENT OF EDUCATION 

34 CFR Chapter III 

[Docket No. ED–2020–OPE–0044] 

Proposed Waiver and Extension of the 
Project Period for the Predominantly 
Black Institutions Competitive Grant 
Program 

AGENCY: Office of Postsecondary 
Education (OPE), Department of 
Education. 
ACTION: Proposed waiver and extension 
of project period. 

SUMMARY: The Secretary proposes to 
waive the requirements in the Education 
Department General Administrative 
Regulations that generally prohibit 
project periods exceeding five years and 
project period extensions involving the 
obligation of additional Federal funds. 
The proposed waiver and extension 
would enable 23 projects under CFDA 
number 84.382A to receive funding for 
an additional period, not to exceed 
September 30, 2021. 
DATES: We must receive your comments 
on or before April 22, 2020. 
ADDRESSES: Submit your comments 
through the Federal eRulemaking Portal 
or via postal mail, commercial delivery, 
or hand delivery. We will not accept 
comments submitted by fax or by email 
or those submitted after the comment 
period. To ensure that we do not receive 
duplicate copies, please submit your 
comments only once. In addition, please 
include the Docket ID at the top of your 
comments. 

If you are submitting comments 
electronically, we strongly encourage 
you to submit any comments or 
attachments in Microsoft Word format. 
If you must submit a comment in Adobe 
Portable Document Format (PDF), we 
strongly encourage you to convert the 
PDF to print-to-PDF format or to use 
some other commonly used searchable 
text format. Please do not submit the 
PDF in a scanned format. Using a print- 
to-PDF format allows the Department to 
electronically search and copy certain 
portions of your submissions. 

• Federal eRulemaking Portal: Go to 
www.regulations.gov to submit your 
comments electronically. Information 
on using Regulations.gov, including 
instructions for accessing agency 
documents, submitting comments, and 

viewing the docket, is available on the 
site under ‘‘Help.’’ 

• Postal Mail, Commercial Delivery, 
or Hand Delivery: The Department 
strongly encourages commenters to 
submit their comments electronically. 
However, if you mail or deliver your 
comments about the proposed waiver 
and extension, address them to: The 
Predominantly Black Institutions 
Competitive Grant Program, CFDA 
number 84.382A, Attention: Bernadette 
Miles, U.S. Department of Education, 
400 Maryland Avenue SW, Room 250– 
22, Washington, DC 20202. 

Privacy Note: The Department’s 
policy is to make all comments received 
from members of the public available for 
public viewing in their entirety on the 
Federal eRulemaking Portal at 
www.regulations.gov. Therefore, 
commenters should be careful to 
include in their comments only 
information that they wish to make 
publicly available. 
FOR FURTHER INFORMATION CONTACT: 
Bernadette Miles, U.S. Department of 
Education, 400 Maryland Avenue SW, 
Room 250–22, Washington, DC 20202. 
Telephone: 202–453–7892. Email: 
Bernadette.Miles@ed.gov. 

If you use a telecommunications 
device for the deaf (TDD) or a text 
telephone (TTY), call the Federal Relay 
Service (FRS), toll free, at 1–800–877– 
8339. 

SUPPLEMENTARY INFORMATION: 
Invitation to Comment: We invite you 

to submit comments regarding this 
proposed waiver and extension. 

We invite you to assist us in 
complying with the specific 
requirements of Executive Orders 
12866, 13563, and 13771 and their 
overall requirement of reducing 
regulatory burden that might result from 
this proposed waiver and extension. 
Please let us know of any further ways 
we could reduce potential costs or 
increase potential benefits while 
preserving the effective and efficient 
administration of the program. 

During and after the comment period, 
you may inspect all public comments 
about this proposed waiver and 
extension of the project period in Room 
5059, 550 12th Street SW, Washington, 
DC, between the hours of 8:30 a.m. and 
4:00 p.m., Eastern time, Monday 
through Friday of each week, except 
Federal holidays. 

Assistance to Individuals with 
Disabilities in Reviewing the 
Rulemaking Record: On request, we will 
provide an appropriate accommodation 
or auxiliary aid to an individual with a 
disability who needs assistance to 
review the comments or other 
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36882 CONGRESSIONAL RECORD -SENATE October 14, 1970 
able early warning reporting system on the 
abuse o! controlled and non-controlled 
drugs. 

Ii. Development o! an accurate statistical 
reporting system on abuse data associated 
wtth crime and crlmlnal activity, including 
an Improved addict report.Ing system. 

6. Studes to ahow the relatloDSbJp between 
crime and drug dependent perso.na, studies 
to identity predisposing !actors to 1ll1clt 
drug activity and development of tests to be 
used by en!orcetnent personnel to better per
form their runotlona. 

7. Detection of abuse substances by re
mote sensing devices. 

8. Studies to evaluate the nature and 
sources of the supply and flow pattema of 
legal and Illegal drugs throughout the coun
try. 

9. Studies to compare and evaluate the 
deterrent effects or various strategies on drug 
uae and abuse. 

10. Studies to evaluate the direct and 
indirect costs ot drug abuse to society. 

11. Development or eradication techniques 
for the destntotlon of plant species from 
which controlled drugs may be derived. 

To etrect the foregoing and to Implement 
the intents of this memorandum, it ts agreed 
that wtth!n 10 work.Ing days rollowtng the 
signing o! the document, a Joint commit
tee be established as a worklng subcom
mittee of the now existing Departmental 
Liaison Committee. The subcommittee Will 
be composed of two repreeentatlves (one al
ternate) from each or the atgnatory ageneies. 
The functions of this committee Will be to 
elfectuate the goals of th1a memorandum 
and to d1seuss and resolve problems and 
lssues of concern to signatory agencies which 
arise ln the course 01' carrying out their 
repective functions. 

JOHN E. lN0USOt.l., 
Director, Bureau of Narcotics and Dan

geT01U I>ru.gs. 
JAMJ:S D. I8BI8TE6, 

Acting Director, Nattonal ln1tltue of 
M1mtal Health. 

Mr. DoDD. Mr. President, I am dellghted 
With the tremendous change 1n dlrectlon tbJa 
bill slgn.111es for the Congress and the nation. 

The government has flnally el.lm1nated 
mandatory minimum sentences for drug vio
lations and further, ha8 reduced 11.rst olfender 
posseaston vlolatJon.s to mJsdemeanors, 
punishable by up to one year's Jmprtaon
ment. 

The bW gives Judges much greater latt
tude 1n han<W.ng the lncreas1Dg numbers 
ot drug abuaens, thou.sands ot whom are not 
youths with delinquent or cr1m1nal records. 

However, penalties tor drug pushers. re
main strong, as a neceaaary deterrent ,to this 
practice. 

The bW authorlzee addittonal enforce
ment personnel tor the Bureau of Narcotlce 
and Dangeroua Drup and provides the At
torney General and the Bureau wtth new 
and necessary enforcement tool.S lncludlng 
the right to obtain and execute no-knock 
search warrants lI1 certaln, apec11led in
stances. 

Title m of the blll regulates the Import 
and eiq>ort ot controlled drugs and provides 
tor llmJts on the amount of crude opium 
that may be Imported Into the United States. 
The controls embodJed ln th1a title should 
bo sufflclent to stem the dlvenlon ot drugs 
from legitimate channels Into the 11.llclt mar
kets, a practice which has been ongolns 
utllJ.z1q the metbod of export and re-entry 
as a meam of dlverslon. 

On balance Ulla 18 a good bill. 
While the Senate did not prevail on all 

!Mues. I believe that the Conference Report 
Should be accepted. 

I urge senators to do ao. 

Mr. HUGHES. Mt. President, will the 
senator yteld? 

Mr. McCLELL.Alt. I yield. 

Mr. HUGHES. Mr. President, I thin.k 
that the members of the committees in 
both Houses, who have labored for many 
hours over this particular piece of legis
lation are to be congratulated. As we all 
know, their work was dJ.fflcult, there were 
many complex problems to be resolved, 
and there were many Jurisdictional over
laps which, with a good deal of coopera
tion, had to be worked out. There was 
much give and take on the part of all 
interested parties, and the final legisla
tion, I am convinced, was the better for 
it. 

To my mind, this legislation consti
tutes an extremely important step for
ward in dealing with the drug epidemic 
In this country-in the fields of preven
tion and rehabilitation as well as in the 
field of law enforcement. It is beyond 
contention that In dealing with the llllclt 
distribution of narcotics and dangerous 
drugs, stem laws and strict enforcement 
are essential. It is Just as true, however, 
that the most efficient possible system of 
enforcement and Punishment cannot do 
the job alone. This bill makes major ad
vances in both of these areas. 

The present blll constitutes a great 
improvement over the original legisla
tion in this area which was first consid
ered by the Senate. At the time that leg
islation was being considered by the Sen
ate, I offered amendments which would 
have: limited the Attorney General's au
thority for conducting educational and 
research programs to those directly re
lated to enforcement of the control pro
visions of the legislation; given greater 
authority to the Secretary of Health, Ed
ucation, and Welfare in the classification 
of controlled substances; and provided 
tor the confidentiality of information 
about patients or research subjects who 
have been promised anonymity by a Gov
ernment agency in exchange fo1· highly 
personal information. 

At the time those amendments were 
originally proposed, they were not suc
cessful. I am pleased to be able to say 
today that the amendments or the con
cepts behind them are a part of the legis
lation which we have before us today. 
I am also pleased that the conference 
committee saw fit to retain my amend
ment making those persons who are 
guilty of distributing marihuana for no 
remuneration subject to the same pen
alties as those persons who are charged 
with possession, rather than subject to 
the severe penalties tor trafficking and 
distribution. 

These were dramatic steps toward giv
ing the legislation the proper balance 
between law enforcement and preven
tion, rehabllltation, and research. 

It there are many reasons to be pleased 
about the legislation, there are also sev
eral reasons to be concerned. I feel that 
the no-knock proV1slons, which give law 
enforcement officers the authority t.o 
break and enter without announcln& 
thelT identity or purpose constitute an 
unnecessary intrusion into the private 
lives and rights of our citizens. I am not 
convinced that we have yet given our 
law enforcement officers the kinds of 
determined and complete backing they 
need to obtain and use legttimate tools of 
unquestioned constitutionality at the 
present time. Until that has been done, 

I do not believe that we can be Justified 
in moving into this questionable area. 

One other brief point along thi.s llne. 
H.R. 18683 fails to distinguish between 
the relative harmfulness of the various 
drugs !or purposes of criminal sanctions. 
For example, in the distribution area. 
the same penalty attaches for distribu
tion of LSD as for the distribution of 
marihuana; in the POSSession area the 
same penalty attaches for possession of 
all drugs, whether heroin, LSD, ampheta
mines, or marlhuana. 

This dJ.fflculty 1s caused by the type of 
classification structure which ls used in 
the proposed legislation. Classification 
in the bill depends primarily upon 
whether there is an accepted medical use 
for the drug. Because heroin and mari
huana have no recognized medical use, 
they are classified In the same category. 
Such a classification is valid for purposes 
of m anufacturing controls and rePOrting 
requirements. If there is no valid use for 
a drug, there is a sound reason to impose 
the stlictest manufacturing and record
keeping controls. But crtm1nal sanctions 
for illegal distribution and use should be 
based upon the danger to society and the 
individual. not upon whether there ls any 
valld medical use. 

I am hopeful that this situation will be 
remedied and compensated for some
what by the Departments of Health, Edu
cation, and Welfare and Justice, work
ing together to develop a classification 
of substances based upon the harm of 
controlled substances to the 1ndlvidual 
and to society. Such Information could 
be used to provide relevant information 
to the Judiciary for their discretionary 
consideration and use In determining ap
propriate sanctions in cases involving 
violations of sections 401 and 404 of title 
II of the ac~that ls, the possesmon and 
distribution sections. 

If this 1s not done admlnlstrat!veiy 
certainly it will then have to be done 
later leg1slatively, so that our courts can 
have available to them the scientific, 
medical, and law enforcement data upon 
Which they can base an intelligent and 
compassionate decision with respect to 
sanctions. 

Finally, I would like to comment on 
title I of the bill. That title deals with 
prevention and rehabilitation programs. 
The substitute amendment to this title 
which I proposed, which was cosponsored 
by all of the members of the Labor and 
Public Welfare Committee, and which 
passed the Senate 44 to 23, would have 
established a National Institute for the 
Prevention, and Treatment of Drug 
Abuse and Drug Dependence with re
sponsibilities which were spelled out in 
the law: would give greater emphasis to 
grana. for programs which were devel
oped at the State and local community 
levels; would have established preven
tion and rehabilitation programs for 
Federal employees; and would have in
creased authorizations reasonably tor the 
prevention and rehabilitation area. The 
House was unwilling to accept these 
changes in empbasts for Federal pro
grams at this late date, but indicated 
their willingness to hold hearings on the 
policy questions involved in the near 
future. 

Several important changes were made 
in the legislation because of the amend-
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72

1 (3) require that the General Services Administra-

2 tion take custody of the property and remove it to an

3 appropriate location for disposition in accordance with

4 law.

5 (d) All provisions of law relating to the seizure, sum-

6 mary, and judicial forfeiture, and condemnation of property

7 for violation of the customs laws; the disposition of such

8 property or the proceeds from the sale thereof; the remission

9 or mitigation of such forfeitures; and the compromise of

10 claims and the award of compensation to informers in respect

11 of such forfeitures shall apply to seizures and forfeitures in-

12 curred, or alleged to have been incurred, un-der the provisions

13 of this Act, insofar as applicable ad not inconsistenl with

14 the provisions hereof: Provided, That such duties as are im-

15 posed upon the customs officer or any other person with re-

16 spect to the seizure and forfeiture of property under the cus-

17 toms laws shall be performed with respect to seizures and

18 forfeitures of property under this Act by such officers, agents,

19 or other persons as may be authorized or designated for that

20 purpose by the Attorney Gleneral, except to the extent that

21 such duties arise from seizures and forfeitures effected by any

22 customs officer.

23 (e) Whenever property is forfeited under this Act the

24 Attorney General may-

25 (1) retain the property for official use;
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1 (2) sell any forfeited property which is not required

2 to be destroyed by law and which is not harmful to the

3 public, provided that the proceeds be disposed of for

4 payment of all proper expenses of the proceedings for

5 forfeiture and sale including expenses of seizure, main-

6 tenance of custody, advertising and court costs;

7 (3) require that the General Services Administra-

8 tion take custody of the property and remove it for

9 disposition in accordance with law; or

10 (4) forward it to the Bureau of Narcotics aud

11 Dangerous Drugs for disposition. Such disposition may

12 include delivery for medical or scientific use to any

13 Federal or State agency under regulations of the At-

14 torney General.

15 (f) All substances listed in schedule I that are possessed,

16 transferred, sold or offered for sale in violation of the pro-

17 visions of this Act shall be deemed contraband and seized

18 and suuMarily forfeited to the United States. Similarly, all

19 substances listed in schedule I, which are seized or come

20 into the possession of the Government, the owners of which

21 are unknown, shall be deemed contraband and summarily

22 forfeited to the United States.

23 (g) (1) All species of plants from which controlled

24 substances in schedules I and II may be derived which have
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1 been planted or cultivated in violation of this Act, or of

2 which the owners or cultivators are unknown, or which are

3 wild growths, may be seized and summarily forfeited to the

4 United States.

5 (2) The failure, upon demand by the Attorney General,

6 or his duly authorized agent, of the person in occupancy

7 or in control of land or premises upon which such species

8 of plants are growing or being stored, to produce an

9 appropriate registration, or proof that he is the holder

10 thereof, shall constitute authority for the seizure and for-

11 feiture.

12 (3) The Attorney General, or his duly authorized agent,

13 shall have authority to enter upon any lands, or into any

14 dwelling pursuant to a search warrant, to cut, harvest, carry

15 off, or destroy such plants.

16 INJUNCTIONS

17 SEC. 705. (a) The district courts of the United States

18 and all courts exercising general jurisdiction in the territories

19 and possessions of the United States shall have jurisdiction

20 in proceedings in accordance with the Federal Rules of Civil

21 Procedure to enjoin violations of this Act.

22 (b) In case of an alleged violation of an injunction or

23 restraining order issued under this section, trial shall, upon

24 demand of the accused, be by a jury in accordance with the

25 Federal Rules of Civil Procedure.
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1 ENFORCEMENT PROCEEDINGS

2 SEC. 706. Before any violation of this Act is reported

3 by the Director of the Bureau of Narcotics and Dangerous

4 Drugs to any United States attorney for institution of a crim-

5 inal proceeding, the Director may require that the person

6 against whom such proceeding is contemplated be given

7 appropriate notice and an opportunity to present his views,

8 either orally or in writing, with regard to such contemplated

9 proceeding.

10 IMMUNITY AND PRIVILEGE

11 SEC. 707. Whenever in the judgment of the United

12 States attorney the testimony of any witness, or the produc-

13 tion of books, papers, or other evidence by any witness, in

14 any case or proceeding before any grand jury or court of

15 the United States with respect to violation of any provision

16 of this Act, is necessary to the public interest, he, upon the

17 approval of the Attorney General, shall make application

18 to the court that the witness shall be instructed to testify

19 or produce evidence subject to the provisions of this section,

20 and upon order of the court such witness shall not be excused

21 from testifying or from producing books, papers, or other evi-

22 dence on the grounds that the testimony or evidence re-

23 quired of him may tend to incriinate him or subject him

24 to a penalty or forfeiture. But no such witness shall be
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1 prosecuted or subjected to any penalty or forfeiture for or on

2 account of any transaction, matter, or thing concerning

3 which he is compelled, after having claimed his privilege

4 against self-incrimination to testify or produce evidence, nor
a

5 shall testimony so compelled be used as evidence in any

6 criminal proceeding, except prosecution described in the

7 next sentence, against him in any court. No witness shall be

8 exempt under this section from prosecution for perjury or

9 contempt committed while giving testimony or producing

10 evidence under compulsion as provided in this section.

11 IURDEN OF PROOF; LIABILITIES

12 SEC. 708. (a) It shall not be necessary for the United

13 States to negative any exemption or exception set forth in

14 this Act in any complaint, information, indictment, or other

15 pleading or in any trial, hearing, or other proceeding under

16 this Act, and the burden of proof of any such exemption

17 or exception shall be upon the person claiming its benefit.

18 (b) In the absence of proof that a person is the duly

19 authorized holder of an appropriate registration or order

20 form issued under this Act, he shall be presuned not to be

21 the holder of such registration or form, and the burden

22 of proof shall be upon him to rebut such presmption.

23 (c) The burden of establishing that a vehicle, vessel,

24 or aircraft used in connection with the substances listed in

25 schedule I of this Act was used in accordance with the
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1 provisions of this Act shall be on the persons engaged in

2 such use.

3 (d) No liability shall be imposed by virtue of this Act

4 upon any duly authorized Federal officer engaged in the

5 enforcement of this Act, or upon any duly authorized officer

6 of any State, territory, political subdivision thereof, the Dis-

7 trict of Columbia, or any possession of the United States,

8 who shall be engaged in the enforcement of any law or

9 municipal ordinance relating to controlled dangerous sub-

10 stances,

11 PAVMBNTS AND ADVANCES

12 SEc, 709, (a) The Attorney General is authorized to

18 pay any person, from funds appropriated for the Bureau of

14 INarcotics and Dangerous Drugs, for information concerning

45 a violation of this Act, sach sum or sums of money as he may

16 deem appropriate, without reference to any moieties or

17 rewards to which such person may otherwise be entitled by

18 law,

19 (b) Moneys expended from appropriations of the

20 Bureau of Narcotics and Dangerous Drugs for purchase of

21 controlled dangerous substances and subsequently recovered

22 shall be reimbursed to the current appropriation for the

23 Bureau.

24 (c) The Attorney General is authorized to direct the
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1 advance of funds by the Treasury Department in connection

2 with the enforcement of this Act.

3 TITLE VIII-MISCELLANEOUS

4 'REPEALERS

5 SEC. 801. The laws specified in the following schedule

6 arc repealed except with respect to rights and duties which

7 matured, penalties which were incurred, and proceedings

8 which were begun before the effective date of this Act:

9 STATUTES AT LARGE

10 (a) Act of February 23, 1887 (ch. 210, secs. 1, 2, 24

11 Stat. 409), as amended (title 21, secs. 191-193).

12 (b) Act of February 9, 1909 (ch. 100, 35 Stat. 614),

13 as amended (title 21, sees. 171, 173, 174-184, 185).

14 (c) Section 1 of the Act of March 28, 1928 (ch. 266,

15 45 Stat. 374) , as amended (title 31, sec. 529a).

16 (d) Act of June 14, 1930 (ch. 488, sec. 6, 46 Stat.

17 587; title 21, see. 173a).

18 (e) Act of June 14, 1930 (oh. 488, sees. 7, 8), as

19 amended (title 21, sees. 197, 198).

