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Michael R. Sonnenreich to John W.
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e. Dr. John Morgan, psychopharmacologist, Board-certified in
Internal Medicine, full Professor and Director of Pharmacology at the City
University of New York;

f. Dr. Phillip Jobe, neuropsychopharmacologist with a practice in
Illinois and former Professor of Pharmacology and Psychiatry at the Louisiana
State University School of Medicine in Shreveport, Louisiana, from 1974 to 1984;

g. Dr. Arthur Kaufman, formerly a general practitioner in Maryland,
currently Vice-President of a private medical consulting group involved in the
evaluation of the quality of care of all the U.S. military hospitals throughout
the world, who has had extensive experience in drug abuse treatment and rehabili-
tation programs;

| h. Dr. J. Thomas Ungerleider, a full Professor of Psychiatry at

the University of California in Los Angeles.with extensive experience iﬁ research
on the medical use of drugs;

i. Dr. Andrew Weil, ethnopharmacologist, Asspciate Director of
Social Perspectives in Medicine at the College of Medicine at the University of
Arizona, with extensive research on mgdicina] plants; and

j. Dr. Lester Grinspoon, a practicing psychiatrist and Associate
Professor at Harvard Medical School.

36. Certain law enforcement authorities have been outspoken in their
acceptance of marijuana as an antiemetic agent. Robert T. Stephan, Attorney
General of the State of Kansas, and himself a former cancer patient, said of
chemotherapy in his affidavit in this record: "The treatment becomes a terror."
His cancer is now in remission. He came to know a number of health care

professionals whose medical judgment he respected. They had accepted marijuana

- 24 -
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as having medical use in treatment. He was elected Vice President of the
National Association of Attorneys General (NAAG) in 1983. He was instrumental
in the adoption by that body in June 1983 of a resolution acknowledging the
efficacy of marijuana for cancer and glaucoma patients. The resolution expressed
the support of NAAG for legislation then pending in the Congress to makeﬁmari-
Jjuana available on prescription to cancer and glaucoma patients. The reéolution
was adopted by an overwhelming margin. NAAG's President, the Attorney Géneral
of Montana, issued a statement that marijuana does have accepted medical uses
and is improperly classified at present. The Chairman of NAAG's Criminal Law
and Law Enforcement Committee, the Attorney General of Pennsylvania, issued a
statement emphasizing that the proposed rescheduling of marijuana would in no
way affect or impede existing efforts by law enforcement authorities to crack
down on illegal drug trafficking.

37. At least one court has accepted marijuana as having medical use in
treatment for chemotherapy patients. On January 23, 1978 the Superior Court of
Imperial County, California issued orders authorizing a cancer patient to possess
and use marijuana for therapeutic purposes under the direction of a physician.
Another order authorized and directed the Sheriff of the county to release mari-
juana from supplies on hand and deliver it to that patient in such form as to be
usable in the form of cigarettes.

38. During the period 1978-1980 polls were taken to ascertain the
degree of public acceptance of marijuana as effective in treating cancer and
glaucoma patients. A poll in Nebraska brought slightly over 1,000 responses -
83% favored making marijuana available by prescription, 12% were opposed, 5%
were undecided. A poll in Pennsylvania elicited 1,008 responses - 83.1% favored
availability by prescription, 12.2% were opposed, 4.7% were undecided. These

- 25 -
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two surveys were conducted by professional polling companies. The Detroit Free
Press conducted a telephone poll in which 85.4% of those responding favored
access to marijuana by prescription. In the State of Washington the State
Medical Association conducted a poll in which 80% of the doctors belonging to
the Association favored controlled availability of marijuana for medical

purposes.

Discussion

From the foregoing uncontroverted facts it is clear beyond any question
that many people find marijuana to have, in the words of the Act, an "accepted
medical use in treatment in the United States" in effecting relief for cancer
patients. Oncologists, physicians treating cancer patients, accept this. Other
medical practitioners and researchers accept this. Medical faculty professors
accept it. Nurses performing hands-on patient care accept it.

Patients accept it. As counsel for CCA perceptively pointed out at oral
argument, acceptance by the patient is of vital importance. Doctors accept a
therapeﬁtic agent or process only if it "works" for the patient. If the patient
does not accept, the doctor cannot administer the treatment. The patient's
informed consent is vital. The doctor ascertains the patient's acceptance by
observing and listening to the patient. Acceptance by the doctor depends on
what he sees in the patient and hears from the patient. Unquestionably,
patients in large numbers have accepted marijuana as useful in treating their
emesis. The have found that it “"works". Doctors, evaluating their patients,
can have no basis more sound than that for their own acceptance.

O0f relevance, also, is the acceptance of marijuana by state attorneys-

- 26 -
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general, officials whose primary concern is law enforcement. A large number of
them have no fear that placing marijuana in Schedule II, thus making it
available for legitimate therapy, will in any way impede existing efforts of law
enforcement authorities to crack down on illegal drug trafficking.

The Act does not specify by whom a drug or substance must be “"accepted
[for] medical use in treatment" in order to meet the Act's “accepted" require-
ment for placement in Schedule II. Department of Justice witnesses told the
Congress during hearings in 1970 preceeding passage of the Act that "the medical
profession" would make this determination, that the matter would be “determined
by the medical community.” The Deputy Chief Counsel of BNDD, whose office had
written the bill with this language in it, told the House subcommittee that
“"this basic determination . . . is not made by any part of the federal govern-
ment. It is made by the medical community as to whether or not the drug’has
medical use or doesn't".7

No one would seriously contend that these Justice Department witnesses
meant that the entire medical community would have to be in agreement on the
usefulness of a drug or substance. Seldom, if ever, do all lawyers agree on a
point of law. Seldom, if ever, do all doctors agree on a medical question.

How many are required here? A majority of 51%? It would be unrealistic to
attempt a plebescite of all doctors in the country on such a’question every time
it arises, to obtain a majority vote.

In determining whether a medical procedure utilized by a doctor is

actionable as malpractice the courts have adopted the rule that it is acceptable

7 Drug Abuse Control Amendments - 1970: Hearings on H.R. 11701 and H.R. 13743
Before the Subcommittee on Public Health and Welfare of the House Committee
on Interstate and Foreign Commerce, 91st Congress, 2d Sess. 678, 696, 718
(1970) (Statement of John E. Ingersoll, Director, BNDD).
- 27 -
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for a doctor to employ a method of treatment supported by a respectable minority
of physicians.

~ In Hood v. Phillips, 537 S.W. 2d 291 (1976) the Texas Court of Civil

Appeals was dealing with a claim of medical malpractice resulting from a
surgical procedure claimed to have been unnecessary. The court quoted from an
Arizona court decision holding that

a method of treatment, as espoused and used by . . . a

respectable minority of physicians in the United States,

cannot be said to be an inappropriate method of treat-

ment or to be malpractice as a matter of law even though

it has not been accepted as a proper method of treatment

by the medical profession generally,
Ibid. at 294. Noting that the Federal District court in the Arizona case found
a "respectable minority" composed of sixty-five physicians throughout the United
States, the Texas court adopted as "the better rule" to apply in its case, that

a physician is not guilty of malpractice where the

method of treatment used is supported by a respect-

able minority of physicians.
Ibid.

In Chumbler v. McClure, 505 F.2d 489 (6th Cir. 1974) the Federal courts

were dealing with a medical malpractice case under their diversity jurisdiction,
applying Tennessee law. The Court of Appeals said:

« « « The most favorable interpretation that may be
placed on the testimony adduced at trial below is
that there is a division of opinion in the medical
profession regarding the use of Premarin in the Treat-
ment of cerebral vascular insufficiency, and that Dr.
McClure was alone among neurosurgeons in Nashville in
using such therapy. The test for malpractice and for
community standards is not to be determined solely by
a plebiscite. Where two or more schools of thought
exist among competent members of the medical profes-
sion concerning proper medical treatment for a given
ailment, each of which is supported by responsible

- 28 -
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medical authority, it is not malpractice to be among
the minority 1n a given city who follow one of the

accepted schools.
505 F.2d at 492 (Emphasis added). See, also, Leech v. Bralliar, 275 F,Supp.

897 (D.Ariz., 1967).

How do we ascertain whether there exists a school of thought supported by
responsible medical authority, and thus "accepted"? We listen to the
physicians.