20 (f) Act of July 3, 1930 (ch. 829, 46 Stat. 850; title

21 21, sec. 199).

22 (g) Section 6 of the Act of August 7, 1939 (ch. 566,

23 53 Stat. 1263; title 31, sec. 529g).

24 (h) Act of December 11, 1942 (ch. 720, 56 Stat.

25 104-5), as amended (title 21, sees. 188-188n).
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1 (i) Act of August 11, 1955 (ch. 800, secs. 1-3, 69

2 Stat. 684; title 21, sees. 198a-c).

3 (j) Section 15 of the Act of August 1, 1956 (ch. 852,

4 70 Stat. 910; title 48, sec. 1421m).

5 (k) Section 1 of the Act of July 18, 1956 (ch. 629,

6 title I), as amended (title 21, see. 184a).

7 (1) Act of April 22, 1960 (74 Stat. 55; title 21, secs.

8 501-517).

9 UNITED STATES CODE

10 (a) Title 18, sections 1401-1407.

11 (b) Title 18, section 3616.

12 (c) Title 26, sections 4701-4776.

13 (d) Title 26, sections 7237-7238.

14 (e) Title 26, section 7491.

15 CONFORMING AMENDMENTS

16 SEC. 802. (a) Section 1114 of title 18, United States

17 Code, is amended by striking out "the Bureau of Narcotics"

18 and inserting "the Bureau of Narcotics and Dangerous

19 Drugs".

20 (b) Section 1952 of title 18 of the United States Code

21 is amended by-

22 (1) inserting in subsection (b) (1) the words

23 "other controlled dangerous substances," immediately

24 following the word "narcotics".

48-551 0 - 70 - 13
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1 (2) striking subsection (c) and substituting the

2 following new section:

3 "(c) Investigation of violations under this section in-

4 volving liquor shall be conducted under the supervision of

5 the Secretary of the Treasury.

6 (c) Section 4251 (a) of title 18 of the United States

7 Code is amended by striking out the words "section 4731 of

8 the Internal Revenue Code of 1954, as amended," and

9 substituting "the Controlled Narcotic Drug Act of 1969".

10 (d) Section 584 of the Act of June 17, 1930 (ch. 497,

11 title IV, 46 Stat. 748), as amended by section 10 of the Act

12 of July 1, 1944 (ch. 377, 58 Stat. 722), and section 9

13 of the Act of March 8, 1946 (ch. 81, 60 Stat. 39; title 19,

14 sec. 1584), is amended by striking out the last sentence of

15 the second paragraph and substituting the following new

16 sentence: "The words 'opiate' and 'marihuana' as used in this

17 paragraph shall have the same meaning as defined in the

18 Controlled Narcotic Drug Act of 1969."

19 (e) Section 801 (a) of the Federal Food, Drug, and

20 Cosmetic Act (title 21, sec. 381 (a) ), as amended, is

21 amended in the last sentence thereof by striking out "This

22 paragraph" and substituting therefor "Clause (2) of the

23 third sentence of this paragraph," and by striking out the

24 words "section 2 of the Act of May 26, 1922, as amended
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1 (U.S.C. 1934 edition, title 21, sec. 173)" and substituting

2 "the Controlled Narcotic Drug Act of 1969".

3 (f) Section 4901 (a) of title 26 of the United States

4 Code is amended by deleting the words "4721 (narcotic

5 drugs), or 4751 (marihuana)" and by inserting the word

6 "or" before the number "4461".

7 (g) Section 4905 (b) of title 26 of the United States

8 Code is amended by deleting the words "narcotics, mari-

9 huana," and "4722, 4753".

10 (h) Section 6808 of title 26 of the United States Code

11 is amended by striking out subsection (8) and renumbering

12 subsections (9), (10), (11), (12), and (13), as (8),

13 (9), (10), (11),and (12).

14 (i) Section 7012 of title 26 of the United States Code

15 is amended by striking out subsections (a) and (b) and

16 renunbering (c), (d), (e), (f), (g), (h), (i), and (j)

17 as (a), (b), (c), (d), (e), (f), (g),and (h).

18 (j) Section 7103 of title 26 of the United States Code

19 is amended by striking out subsection (d) (3) (D) and re-

20 numbering (E) and (F) as (D) and (E).

21 (k) Section 7326 of title 26 of the United States Code

22 is amended by striking out subsection (b) and relettering

23 (c) as (b).

24 (1) Section 7607 of title 26 of the United States Code

Case: 20-71433, 09/29/2020, ID: 11841671, DktEntry: 19-2, Page 241 of 286
(426 of 1491)



82

1 'is amended by deleting all words prior to the word "officers"

2 and by capitalizing the word "officer"; and by deleting in

3 subsection (2) the words "section 4731" and "section 4761"

4 and inserting in subsection (2) in lieu thereof the words

5 "Controlled Narcotic Drug Act of 1969".

6 (m) Section 7651 of title 26 of the United States Code

7 is amended by deleting the words "sections 4705 (b), 4735,

8 and 4762 (relating to taxes on narcotic drugs and mar-

9 huana)".

10 (n) Section 7655 of the United States Code is amended

11 by deleting subsections (3) and (4).

12 (o) Section 7609 of the United States Code is amended

13 by striking out subsections (a) (3) and (a) (4) and re-

14 numbering (5) and (6) as (3) and (4).

15 (p) Section 7641 of the United States Code is amended

16 by striking out the words "opium suitable for smoking pur-

17 poses,".

18 (q) Section 2901 (a) of title 28 of the United States

19 Code is amended by striking out the words "section 4731 of

20 the Internal Revenue Code of 1954, as amended," and sub-

21 stituting "the Controlled Narcotic Drug Act of 1969".

22 (r) Section 3 of the Act of August 7, 1939 (ch. 566,

23 53 Stat. 1263; title 31, sec. 529d), is amended by striking

24 out the words "or the Commissioner of Narcotics, as the

25 case may be,".
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1 (s) Section 4 of the Act of August 7, 1939 (ch. 566,

2 53 Stat. 1263; title 31, sec. 529e), is amended by striking

3 out the words "or narcotics" and "or narcotic".

4 (t) Section 5 of the Act of August 7, 1939 (ch. 566,

5 53 Stat. 1263; title 31, see. 529f) is amended by striking

6 out the words "or narcotics".

7 (u) Section 308 (c) (2) of the Act of August 27, 1935

8 (ch. 740), as amended (49 Stat. 880; title 40, sec.

9 304 (m)), is amended by striking out the words "Narcotic

10 Drugs Import and Export Act" and substituting "Controlled

11 Narcotic Drug Act of 1969".

12 (v) Section 302 (a) of the Act of July 1, 1944 (ch.

13 373; title III), as amended (58 Stat. 692; title 42, sec. 242

14 (a) ) is amended by striking out the words "Narcotic Drugs

15 Import and Export Act" and substituting "Controlled Nar-

16 cotic Drug Act of 1969".

17 (w) Section 301 (a) of the Act of November 8, 1966

18 (ch. 175, title III), as amended (80 Stat. 1444; title 42,

19 sec. 3411) is amended by striking out the words "section

20 4731 of the Internal Revenue Code of 1954 and substitut-

21 ing "the Controlled Narcotic Drug Act of 1969".

22 (x) Section 1 (a) of the Act of July 15, 1954 (ch.

23 512), as amended (68 Stat. 484; title 46, sec. 239a) is

24 amended by striking out the words "paragraph (a) of the

25 first section of the Narcotic Drugs Import and Export Act, as
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1 amended (21 U.S.C. 171 (a)) " and substituting "the Con-

2 trolled Narcotic Drug Act of 1969"; and by striking out

3 the words "section 3238 (b) of the Internal Revenue Code"

4 and substituting "the Controlled Narcotic Drug Act of

5 1969".

6 (y) Section 7 (d) of the Act of August 9, 1939 (ch.

7 618), as amended (53 Stat. 1292; title 49, see. 787) is

8 amended by striking out the words "Narcotic Drugs Import

9 and Export Act, the internal revenue laws or any amend-

10 ments thereof, or the regulations issued thereunder" and

11 substituting "Controlled Narcotic Drug Act of 1969"; and

12 striking out the words "Marihuana Tax Act of 1937 or the

13 regulations issued thereunder" and substituting "Controlled

14 Narcotic Drug Act of 1969".

15 PENDI1U PROCEED1NGS

16 SEC. 803. (a) Prosecutions for any violation of law

17 occurring prior to the effective date of this Act shall not be

18 affected by these repealers or amendments, or abated by

19 reason thereof.

20 (b) Civil seizures or forfeitures and injunctive proceed-

21 ings commenced prior to the effective date of this Act shall

22 not be affected by the repealers or amendments, or abated

23 by reason thereof.

24 (c) All administrative proceedings pending before the
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1 Bureau of Narcotics and Dangerous Drugs on the effective

2 date of this enactment shall be continued and brought to final

3 determination in accord with laws and regulations in effect

4 prior to the date of this enactment. Such drugs placed under

5 control prior to enactment of this Act which are not listed

6 within schedules I through IV shall automatically be con-

7 trolled by the Attorney General and listed in the appropriate

8 schedule.

9 (d) The provisions of this Act shall be applicable to

10 violations of law, seizures and forfeiture, injunctive proceed-

11 ings, administrative proceedings and investigations which

12 occur following its effective dates.

13 CONTINUATION OP REGULATIONS

14 SEC. 804. Any orders, rules, and regulations which have

15 been promulgated under any law affected by this Act and

16 which are in effect on the day preceding enactment of this

17 title shall continue in effect until modified, superseded, or

18 repealed by the Attorney General.

19 SEVERABILITY

20 SEC. 805. If a provision of this Act is held invalid, all

21 valid provisions that are severable shall remain in effect. If a

22 provision of this Act is held invalid in one or more of its appli-

23 cations, the provision shall remain in effect in all its valid

24 applications that are severable.
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1 AUTHORIZATION OF APPROPRIATIONS

2 SEc. 806. There are hereby authorized to be appropri-

3 ated such sums as may be necessary to carry out the purposes

4 of this Act.

5 SAVING PROVISION

6 SEC. 807. Nothing in this Act, except this title and, to

7 the extent of any inconsistency, section 309 of this Act, shall

8 be construed as in any way affecting, modifying, repealing, or

9 superseding the provisions of the Federal Food, Drug, and

10 Cosmetic Act.

11 EFFECTIVE DATE

12 SEC. 808. This Act shall take effect on the one hundred

13 and eightieth day following the date of its enactment.
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The CHAUImAN. There is a Presidential message on this subject
which will also be included in the record at this point.

(The President's message referred to follows:)

[H. Doc. No. 91-138, 91st Cong., first sess.]

COMBATING DRUG ABUSE

To the Congress of the United States:
Within the last decade, the abuse of drugs has grown from essentially a local

police problem into a serious national threat to the personal health and safety
of millions of Americans.

A national awareness of the gravity of the situation is needed; a new urgency
and concerted national policy are needed at the Federal level to begin to cope
with this growing menace to the general welfare of the United States.

Between the years 1960 and 1967, juvenile arrests involving the use of drugs
rose by almost 800 percent; half of those now being arrested for the illicit use
of narcotics are under 21 years of age. New York City alone has records of
some 40,000 heroin addicts, and the number rises between 7000 and 9000 a year.
These official statistics are only the tip of an iceberg whose dimensions we can
only surmise.

The number of narcotics addicts across the United States is now estimated to
be in the hundreds of thousands. Another estimate is that several million Ameri-
can college students have at least experimented with marihuana, hashish, LSD,
amphetamines, or barbiturates. It is doubtful that an American parent can send
a son or daughter to college today without exposing the young man or woman
to drug abuse. Parents must also be concerned about the availability and use of
such drugs in our high schools and junior high schools.

The habit of the narcotics addict is not only a danger to himself, but a threat
to the community where he lives. Narcotics have been cited as a primary cause
of the enormous increase in street crimes over the last decade.

As the addict's tolerance for drugs increases, his demand for drugs rises,
and the cost of his habit grows. It can easily reach hundreds of dollars a day.
Since an underworld "fence" will give him only a fraction of the value of goods
he steals, an addict can be forced to commit two or three burglaries a day to
maintain his habit. Street robberies, prostitution, even the enticing of others into
addiction to drugs-an addict will reduce himself to any offense, any degrada-
tion in order to acquire the drugs he craves.

However far the addict himself may fall, his offenses against himself and
society do not compare with the inhumanity of these who make a living ex-
ploiting the weakness and desperation of their fellow men. Society has few
judgments too severe, few penalties too harsh for the men who make their
livelihood in the narcotics traffic.

It has been a common oversimplification to consider narcotics addiction, or
drug abuse, to be a law enforcement problem alone. Effective control of illicit
drugs requires the cooperation of many agencies of the Federal and local and
State governments; it is beyond the province of any one of them alone. At the
Federal level, the burden of the national effort must be carried by the Depart-
ments of Justice, Health, Education, and Welfare, and the Treasury. I am
proposing ten specific steps as this Administration's initial counter-moves against
this growing national problem.

I. FEDERAL LEGISLATION

To more effectively meet the narcotic and dangerous drug problems at the
Federal level, the Attorney General is forwarding to the Congress a compre-
hensive legislative proposal to control these drugs. This measure will place in
a single statute, a revised and modern plan for control. Current laws in this
field are inadequate and outdated.

I consider the legislative proposal a fair, rational and necessary approach to
the total drug problem. It will tighten the regulatory controls and protect the
public against illicit diversion of many of these drugs from legitimate channels.
It will insure greater accountability and better recordkeeping channels. It will

-.give law enforcement stronger and better tools that are sorely needed so that
those charged with enforcing these laws can do so more effectively. Further,
this proposal creates a more flexible mechanism which will allow quicker con-
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trol of new dangerous drugs before their misuse and abuse reach epidemic
proportions. I urge the Congress to take favorable action on this bill.

In mid-May the Supreme Court struck down segments of the marihuana laws
and called into question some of the basic foundations for the other existing drug
statutes. I have also asked -the Attorney General to submit an interim measure
to correct the constitutional deficiencies of the Marihuana Tax Act as pointed
out in the Supreme Court's recent decision. I urge Congress to act swiftly and
favorably on the proposal to close the gap now existing in the Federal law and
thereby give the Congress time to carefully examine the comprehensive drug
control proposal.

II. STATE LEGISLATION

The Department of Justice is developing a model State Narcotics and Dan-
gerous Drugs Act. This model law will be made available to the fifty State
governments. This legislation is designed to improve State laws in dealing with
this serious problem and to complement the comprehensive drug legislation being
proposed to Congress at the national level. Together these proposals will provide
an interlocking trellis of laws which will enable government at all levels to
more effectively control the problem.

III. INTERNATIONAL COOPERATION

Most of the illicit narcotics and high-potency marihuana consumed in the
United States is produced abroad and clandestinely imported. I have directed
the Secretary of State and the Attorney General to explore new avenues of
cooperation with foreign governments to stop the projection of this contraband
at its source. The United States will cooperate with foreign governments working
to eradicate the production of illicit drugs within their own frontiers. I have
further authorized these Cabinet officers to formulate plans that will lead to
meetings at the law enforcement level between the United States and foreign
countries now involved in the drug traffic either as originators or avenues of
transit.

IV. SUPPRESSION OF ILLEGAL IMPORTATION

Our efforts to eliminate these drugs at their point of origin will be coupled with
new efforts to intercept them at their point of illegal entry into the United States.
The Department of the Treasury, through the Bureau of Customs, is charged
with enforcing the nation's smuggling laws. I have directed the Secretary of
the Treasury to initiate a major new effort to guard the nation's borders and
ports against the growing volume of narcotics from abroad. There is a recognized
need for more men and facilities in the Bureau of Customs to carry out this
directive. At my request, the Secretary of the Treasury has submitted a substan-
tial program for increased manpower and facilities in the Bureau of Customs
for this purpose which is under intensive review.

In the early days of this Administration, I requested that the Attorney Gen-
eral form an inter-departmental Task Force to conduct a comprehensive study
of the problem of unlawful trafficking in narcotics and dangerous drugs. One
purpose of the Task Force has been to examine the existing programs of law
enforcement agencies concerned with the problem in an effort to improve their
coordination and efficiency. I now want to report that this Task Force has
completed its study and has a recommended plan of action, for immediate and
long-term implementation, designed to substantially reduce the illicit trafficking
in narcotics,-marihuana and dangerous drugs across United States borders. To
implement the recommended plan, I have directed the Attorney General to orga-
nize and place into immediate operation an "action task force" to undertake a
frontal attack on the problem. There are high profits in the illicit market for
those who smuggle narcotics and drugs into the United States; we intend to
raise the risks and cost of engaging in this wretched traffic.

V. SUPPRESSION OF NATIONAL TRAFFICKING

Successful prosecution of an increased national effort against illicit drug
trafficking will require not only new resources and men, but also a redeploy-
ment of existing personnel within the Department of Justice.

I have directed the Attorney General to create, within the Bureau of Nar-
cotics and Dangerous Drugs, a number of special investigative units. These
special forces will have the capacity to move quickly into any area in which
intelligence indicates major criminal enterprises are engaged in the narcotics
traffic. To carry out this directive, there will be a need for additional manpower
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within the Bureau of Narcotics and Dangerous Prugs. The budgetary request
for FY 1970 now pending before the Congress will initiate this program. Addi-
tional funds will be requested in FY 1971 to fully deploy the necessary special
investigative units.

VI. EDUCATION

Proper evaluation and solution of the drug problem in this country has been
severely handicapped by a dearth of scientific information on the subject-and
the prevalence of ignorance and misinformation. Different "experts" deliver
solemn judgments which are poles apart. As a result of these conflicting judg-
ments, Americans seem to have divided themselves on the issue, along genera-
tional lines.

There are reasons for this lack of knowledge. First, widespread drug use is
a comparatively recent phenomenon in the United States. Second, It frequently
involves chemical formulations which are novel, or age-old drugs little used in
this country until very recently. The volume of definitive medical data remains
small-and what exists has not been broadly disseminated. This vacuum of
knowledge-as was predictable--has been filled by rumors and rash judgments,
often formed with a minimal experience with a particular drug, sometimes
formed with no experience or knowledge at all.

The possible danger to the health or well-being of even a casual user of drugs
is too serious to allow ignorance to prevail or for this information gap to remain
open. The American people need to know what dangers and what risks are in-
herent in the use of the various kinds of drugs readily available in illegal
markets today. I have therefore directed the Secretary of Health, Education, and
Welfare, assisted by the Attorney General through the Bureau of Narcotics and
Dangerous Drugs, to gather all authoritative information on the subject and to
compile a balanced and objective educational program to bring the facts to every
American-especially our young people.

With this information in hand, the overwhelming majority of students and
young people can be trusted to make a prudent judgment as to their personal
course of conduct.

vn. RESEARCH

In addition to gathering existing data, it is essential that we acquire new
knowledge in the field. We must know more about both the short and long-range
effects of the use of drugs being taken in such quantities by so many of our
people. We need more study as well to find the key to releasing men from the
bonds of dependency forged by any continued drug abuse.

The National Institute of Mental Health has primary responsibility in this
area, and I am further directing the Secretary of Health, Education, and Wel-
fare to expand existing efforts to acquire new knowledge and a broader under-
standing in this entire area.

VIII. REHABILITATATON

Considering the risks involved, including those of arrest and prosecution, the
casual experimenter with drugs of any kind, must be considered at the very
least, rash and foolish. But the psychologically dependent regular users and
the physically addicted are genuinely sick people. While this sickness cannot
excuse the crimes they commit, it does help to explain them. Society has an
obligation both to itself and to these people to help them break the chains of
their dependency.

Currently, a number of federal, state and private programs of rehabilitation
are being operated. These programs utilize separately and together, psychiatry,
psychology and "substitute drug" therapy. At this time, however, we are without
adequate data to evaluate their full benefit. We need more experience with them
and more knowledge. Therefore, I am directing the Secretary of Health, Educa-
tion, and Welfare to provide every assistance to those pioneering in the field,
and to sponsor and conduct research on the Federal level. This Department
will act as a clearinghouse for the collection and dissemination of drug abuse
data and experience in the area of rehabilitation.

I have further instructed the Attorney General to insure that all Federal
prisoners, who have been identified as dependent upon drugs, be afforded the
most up-to-date treatment available.
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IX. TRAINING PROGRAM

The enforcement of narcotics laws require considerable expertise, and hence
considerable training. The Bureau of Narcotics and Dangerous Drugs provides
the bulk of this training in the Federal government. Its programs are extended
to Include not only its own personnel, but State and local police officers, forensic
chemists, foreign nationals, college deans, campus security officers, and members
of industry engaged In the legal distribution of drugs.