The court and jury must have a standard measure
which they are to use in measuring the acts of a
doctor to determine whether he exercised a reasonable
degree of care and skill; they are not permitted to
set up and use any arbitrary or artificial standard
of measurement that the jury may wish to apply. The
proper standard of measurement is to be established
by testimony of physicians, for it is a medical
question.

Hayes v. Brown, 133 S.E. 2d, 102(Ga., 1963) at 105.

As noted above, there is no question but that this record shows a great
many physicians, and others, to have "accepted" marijuana as having a medical
use in the treatment of cancer patients' emesis. True, all physicians have not
"accepted" it. But to require universal, 100% acceptance would be unreasonable.
Acceptance by "a respectable minority" of physicians is all that can reasonably
be required. The record here establishes conclusively that at least "a respec-
table minority" of physicians has "accepted" marijuana as having a “medical use
in treatment in the United States." That others may not makes no difference.

The administrative law judge recommended this same approach for determining

whether a drug has an "accepted medical use in treatment" in The Matter Of MDMA

Scheduling, Docket No. 84-48. The Adminstrator, in his first final rule in that

proceeding, issued on October 8, 19868, declined to adopt this approach. He

8 51 Fed. Reg. 36552 (1986).
- 29 -



(/o001 1491)
Case: 20-71433, 09/29/2020, 1D: 11841671, DktEntry: 19-4, Page 18 of 286

ruled, instead, that DEA's decision on whether or not a drug or other substance
had an accepted medical use in treatment in the United States would be deter-
mined simply by ascertaining whether or not "the drug or other substance is
lawfully marketed in the United States pursuant to the Federal Food, Drug and
Cosmetic Act of 1938 . . . ."9

The United States Court of Appeals for the First Circuit held that the
Administrator erred in so ru]ing.10 That court vacated the final order of
October 8, 1986 and remanded the matter of MDMA's scheduling for further con-
sideration. The court directed that, on remand, the Administrator would not be
permitted to treat the absence of interstate marketing approval by FDA as con-
clusive evidence on the question of accepted medical use under the Act.

In his third final rulell on the matter of the scheduiing of MDMA the
Administrator made a series of findings of fact as to MDMA, the drug there under
consideration, with respect to the evidence in that record. On those findings

he based his last final rule in the case.l2

9 Ibid., at 36558.

10 Grinspoon v. Drug Enforcement Administration, 828 F.2d 881 (Ist. Cir.,

11 53 Fed. Reg. 5156 (1988). A second final rule had been issued on January
20, 1988, It merely removed MDMA from Schedule I pursuant to the mandate of
the Court of Appeals which had voided the first final rule placing it there.
Subsequently the third final rule was issued, without any further hearings,
again placing MDMA in Schedule I. There was no further appeal.

12 In neither the first nor the third final rule in the MDMA case does the
Administrator take any cognizance of the statements to the Congressional
committee by predecessor Agency officials that the determination as to
"accepted medical use in treatment" is to be made by the medical community
and not by any part of the federal government. See page 27, above. It is
curious that the Administrator makes no effort whatever to show how the BNDD
representatives were mistaken or to explain why he now has abandoned their
interpretation. They wrote that language into the original bill.

- 30 -
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That third final rule dealing with MDMA is dealing with a synthetic, “sim-
ple", "single-action" drug. What might be appropriate criteria for a "simple"
drug 1ike MDMA may not be appropriate for a “"complex" substance with a number
of active components. The criteria applied to MDMA, a synthetic drug, are not
appropriate for application to marijuana, which is a natural plant substance.

The First Circuit Court of Appeals in the MDMA case told the Administrator
that he should not treat the absence of FDA interstate marketing approval as
conclusive evidence of lack of currently accepted medical use. The court did
not forbid the Administrator from considering the absence of FDA approval as a
factor when determining the existence of accepted medical use. Yet on remand,
in his third final order, the Administrator adopted by reference 18 of the num-
bered findings he had made in the first final order. Each of these findings had
to do with requirements imposed by FDA for approval of a new drug application
(NDA) or of an investigational new drug exemption (IND). These requirements
deal with data resulting from controlled studies and scientifically conducted
investigations and tests.

Among those findings incorporated into the third final MDMA order from the
first, and relied on by the Administrator, was the determination and recommenda-
tion of the FDA that the drug there in question was not "accepted". In relying
on the FDA's action the Administrator apparently overlooked the fact that the
FDA clearly stated that it was interpreting "accepted medical use" in the Act as
being equivalent to receiving FDA approval for lawful marketing under the FDCA.
Thus the Administrator accepted as a basis for his MDMA third final rule the FDA

recommendation which was based upon a statutory interpretation which the Court.

- 31 -
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of Appeals had condemned.

The Administrator in that third final rule made a series of further findings.
Again, the central concern in these findings was the content of test results and
the sufficiency or adequacy of studies and scientific reports. A careful reading
of the criteria considered in the MDMA third final order reveals that the
Administrator was really considering the question: Should the drug be accepted

for medical use?; rather than the question: Has the drug been accepted for

medical use? By considering little else but scientific test results and reports
the Administrator was making a determination as to whether or not, in his opinion,
MDMA ought to be accepted for medical use in treatment.

The Agency's arguments in the present case are to the same effect. In a
word, they address the wrong question. It is not for this Agency to tell
doctors whether they should or should not accept a drug or substance foé medical
use. The statute directs the Administrator merely to ascertain whether, in
fact, doctors have done so.

The MDMA third final order mistakenly looks to FDA criteria for guidance in
choosing criteria for DEA to apply. Under the Food, Drug and Cosmetic Act the
FDA is deciding - properly, under that statute - whether a new drug should be
introduced into interstate commerce. Thus it is appropriate for the FDA to rely
heavily on test results and scientific inquiry to ascertain whether a drug is
effective and whether it is safe, The FDA must look at a drug and pass judge-
ment on its intrinsic qualities. The DEA, on the other hand, is charged by 21
U.S.C. § 812(b)(1)(B) and (2)(B) with ascertaining what it is that other people

have done with respect to a drug or substance: "Have they accepted it?;" not .

“Should they accept it?"
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In the MDMA third final order DEA is actually making the decision that
doctors have to make, rather than trying to ascertain the decision which doctors
have made. Consciously or not, the Agency is undertaking to tell doctors what
they should or should not accept. In so doing the Agency is acting beyond the
guthority granted in the Act. i

It is entirely proper for the Administrator to consider the pharmacology of
a drug and scientific test results in connection with determining abuse potential,
But abuse potential is not in issue in this marijuana proceeding.

There is another reason why DEA should not be guided by FDA criteria in
ascertaining whether or not marijuana has an accepted medical use in treatment,
These criteria are applied by FDA pursuant to Section 505 of the Federal Food,
Drug and Cosmetic Act (FDCA), as amended.l3 When the FDA is making an inquiry
pursuant to that legislation it is looking at a synthetically formed ggﬁ drug.
The marijuana plant is anything but a new drug. Uncontroverted evidence in this
record indicates that marijuana was being used therapeutically by mankind 2000
years before the Birth of Christ.l4

Uncontroverted evidence further establishes that in this country today "new
drugs" are developed by pharmaceutical companies possessing resources sufficient
to bear the enormous expense of testing a new drug, obtaining FDA approval of
its efficacy and safety, and marketing it successfully. No company undertakes
the investment required unless it has a patent on the drug, so it can recoup its
development costs and make a profit. At oral argument Government counsel con-

ceded that "the FDA system is constructed for pharmaceutical companies. I won't

13 21 u.s.c. § 355.

14 Alice M. O'Leary, direct, par. 9.
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deny that,"15

Since the substance being considered in this case is a natural plant rather
than a synthetic new drug, it is unreasonable to make FDA-type criteria deter-
minative of the issue in this case, particularly so when such criteria are irrele-
vant to the question posed by the Act: Does the substance have an accepted
hedica] use in treatment?

Finally, the Agency in this proceeding relies in part on the FDA's
recommendation that the Administrator retain marijuana in Schedule I. But, as
in the MDMA case, that recommendation is based upon FDA's equating “accepted
mediéa] use" under the Act with being approved for marketing by'FDA under the
Food, Drug and Cosmetic Act, the interpretation condemned by the First Circuit
in the MDMA case. See Attachment A,‘p.24, to exhibit G-1 and exhibit G-2.

The overwhelming preponderance of the evidence in this record estaﬁlishes
that marijuana has a currently accepted medical use in treatment in the United
States for nausea and vomiting resulting from chemotheraphy treatments in some
cancer patients. To conclude otherwise, on this record, would be unreasonable,

arbitrary and capricious.