Last year special training in the field of narcotics and dangersous drug en-
forcement was provided for 2700 State and local law enforcement officials.
In fiscal year 1969 we expanded the program an estimated 300 percent in order
to train some 11,000 persons. During the current fiscal year we plan to redouble
again that effort-to provide training to 22,000 State and local officers. The train-
ing of these experts must keep pace with the rise in the abuse of drugs, if we
are ever to control it.

x. LOCAL LAW ENFORCEMENT CONFERENCES

The Attorney General intends to begin a series of conferences with law en-
forcement executives from the various States and concerned Federal officials.
The purposes of these conferences will be several first, to obtain firsthand in-
formation, more accurate data, on the scope of the drug problem at that level;
second, to discuss the specific areas where Federal assistance and aid can best
be most useful; third, to exchange ideas and evaluate mutual policies. The end
result we hope will be a more coordinated effort that will bring us visible pro-
gress for the first time in an alarming decade.

These then are the first ten steps in the national effort against narcotic mari-
huana and other dangerous drug abuse. Many steps are already underway.
Many will depend upon the support of the Congress. I am asking, with this
message, that you act swiftly and favorably on the legislative proposals that will
soon be forthcoming, along with the budgetary requests required if our efforts are
to be successful. I am confident that Congress shares with me the grave con-
cern over this critical problem, and that Congress will do all that Is necessary
to mount and continue a new and effective Federal program aimed at eradicating
this rising sickness in our land.

RICHARD NIXON.
THE WHITE HOUSE, July 14, 1969.

The CHAIRMAN. We will hear first today from the Honorable John
N. Mitchell, the Attorney General, who will be followed this after-
noon by the Secretary of the Treasury, the Honorable David M.
Kennedy.

Tomorrow we will hear from Dr. Roger 0. Egeberg, Assistant
Secretary of HEW, and Dr. Bertram S. Brown, Director, National
Institute of Mental Health.

Following the testimony of these administration officials, we will
then receive testimony from the interested public.

Mr. Attorney General, we welcome you. We understand you have
with you Messrs. John E. Ingersoll, Director, and Michael R. Sonnen-
reich, Deputy Chief Counsel, Bureau of Narcotics and Dangerous
Drugs.

This is your first public appearance before the Ways and Means
Committee. We are delighted to have you with us and we will be
pleased to hear from you.
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STATEMENT OF HON. JOHN N. MITCHELL, ATTORNEY GENERAL,
U.S. DEPARTMENT OF JUSTICE; ACCOMPANIED BY JOHN E.
INGERSOLL, DIRECTOR, AND MICHAEL R. SONNENREICH, DEP-
UTY CHIEF COUNSEL, BUREAU OF NARCOTICS AND DANGEROUS
DRUGS

Attorney General MITCHELL. Thank you, Mr. Chairman.
Mr. Chairman and members of the committee, I deeply appreciate

your invitation to appear before you today to discuss legislation deal-
ing with control of dangerous drugs. I assure you that the need for
more effective control is a matter of the deepest concern to the Presi-
dent and to the Department of Justice and to me, just as I know it is
to the Congress and the members of this committee.

In a few weeks the young people of our Nation will be returning to
school-an event which American parents once looked upon with a
smile and a sigh of relief. Today, it is a sad fact that parents view the
opening of school with trepidation and concern since the drug traffic
in narcotics and pills has penetrated the schoolrooms and schoolyards
of America at virtually every level.

It is no exaggeration to say that the drug danger threatens the
moral and physical health of an entire generation.

I am accompanied today by Mr. John E. Ingersoll, Director of the
Bureau of Narcotics and Dangerous Drugs, and by Mr. Michael R.
Sonnenreich, Deputy Chief Counsel of the Bureau. I would like to
address my testimony to the major features of the legislation recom-
mended by the administration and I have asked Mr. Ingersoll to dis-
cuss the more technical aspects of the bill.

On July 14, 1969, the President sent a message to the Congress re-
lating exclusively to the narcotics and dangerous drug problem in the
United States. At that time, he expressed the administration's con-
cern with the serious problem caused by drug abuse and misuse in the
United States and outlined 10 specific steps the administration would
take as initial countermoves against this growing national problem.

Mr. Chairman, the President's 10-point program is directed at the
many facets of the drug abuse problem. The program calls for new
Federal and State laws, new cooperation with foreign governments
and increased effort at our borders to halt the flow of drugs into the
United States from outside sources; it calls for improved and in-
creased training and resources for law enforcement; and finally, it
recognizes that new laws and increased enforcement alone will not
solve the drug abuse problem-rather we must also have effective pro-
grams of research, public education, and addict rehabilitation.

For the convenience of the committee, I have attached a copy of
the President's message to my statement and would like to request that
it be included in the record following my statement. (See p. 195.)

All of these areas discussed in the President's message are vital in
our Federal effort to deal with the problem. Today, however, I shall
focus my comments principally on the law enforcement aspects of the
problem, since this is the area of major concern to the Department of
Justice.

Education, research, and rehabilitation are the long-term answers to
the drug abuse problem in the United States. But while we plan, pre-
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pare and explore in detail each of these areas it is important that we
regulate the manufacture, importation and distribution of narcotics
and dangerous drugs through a logical and enforceable control scheme.

On July 15, 1969, the administration sent to Congress the proposed
"Controlled Dangerous Substances Act." This is the proposal the
President promised in his message. This legislation, amended during
consideration in the Senate, passed that body as S. 3246 on January
28 1970 by a unanimous vote-82-0.

In the House of Representatives, there has been a jurisdictional
roblem of which you are well aware, and the original bill was divided
etween this committee and the Interstate and Foreign Commerce

Committee. The Subcommittee on Public Health and Welfare of the
Interstate and Foreign Commerce Committee commenced hearings on
February 3, 1970, and is about to conclude its work on the legislation.
This committee has several drug proposals before it; however, H.R.
17463, introduced by Chairman Mills and Mr. Byrnes, embodies the
provisions recommended by the administration, H.R. 17463 is very
similar to S. 3246, which the administration also endorses.

Since the introduction of H.R. 1763, representatives of the admin-
istration have had extensive and extended discussions with the Public
Health and Welfare Subcommittee. As a result of these discussions,
the administration has endorsed several changes in the provisions of
our proposed bill which we believe improve the legislation and resolve
the problems that many witnesses raised during the hearings before
the Public Health and Welfare Subcommittee.

Accordingly, Mr. Chairman, we would like to submit to the com-
mittee later this week a number of recommended changes for H.R.
17463. I have asked Mr. Ingersoll in his testimony to highlight the
major areas where we have sought to resolve apparent problems in the
administration's legislation.

Mr. Chairman, if we are to have truly effective drug enforcement,
we must have a new Federal law. It is very important that both your
committee and the Interstate and Foreign Commerce Committee reach
agreement with regard to the proposed revisions in the drug laws.
Without such agreement, we are likely to have divergent acts emerge
from the House of Representatives when our purpose is to unify and
clarify the laws into a new code. We stand ready to assist this com-
mittee in any way we can to facilitate your consideration of this legis-
lation and coordination of the work of your committee and the Inter-
state and Foreign Commerce Committee.

I would now like to briefly mention some of the problems that exist
under our present system of narcotics and dangerous drug laws and
the design of our proposed legislation to deal with these problems.

First, we presently have a hodgepodge of laws with differing regu-
latory features for controlling drugs. The disunity of the existing
law is the result of piecemeal, ad hoc attempts over the last 50 years
to deal with the problem of controlling dangerous drugs. Beginning
with the Harrison Narcotic Act of 1914, nine major pieces of legisla-
tion have been enacted in the narcotic and dangerous drug field. An
examination of these measures, from the Harrison Act through the
Marihuana Tax Act of 1937, through the Narcotic Control Act of
1956, through the Drug Abuse Control Amendments of 1965, provides
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both a chronology of our sporadic efforts to deal with a growing prob-
lem and an insight into our failure to do so effectively.

In passing these laws, use was made of the power to tax and, more
recently, the power to regulate interstate commerce. They represent
limited responses to what was deemed to be the given needs of the
times. There was no conception of the problem growing to the dimen-
sions it has reached today. Drug abuse has outstripped the growth of
our technology and population, while our laws have remained static.

Today we have one Federal agency responsible for the enforcement
of these laws, and it must approach its enforcement and regulatory
responsibilities with divergent schemes of authority. For example, we
have subpena power as to the narcotic drugs but not as to the other
dangerous drugs. We have order forms and quota requirements as to
the narcotic drugs and marihuana but not as to LSD and the other
hallucinogens. We have registration requirements for the narcotics
and Marihuana that are different from those of the other dangerous
drugs. We have forfeiture powers as to the narcotics and marihuana
but a completely different type of forfeiture for the dangerous drugs
such as the hallucinogens and amphetamines.

Efficient law enforcement requires both an effective organizational
structure and a sound, coherent legal basis. The administration's pro-
posed legislation-as embodied in H.R. 17463-would create such a
structure and basis by providing a single, integrated body of law and
derivative regulations based solely on the power to regulate interstate
commerce. Controls and other enforcement tools would be interrelated
and consistent.

Second, as the result of a series of cases that have arisen recently-
namely, the Leary, Covington, Buie and Turner cases-we no longer
have an effective possession law for the narcotic drugs-except heroin,
and marihuana. As I am sure you are all aware, the presumption of
illegal importation as to marihuana, cocaine, and the other narcotics
no longer exists. While possession offenses are not the major thrust of
Federal law enforcement, they are a necessary concomitant to drug
conspiracy cases against large-scale traffickers. We need a law that
clearly defines possession as possession, and H.R. 17463 does this.
. Third, there is ample evidence, both in the news media and in schol-

arly journals, that there is a real credibility gap among the popula-
tion-both young and old-as to the existing penalties for marihuana,
the dangerous drugs, and the narcotics. It is often pointed out that
existing penalties are out of phase internally among themselves and
externally with the rest of the Federal Criminal Code. This lack of
credibility has not only a serious effect on the prosecution and sen-
tencing of defendants but, undoubtedly, has also had the more insidious
effect of undermining respect for the entire criminal justice system.
There is a need for more careful delineation of the entire narcotic and
dangerous drug area, both as to substantive offenses and penalties. We
believe that the penalties of H.R. 17463 are realistic and an effective
deterrent.

The bill makes simple possession of any drug as a first offense pun-
ishable as a misdemeanor. In addition, the first offender may receive
the benefit of a special provision whereby he may fulfill probationary
terms set by the court and earn dismissal of his case and elimination
of a conviction record.
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H.R. 17463 also eliminates most mandatory minimums, to which
Federal judges are almost unanimously opposed. Individuals estab-
lished as professional criminals, however, do face mandatory mini-
mums, and a maximum of life imprisonment and substantial for-
feitures.

Mr. Ingersoll will go into more detail on the penalty structure, if
you so desire, but I can assure you of my satisfaction that these new
penalties are both realistic and flexible enough to fit the offense and
offender.

Fourth, the diversion of legitimately produced drugs from their
normal channels of distribution into illicit sources must be halted.
There has been a tremendous upsurge in this kind of diversion in the
last 5 years, and we must tighten the regulatory controls now so that
we are not faced with utter chaos in the future.

We need a better system of identification of those persons engaged
in dealing with dangerous drugs, as well as better methods for inspec-
tion and the keeping of records. These are fundamentally law en-
forcement functions. There are many who say that the dimensions of
the drug abuse problem in America today indicate that we are 10 years
too late in effectively meeting it. Be that at it may, I feel that we must
move more effectively into this area of regulation of the legitimate
industry now, so that the same is not said of us in 1980. I should like
to point out that H.R. 17463, as did S. 3246, borrows heavily from the
existing narcotic regulatory controls that were shaped by this very com-
mittee. We feel they are necessary and will not hinder the legitimate
manufacturers, distributors, and dispensers of these drugs.

Fifth, key inventory requirements under the drug abuse control
amendments of 1965 have expired for most of those drugs, which means
that these inventory requirements no longer must be maintained in
accordance with law. This glaring loophole must be plugged to facili-
tate accountability audits to be conducted by Federal agents. H.R.
17463 closes this loophole by requiring inventories which must be
conducted every 2 years.

Sixth, there is a need for a more flexible import-export control sys-
tem to trace all legitimately produced controlled dangerous drugs.
The Department of Justice must be able to follow the flow of drugs, not
just within the United States, but also those drugs leaving the country
and coming into it. This new system, which again borrows heavily
from the existing narcotic laws, comports with the needs of protecting
the public as well as the consumer. It will allow for a system of
authorization by and notification of the Department of Justice on all
shipments of drugs in and out of the United States, depending on their
schedule classification.

Seventh, H.R. 17463 provides new and important law enforcement
tools for the investigation of narcotic and dangerous drug cases. It
provides for no knock. Some 31 States already have this authority.

Mr. Chairman, I would like to take a minute of the committee's time,
while I am on this subject of no knock, to try to give a better perspec-
tive to this type of legislation.

The impression seemingly held by a wide audience is that if no
knock is enacted into law, which I strongly hope will be the case, a
policeman may, on his own decision, enter any private home at any
time of the day or night. Nothing could be further from the truth.
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Under the no knock provision, an agent may enter a person's prem-
ises without announcing his authority and purpose only if he has ob-
tained a search warrant from a judge and the judge has been persuaded
there is probable cause to believe that evidence will be quickly and
easily. destroyed or that there is a danger to life and limb of the agent.

I would remind you that we are dealing with clever and ruthless
drug peddlers, who have no hesitation about taking the life of an
agent. And the moment of entry is the moment of greatest peril. With-
out no knock an agent not only risks his life, but gives the drug ped-
dler the opportunity to destroy the evidence at the same time.

The American people--and the news media which inform them-are
fond of catchwords or phrases that neatly sum up what is often a com-
plicated or intricate solution to a pressing problem. Unfortunately,
these shortcuts may often lead to erroneous conclusions or opinions on
behalf of our citizens-and, I might add, by many newsmen. Such is
the case, I think, with the term "no knock" and its application in our
uphill battle against drug traffickers.

If I were to try to supply a phrase to describe this type of opera-
tion, I would call it quick entry because that is what we seek to do. I
might point out that during the most successful Operation Eagle,
conducted by the Bureau of Narcotics and Dangerous Drugs last
month, quick entry would have proven a valuable tool in four in-
stances, three of which involved the destruction of evidence and one
of which involved the safety of two agents.

H.R. 17463 also provides for an administrative inspection warrant
procedure that comports with the Supreme Court rulings in the
Camara, See and Colonnade Catering cases. Since administrative in-
spections are a prime means of uncovering drug diversion from legit-
imate channels, such an administrative inspection warrant procedure
is vital to effective law enforcement.

The administrative procedures set out in H.R. 17463 have been
streamlined, somewhat along the lines of the existing narcotics laws,
to insure due process but not to cause undue delay in bringing drugs
under control. Where a drug has a potential for abuse, there must be
a quick procedure for bringing that drug under control, while allow-
ing for an administrative hearing and judicial review.

Lastly, H.R. 17463 allows the Attorney General to deny, revoke,
and suspend registrations to insure the integrity of the registration
system, and to deny those persons who should not be allowed to deal
in these drugs the ability to do 'so. I might point out that under
present narcotic and dangerous drug laws, such authority does not
exist, and it is sorely needed.

CONCLUSION

As you know, Mr. Chairman, drug abuse has reached the epidemic
stage among our young people. It is a critical national problem that
needs all the attention we can focus on it.

Virtually no area of the country has escaped this menace. It has-in-
vaded the country estates of our most wealthy families with the same
ease that it has involved the most desperately poor. The pusher is just
as comfortable and as readily available in the halls of our suburban
high schools as he is in the halls of our ghetto apartment buildings.
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As I said earlier, schools all across the country are about to reopen
for the fall semester. Millions of young people will begin leaving for
classes early in the morning, not to return until many hours later.
Concerned parents will ask themselves. Is this the day that our son
or daughter will swallow a pill or smoke a marihuana cigarette?

Mr. Chairman, this committee and the Congress can offer an excit-
ing "back-to-school present" to the families of America by moving
swiftly on this legislation and letting them know that more effective
tools for drug control are on the way. And when these tools become
available, I give you my personal assurance that the Department of
Justice will use them to the full extent of the law.

And now I would like to have Mr. Ingersoll discuss the bill in more
detail. We will be happy to answer any questions that the committee
may have at the conclusion of this presentation.

The CHAIRMAN. Thank you, Mr. Attorney General. We appreciate
having you with us, Mr. Ingersoll, and you are recognized.

STATEMENT OF JOHN E. INGERSOLL, DIRECTOR, BUREAU OF
NARCOTICS AND DANGEROUS DRUGS

Mr. INGERSOLL. Thank you, Mr. Chairman.
It is also a pleasure for me to appear before you here today to dis-

cuss H.R. 17463, which has a most profound effect on my area of re-
sponsibility within the Department of Justice.

When I was appointed Director of the newly formed Bureau of
Narcotics and Dangerous Drugs in 1968, my task was to unify Fed-
eral enforcement and regulatory functions in narcotics and dangerous
drugs and develop other means to bring the drug abuse problem under
control. We have accomplished the administrative organizing and
structuring tasks.

I might add that the Congress has been understanding of the prob-
lems by providing additional resources for the Bureau of Narcotics
and Dangerous Drugs to carry on its work. It was readily apparent,
however, that administrative restructuring would not be enough.

New legislative tools were also necessary to carry out the Bureau's
mission. The administration's proposed Controlled Dangerous Sub-
stances Act, which is basically embodied in H.R. 17463, is a legislative
tool that the Bureau needs to add much to its activities in protecting
the public against illicit drug diversion and trafficking.

With your permission, Mr. Chairman, I would like to submit a com-
prehensive comparative analysis between H.R. 17463 and the existing
law, so that each member of the committee can see the differences that
this legislation will bring about.

The CHAIRMAN. Mr. Ingersoll, I think also that would properly be a
part of our hearing record and without objection we will include it
at the conclusion of your statement.

Mr. INGERSOLL. Thank you, Mr. Chairman.
I hope that this will be more useful to the committee than a detailed

oral discussion of the legislation on a section-by-section basis now.
At this time, however, I will give you an overview of the legislation

so that the arguments, pro and con, can be placed in better perspective.
I should emphasize also that although the bill contains a number of
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innovations it also seeks to preserve much of the time-tested value of
existing drug legislation where possible and consistent with current
needs.

THE CONTROLLED DANGEROUS SUBSTANCES ACT

Title I of the Controlled Dangerous Substances Act sets out the
constitutional basis on which this legislation is to be grounded,
namely, the authority of Congress to control interstate and foreign
commerce and to levy reasonable fees to create a system of control to
protect the public interest. In addition, title I contains the many
definitions necessary for the successful implementation of the bill,
as well as repealers and conforming amen ents.

Title II of the bill continues the present authority of the Attorney
General to control those drugs enumerated as controlled dangerous
substances. He may add, delete, or reschedule a drug within any one
of the four schedules listed. This may be done either upon his own
motion or that of any interested party.

However, before undertaking to bring a drug under control or
remove a drug from control, the Attorney General must first consider
the advice of the Secretary of Health, Education, and Welfare, and
that of the Scientific Advisory Committee established under title VI
of the bill. As well as providing for the necessary scientific and medi-
cal input into the Attorney General's determination to control a drug,
nine criteria are set forth which he must consider before bringing
any substance under control.

Drugs subject to control under the Controlled Dangerous Substances
Act are listed in one of the four schedules. Each schedule has its own
set of additional criteria which must also be met before a drug can
be included within the particular schedule. Drugs are to be scheduled
according to their relative hazard, potential for abuse, and thera-
peutic utility and safety.

Title III sets forth the provisions which govern the legitimate
manufacture, distribution, and dispensing of controlled dangerous
substances. All persons, except those few specifically exempted, who
manufacture, distribute, or dispense controlled dangerous substances,
must register with the Attorney General. There are also provisions
for denial, suspension, or revocation of a registration by the Attorney
General. This is an area of responsibility presently under the Attorney
General's authority.

Title IV sets out the provisions relating to the importation and
exportation of those substances under control. New and stiffer restric-
tions are imposed upon international trade involving the United
States of any controlled dangerous substance. Such restrictions are
aimed at decreasing the flow of illicit drugs at this country's borders,
especially in the situation which exists now where drugs are legiti-
mately exported from this country only to be brought back in and
distributed into illicit channels.

A case in point is the instance where a drug company in Chicago
shipped several hundred thousand amphetamines to an address in
Tijuana, Mexico, which later turned out to be the eleventh hole of a
golf course. Had these export provisions then been in effect, we would
have had notice in advance of the export shipment, giving us the op-
portunity to verify whether or not the drugs were being shipped to
a legitimate establishment.
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Title V sets out the penalties imposed for violations of the various
provisions of the act. In addition to the Attorney General's com-
ments, it might be noted that in section 502, which deals with com-
mercial violations, only civil fines are imposed if the violation is
committed without knowledge. However, for willful violations, crimi-
nal sanctions will be imposed.

Title V! sets out the administrative provisions necessary for the
successful implementation of the bill. Of key importance are the
sections authorizing the Attorney General to conduct educational
and research programs and establish cooperative arrangements between
Federal, State, and local law enforcement agencies as is provided for
in present law. Other provisions provide for the establishment of the
Scientific Advisory Committee to advise the Attorney General as to
the merits of bringing a particular drug under control; administrative
hearings; the issuance of subpenas; and judicial review.

Title VII contains the enforcement provisions of the bill including
authorization for Federal officers under certain circumstances to exe-
cute a search warrant which the issuing magistrate has endorsed for
execution without the usual prior announcement of authority and
purpose. This is the so-called no-knock warrant. The Attorney
General has described sufficiently and adequately the reasons for that
provision. This title also contains provisions for administrative in-
spections and warrants and for the forfeiture of the vehicles used by
the drug traffickers.

Title-III calls for the establishment of a Committee on Marihuana
to carry out a study on all phases of marihuana use. This committee
is to be composed of experts with diversified professional backgrounds.
Also provided for is a Committee on Nongovernmental Drug Abuse
Prevention and Control, which will disseminate information to pri-
vate groups on what they can do to help stop drug abuse in this
country.

Title IX, the last title of the bill, sets out the various technical
provisions such as sections continuing pending proceedings and regu-
ations, a section for authorization of appropriations, a section author-

izing the republication of the schedules, and a severability clause.

CONTROVERSIAL ISSUES

Now, Mr. Chairman, I would like to focus on the major issues that
have been discussed and debated about this legislation, both in hear-
ings before the Subcommittee on Juvenile Delinquency of the Senate
Judiciary Committee and in the testimony before the Subcommittee
on Public Health and Welfare of the House Committee on Interstate
and Foreign Commerce. The major portion of the legislation appears
to be uncontroversial to those who have studied it. But, here are some
parts that have generated controversy:
(1) The Issue of Who Should Control a Drug Under This Bill

A great deal of debate has occurred over who should make the final
determination to bring a drug under control. Section 201 of H.R.
17463 would vest such authority in the Attorney General after he re-
ceives the advice in writing of the Secretary of Health, Education, and
Welfare, and the independent Scientific Advisory Committee estab-
lished in section 604 of the act. The advice of the Secretary of Health,
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Education, and Welfare is not required under existing law nor has the
Secretary ever had control decision authority over narcotic drugs.

The proposal, however, includes the narcotics and requires advice
in writing from the Secretary and from the Scientific Advisory Com-
mittee so that it is public information. We feel this is an important
step forward in that it makes the scientific information received from
these two bodies public information, and allows those adversely af-
fected to have in writing all of the reasons and analyses which led to
the control decision.

Some people believe that the Secretary of Health, Education, and
Welfare, as opposed to the Attorney General, should have the final
control decision. Reorganization Plan No. 1 of 1968 vested that author-
ity in the Attorney General. The Attorney General has exercised this
power for 2 years, and none of those in opposition to the Attorney
General's retention of this authority have made a case showing the
Attorney General's abuse of this authority, or a lack of sensitivity
on his part to scientific information or any of the other alleged prob-
lems that are supposed to occur by the Attorney General's exercising
this authority.

The truth of the matter is that the reorganization plan has worked
well, and the Attorney General's exercise of this control determin:.tion
has worked equally well. In discussions with the Subcommittee on
Public Health and Welfare we have been working to clearly dis-
tinguish the input of the Secretary of Health, Education, and Welfare
from that of the Attorney General. We recognize that the Secretary
must make the necessary medical and scientific determinations which
shall be determinative on the Attorney General in terms of keeping
a drug from being brought under control when such evidence demon-
strates that a given drug should not be controlled.

However, the converse is not true. An affirmative decision to control
involves more than medical and scientific determinations. It has im-
portant policy, legal and enforcement implications, as well. It is the
responsibility of the Attorney General to determine whether or not
all the facts and data support a conclusion that a given drug should
be brought under control.

It is with this in mind that we are working out a solution to this
problem and will suggest language later this week that we hope will
resolve this controversy for all concerned. This language will retain
in the Attorney General the final decision for bringing drugs under
control under the foregoing conceptual formula.

(2) Research in Schedule I Substances
Some witnesses have expressed concern with the language in S. 3246,

the Senate-passed version, dealing with research in Schedule I sub-
stances which are those having no approved medical use in the United
States today. What use there is made of them is for research purposes
only.

Since the intent of the legislation has always been not to unduly
hamper research but to leave in the Department of Health, Education,
and Welfare the responsibility for determining legitimate research
protocols and the competency of scientic investigators, we have dis-
cussed a change with the Subcommittee on Public Health and Welfare
which we feel adequately resolves the problem. The language change
clearly vests in the Secretary of Health, Education, and Welfare and
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not the Attorney General the authority to review the qualifications
and competency of every practitioner requesting registration, as well
as the limits of the research protocol.

The Attorney General would deny registration to a researcher ap-
roved by the Secretary only if the researcher had materially falsified
is application, if he had committed a felony, or if he had had his state

license rescinded. The Secretary is required to consult with the At-
torney General prior to recommending approval of a researcher for
registration to insure that there are adequate safeguards against
potential diversion.

(3) Registration of Researchers
Many persons testified both in the Senate and in the House against

the need to register researchers at all. The administration feels quite
strongly that researchers should be registered so that we know who
is dealing in these dangerous substances at all points in the chains
of distribution.

The intent of the registration provisions of H.R. 17463 is to create
a closed system similar in concept to the system that has been effective
with regard to the narcotic laws. By requiring every person who man-
ufactures, distributes, or dispenses these substances to register and
have a corresponding registration number, we will be able to deter-
mine points of diversion from the legitimate channels into the illicit
network more effectively. It is important that we have a closed regis-
tration system.

Diversion of legitimately produced drugs is a significant problem
in the United States, and will tend to grow under the present system.
The closed system will serve a valuable preventive purpose. We feel
that such a system shows the public that the Government can move
to prevent problems as well as just react to fait accomplis. We believe
that the provisions dealing with registration will impose no hardship
on the legitimate researcher or any other person required to register.

Opponents of this provision rest their claim on the allegation that
research will be stifled. This, in our opinion, is hypothetical and specu-
lative. In fact, research in marihuana now requires comparable regis-
tration and it has blossomed in the last several years.

For example, in 1966 there were 15 registered marihuana research-
ers; in 1967, 21; in 1968 (the first year of Reorganization Plan No. 1)
there were 64 and in 1969, there were 87 registered. Our intent is to
encourage research, but at the same time to insure that such research
does not result in the diversion of dangerous substances.

(4) Education and Research Role of the Department of Justice
The Bureau of Narcotics and Dangerous Drugs in its relatively

short life has contributed significantly to national research and edu-
cational activities in the area of narcotics and dangerous drugs. We
feel research is a necessary concomitant to effective law enforcement.
I think this is the feeling of most enlightened law enforcement admin-
istrators in this day. It is in the public interest that we continue these
efforts and also continue our efforts in drug abuse prevention. We
must have research and educational capabilities so that we can ade-
quately disseminate information to the public, train state and local
police, as well as other persons such as college deans and forensic
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chemists, and improve our own enforcement investigative and regula-
tory work.

The Department of Justice feels that it should not be involved in
basic research such as that primarily carried out by the National Insti-
tute of Mental Health. We feel that the two Departments' roles are
clearly defined and will not come into conflict.

PROPOSED LANGUAGE CHANGE

Mr. Chairman, although we firmly support H.R. 17463, we recog-
nize that it is an extremely complex piece of legislation and have
constantly sought to improve the language to better reflect the admin-
istration's position and the feelings of those who are directly involved
with its operation, should it become law.In addition to trying to work out the foregoing controversial issues,
we have prepared some alternate language to several other sections
of the bill which we believe should improve the language and clarify
its purpose.

For the past several weeks the administration has been working
with the Subcommittee on Public Health and Welfare on these mat-
ters. With the chairman's permission, I would like to discuss some
of these changes and recommend this committee's favorable considera-
tion of them.
(a) The registration of pharmacie8 versus pharmacists

The use of the term practitioner in the registration sections appar-
ently has not adequately stated the impact of registration in the case
of pharmacies and pharmacists. The administration has repeatedly
stated that it is the intent of the legislation to register pharmacies
rather than pharmacists except in cases where the pharmacist is
engaged in research or in testing. Then, of course, it would be the
pharmacist who would be required to register.

However, to clarify this beyond a doubt, we feel that language
should be inserted in subsection 303 (f) of H.R. 17463 which will carry
out this intent. It is easier to require records to be kept at a place as
opposed to being tied to a person who can change employment from
day to day.

Also, since the pharmacy is many times not owned by the pharmacist
behind the counter, it seems more equitable to require the owner to
have the burden of insuring that records and inventory requirements
are maintained. It should be noted that it is the pharmacy, not the
pharmacist, that is required to maintain record under the Federal
Food, Drug and Cosmetic Act.
(b) The dispensing practitioner--medical doctor

Under existing law, physicians dispensing depressant, stimulant,
and hallucinogenic drugs are not required to keep records unless they
are "dispensing practitioners" which is defined by existing laws to
include those who regularly engage in dispensing these drugs to their
patients for which the patients are charged, either separately or
together with charges for other professional services.

This is designed to require such practitioners, primarily "diet doc-
tors" to keep records since under those circumstances they are acting
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in the same capacity as a pharmacy and accounting for large distribu-
tion of the amphetamines and barbiturates.

We have agreed with the other subcommittee to include additional
language to subsection 307(a), that will carry forward this intent,
while at the same time requiring practitioners who administer or dis-
pense controlled dangerous substances listed in Schedules I or II and
narcotic substances listed in Schedule III of this act also to keep
records. It should be noted that they are presently required to keep
records under the existing narcotic laws.
(c) Education and research

In recognition of the concern that I mentioned when discussing
the Department of Justice's role in education and research, we have
drafted some alternate language (which, I might add, was suggested
by the House Committee on Interstate and Foreign Commerce's
Subcommittee on Public Health and Welfare), which we consider to be
adequate as an alternative to the existing language in section 602. It
is in effect a combination of the language in H.R. 17463 and subsec-
tions 602 (a) and (b) of the Working Print of the Interstate and
Foreign Commerce Committee Subcommittee on Public Health and
Welfare.

What it does in effect is set out in greater detail the specific areas
of education and research to be undertaken by the Department of
Justice. It is the Department's feeling that this language sufficiently
allows us to conduct the kind of programs that we feel are necessary
for effective implementation of the act, and, therefore, we have no
objection to such changes in section 602, should the committee con-
sider this language more appropriate.

These matters plus those discussed under the heading of controver-
sial issues (i.e. the control decision authority, registration of research-
ers and Department of Justice research), Mr. Chairman, I feel can
be improved upon with the changes that are being suggested. We hope
resolution will succeed in the interest of getting the very best law pos-
sible to help reverse the present skyrocketing drug abuse problem.

CONCLUSION

The Department of Justice firmly supports H.R. 17463 and suggests
the above mentioned alternate language to the committee for its con-
sideration, in addition to changes that we shall offer during the week.

As the Attorney General has just stated, and as I have stated on
numerous occasions, this legislation deals with the law enforcement
aspects of the problem. It does not attempt to deal with the rehabili-
tative or long-range education and research areas. Those areas, im-
portant as they are, are left to other legislation and other approaches
that we feel are not within the ambit of this bill.

This bill gives us the necessary law enforcement tools to conduct
effective drug investigations and to exercise meaningful regulatory
controls over the legitimate industry from a law enforcement point
of view.

By that I mean the bill provides penalties that are realistic and
enforceable, and it contains a regulatory system that will help identify
the flow of drugs legitimately produced and hopefully pinpoint the
sources of diversion so that they can be dealt with by the Bureau of
Narcotics and Dangerous Drugs.
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The bill further allows us to react quickly as new drugs of abuse
create problems in our society, or have the potential to ci'ea~e such
problems. With its scheduling system and the Attorney General's
abiity to bring drugs under control, we believe that H.R. 17436 will
be as timely in 1980 as it is in 1970.
. The bill is designed to give us good, efficient law enforcement and

regulatory controls over a problem that is with us now, that must be
resolved now, that must be acted upon now. While not intending to
offend anyone, I must state that many people have lost sight of the
ultimate objective of the bill, which is to provide meaningful enforce-
ment and penalty controls over the narcotic and dangerous drug prob-
lem that is with us now and will probably be with us in the future.

I feel that Congress must move with speed to give us what we need
to get on with the job at hand. The illicit drug problem is growing,
diversion is continuing, and the citizenry of the United States is suf-
fering as a result of the present posture of the laws. While law en-
forcement alone cannot stop the drug problem or eradicate its causes,
it can, if properly armed with the necessary legislative tools and with
trained manpower and adequate funding, do a better job of containing
it. The public safety and the Federal Government's law enforcement
credibility are at stake. I urge swift passage of H.R. 17463.

Thank you very much, Mr. Chairman, for your patience and in-
dulgence.

The CHAIRMAN. We thank you, Mr. Ingersoll, for your very fine
statement.

(A section-by-section analysis and the comparison between H.R.
17463 and present law referred to follow:)

SECTION-BY-SEcTION ANALYSIS AND COMPARISON BETWEEN THE CONTROLLED DAN-
GEROUS SUBSTANCES ACT, H.R. 17463, AND EXISTING FEDERAL NARCOTIC, MARI-
HUANA, AND DANGEROUS DRUG LAWS

Introduction

The following materials contain a section-by-section digest of H.R. 17463, the
Controlled Dangerous Substances Act, and a comparison of the provisions of
H.R. 17463 with those found in existing Federal narcotic, marihuana, and dan-
gerous drug laws. Those provisione of H.R. 17463 wh.ich differ substantively from
the provisions of S. 3246. the Senate-passed version of the Controlled Dangerous
Substances Act, will be footnoted where appropriate.

TITLE I-FINDINGS AND DECLARATIONS, DEFINITIONS, REPEALERS, AND CONFORMING
AMENDMENTS

Section 1O.-Deflnition8
Subsection 102(a) sets out a definition of "addict" which is substantially

similar to the definition of "addict" found in Titles I and II of the Narcotic
Addict Rehabilitation Act of 1966, 28 U.S.C. 2901(a) and 18 U.S.C. 4251(a)
respectively.

Subsection 102 (b) sets out a definition of "administer" not found under exist-
ing Federal law. The language incorporated in this definition reflects the
word's commonly accepted usage among the medical, scientific, and pharmacy
professions.

Subsection 102(c) sets out a definition of "agent" not found under existing
Federal law. The definition specifies those persons who are to be deemed agents
of manufacturers, distributors, and dispensers of controlled dangerous sub-
stances for purposes of invoking the principal-agent doctrine and determining
exemptions from the registration requirements.

Subsection 102(d) defines "Bureau of Narcotics and Dangerous Drugs" in
language similar to that found in 21 CFR 320.1(f).

Subsection 102(e) sets out a definition of "control" not found in existing Fed-
eral law. The definition sets out the activities relating to the drugs listed in the
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schedules contained in Title II of the Act which are to be deemed "control."
Such activities include addition, removal, or change in the placement of a con-
trolled substance within the various schedules.

Subsection 102(f) sets out the definition of "controlled dangerous substance."
The definition is an adaptation of the definition of "controlled substance" found
in 21 CFR 320.1(j), relating to the Drug Abuse Control Amendments of 1965.
Included in this definition are all drugs, substances, and immediate precursors
listed in the four schedules contained in Title II. The definition utilizes the
word "substance" rather than "drug," since the word "substance" is broader in
scope than "drug" and thus will encompass precursor chemicals as well as actual
drugs.

Subsection 102(g) defines "counterfeit substance" in language similar to that
used for defining "counterfeit drug" in the Drug Abuse Control Amendments
of 1965, 21 U.S.C. 321(g) (2).

Subsection 102(h) defines "Department of Justice" in language identical to
that found in 21 CFR 320.1 (b).

Subsection 102(1) defines "depressant or stimulant drug" in language identical
to that found in the Drug Abuse Control Amendments, 21 U.S.C. 321(v).

Subsection 102(j) sets out a definition of "dispense" not found under existing
Federal law. The definition designates those drug-related activities which are to
be deemed "dispensing" for purposes of determining the types and degree of
regulatory controls applicable.'

Subsection 102(k) sets out a definition of "distribute" not found under existing
Federal law. The definition designates the drug-related activities which are to
be deemed "distribution" for purposes of determining the regulatory controls
applicable and the Imposition of criminal sanctions.'

Subsection 102(1) defines "drug" in language identical to that contained in
the Drug Abuse Control Amendments, 21 U.S.C. 321(g) (1).

Subsection 102(m) defines "marihuana" in language identical to that contained
in the Marihuana Tax Act of 1937, 26 U.S.C. 4761(2).

Subsection 102(n) defines "manufacture" in language similar to that found in
the Narcotic Manufacturing Act of 1960, 21 U.S.C. 502 (f).

Subsection 102(o) defines "narcotic drug" in language substantially similar to
that found in the Harrison Narcotic Act of 1914, 26 U.S.C. 4731(a).

Subsection 102(p) defines "net disposal" in language identical to that found
in the Narcotic Manufacturing Act of 1960, 21 U.S.C. 503 (h).

Subsection 102(q) defines "opiate" in language substantially similar to that
found in the Harrison Narcotic Act, 26 U.S.C. 4731 (g) (1).

Subsection 102(r) defines "opium poppy" in language identical to that found
in the Opium Poppy Control Act, 21 U.S.C. 188a(c).

Subsection 102(s) sets out a definition of "poppy straw" not found under exist-
ing Federal law. This definition carries over the definition of "poppy straw"
found in the Single Convention on Narcotic Drugs, 1961.

Subsection 102(t) defines "practitioner" in language similar to that found
under Federal regulations applicable to the Harrison Narcotic Act, 26 CFR
151.11(h). The definition in H.R. 17463 is broader than existing definitions in
that it includes pharmacies, hospitals, clinics, and medical and non-medical re-
searchers, as well as physicians, dentists, and veterinarians.

Subsection 102(u) defines "production" in language similar to that found in the
Opium Poppy Control Act, 21 U.S.C. 188a (b).

Subsection 102(v) sets out a definition of "immediate precursor" not found
under existing Federal law. This definition is a modification of the definition of
"narcotic precursor" found in the Narcotic Manufacturing Act of 1960, 21 U.S.C.
502 (1), but is broader in scope in that it encompasses precursors of both narcotic
and non-narcotic drugs.

Subsection 102(w) sets out the standard statutory definition of "State."
Subsection 102(x) sets out a definition of "ultimate user" not found under

existing Federal law. The subsection is a codification of the language commonly
accepted and used to define the term.

Subsection 102(y) sets out the standard statutory definition of "United States."

'This definition differs to a limited extent from the definition of "dispense" contained
in S. 3246 in that prescribing or administering, as well as packaging or labeling substances
in preparation for distribution, is to be deemed "dispensing. ,

2This definition incorporates the definition of "deliver" contained in S. 3246. The
S. 3246 definition of "deliver" has been deleted from H.R. 17463.
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TITLE II-STANDARDS AND SCHEDULES

Section 201.-Authority to control
This section authorizes the Attorney General, with the advice of the Secretary

of Health, Education, and Welfare, to add, delete, or reschedule any substance
as a controlled dangerous substance, and sets forth the criteria to be considered
in making such decision. Some of these are the drug's potential for abuse, scien-
tific knowledge regarding the substance, the history and scope of abuse, risks to
public health, psychic or physiological dependence liability, and treaty require-
ments. The Attorney General may control such drugs pursuant to the procedures
established by Subchapter II of Chapter 5 of Title 5 of the United States Code.

Section 504 of Title 21 of the United States Code empowers the Attorney
General to modify the list of basic narcotic drugs based on the drug's chemical
structure, content and addiction liability or convertibility into an addicting drug.
It does not detail further criteria, except that the drug must be a narcotic drug as
defined by section 4731 (a) of Title 26.

Section 321(v) of Title 21 United States Code (the Drug Abuse Control
Amendments of 1965), provides that the Attorney General may, after investiga-
tion, issue regulations according to the proceedings established by section 371 (e),
(f), and (g) of Title 21, and thereby include other drugs under the definition
of "depressant and stimulant drug." The definition requires that the investigation
reveal that the drug have a potential for abuse because of its depressant or
stimulant effect on the central nervous system or its hallucinogenic effect.

The primary changes instituted by the new Bill include requiring the Attorney
General to seek the advice of the Secretary of Health, Education, and Welfare
and the Scientific Advisory Committee before adding, deleting, or rescheduling
a substance; setting forth in detail the specific elements to be considered in
making such a decision; and applying the procedures set out in the Administra-
tive Procedures Act, Subchapter II of Chapter 5, to that process.

Section 202.-Schedules of controlled substances
This section sets forth the four basic schedules to be used in determining the

level of control of dangerous substances. Before each schedule is a list of
criteria to be used by the Attorney General in determining the drugs which
will fit into that schedule. Some drugs are initially included in the bill. Gen-
erally, Schedule I contains opiates, opium derivatives, and hallucinogenic sub-
stances. Schedule II contains medically usable opiates, opium derivatives, and
coca leaf derivatives. Schedule III contains the central nervous system
stimulants (amphetamines), and depressants (barbiturates), as well as low-
narcotic mixtures and compounds. Schedule IV contains certain exempt narcotic
preparations.

The existing law has no such definite scheduling system. Each type of sub-
stance is dealt with by different, separate laws. Section 4731 (a) of Title 26 of
the Internal Revenue Code defines narcotic drugs so as to include both vegetable-
origin drugs and those produced by chemical synthesis from opium and coca
leaves. Section 4731(g) includes as an "opiate" any substance found by the At-
torney General to have an addiction-forming or addiction-sustaining liability
similar to morphine or cocaine. These substances are controlled under the Har-
rison Narcotic Law (Tax), section 4701 et seq. of Title 26; by the Narcotic
Drugs Import and Export Act, sections 171-185 of Title 21; and by the Nar-
cotic Manufacturing Act of 1960, section 501 et seq. of Title 21. In addition,
heroin is specificially treated under the criminal laws of sections 1401-1407 of
Title 18. Marihuana is defined by section 4761(2) of Title 26 (Marihuana Tax
Act) and is controlled under those laws and under the Narcotic Drugs Import
and Export Act, sections 171-185 of Title 21. The depressant, stimulant, and
hallucinogenic drugs are defined and controlled by the Drug Abuse Control
Amendments of 1965 in Title 21 of the Food Drug, and Cosmetic Act. Under
these amendments, regulations have been written which list specific controlled
substances and set out the criteria used in determining the selection of these
drugs (Title 21, Code of Federal Regulations).

The major change in the existing law made by this section of the bill Is the
collecting of all the narcotics, opiates, 'and dangerous drugs into one compre-
hensive law and placing them into specific schedules. The requisite criteria for
each schedule is set out in the Bill, and every type of drug or dangerous sub-
stance to be controlled can be classified accordingly. The drugs listed in the
schedules in the Bill have almost all been controlled by name under the existing
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litw, either by proclamntion, regulation, or under the Drug Abuse Control
Amendments. The only exceptions are three new drugs listed in Schedule III:
(4) Chlordiazepoxide; (6) Diazepam; and (12) Meprobamate, all derivatives
of barbituric acid. Meprobamate was controlled as of July 6, 1970.3

TITLE UI-REGULATION OF MANUFACTURE, DISTRIBUTION, AND DISPENSING OF
CONTROLLED DANGEROUS SUBSTANCES

Section 801.-Rules and regulations /
Section 301 authorizes the Attorney General to promulgate rules and regula-

tions and charge reasonable fees relating to the registration of manufacturers,
distributors, and dispensers of controlled dangerous substances. While no iden-
tical counterpart to this section exists under present Federal law, provisions of
the Harrison Narcotic Act, 26 U.S.C. 4721, provide for the imposition of an oc-
cupational tax, varying from one to 24 dollars, on manufacturers, importers,
wholesale and retail distributors, and physicians and other practitioners deal-
ing in or handling narcotic drugs. Provisions of the Marihuana Tax Act, 26
U.S.C. 4751, provide for the imposition of a similar occupational tax on such
individuals dealing in or handling marihuana. No provisions are made under
the Drug Abuse Control Amendments for the assessment of fees relating to
the registration of manufacturers and distributors of stimulant and depressant
drugs.

Section 302.-Registration requirements
Section 302 (a) requires all persons manufacturing, distributing, or dispensing

controlled dangerous substances to register annually with the Attorney General.
Under the Harrison Narcotic Act, persons dealing in narcotic drugs who are

required to pay the occupational tax under 26 U.S.C. 4721 must register annually
pursuant to the provisions of 26 U.S.C. 4722. The Marihuana Tax Act requires
that persons required to pay the occupational tax under 26 U.S.C. 4751 must
register annually pursuant to the provisions of 26 U.S.C. 4753. These persons,
who include manufacturers, importers, wholesale and retail distributors, and
practitioners, generally submit an application for registration to a district office
of the Internal Revenue Service, which in turn is forwarded to the Bureau of
Narcotics and Dangerous Drugs for investigation and approval. Upon approval,
the district director of the Internal Revenue Service is then authorized to issue
a registration.

Provisions of the Narcotic Manufacturing Act of 1960, 21 U.S.C. 506, require
all persons manufacturing any basic class of narcotic drug to be licensed on an
annual basis with the Attorney General.

Under the Drug Abuse Control Amendments, persons manufacturing or dis-
tributing stimulant or depressant drugs must register annually pursuant to 21
U.S.C. 360(b). Application for registration is presently made to the Food and
Drug Administration of the Department of Health, Education, and Welfare, as
the result of an agreement between the Department of Justice and the Depart-
ment of Health, Education, and Welfare subsequent to the 1968 Presidential
Reorganizational Plan vesting narcotic, marihuana, and dangerous drug en-
forcement and regulatory authority in the Department of Justice.

S The following differences are noted in section 202 of this bill and section 202 of
S. 3246, the Senate-passed Controlled Dangerous Substances Act:

(a) Under (a) (3), page 24, line 1, the words "in treatment" have been added to
this version.

(b) Under (a) (3) (a), page 24, line 5, the word "opiates" has been substituted
for the word "substances" in 5. 3246.

(c) Under (a) (3) (a), page 24 and 25, two chemical spellings have been corrected,
that of (15) Diethylthiambutene and (18) Dlmethylthiambutene.

(d) Six new drugs and one amended spelling are added to this bill in (a) (3) (b)
(1) Acetorphine
(2) Acetyldihydrocodeine (corrected spelling)
(6) Cyprenorphine
(8) Dihydro codeine
(9) Dihydro morphine
(10) Etorphine
(22) Pholcodine

(e) Under (b) schedule II, the listing of substances included under (a), page 28,
line 13 to page 29, line 2, has been slightly reworded from the Senate Act.

(f) Under (c) schedule III (2), page 30, line 13, the words "currently accepted"
were substituted for the words "well documented and approved."

(g) Under (d) schedule IV(a) (3), page 35, line 17, the words "one hundred" were
substituted for the word "fifty" used in the Senate Act.

(h) In (d) schedule IV, page 36, line 2, the words "or not more than five milligrams
per dosage unit" have been deleted from the Senate version.
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Subsection 302 (b) exempts agents of registrants acting in the usual course
of business, common and contract carriers, warehousemen, and ultimate users
from the registration requirements, and authorizes the possession of controlled
dangerous substances by these individuals in the ordinary course of business.

Under the present Federal narcotic laws, 26 U.S.C. 4724(c) authorizes the
possession of narcotic drugs by employees of registrants, ultimate users, ware-
housemen, and common carriers, and exempts them from the occupational tax
and registration requirements. Under the Marihuana Tax Act, 26 U.S.C. 4772
exempts employees of registrants acting in the usual course of business from
the occupational tax and registration requirements.

Under the Drug Abuse Control Amendments, 21 U.S.C. 360a(a) and (b) au-
thorizes the sale, delivery, disposal, or possession of stimulant and depressant
drugs by employees of registrants acting in the usual course of business, common
and contract carriers, warehousemen, and ultimate users.

Subsection 302(c) permits the Attorney General to waive by regulation the
requirement for registration of certain manufacturers, distributors, or dispensers
if he finds it consistent with the public health and safety.

While no comparable provisions are to be found under existing Federal law,
the Harrison Narcotic Act, the Marihuana Tax Act, and the Drug Abuse Con-
trol Amendments all specifically exempt State and local officials from the regis-
tration and/or occupational tax requirements. [26 U.S.C. 4772(b) and 21 U.S.C.
360a (a) (6).]

Subsection 302(d) requires a separate registration for each principal place
of business or practice where a registrant manufactures, distributes, or dis-
penses controlled dangerous substances.

The registration provisions of the Harrison Narcotic Act, 26 U.S.C. 4722, re-
quire an applicant to register his place of business and place or places where
such business is carried on. The Marihuana Tax Act requires likewise under
26 U.S.C. 4751. The registration provisions of the Drug Abuse Control Amend-
ments, 21 U.S.C. 360, require that an applicant register his places of business
and establishments wherein stimulant and depressant drugs are manufactured.

Subsection 302(e) authorizes the Attorney General to inspect the establish-
ment of any registrant or applicant for registration. This provision is designed
to enable the Attorney General to ascertain prior to registration, or after regis-
tration as the case may be, whether the registrant has undertaken adequate
precautions to safeguard the physical security of controlled drugs.

Under the regulations promulgated under the Harrison Narcotic Act, 26 CFR
151.23, authorization is granted for the inspection of plant facilities to ascertain
the adequacy of security measures taken to safeguard narcotic drugs. Such
Inspections are conducted to determine, in part, the qualifications of an appli-
cant for registration under 26 U.S.C. 4722. Similar inspections are authorized
under 26 CFR 151.21 and 26 CFR 151.22 for persons applying for registration
under the Marihuana Tax Act.

Under the Drug Abuse Control Amendments, 21 U.S.C. 360(h), registered
establishments are subject to inspections on a biennial basis starting from the
date of registration.

Section S08.-Registration
Subsection 303(a) authorizes the Attorney General to register an applicant

to manufacture schedules I and II substances if he determines that such regis-
tration would be consistent with the public interest and the international obliga-
tions of the United States. In determining the public interest, the Attorney Gen-
eral must consider six criteria, such as effective controls against diversion; com-
pliance with State and local law; the applicant's prior conviction record; and
the applicant's past experience in the manufacture of these substances. The
Attorney General must also take into consideration the effect of registration
on necessary domestic drug supplies and competition between domestic
manufacturers.

Under the Narcotic Manufacturing Act of 1960, the Attorney General is au-
thorized to license manufacturers of basic classes of narcotic drugs pursuant to.
21 U.S.C. 506. In determining whether to issue a license, the Attorney General
must consider such criteria as maintenance of effective controls against diversion;
compliance with international obligations; and the applicant's reputation and
experience in the manufacture of narcotic drugs.

Under the Marihuana Tax Act, there are no statutory criteria which must be
considered prior to registration under 26 U.S.C. 4751. By regulation, 26 CFR
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152.23, an applicant wishing to handle marihuana must show that under the laws
of the jurisdiction in which he is operating or practicing that he is legally quali-
fied to engage in the. activities for which registration is sought.

Under the Drug Abuse Control Amendments, the only criteria which must be
considered for registration purposes is compliance by the applicant with appropri-
ate State and local law.

Subsectiob 303(b) requires the Attorney General to register an applicant to
distribute schedules I and II drugs unless he makes a finding that issuance of
such registration would be inconsistent with the public interest. In determining
the public interest, the Attorney General must consider such criteria as adequate
safeguards against diversion; compliance with applicable State and local law;
the applicant's prior conviction record; and the applicant's past experience in
the distribution of controlled drugs.

With the exception of compliance with applicable State and local law, no
statutory criteria are provided for under existing Federal law relating to the
registration of distributors of narcotic drugs, marihuana, and stimulant and
depressant drugs.

Subsection 303(c) prohibits persons registered under subsections 303(a) and
303(b) from manufacturing or distributing Schedules I and II controlled drugs
other than those specified in their registrations or in excess of the quota as-
signed pursuant to section 306.

Under provisions of the Narcotic Manufacturing Act of 1960, 21 U.S.C. 506 (c),
a license authorizing the manufacture of any one basic class of narcotic drugs
does not authorize the licensee to manufacture any other basic class of narcotic
drug.

Under the Harrison Narcotic Act and the Marihuana Tax Act, there are no
provisions restricting a registrant to particular classes of narcotic drugs, nor
are specific classes of narcotic drugs designated in a registration. No restrictions
in terms of the types or classes of stimulant or depressant drugs which a manu-
facturer or distributor may deal in are imposed under the Drug Abuse Control
Amendments.

Subsections 303 (d) and 303 (e) require the Attorney General to register manu-
facturers and distributors of schedules III and IV substances unless he deter-
mines that the issuance of such registration would be inconsistent with the public
interest. In determining the public interest, the Attorney General must consider
such criteria as maintenance of effective controls against diversion; compliance
with applicable State and local law; the applicant's prior conviction record; and
the applicant's past experience in the manufacture or distribution of schedules
III and IV substances.

The licensing criteria under the Narcotic Manufacturing Act of 1960 dis-
cussed earlier, 21 U.S.C. 506, are applicable to manufacturers of narcotic drugs
contained in schedules III and IV of H.R. 17463. The Drug Abuse Control
Amendments contain no criteria for the registration of manufacturers and dis-
tributors of stimulant and depressant drugs contained in schedule III of H.R.
17463, with the exception that the applicant must comply with applicable State
and local law.

Subsection 303(f) provides that practitioners, which includes by definition
pharmacies, shall be registered to dispense substances in schedules II through
IV if they are authorized to dispense under the laws of the State in which they
practice. This subsection further provides for the registration of persons wishing
to conduct research using schedule I substances. If the applicant's qualifications
and protocol are approved by the Secretary of Health, Education, and Welfare,
the Attorney General can deny registration only upon a finding that the appli-
cant falsified his application; the applicant has been convicted of a felony relat-
ing to controlled dangerous substances; the applicant's State license has been
revoked; or the applicant's proposed procedures give reason to believe that the
drugs being used will not be adequately safeguarded against diversion.

Under the Harrison Narcotic Act, practitioners administering or dispensing
narcotic drugs are permitted to pay the occupational tax and register under 26
U.S.C. 4721(4) and 26 U.S.C. 4722. Retail dealers, which includes pharmacists,
are permitted to register and pay the occupational tax under 26 U.S.C. 4722 and
26 U.S.C. 4721(3).

The Drug Abuse Control Amendments specifically exempt pharmacies dis-
pensing stimulant and depressant drugs from the registration requirements
under 21 U.S.C. 360, although physicians dispensing stimulant and depressant
drugs are required to register pursuant to that section.
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Persons using the narcotic drugs listed in schedule I for research purposes
may pay the occupational tax and register either as practitioners under 26
U.S.C. 4721(4) and 26 U.S.C. 4722, or as researchers under 26 U.S.C. 4721(5)
and 26 U.S.C. 4722. No criteria, other fthan compliance with State law, need be
met by persons registering under these sections.

Persons using stimulant and depressant drugs for research purposes, includ-
ing the hallucinogenic drugs listed in schedule I of H.R. 17463, are presently
exempted from registration under the Drug Abuse Control Amendments by
virtue of 21 U.S.C. 360a(a) (5).

Section 30.-Denial, revocation, or 8uspension of registration
Subsection 304(a) authorizes the Attorney General to revoke a registration

uopn a finding that the registrant falsified his application; has been convicted
of a felony relating to controlled dangerous substances; or has had his State
license revoked and is no longer authorized to manufacture, distribute, or dis-
pense controlled dangerous substances.

Under the Narcotic Manufacturing Act of 1960, 21 U.S.C. 507, the Attorney
General is authorized to revoke or suspend a narcotic manufacturing license
upon a finding that the licensee has been convicted of a felony relating to nar-
cotic drugs, or that the licensee has violated or failed to comply with regulations
relating to narcotic drugs.

No specific provisions are made for the suspension or revocation of registra-
tions under the Harrison Nartotic Act, the Marihuana Tax Act, or the Drug
Abuse Control Amendments.

Subsection 304 (b) authorizes the Attorney General to limit suspension or revo-
cation to those particular controlled dangerous substances with respect to which
grounds for revocation or suspension exist.

Under the Narcotic Manufacturing Act of 1960, 21 U.S.C. 507, the Attorney
General may restrict revocation or suspension to the basic narcotic drug class
for which grounds for revocation or suspension exist, or the Attorney General
may extend revocation or suspension to all basic classes of narcotic drugs for
which the manufacturer holds licenses.

Subsection 304(c) requires the Attorney General to serve on the applicant or
registrant a show cause order as to why registration should not be denied, re-
voked, or suspended. Furthermore, the applicant must be afforded a hearing un-
der the provisions of the Administrative Procedures Act.

Similar provisions are provided for under the Narcotics Manufacturing Act
of 1960, 21 U.S.C. 506(e), and 21 U.S.C. 507(b), in the case of denial, suspension,
or revocation of a narcotic manufacturing license.

Subsection 304(d) permits the Attorney General to suspend a registration
simultaneously with the institution of proceedings bearing on the denial, revoca-
tion, or suspension of registration if he finds there is an imminent danger to
the public health or safety.

There exists no comparable counterpart to this subsection under existing Fed-
eral narcotic, marihuana, or dangerous drug laws.

Subsection 304(e) provides that the suspension or revocation of a registra-
tion shall automatically suspend or revoke any production quota applicable under
section 306.

No comparable counterpart to this subsection exists under the Narcotics Manu.
facturing Act of 1960.

Subsection 304(f) authorizes the Attorney General to place under seal, at
the time of suspension or the effective date of a revocation order, all controlled
dangerous substances owned or possessed by a registrant. Upon a revocation
order becoming final, all controlled dangerous substances shall be forfeited to
the Government.

Similar provisions are made with regard to narcotic drugs under the Narcotic
Manufacturing Act of 1960, 21 U.S.C. 507.

Section 305.-Marking of containers
Section 305 provides that all commercial containers of controlled dangerous

substances must be identified by a symbol as specified in regulations to be
promulgated by the Attorney General.

Under the Harrison Narcotic Act, 26 U.S.C. 4703 requires that all packages
containing narcotic drugs have affixed to them the appropriate tax stamps
issued pursuant to 26 U.S.C. 4771.
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Under the Marihuana Tax Act, 26 U.S.C. 4743 requires that all packages con-
taining marihuana have affixed to them the appropriate tax stamps issued pur-
suant to 26 U.S.C. 4771.

The regulations promulgated under the Drug Abuse Control Amendments, 21
CFR 320.18, require that all packages of controlled stimulant and depressant
drugs bear a symbol specified in the regulation.

Section 806.-Quota8
Section 306 authorizes the Attorney General to determine and establish pro-

duction quotas for the manufacture of substances listed in schedules I and II.
These quota provisions are drawn for the most part from the quota provisions
of the Narcotic Manufacturing Act of 1960, 21 U.S.C. 509, although a number
of technical modifications have been added to the quota provisions of H.R. 17463.

Section 807.-Reoords and reports of regi8trants
Section 307 requires that upon the effective date of the Act, all registrants

manufacturing, distributing, or dispensing controlled dangerous substances must
make a record of all controlled drug stocks on hand. These records must be
maintained for a period of two years. Each two-year period after the Act's
effective date, registrants must make an inventory of all dangerous substance
stocks on hand. These recordkeeping and inventory requirements are not applica-
ble to the practitioner who prescribes or administers, but not otherwise dispenses,
controlled dangerous substances listed in schedules II through IV.

The general recordkeeping provision for narcotic drugs under the Harrison
Narcotic Act is found in 26 U.S.C. 4732. Under this section, registrants, upon
demand, are required to submit a statement setting forth the quantity of narcotic
drugs received over a designated period, and the persons from whom the drugs
were received. By virtue of 26 CFR 151.400, persons who fill prescriptions for
narcotic drugs are required to maintain them in a separate file and make them
accessible to inspection for a period of not less than two years.

Under the Drug Abuse Control Amendments, 21 U.S.C. 360a(d) provided that
on the effective date of the Act, all persons manufacturing, selling, delivering,
or otherwise disposing of stimulant and depressant drugs were required to make
a record of all such drugs on hand and maintain the record for at least three
years. This provision further required manufacturers to record the kinds and
quantities of stimulant and depressant drugs manufactured or compounded and
to keep such records for at least three years. Persons selling, delivering, or other-
wise disposing of stimulant and depressant drugs were required to record the
kind and quantity of each such drug received, sold, delivered, or otherwise dis-
posed of and to keep such record for at least three years. At the present time,
these recordkeeping and inventory requirements are no longer in force, due to
the expiration of the three-year period from the effective date of the Drug Abuse
Control Amendments, which was February 1, 1966.
Section 808.-Order form-

Section 308 provides that controlled dangerous substances listed in schedules
I and II must be distributed pursuant to order forms as prescribed by the At-
torney General. Practitioners administering or dispensing such drugs to patients
or research subjects, and pharmacists distributing such drugs to ultimate users,
are specifically exempted from the order form requirements.

This section is for the most part a carry-over of the ordler form requirements
imposed for the distribution of narcotic drugs under the Harrison Narcotic Act.
Under 26 U.S.C. 4705 (a), narcotic drugs must be distributed pursuant to a writ-
ten order of the purchaser. Under subsection (c) of that provision, practitioners
and pharmacists are specifically exempted from the order form requirements.
Similar order form requirements and exemptions are made for the distribution
of marihuana under 26 U.S.C. 4742. No order form requirements are imposed
for the distribution of stimulant and depressant drugs under the Drug Abuse
Control Amendments.

Section 309.-Prescriptions
Subsection 309(a) provides that no substance listed in schedule II may be

dispensed without a written prescription from a practitioner, with the exception
of a practitioner other than a pharmacist dispensing directly to an ultimate user.
The subsection further provides, however, that in emergency situations, a sched-
ule II drug may be dispensed upon the oral prescription of a practitioner so long
as the applicable provisions of the Federal Food, Drug, and Cosmetic Act bearing
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on oral prescriptions are complied with. The subsection further provides that
no prescription for a schedule II substance may be refilled.

This subsection carries over the provisions in the existing Federal narcotic
laws with respect to the dispensing of narcotic drugs pursuant to a written pre-
scription, as required by 26 U.S.C. 4705(c) (2). Under 26 CFR 151.411, practi-
tioners may dispense narcotic drugs to bona fide patients without prescriptions
or order forms. However, under other regulations promulgated under the Harri-
son Act, oral prescriptions for the narcotic drugs listed in schedule II of H.R.
17463 are prohibited [26 CFR 151.397].

Subsection 309(b) provides that, except when dispensed by a practitioner
other than a pharmacist, no controlled dangerous substance listed in schedule
III which is a prescription drug may be dispensed without a written prescrip-
tion. The subsection further provides that such prescriptions may not be filled
or refilled more than six months after date and may not be refilled more than
five times after the date of the prescription, unless renewed by the practitioner.

This subsection carries over the existing provisions of the Drug Abuse Con-
trol Amendments and the regulations promulgated thereunder with respect to
stimulant and depressant drugs. Under 21 U.S.C. 360a (e), no prescription for
any stimulant or depressant drug may be filled or refilled more than six months
after date and no prescription may be refilled more than five times after date,
unless renewed by a practitioner either in writing or orally.

With respect to the naroctic drugs listed in schedule III, under the provisions
of the Harrison Narcotic Act discussed with respect to subsection 309(a), a pre-
scription for a class B narcotic drug cannot be refilled.

TITLE IV-IMPORTATION AND EXPORTATION

Section 401.-Importation of controlled dangerous substances
In this section, it is declared unlawful to import any schedule I or II drugs

or any narcotic drugs listed in schedules III or IV except with the special con-
sent of the Attorney General. This includes the opiates, narcotic drugs, coca leaf
derivatives, and hallucinogenics. In addition, this section requires that the non-
narcotic controlled substances under schedule III be imported only for medical
and other legitimate uses pursuant to notification requirements to be established
by regulation.4

Existing law provides similar controls for the narcotics and marihuana. Sec-
tion 173 of Title 21 bans the importation of narcotic drugs, opium, and coca
leaves except under special regulations for medical and legitimate use. Section
176a of Title 21 forbids the importing of marihuana specifically, while this sub-
stance is included under the general controls of section 401 in the bill because
it is listed under schedule I. However, the importation of non-narcotic dangerous
substances is controlled only indirectly under existing law by the Drug Abuse
Control Amendments of 1965. Section 381 of Title 21 requires that foreign
establishments that wish to import drugs into the United States register pur-
suant to Section 360(i) of the same Title. A drug imported may be reviewed,
but only as to the sanitariness of the conditions under which it was manufac-
tured: whether or not its sale was forbidden in its country of origin; or
whether or not it was adulterated.

The primary changes instituted by this section include providing for im-
portation of narcotics for medical or scientific needs during an emergency
situation when United States supplies are inadequate or when the competi-
tion among domestic manufacturers is inadequate. Under current laws, finished
narcotic drugs may not be imported. Also new is the requirement of notification
before any controlled schedule III stimulant and depressant drugs may be
imported.

Section 402.-Importation of coca leaves
This section provides for the importation of coca leaves for use in this

country providing that the cocaine and cocaine source material is removed
and destroyed.

Section 173a of Title 21 is a substantially identical provision.

4In section 401(a), page 51, line 6. the phrase "continental United States, State of
Hawaii, or Puerto Rico or any insular possession or other place subject to the jurisdiction
of the United States" has replaced the words "United States" as used in the Senate Ae"
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Section 408.-Esportation of controlled dangerous substances
Subsection 403(a) restricts the exporting of narcotic drugs from the United

States except as is provided under existing treaty obligations, including the
most recent, the 1961 Single Convention. It sets forth the requirements to be
met to insure that these treaty obligations are fulfilled, and requires that a per-
mit be obtained from the Attorney General before exporting under the acceptable
circumstances.

Section 182 of Title 21 is substantially the same as this proposed law, except
for a few minor modifications in wording. The only substantive changes made
by this bill are to include the 1961 Single Convention parties as qualified nations
for export, and to specifically require the permit for permission to export under
these provisions.

Subsection 403(b) permits the Attorney General to authorize the exporting
of any narcotic drug to any of those nations party to the listed treaties, not-
withstanding the requirements of subsection (a) if the drug is to be applied
to a special scientific purpose and authorities of that nation will permit that
importation.

This provision is substantially the same as Section 182(c) of Title 21.
Subsection 403(c) forbids the exportation of any non-narcotic controlled

dangerous substance listed in schedule I and II (the hallucinogenic substances)
from the United States unless the destination country has a 'system for the
control of imports of such substances deemed adequate by the Attorney General;
the export is consigned to a properly licensed receiver; evidence has been fur-
nished to the Attorney General that the drug is to be used in the receiving
country for a legitimate need and purpose; and a permit to export the substance
has been issued.

This is a new provision. The only control exerted over the exporting of these
types of substances under existing law is under 21 U.S.C. 381(d), which defines
the standards to be applied for determining adulteration or misbranding of the
substances to be exported.

The new provision will provide direct supervision, for the first time, of the
exporting of these non-narcotic schedule I and II substances, and will require
a permit for export from the Attorney General.

Subsection 403(d) permits the Attorney General to authorize the export of
any non-narcotic dangerous substance notwithstanding subsection 403(c), if
the drug is to be applied to a special scientific purpose and is approved for that
use by the authorities of the recipient nation.

This is a new provision, but is comparable to a similar provision applicable
to narcotic drugs, Section 182(c) of Title 21.

Subsection 403(e) controls the export of all other controlled dangerous sub-
stances which do not require an export permit under the rest of this section.
These substances may not be exported unless the recipient nation by law permits
the importation of such drugs and evidence of these laws is presented to the At-
torney General. A special invoice will be required for a shipment of these sub-
stances under this subsection.

There is no comparable law now in force.
Section 404.-Transshipment and in-transit shipment of controlled dangerous

substances
This section forbids the admission into the United States of any schedule I

substance being transported to another nation, except when it is being exported
to that nation for scientific, medical, or other legitimate purposes. The prior
written approval of the Attorney General is necessary and will be granted or
denied within twenty-one days of the request. Substance, controlled under
schedules II and III may be admitted for such transportation or transshipment
only after advance notice is given to the Attorney General.

A similar provision is in effect under current law as applied to smoking opium,
Section 180 of Title 21. That product is totally banned from the United States
and, except when prior approval is given, no other narcotic drug may be ad-
mitted, transferred, or transshipped.

The new provision extends the ban against such shipments to all schedule I
drugs. but provides that exceptions may be granted for scientific, medical, or
other legitimate purposes in the country of destination. However, dangerous sub-
stances listed in schedules II and III may be transshipped only with advance
notice to the Attorney General.
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TITLE V--OFFENSES AND PENALTIES

Section 501.-Prohibited acts A-Penalties
Subsection 501(a) makes it unlawful, except as authorized by this Act, for

anyone to knowingly (1) manufacture, distribute, or dispense, or possess with
intent to manufacture, distribute, or dispense, a controlled dangerous substance;
(2) import into the United States schedules III or IV substances; (3) export any
schedules I or II substances or a schedule III narcotic drug; (4) bring or possess
on board any vessel, vehicle or aircraft in the United States any schedules I or
II substances or any schedule III narcotic drug not constituting part of the cargo
entered in the manifest or part of the official supplies of the vehicle; and (5)
create, distribute, or possess with intent to distribute a counterfeit controlled
dangerous substance.

Existing law provides that it is unlawful, except where provided otherwise by
law, to manufacture, sell, or dispense depressant and stimulant drugs (21 U.S.C.
360a) ; sell or smuggle marihuana (21 U.S.C. 176a) ; or sell, dispense or give
away narcotic drugs (26 U.S.C. 4704, 26 U.S.C. 4705), or manufacture narcotic
drugs (21 U.S.C. 505). It is unlawful, except as provided otherwise by law, to
import any narcotic drug (21 U.S.C. 173). The importation of depressant and
stimulant drugs is only controlled as far as investigating the sanitariness of the
manufacturing; the legality of its sale in the producing nation; and the purity
of the product (21 U.S.C. 381). The exportation of narcotic drugs is controlled
by 21 U.S.C. 182, and 49 U.S.C. 781 makes it illegal to bring or possess contra-
band narcotic drugs on board a vessel, vehicle, or aircraft. Section 331 of Title 21
prohibits the manufacture or sale of a counterfeit drug.

Subsection 501(a) of the bill will therefore only alter the effects of existing
law by tightening the controls on the importation of depressant and stimulant
drugs by forbidding their importation altogether except when the requirements
of Title IV are met.5

Subsection 501(b) makes it unlawful to manufacture or distribute any sched-
ules I or II substance intending or knowing that it will be unlawfully imported
into the United States. This subsection further states that it is intended to ap-
ply to acts of manufacture or distribution of these substances outside the terri-
torial jurisdiction of the United States. It establishes that any person who
violates this subsection shall be tried in the United States district court at the
point of entry of such person into the United States, or in the United States dis-
trict court for the District of Columbia.

There is no comparable law for narcotic or dangerous drug law violations
currently in effect.

Subsection 501(c) establishes the penalties to be applied to violations of
subsections 501(a) and 501(b). The penalties are applied according to the
schedule of the substance illegally handled:

(1) Schedule I or II narcotic drugs: imprisonment for not more than
12 years and/or a $25,000 fine, with a special parole term of at least 3 years
required.

(2) Other schedules I, II, or III (except for (4) below) substances:
imprisonment for not more than 5 years and/or $15,000 fine, including a
special parole term of at least 2 years.

(3) Schedule IV substances: imprisonment for not more than 1 year
and/or a fine of not more than $5,000.

(4) Distributing a small amount of marihuana for no remuneration, first
offense under this Act: imprisonment for not more than 1 year and/or a
fine of not more than $5,000.

The laws currently impose punishments based on the substance which is
illegally handled:

(1) For knowingly importing, transporting, or selling any narcotic drug
(including marihuana) : imprisonment of 5 to 20 years and a. fine of not
more than $20,000. 21 U.S.C. 174.

(2) For the manufacture, sale or delivery of depressant or stimulant
drugs: imprisonment for not more than 5 years or fine of not more than
$10,000. 21 U.S.C. 333(b).

(3) There is no law in effect comparable to the one proposing special
treatment for distributing a small amount of marihuana or for the special
parole terms provided.

5
In section 501(a) (2), the Senate bill, S. 3246, simply uses the term "United States,"

while this version expands that term somewhat.
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The new bill will alter existing laws in this area by reducing the maximum
prison term and abolishing the mandatory five-year sentence. It will provide
for the special parole term to be applied to the sentence, and will establish the
special punishment for distributing marihuana for no remuneration.

Subsection 501(d) describes the special parole terms which are to be applied
to sentences under this Act. It may be revoked if its terms are violated. If so, the
original term of imprisonment shall be increased by the period of the special
parole term. The resulting new term of imprisonment is not diminished by the
time spent on special parole. If the parole is revoked, the defendant may be
required to serve all or part of the remainder of the new term. This special parole
term is in addition to and not in lieu of any other parole provisions.

This special parole term is a new program, and there are no comparable laws
now in force for narcotic drug law convictions. However, this provision con-
forms to suggested changes proposed by Section 4303 of the Study Draft of a
New Federal Criminal Code drawn up by the National Commission on Reform
of Federal Criminal Laws.

Subsection 501(e) makes it unlawful to knowingly or intentionally possess
a controlled dangerous substance, unless it was lawfully obtained by prescrip-
tion or as otherwise authorized by the Act. A violator of this section shall be
sentenced to a term of imprisonment for not more than one year and/or fined not
more than $5,000.

Under existing law, a conviction for possession of marihuana or narcotic
drugs would result in a sentence of imprisonment from two to ten years and may
also be fined not more than $20,000 (26 U.S.C. 7237). In addition, the possession
of illegal narcotic drugs or marihuana may serve as a presumption under 21
U.S.C. 174 and 21 U.S.C. 176a that the defendant knew the substance was il-
legally imported, and subject him to a penalty of imprisonment for five to
twenty years plus a fine up to $20,000. The illegal simple possession of depres-
sant and stimulant drugs may be punished by a sentence of imprisonment for
not more than one year and/or a fine up to $1,000.
Section 502.-Prohibited acts B-penalties

Subsection 502(a) applies to those persons registered under this Act to handle
the controlled dangerous substances. It is unlawful for these registrants to (1)
distribute or dispense without a proper prescription; (2) manufacture or dis-
tribute beyond the specific authorization of their registration; (3) violate the
regulations controlling transshipment through this country to another; (4) omit
the required symbols from containers; (5) remove, alter, or obliterate such sym-
bols; (6) refuse or fail to maintain all required records and forms; or (7)
refuse entry to any inspection authorized by this Act.

Current law prohibits these same acts to registrants under Title 21 of the
United States Code, Chapter 11, Sections 501 through 517, concerned with the
Manufacture of Narcotic Drugs, except that this section contains no regulations
as to the transshipment through the United States; the removal or alteration of
required symbols; or the failure to attach such symbol. 21 U.S.C. 180 requires
official approval before such transshipment of narcotic drugs will be permitted.
The Drug Abuse Control Amendments at 21 U.S.C. 331 prohibit all these acts in
dealing with depressant and stimulant drugs, except for the prohibition against
transshipment.

This subsection simply codifies existing prohibitions relating to those persons
registered under the Narcotic Manufacturing Act and the Drug Abuse Control
Amendments. It extends control over dangerous substances being shipped through
the United States to a third country.

Subsection 502(b) prohibits registrants from manufacturing any controlled
dangerous substance unless they are properly registered to do so and produce
only their allowed quota.

Under existing law, 21 U.S.C. 505 and 26 U.S.C. 4722 prohibit the manufacture
of narcotic drugs without proper registration and beyond the given quota. 21
U.S.C. 331 declares it unlawful to manufacture stimulant and depressant drugs
unless properly registered, and declares it unlawful to fail to keep the required
records.

This new provision will have the same effect as existing laws already have.
Subsection 502(c) provides punishment for violations of the prohibitions set

forth by this section. A civil fine of not more than $25.000 may be imposed,
except that if the violation is presented by indictment or information alleges,
and the trier of fact finds, that the violation was committed knowingly or inten-
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tionally, then the act may be punished by imprisonment for not more than one
year and/or a fine of not more than $25,000.

Under existing law, anyone who violates the registration, manufacturing, or
recordkeeping requirements of the Narcotic Manufacturing Act is guilty of a
felony and, under 21 U.S.C. 515, may be punished by imprisonment of not more
than five years and/or fined up to $10,000. 21 U.S.C. 333 provides that violation
of these provisions under the Drug Abuse Control Amendments generally sub-
jects the guilty to imprisonment for not more than one year and/or a fine of
not more than $1,000, although some specific violations are subject to penalties
of up to five years and/or $10,000 fine. A violation of the general provision with
the intent to defraud or mislead will be punished by imprisonment of up to three
years and/or a $10,000 fine.

The new law would place greater emphasis on utilizing a civil fine to punish
these procedural violations by registrants unless it is provide that the act was
clearly intentional.

Section 503.-Prohibited acts C-Penalties
Subsection 503(a) refers to registrants who knowingly or intentionally dis-

tribute a schedules I or II substance not pursuant to an order form; use a ficti-
tious, revoked, or suspended registration number, or one belonging to someone
else: obtain possession of a controlled substance through fraud, forgery, mis-
representation, deception, or subterfuge; furnish fraudulent records, or informa-
tion; or use any communication facility to facilitate the commission of any
offense under this Act. Each separate use of a communication facility is a
separate violation under this last phrase and it includes any public or private
communication instrumentalities. It is also prohibited for these registrants to
make, distribute, or possess any equipment used to make any substance or
container into a counterfeit controlled dangerous substance.

Existing law requires the use of an order form for the distribution of narcotic
drugs (26 U.S.C. 4705). It declares that the use of a false or fraudulent state-
ment in obtaining a license, registering, producing, supplying quota information,
or keeping records is a misdemeanor (21 U.S.C. 515). 18 U.S.C. 1403 provides
that it is illegal to use any communication facilities to commit an offense listed
in specified laws pertaining to narcotic drug law violations. The wording is sub-
stantially the same as that used in this Act. The Drug Abuse Control Amendtients
in 21 U.S.C. 331(i) prohibit making, selling, or possessing the materials used in
making or labeling a drug into, a counterfeit drug. The wording used in that
law is substantially the same as that used in this bill.

This subsection expands existing law only by extending these various pro-
hibitions to registrants dealing in both narcotic and non-narcotic dangerous
substances.

Subsection 503(b) provides that the penalty imposed for the violation of the
prohibitions in the above subsection is imprisonment for not more than three
years and/or a fine of not more than $30.000.

Under existing law, the penalties imposed vary greatly with the specific
violation. For a registrant to distribute not pursuant to an order form. he may
receive a punishment under 26 U.S.C. 7237 of from two to ten years in prison
and be fined up to $20,000. For using fraud for various purposes under the
Manufacturing Act, 21 U.S.C. 515(b) imposes a penalty of up to one year and/or
$2,000 fine. For illegal use of communications facilities under 18 U.S.C. 1403. a
regi4rant may be imprisoned from two to five years and fined up to $5.000. For
making, distributing, or possessing materials to use to make counterfeit drugs,
21 U.S.C. 333(b) (1) imposes a punishment of imprisonment for not more than
five years and/or a fine of $10,000.

The new bill makes uniform the penalty to be applied to registrants for these
types of violations, and generally speaking, softens existing penalties, especially
by abolishing the mandatory minimum prison terms imposed by some.
Section 50.-Endeavor and conspiracy

This section provides that a person may be punished for endeavoring or con-
spiring to commit an offense under this Act. Upon conviction, his sentence may
not exceed the punishment prescribed for the offense which was the object of
the attempt or the conspiracy.

Existing laws for conspiring to commit the offenses of illegal sale or impor-
tation of narcotic drugs or marihuana provide that the punishment will be the
same as that provided for the actual offense [21 U.S.C. 174, 21 U.S.C. 176a, 26
U.S.C. 7237(a).] Attempts to commit an offense are not punishable under cur-
rent law.
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Section 505.-Additional penalties
Any penalty imposed for violation of this bill will be in addition to any civil

or administrative penalty.
This wording is substantially in agreement with existing Federal law.

Section 506.-Distribution to persons under age eighteen.
lihis section provides punishment for any person who is at least eighteen

years of age who distributes a narcotic drug to a person under age eighteen who
is at least three years his junior. The prison term may be up to twenty-four
years and/or a fine of up to $50,000. The distribution of any non-narcotic con-
trolled drug from schedules I, II, III, or IV to a person under eighteen at least
three years his junior by a person over eighteen may be punished by twice the
penalty authorized under subsection 501(c) (2), (3), or (4). Probation and sus-
pension of sentence are not permitted.

Under 26 U.S.C. 7237(b), if a person over age eighteen distributes narcotic
drugs or marihuana to a person under age eighteen, the offender may be im-
prisoned from ten to forty years and fined up to $20,000. Such sentence cannot
be suspended and probation may not be granted, and if a narcotic drug is in-
volved, the parole provisions under Federal law cannot apply. Under the Drug
Abuse Control Amendments, 21 U.S.C. 333(b) (2) provides that in the case of any
person eighteen years or older who distributes a controlled dangerous drug to a
person under age twenty-one, punishment shall be imposed by imprisonment
for not more than ten years and/or a fine not exceeding $15,000. A second offense
shall be punished by imprisonment for not more than fifteen years and/or a
fine not exceeding $20,000.

Section 507.-Conditionat discharge for possession as ftr8t offense and expunging
of records

This section 7 provides special first offender treatment for a person found guilty
of possession of a controlled dangerous substance who has never been previously
convicted for a narcotic or dangerous drug violation. The court may, without
entering judgment of guilty, place the person on probation under such terms and
conditions as the court might require. If these are violated, the court may enter
an adjudication of guilt and proceed with the sentencing. However, if the terms
are met, the court shall discharge such person and dismiss the proceedings
against him without an adjudication of guilt or a conviction. However, this dis-
charge and dismissal may only be applied once to each person. If the person
given this treatment was under age twenty-one at the time of the offense, after
the probation term is successfully concluded, the court may expunge the record
of this treatment and return the person's record to its status prior to this arrest
and trial. That person may not thereafter be found guilty of perjury or of giving
a false statement by reason of his failure to acknowledge such arrest or trial.

Under existing Federal laws concerning narcotic drugs and marihuana, there
are no first offender provisions. Under the Drug Abuse Control Amendments, 21
U.S.C. 333(b) (3) (B), a person who is convicted of possession of a dangerous
drug may receive a suspended sentence and be placed on probation for up to one
year. The court may unconditionally discharge the person from the probation and
set aside the conviction. If the probation term is completed, the conviction is
automatically set aside.

Section 508.-Second or subsequent offenses
This sections provides that the imprisonment and fine provisions of this bill

be doubled in the case of a second or subsequent commission of an offense. If a
special parole term is provided, it also will be doubled. A second or subsequent
offense is a conviction either under this Act or any Federal law relating to nar-
cotic drugs, marihuana, or dangerous drugs. Enhancement of the sentence under
this section comes only after the defendant is convicted and the United States
Attorney presents evidence of the prior conviction, and the identity of the ac-
cused is affirmed as that of the person with the prior conviction.

6 Under this section. S. 3246 does not include doubling the term of imprisonment for a
second conviction under 501 (c) (4), which this version does, at page 65, lines 3 and 4.

7 In this section, a minor wording change has been made from S. 3246, replacing the
words "of this section or for purposes" in lines I and 2 on page 66 for the word "purposes."

8 In this section one change has been made from S. 3246 by changing the wording "the
commission of the offense" and stating, on lines 13 and 14 on page 67, "his conviction for
that offense."
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Under current Federal law, greater punishments are generally provided in the
case of second or subsequent offenses by the penalty statutes for each offense.
These penalties are frequently nearly twice the original penalty, but there is no
one provision for these penalties. In 26 U.S.C. 7237, penalties for second or sub-
sequent offenses involving narcotic drugs or marihuana are provided. Under
21 U.S.C. 33, penalties for convictions for second or subsequent offenses are set
out for violations of the Drug Abuse Control Amendments.

Section 509.-Continuing riminal enterprise
Section 509M provides for the determination of the existence of a continuing

criminal enterprise in conjunction with a conviction for a violation under this
Act. After a plea or a determination of guilty to a violation of this Act which
carries a sentence of more than one year, the court may consider evidence that
the defendant has been involved in such a continuing criminal enterprise. This
section sets out the procedure to be followed in raising and determining this
issue. Upon a finding that the defendant has been so involved, the court shall
sentence him to prison for five years to life, and fine him $50,000. All the profits
obtained through violations of this Act, any interest acquired or maintained
through violations, and any interest in any enterprise established or operated in
violation of the Act will be forfeited to the United States. For a second or subse-
quent conviction under this provision, the same forfeitures will be made and a
prison term of from ten years to life and a fine of $1.00,000 will be imposed.

This section further sets out the criteria to be considered in determining if
the accused has been involved in a continuing criminal enterprise and the appel-
late review procedures to be followed. There are no limitations on the information
which may be considered by the court concerning the background, character,
and conduct of a person accused of violating this section in order to determine
an appropriate sentence.

There is currently no provision of this nature under existing law.

TITLE VI-ADMINISTRATIVE PROVISIONS

Section 601.-Delcgation of authority-rules, regulations, and procedures-be-
quests and gifts

This section provides that the Attorney General may delegate his functions
under this Act to employees of the Department of Justice. He may promulgate
regulations and rules for the enforcement of this Act, as well as accept gifts
for the Department for the purpose of preventing or controlling the abuse of
dangerous substances.

This provision is substantially the same as comparable administrative pro-
visions under existing Federal acts, for example, 21 U.S.C. 514.

Section 602.-Education and research
This section authorizes the Attorney General to carry out educational and

research programs relating to the effects of and potential for abuse of controlled
dangerous substances. He may enter into contracts with public or private in-
dividuals or organizations to obtain research on these substances, without re-
quiring performance bonds. He may authorize these researchers to withhold the
names and identities of persons who are subject of such research, and may
authorize the possession and distribution of dangerous substances.

Similar programs are currently being conducted under broad administrative
provisions, but no one specific Federal law details authorization for education
and research programs as does this section.

Section 603.-Cooperative arrangements
Section 603 provides that the Attorney General shall cooperate with local,

State, and Federal agencies in discharging the national and international obli-
gations concerning narcotics and dangerous substances. Through such coopera-
tion, he may arrange for the exchange of information; cooperate in the prosecu-
tion of cases; conduct law enforcement training programs; maintain information
and statistics on addicts and violators; and conduct eradication programs against
wild or illicit plant life from which controlled dangerous substances may be
extracted. At the request of the Attorney General, any Federal agency must
furnish assistance or advice for the purposes of carrying out this Act.

I The term "United States" was added before the word "Attorney" on line 11, page 68 of
this Act, thus altering the wording used In this section in S. 3246.
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Sections 197 and 198 of Title 21, United States Code, currently provide for
such cooperative arrangements in language substantially similar to that used
in this Act: however, there is currently no specific law providing for programs
of eradication of wild or illicit plant life.

Section 60.-Scientific Advisory Committee
This section establishes a Scientific Advisory Committee to advise the At-

torney General with respect to the classification and control of substances.
The section sets forth the general qualifications for members of the Committee,
their payment, and their duties. Other committees may be created as needed
to advise the Attorny General with respect to prevention and control of the
abuse of dangerous substances.

Existing Federal law provides for an advisory committee under the Drug
Abuse Control Amendments to help in the determination of whether or not a
substance is a "depressant or stimulant drug." [21 U.S.C. 360a(g).]

Section 605-Administrative hearings
This section authorizes the Attorney General to use administrative procedures

in order to carry out his functions under this Act. Any hearings will be con-
ducted under the Administrative Procedures Act.

This provision is similar to administrative provisions used under existing
Federal law, such as 21 U.S.C. 506 and 21 U.S.C. 198a.

Section 606.-Subpoenas
This section authorizes the Attorney General to subpoena witnesses and records

and sets forth the procedure to be used. In the event of a refusal to obey such
a subpoena, this section would authorize court action.

This section is substantially the same as the provisions under Sections 198a,
198b, and 198c of Title 21 of the United States Code.

Section 607.-Judicial review
This section provides that judicial review will be available for final determina-

tions of the Attorney General under this Act and sets forth the courts of proper
jurisdiction.

This provision is substantially the same as the procedure available under 21
U.S.C. 371 and 21 U.S.C. 516 and is in agreement with the aim of the Administra-
tive Procedures Act, Subchapter II of Chapter 5, Title 5, United States Code.

TITLE VII-ENFORCEMENT PROVISIONS

Section 701.-Powers of enforcement personnel
Subsection 701(a) permits those officers and employees of the Bureau of

Narcotics and Dangerous Drugs designated by the Attorney General to carry
firearms; execute and serve warrants and subpoenas; make arrests without
warrants for offenses committed against the United States in their presence;
and to make seizures of property.

Under the Harrison Narcotic Act, 26 U.S.C. 7607, Special Agents of the
Bureau of Narcotics and Dangerous Drugs are authorized to carry firearms;
execute and serve warrants and subpoenas: and make arrests without a warrant
for offenses committed against the United States relating to narcotic drugs and
marihuana.

Under the Drug Abuse Control Amendments, 21 U.S.C. 372(e), Special Agents
of the Bureau of Narcotics and Dangerous Drugs are authorized to carry fire-
arms; execute and serve warrants; make executive seizures; and make arrests
without a warrant for offenses committed under the Act.

Subsection 701(b) provides that no provision contained in the Act shall
derogate from the authority of the Secretary of the Treasury under the customs
and related laws. No comparable counterpart to this subsection exists in current
Federal law since this subsection is designed only to insure that the Act will
in no way affect the authority of the Treasury Department to enforce the
customs laws.

Section 702.-Search warrants
Subsection 702(a) provides that search warrants relating to offenses involving

controlled dangerous substances may be served at any time of the day or night
so long as there is probable cause to believe that grounds exist for the warrant
and for its service at such time.
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Under 18 U.S.C. 1405, search warrants relating to offenses involving narcotic
drugs may be served at any time of the day or night so long as there is probable
cause to believe that grounds exist for the warrant.

Search warrants relating to offenses involving stimulant and depressant drugs
must presently be served in the daytime unless the positivity requirement of
Rule 41 (c) of the Federal Rules of Criminal Procedure is met.

Subsection 702(b) authorizes the execution of search warrants relating to
felony offenses involving controlled dangerous substances without knocking or
announcing authority and purposes if the judge or magistrate issuing the war-
rant is satisfied that there is probable cause to believe that if the officers
knocked and announced their authority and purpose, either the evidence sought
would be quickly or easily destroyed or disposed of, or the officers would be
placed in danger of physical harm. Additional provisions require that the search
warrant state on its face that an unannounced entry is authorized and that the
officers identify themselves as soon as is practicable after gaining entry.

No provisions are made under existing Federal law for the authorization of
unannounced entries in the execution of search warrants. Under the common law,
unannounced entries are permitted in those instances where the officer executing
a search warrant has probable cause to believe that if he knocked and an-
nounced his authority and purpose, either the evidence sought would be de-
stroyed or his life would be placed in danger.

,Section 703.-Admninistrative inspections and warrants
Section 703 sets out the provisions for the administrative inspections author-

ized by the Act and provides for the issuance and execution of administrative
inspection warrants.

Subsection 703(a) sets out the criteria which must be met to give rise to the
requisite probable cause for the issuance and execution of administrative inspec-
tion warrants; the procedures for obtaining such warrants; and the mode and
manner in which such warrants are to be executed.

No provisions are made under existing Federal law for the issuance and exe-
cution of administrative inspection warrants. However, a number of recent
Supreme Court decisions have held that in the absence of consent or imminent
danger to the public health and safety, the Fourth Amendment requires that
warrants must be obtained for conducting administrative inspections. [Camara
v. Municipal Court of the City and County of San Francisco, 387 U.S. 523 (1967) ;
See v. City of Seattle, 387 U.S. 541 (1967) ; and Colonnade Catering Corp. v. United
States, 90 S. Ct. 774 (1970).]

Subsection 703(b) sets out those premises which are to be deemed "controlled
premises" for the purpose of administrative inspections, and the types of mate-
rials which are subject to inspection. The subsection further sets out those
instances where inspection warrants are not required and those materials which
are specifically excluded from the scope of inspection authority.

These provisions are, in part, an adaptation of the inspection provisions con-
tained in the Drug Abuse Control Amendments, 21 U.S.C. 360a (d) (2) (A) & (B),
and 21 U.S.C. 374, which authorize inspections for the purpose of inspecting the
records required under the Act and inspecting the premises in which stimulant
and depressant drugs are manufactured, processed, or held for introduction into
interstate commerce.

Section 704.-Forfeitures
Section 704 sets out the types of property which are subject to forfeiture under

the Act. These include controlled dangerous substances manufactured or ob-
tained in violation of the Act; raw materials, products, and equipment used in
the manufacture or conveyance of controlled dangerous substances in violation
of the Act; conveyances used to transport or conceal controlled dangerous sub-
stances, with certain exceptions; and books, records, and other documents used
in violation of the Act.

Under the Harrison Narcotics Act, 26 U.S.C. 4706, unstamped packages of
narcotic drugs are subject to seizure and forfeiture. Under 49 U.S.C. 782, any
vehicle, vessel, or aircraft which is used to transport, conceal, or facilitate the
transportation or concealment of a narcotic drug or marihuana is subject to
seizure or forfeiture. Certain exceptions, similar to those contained in subsection
704(a) of H.R. 17463, are made with respect to common carriers.

Under the Drug Abuse Control Amendments, 21 U.S.C. 334(a) (2), stimulant
and depressant drugs used in violation of the Act; counterfeit drugs; equipment
used to manufacture or process stimulant or depressant drugs in violation of
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the Act; and any punch, die plate, stone, labeling, container, or other thing used
in making counterfeit drugs are all subject to libel proceedings and condemnation
in United States district courts. However, there are no provisions allowing for
the seizure and forfeiture of conveyances used to transport, conceal, or facilitate
the transportation or concealment, of stimulant or depressant drugs in violation
of the Drug Abuse Control Amendments.

Section 704 also carries over a number of provisions contained in existing
Federal law with respect to the procedures for seizure and forfeiture and disposal
of forfeited property.

Section 705.-Injunctions
Section 705 provides that the district courts of the United States shall have

jurisdiction in proceedings to enjoin violations of the Act. The section further
provides that violations of injunctions or restraining orders are to be tried by
jury upon demand of the accused, in accordance with the Federal Rules of Civil
Procedure.

The language of this section is substantially similar to the language of the
injunction provision contained in the Drug Abuse Control Amendments, 21 U.S.C.
332.

Section 706.-Enforcement proceedings
Section 706 permits the Director of the Bureau of Narcotics and Dangerous

Drugs, prior to the institution of criminal proceedings, to require that the person
against whom such a proceeding is contemplated be given notice and an oppor-
tunity to present his views with regard to the proceeding contemplated. This
section has the effect of enabling a person to explain the circumstances sur-
rounding a suspected violation and thus possibly avoid the institution of crim-
inal proceedings.

The language of this section is substantially similar to language contained in
the Drug Abuse Control Amendments, 21 U.S.C. 835.
Section 707.-Immunity dnd privilege

Section 707 authorizes a United States Attorney, with the approval of the
Attorney General, to make application to the court to order any witness in a
case brought under the provisions of the Act to testify or produce evidence in
his possession. Such witnesses cannot be prosecuted or subjected to any penalty
or forfeiture because of this compelled testimony or production of evidence, pro-
vided that the witness has claimed his privilege against self-incrimination. This
exemption does not preclude prosecution for perjury or contempt.

Under existing Federal narcotic, marihuana, and dangerous drug law, there
are no provisions allowing for grants of specific immunity in cases involving
narcotic, marihuana, or dangerous drug violations.

Section 708.-Burden of proof; liabilities
Section 708 provides that there shall be no burden on the Government to

negate any exemption under the Act and that the burden of showig such an
exemption shall be on the person claiming its benefit. The section further pro-
vides that in the absence of proof that a person is a registrant or a holder of an
order form, it shall be presumed that he is not. and the burden shall be on the
person to show that he is. Other provisions of section 708 relieve Federal of-
ficers from liability while enforcing the Act.

This section is for the most part a codification of the current Federal case
law and is not reflected in existing Federal narcotic, marihuana, or dangerous
drug statutes.

Section 709.-Payments and advances
Section 709 authorizes the Attorney General to make payments to persons

who furnish information relating to violations of the Act in such sums as he
deems appropriate.

This subsection is an adaptation of the provisions contained in the Narcotic
Drugs Import and Export Act, 21 U.S.C. 199, authorizing the Attorney General
to make payments for information concerning violations of the Federal narcotic
laws.

TITLE VIII-ADVISORY COMMITTEES

Section 801.-Committee on Marihuana
Section 801 calls for the establishment of a Committee on Marihuana jointly

appointed by the Attorney General and the Secretary of Health, Education, and
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Welfare. The Committee, consisting of no less than five persons, is to undertake
a 24-month study into the various phases of marihuana use, including such
things as the identification of the existing gaps in our knowledge of marihuana ;
the medical and social aspects of marihuana use; surveys on the extent and
nature of marihuana use; studies into the relationship between marihuana use
and crime; and an evaluation of the efficacy of existing marihuana laws.

No comparable counterpart to section 801 exists under current Federal law.

Section, 802.-Conimittcc on Nongovernnental Drug Abuse Prevention and Control
Section 802 calls for the establishment of a Committee on Nongovernmental

Drug Abuse Prevention and Control to study the extent to which nongovern-
mental organizations are involved in the prevention and control of drug abuse
and to advise as to how such organizations can best be fostered and encouraged.
The Committee is to consist of twenty-one members appointed by the President
and it is to submit its findings to the President and Congress within one year
after the effective date of the Act.

TITLE IX-MISCELLANEOUS

Title IX contains a number of miscellaneous provisions normally found in an
act of this type. These include: repealers; conforming amendments: continua-
tior of pending proceedings; continuation of regulations; severability clause;
saving clause; republishing of schedules; and an effective date.

COMPARISON OF PENALTY STRUCTURES BETWEEN H.R. 17463 (CONTROLLED DANGEROUS SUBSTANCES ACT OF
1969) AND PRESENT LAW

Proba-
tion or
Sus-
pended

Special sentence
Maximum parole per- Parole

Violation Law applicable fine Sentence term mitted permitted

Unlawful distribution, Present law:
possession with intent to Narcotics -----------
distribute, manufacture, Marihuana .--------
importation, and exporta- Dangerous drugs --
tion, etc.:

1st offense ----------- H.R. 17463:
I and II narcotics ----
I and II nonnarcotic

and III sub-
stances.

IV substances .
2d offense ------------ Present law:

Narcotics --------
Marihuana ----------
Dangerous drugs ---

H.R. 17463:
I and II narcotics ....
I and II nonnarcotic

and III sub-
stances.

IV substances -----
Simple possession: Present law:

1st offense ------------- Narcotics ...........
Marihuana ..........
Dangerous drugs ---

H.R. 17463:
l and II narcotics ... ,
I and II nonnar-
cotics and Ill
substances .....

IV substances .....
2d offense ------------ Present law:

Narcotics -.---. -
Marihuana ..........
Dangerous drugs ---

H.R. 17463:
I and II narcotics....
I and II nonnar-

cotics and III
substances .....

IV substances -------

See footnotes at end of table.

$20,000 5 to 20 years -- No ----- No ----- No.
20,000 ---.. do - ------- No ----- No ----- Yes.
10,000 Up to 5 years. - No ----- Yes ---- Yes.

25,000 Up to 12 years._ (1) ----- Yes ---- Yes.
15, 000 Up to 5 years.__ (2) ....... Yes --.-- Yes.

5, 000

20,000
20,000
20,000

Up to 1 year ... No --.--- Yes ---- Yes.

10 to 40 years... No ..... No ----- No.
... do ........ No ...... No ..... Yes.

Up to 5 years-.. No .---- Yes -.- Yes.

50, 000 Up to 24 years.. (3)_.....-Yes . Yes.
30, 000 Up to 10 years.. (4) . . ..... Yes ... Yes.

10,000 Up to 2 years_.. No ..... Yes .... Yes.

20,000 2 to 10 years ............ Yes ------ Yes.
20, 000 ..... do ................ Yes . Yes.
1,000 Up to 1 year ............ Yes .... Yes.

5, 000 .... do .................. Yes .... Yes.

5,000 ..... do ................. Yes . Yes.
5,000 ..... do ................ Yes .... Yes.

20,000 5 to 20 years-........... No ..... No.
20,000..... do ----.. .No . .Yes.
1,000 Upto I year...---------- Yes -...... Yes.

10,000 Up to 2 years ........... Yes .---- Yes.

10, 000 ..... do ................. Yes .... Yes.
10, 000 .... do .................. Yes .... Yes.
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COMPARISON OF PENALTY STRUCTURES BETWEEN H.R. 17463 (CONTROLLED DANGEROUS SUBSTANCES ACT OF
1969) AND PRESENT LAW-Continued

Probation
or sus-
pended

Maximum sentence Parole
Violations Law applicable fine Sentence permitted permitted

Distribution of small amounts Present law : No appli- --------------------------------------------------------
of marihuana for no profit, cable provisions.

H.R. 17463:
1st offense -------------..------------.......... $5, 000 1 year ------------------- Yes ----- Yes.
2d offense ------------------------------------- 15, 000 Up to 10 years ----------- Yes ....-- Yes.

Continuing crim inal enter- Present law : No appli- --------------------------------------------------------
prise. cable provisions.

H.R. 17463:
1st offense ----------.------------------------ 50, 000 5 years to life ----------- No ----- No.
2d offense .................. 100, 000 10 years to life ---------- No --... No.

Conditional discharge for
possession as 1st offense.-- (5) ----------------------------------------------------

Endeavor and conspirucy ..... ( ).... ----------------...... ............. .........
Distribution of persons underthe age of 18 .... ....... (7) . . . . . . . . . . . . . . . . . . . . . . . . . . . .

I At least 3 years.
2 At least 2 years.
a At least 6 years.
4 At least 4 years.
5H. R. 17463 provides that a court may, upon finding any person guilty of possessing a controlled dangerous substance

without intent to distribute, and who has not previously been convicted under any Federal or State law relating to narcotic
drugs, marihuana, stimulant, depressant, or hallucinogenic drugs, defer further proceedings and place the person on
probation upon such reasonable terms and conditions as it may require. Upon violation of the terms of probation, the
court may enter an adiudication of guilt and proceed as provided by the respective acts. Upon fulfillment of the terms of
probation, the court shall discharge the person and dismiss the proceedings. Such discharge shall not be deemed a con-
viction for the purposes of the disabilities imposed by law upon persons convicted of crimes. However, such discharge
and dismissal under these sections is available only once with respect to any person.

There are no provisions for lst offender treatment under the present Federal law for offenses involving possession of
narcotics or marihuana. There is a provision allowing for 1st offender treatment under the Drug Abuse Control Amend-
ments of 1965, but it is applicable only to cases involving possession of dangerous drugs.

0 H.R. 17463 provides that any person who endeavors or conspires to commit any offense under the act may be punished
by imprisonment and/or fine, which may not exceed the maximum punishment proscribed for committing the offense.

Present Federal law provides that any person who conspires to commitan offense under any of the acts may be punished
by imprisonment and/or fine not exceeding the maximum punishment proscribed for committing the offense. Attempt
to commit an offense under any of the existing acts is not punishable as an offense.

7 H.R. 17463 provides that any person over 18 who knowingly and intentionally violates subsec. 501(a)(1) by distributing
a substance classified in schedules I or II which is a narcotic to a person under 18 years of age who is at least 3 years
hisjunioris punishable by a term of imprisonment twice that authorized by subsec. 501(cX1), by a fine of $25,000, or both.
Distribution of any other controlled dangerous substance classified in schedules I, II, Ill, or IV by a person over 18 to a
person under 18 who is at least 3 years his junior is punishable by a term of imprisonment up to twice that authorized
under subsec. 501(c) (2) or (3), by the fine authorized under subsec. 501(c) (2) or (3) or both. Forany of these offenses,
imposition or execution of sentences cannot be suspended and probation cannot be granted.

Under existing Federal law, distribution of narcotics or marihuana by a person over 18 to a person under 18 years of
age is punishable by imprisonment for not less than 10 years nor more than 40 years and, in addition, may be fined not
more than $20,000. Imposition or execution of such sentence cannot be suspended and probation cannot be granted. In
addition, if the offense involves a narcotic drug, the parole provisions under Federal law shall not apply. Under the Drug
Abuse Control Amendments of 1965, a person over 18 who distributed dangerous drugs to a person under 21 years of age
is punishable by imprisonment for not more than 10 years, a fine not exceeding $15,000, or both. A 2d offense is punish-
able by imprisonment for not more than 15 years, a fine not exceeding $20,000, or both.

Note: Under existing Federal law, possession with intent to distribute is not a separate offense.
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CITATION OF EACH SECTION OF H.R. 17463 TO EXISTING LAWS AND REGULATIONS

H.R. 17463 Narcotic law Marihuana law Dangerous drug law

102(a) ---------- 28 U.S.C. 2901 (a) .......... Not available --------------- Not available.
18 U.S.C. 4251 (a)

102(b) ......... Not available ...................... do -.................... Do.
102(c) ............ do. -......................- .do _ .--------------- . Do.
102(d). ............ do ------------------------ do ............. ....... 21 CFR 320.1(f).
102(e). ............ do ......................... _.do ..................... Not available.
102(f) -------------- do ....................... _.do ................... 21 CFR 320.1(j).
102(g) ............. do ......................... .do .................... 21 U.S.C. 321 (gX2).
102(h) ------------ do.................- do................. 21 CFR 320.1(b).
102(i)............----do.....................-----do-------------------- 21 U.S.C. 321 (v).
102(j) ------------ do ......................... .do Not available.
102(k) -------------- do --------------------------- do ..... Do.
102(1) ............ do. .................. do ------------------ 21 U.S.C. 321(gXl).
102(m). ............. do ..................... 26 U.S.C. 4761(2) .......... Not available.
102(n) --------- 21 U.S.C. 502(f). .......... Not available ----------------- Do.
102(o) -------- 26 U.S.C. 4731(a)................... do - ............ Do.
I102(p).........--21 U.S.C. 503(h)..............----do.....................-- Do.
102(q) ---------- 26 U.S.C. 4731(g)(1) ------------ do ................. Do.
102(r) --------- 21 U.S.C. 188a(c) -do ---------- Do.
102(s) .......... Not available .do - - - - ------------------- Do.
102(t) --------- 26 CFR 151.11(h) - 26 CFR 151.11(h) - Do.
102(u) ----------- 21 U.S.C. 188a(b) -........... Not available ----------------- Do.
102(v) .......... 21 U.S.C. 502(i) --------------- do Do.
102(w) ---------- Not available -------------- do --------------------- Do.
102() --------------- do ---------------------------- do ---------------------- Do.
102(y) -------------- do .......................... do ...................... Do.
201 ............ 21 U.S.C. 504 .................... do ...................... 21 U.S.C. 321 (v).
202 ------------ Not available ----------------- do Not available.
301 ------------ 26 U.S.C. 4721 -------------- 26 U.S.C. 4751 ................ D o.
302(a), -.------- 26 U.S.C. 4722 -- - - 26 U.S.C. 4753 -------------- 21 U.S.C. 360(b).

21 U.S.C. 506 ................
302(b) .......... 26 U.S.C. 4724(c).. ..........- 26 U.S.C. 4772 .............. 21 U.S.C. 360a(a), (b).
302(c) ......... 26 U.S.C. 4772(b) ----------- 26 U.S.C. 4772(b) ............ 21 U.S.C. 360a(aX6).
302(d) ......... 26 U.S.C. 4722 -------------- 26 U.S.C. 4751 -------------- 21 U.S.C. 360.
302(e) ---------- 26 CFR 151.23 -.--------- 26 CFR 151.21 --------------- 21 U.S.C. 360(h).

26 CFR 151.22 ................
303(a) --.......- 21 U.S.C. 506 ................. Not available -------- - Not available.
303(b) ---------- Not available --------------------- do ------------------- Do.
303(c) ---------- 21 U.S.C. 506(c) ---- -------- do -- --- ---- --- --- Do.
303(d) . ......... 21 U.S.C. 506(c). ............... do --- -------- ----------- Do.
303(f)---------26 U.S.C. 4722 ------------- 26 U.S.C. 4753 21 U.S.C. 360.

26 U.S.C. 4721(3) ............ 26 U.S.C. 4751(3) ------------ 21 U.S.C. 360a(aXS).
26 U.S.C. 4721(4)...........---- 26 U.S.C. 4751(4) -...........
26 U.S.C. 4721(5)..........---

304(a) ......... 21 U.S.C. 507 ............... Not available ............... Not available.
304(b ------ 1 U.S.C. 507........----........-do.....................-- Do.
304(c)----.- - - - 21 U.S.C. 506(e) ................. do .. .............. .Do.

21 U.S.C. 507(b)..........
304(d) ......... Not available .......... . do ...................... Do.
304(e) -------------- do ............. .do.....................Do.
304(f) ---------- 21 U.S.C. 507--.................. do .............. Do.
305 ------------ 26 U.S.C. 4703 .............. 26 U.S.C. 4743 .............. 21 CFR 320.18.
306 ............ 21 U.S.C. 509 ............. Not available ............... Not available.
307 ............ 26 U.S.C. 4732 .............. 26 U.S.C. 4754 -------------- 21 U.S.C. 360a(d).

21 U.S.C. 511.............
308 ------------ 26 U.S.C. 4705 --------------- 26 U.S.C. 4742 -------------- Not available.
309(a) ......... 26 U.S.C. 4705(cX2) ......... Not available ----------------- Do.

26 CFR 151.411 ..............
26 CFR 151.397 .............

309(b) ......... 26 U.S.C. 4705(cX2) -------------- do ................... 21 U.S.C. 370a(e).
26 CFR 151.411 ..............
26 CFR 151.397 ..............

401 ............ 21 U.S.C. 173 --------------- 21 U.S.C. 176a -------------- 21 U.S.C. 381.
402 ............ 21 U.S.C. 173a -------------- Not available --------------- Not available.
403(a)- ......... 21 U.S.C. 182 ---------------- do --------------------- Do.
403(b) ---------- 21 U.S.C. 182(c) --------------- --- do ..................... Do.
403(c) --------- Not available --------------------- do ---------------------- Do.
403(d) .......... 21 U.S.C. 182(c).. ................. do .....................- Do.
403(e) --------- N Not available --------------------- do ---------------------- Do.
404 ------------ 21 U.S.C. 189 --- - do --------------------- Do.
501(aXl) -....... 26 U.S.C. 4705(a) ------------ 26 U.S.C. 4742 ------------- 21 U.S.C. 360a

26 U.S.C. 4704 ---------------- 26 U.S.C. 4744 -------------- 21 U.S.C. 331(q)
21 U.S.C. 174 ............... 21 U.S.C. 176a_...........
21 U.S.C. 505 ................

501(a)(2) ...... 21 U.S.C. 173 .. .......-.. 21 U.S.C. 176a -------------- Not available
501(aX3) --------- 21 U.S.C. 182 - Not available ----------------- Do.
501(aX4) --------- 49 U.S.C. 781 ................. 49 U.S.C. 781 ----------------- Do.
510(a)(5) - ------- Not available ----------------- Not available. -........... . 21 U.S.C. 331.
501(b) -------------- do - - - - .do. ---------------- ...... Not available
501(cXl) -....... 26 U.S.C. 7237 .-------d----------------------- Do.

21 U.S.C. 174
21 U.S.C. 515
21 U.S.C. 183
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CITATION OF EACH SECTION OF H.R. 17463 TO EXISTING LAWS AND REGULATIONS-Continued

H.R. 17463 Narcotic law Marihuana law Dangerous drug law

501(cX2) --------- 26 U.S.C. 7237 -------------- 26 U.S.C. 7237 -------------- 21 U.S.C. 333.
21 U.S.C. 174 --------------- 21 U.S.C. 176a
21 U.S.C. 515
21 U.S.C. 183

501(c)(3) --------- Not available --------------- Not available --------------- Not available.
501(cX4) ------------ do --------------------- do --------------------- Do.
501(d)- .. do------------------ do do --------------------- Do.
501(e) --------- 26 U.S.C. 4704--------------26 U.S.C. 4744 ------------- 21 U.S.C. 331(qX3).

26 U.S.C. 7237 -------------- 26 U.S.C. 7237 ------------- 21 U.S.C. 333.
502(a)(1) --------- 26 U.S.C. 4705(cX2) --------- Not available -------------- 21 U.S.C. 331(q)(7).
502(a)(2) --------- 21 U.S.C. 505(a)(2) --------------- do ------------------ 21 U.S.C. 360a(aXIXA).
502( X3) --------- 21 U.S.C. 180 ----------------- do ------------------ Not available.
502(a)(4) --....... Not available ----------------- do ------------------ 21 U.S.C. 331(k).
502(a)(5) ------------ do --------------------------- do ---------------------- 21 U.S.C. 331(k).
502(a)6) --------- 26 U.S.C. 4732 -------------- 26 U.S.C. 4754 -------------- 21 U.S.C. 331(q)(4).
502(a7) - N------ Not available -------------- Not available --------------- 21 U.S.C. 331(q)(5), (6).
502(b)(1), (2) --- 21 U.S.C. 505(a) --------------- do ------------------ Not available.

21 U.S.C. 505(cX2)
502(c) ---------- 21 U.S.C. 515 ----------------- 21 U.S.C. 7237 -------------- 21 U.S.C. 333.

26 U.S.C. 7237 ..............
21 U.S.C. 174 -----------------

503(a)(1) --------- 26 U.S.C. 4705(a) ------------ 26 U.S.C. 4742 -------------- Not available.
503(a)(2) --------- Not available --------------- Not available --------------- Do.
503(a)(3) ------------- do ---------------------------- do -------.-------------- Do.
503(a)(4) --------- 21 U.S.C. 515 --------------- 26 U.S.C. 7207 ---------------- 21 U.S.C. 331(q)(4).

26 U.S.C. 7207 ----------------
503(a)(5) - 1------- 18 U.S.C. 1403 ------------- 1 18 U.S.C. 1403 -------------- Not available.
503(a)(6) --------- Not available --------------- Not available --------------- 21 U.S.C. 331(i)(2).
503(b) .......... 21 U.S.C. 515 --------------- 26 U.S.C. 7207 -------------- 21 U.S.C. 333.

26 U.S.C. 7207 ------------- 1 18 U.S.C. 1403 ..............
18 U.S.C. 1403 ...............

504 ------------ 26 U.S.C. 7237 -------------- 26 U.S.C. 7237 -------------- 18 U.S.C. 371.
21 U.S.C. 174 --------------- 21 U.S.C. 176(a) ---------------

505 ------------ Not available --------------- Not available --------------- Not available.
506 ------------ 26 U.S.C. 7237 -------------- 26 U.S.C. 7237 .............. 21 U.S.C. 333.

21 U.S.C. 176b ----------------
507 ------------ Not available --------------- Not available ----------....... 2 1 U.S.C. 333(bX3XB).
508 ------------ 26 U.S.C. 7237(c) ------------ 26 U.S.C. 7237(c) -------------- 21 U.S.C. 333.

21 U.S.C. 174 --------------- 21 U.S.C. 176a ------- ..----
509 ------------ Not available -------------- N Not available ........-.---- Not available.
601 ------------ 21 U.S.C. 514 --------------- 26 U.S.C. 7805 -------------- 21 U.S.C. 371(a).

26 U.S.C. 7805 ----------------
602 ------------ Not available --------------- Not available -------------- Not available.
603 ----------- 21 U.S.C. 198 ----------------- do .--------------------- Do.
604 ------------ Not available -------------------- do ........ 21 U.S.C. 360a(g).
605 ----------- 21 U.S.C. 506 ----------------- 21 U.S.C. 98a _ --- 21 U.S.C. 371.

21 U.S.C. a98: ---------------
606 ----------- 21 U.S.C. 198a -------------- 21 U.S.C. 198a ------------- Not available.
607 ------------ 21 U.S.C. 516 --------------- Not available --------------- 21 U.S.C. 371.
701(a) --------- 26 U.S.C. 7607 -------------- 26 U.S.C. 7607 ------------- 21 U.S.C. 372(e).
701(b) ---------- Not available --------------- Not available -------------- Not available.
702(a) --------- 1 18 U.S.C. 1405 ------------- 1 18 U.S.C. 1405 ---------------- Do.
702(b) ---------- Not available --------------- Not available ----------------- Do.
703(a) -------------- do --------------------------- do -------.-------------- Do.
703(b) --------------- do _ .------------------------- do ---------------------- 21 U.S.C. 360a(d)(2).

21 U.S.C. 374.
704 ------------ 26 U.S.C. 4706 -------------- 26 U.S.C. 4745 -------------- 21 U.S.C. 334(a)(2).

49 U.S.C. 782 --------------- 49 U.S.C. 782 ...............
705 ----------- Not available --------------- Not available -------------- 21 U.S.C. 332.
706 ----------------- do ------------------------ do ---------------------- 21 U.S.C. 335.
707 ----------------- do ---------................... do ---------------------- Not available.
708 ------------ 21 U.S.C. 516 ---------------------- do -------.-------------- Do.
709 ------------ 21 U.S.C. 199 -------------------- do -------.-------------- Do.
801 ------------ Not available -------------------- do --------------------- Do.
802 ----------------- do --------.------------------ do -------------------- Do.

The CHAIRMAN. Mr. Burke will inquire.
Mr. BURKE. With respect to the statements the Attorney General

made on inventory keeping, I believe you indicated that the law
expired in 1965.

Attorney General MITCHELL. In 1969.
Mr. BURKE. Has there been a recommendation by the Department

of Justice that that law be continued?
Mr. INGERSOLL. Mr. Burke, the inventory controls expired in 1969

and up until that time, between 1965 and 1969, a 3-year inventory
was required, but that provision of the law expired in 1969.
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In recognition of that, we prepared for an inventory procedure in
the bill that is before you.

Mr. BURKE. As of this moment, there is no law requiring an inven-
tory bookkeeping?

Mr. INGERSOLL. In the dangerous drug area, that is true. The same
controls as always still apply to the narcotics drugs.

Mr. BuR:KE. In your concluding statement, you pointed out the need
for legislative tools, trained manpower, and adequate funding. What
has the Department of Justice done during the past year to secure
the services of additional narcotics agents? How many agents have
they added to their staff?

Mr. INGERSOLL. In 1968, Mr. Congressman, we had in the neighbor-
hood of 600 agents. Today we have about 900 agents. We have asked
the President to include in his budget plans for another 150 agents for
fiscal year 1971.

In addition to that, we have established a comprehensive forensic
Iaboratory system which presently employs about 90 chemists, and then
the balance of our present ceiling of approximately 1,400 is made up of
other professional, clerical, and support groups.

We have asked and obtained in resources an increase from about
$18 million, a little over $18 million with supplemental requests in
fiscal 1969, to $27.5 million in fiscal 1970 and our pending request
is in the neighborhood of $36 million, as I recall.

Mr. BvRKE. Is there any program in the Department of Justice to
train customs inspectors to detect the devious methods that are used
in smuggling drugs into the country?

Mr. INGERSOLL. The Bureau of Customs has its training program
for its personnel. This is a matter of a separate budget. I think we
provide, as I recall, people in their training sessions to get them just
generally acquainted with the functions of the Bureau of Narcotics
and Dangerous Drugs.

Mr. BuRKE. Thank you.
The CHAIRMAN. Mr. Byrnes will inquire.
Mr. BYRNES. Mr. Chairman, Mr. Attorney General, I believe it

was last week that I read in the paper of a court of appeals case deal-
ing with possession, and the general conclusion was that possession
of at least some drugs was without any penalty, or that the law had
been considerably changed from what we thought it was.

Does the new possession definition as contained in the legislation
take into consideration this latest case, or am I mistaken about there
being a recent case that made rather considerable changes?

Attorney General MITCHELL. I believe you have reference to the
Watson case that came out of the District Court of Appeals here in
the District of Columbia.

Mr. BYRNES. I believe so. That was within the last 2 or 3 weeks.
Attorney General MITCHELL. The decision is subject to appeal and

we do not believe the decision will hold up in view of prior decisions
of the Supreme Court. I think your characterization of it is correct
to the point that it relates to possession. It does not affect the validity
or constitutionality of the statute, but it does create the possibility of
an affirmative defense to the charges of unlawful possession when the
addict possesses it solely for his own use.

As I say, there have been other decisions relating to akohol and
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other substances which are contrary to this decision. We do not believe
that it will be sustained.

The statute that we have here relating to possession I do not believe
has to be changed in order to accommodate this decision whether it is
sustained or otherwise.

Mr. BYRNES. In other words, your point is that further changes in
this legislation would not be required if that decision were sustained?

Attorney General MITCHELL. That is our current opinion. We still
have the matter under consideration.

Mr. BYRNES. Can you give me a general picture of what the Federal
and State responsibilities will be in trying to get at this abuse problem?
If this legislation should be enacted, will there be large areas where
there will be dual responsibility with a dual system and dual and
varying penalties?

It seems to me one of the problems that we have today lies in deter-
mining who is taking jurisdiction in terms of what the penalties may
be and even as to whether an offense has been committed.

Is there anything in this legislation that will clarify that problem,
or do you consider it a problem?

Attorney General MITCHELL. Mr. Byrnes, part of the President's
program we are now implementing is the Uniform State Controlled
Dangerous Substances Act which has been enacted in three States and
Guam and is under consideration in a number of other States. This will
help immeasurably in trying to provide a uniform approach to this
problem including, we hope, the penalty questions.

Since we have been in office, we have changed our law enforcement
approach and have concentrated our efforts against the major traffick-
ers. The major law enforcement effort against the street pusher and
the middleman has been left to the jurisdiction of the State and local
governments. *We are now experimenting with a task force of com-
bined Federal, State and local law enforcement in the State of New
York, and hope to expand this to other areas of the country where the
jurisdictional questions in this area can be resolved and where the
forces of the respective law enforcement agencies can be more ap-
propriately directed at the total problem-in other words, the theory
that two plus two plus two will equal eight instead of five or four
when law enforcement are running along separate lines of attack.

We are meeting with some success in this area as we have in the
organized crime area. Our entire effort is to bring to bear the total
resources of all of the governmental structures on this problem.
It does take some sorting out because we are starting from scratch,
but between the uniform law and the cooperative efforts we are under-
taking, including, of course, the extensive training that the Bureau of
Narcotics and Dangerous Drugs is doing on behalf of local law en-
forcement agencies, I anticipate even greater successes. I guess there
will be some 22,000 State and local police officers this fiscal year who
will have been trained.

Mr. BYR-NES. How many jurisdictions would that cover?
Attorney General MITCHELL. Can you sort the State and local out

of that?
Mr. INGERSOLL. If you would like a definitive answer we can pro-

vide it.
Mr. BYRNES. I thought you might have a general idea. These are

both local and, in some cases, State law enforcement agencies.
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