15 1p, Xv-37.
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VI.
ACCEPTED MEDICAL USE IN TREATMENT
- GLAUCOMA

Findings of Fact

The preponderance of the evidence establishes the following facts with
respect to the accepted medical use of marijuana in the treatment of glaucoma.

1. Glaucoma is a disease of the eye characterized by the excessive
accumulation of fluid causing increased intraocular pressure, distorted vision
and, ultimately, blindness. In its early stages this pressure can sometimes be
relieved by the administration of drugs. When such medical treatment fails
adequately to reduce the intraocular pressure (IOP), surgery is general]& resorted
to. Although useful in many cases, there is a high incidence of failure with
some types of surgery. Further, serious complications can occur as a result of
invasive surgery. Newer, non-invasive procedures such as laser trabecu]op]aéty
are thought by some to offer much greater efficacy with fewer complications.
Unless the IOP is relieved and brought to a satisfactory level by one means or
another, the patient will go blind.

2. Two highly qualified and experienced ophthalmologists in the United
States have accepted marijuana as having a medical use in treatment for
glaucoma. They are John C. Merritt, M.D. and Richard D. North, M.D. Each of
them is both a clinician, treating patients, and a researcher. Dr. Merritt is
also a professor of ophthalmology. Dr. North has served as a medical officer in
ophthalmology for the Department of Health, Education and Welfare and has worked

with the Public Health Service and FDA.
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3. Dr. Merritt's experience with glaucoma patients using marijuana
medicinally includes one Robert Randall and, insofar as thé evidence here
establishes per petitioners' briefs, an unspecified number of other patients,
something in excess of 40,

4. Dr. North has treated only one glaucoma patient using marijuana
medicinally - the same Robert Randall mentioned immediately above. Dr. North
had monitored Mr. Randall's medicinal use of marijuana for nine years as of May
1987.

5. Dr. Merritt has accepted marijuana as having an important place in
the treatment of "End'Stage" glaucoma. “End Stage" glaucoma, essentially,
defines a patient who has already lost substantial amounts of vision; available
glaucoma control drugs are no longer able adequately to reduce the intraocular
pressure (IOP) to prevent further, progressive sight loss; the patient,'1acking
additional IOP reductions, will go blind.

6. Robert S. Hepler, M.D., is a highly qualified and experienced
ophthalmologist. He has done research with respect to the effect of smoking
marijuana on glaucoma. In December 1975 he prescribed marijuana for the same
Robert Randall mentioned above as a research subject. Dr. Hepler found that
large dosages of smoked marijuana effectively reduced Robert Randall's IOP into
the safe range over an entire test day. He concluded that the only known
alternative to preserve Randall's sight which would avoid the significant risks
of surgery is to include marijuana as part of Randall's prescribed medical
regimen. He further concluded in 1977 that, if marijuana could have been
legally prescribed, he would have prescribed it for Randall as part of Randall's

regular glaucoma maintenance program had he been Randall's personal physician.
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Nonetheless, in 1987 Dr. Hepler was of the opinion‘that marijuana did not have a
currently accepted medical use in the United States for the treatment of
glaucoma.

7. Four glaucoma patients testified in these proceedings. Each has
found marijuana to be of help in controlling IOP, *

8. In 1984 the treatment of glaucoma with Cannabis was the subject of
an Ophthalmology Grand Rounds at the University of California, San Francisco. A
questionnaire was distributed which queried the ophthalmologists on cannabis
therapy for glaucoma patients refractory to standard treatment. Many of them
have glaucoma patients who have asked about marijuana. Most of the responding
ophthalmologists believed that THC capsules or smoked marijuana need to be avail-
able for patients who have not benefitted significantly from standard treatment.

9. In about 1978 an unspecified number of persons in the pubfic health
service sector in New Mexico, including some physicians, accepted marijuana as
having medical use in treating glaucoma.

10. A majority of an unspecified number of ophthalmologists known to
Arthur Kaufmah, M.D., who was formerly in general practice but now is employed
as a medical program administrator, accept marijuana as having medical use in
treatment of glaucoma.

11. In addition to the physicians identified and referred to in the
findings above, the testimony of patients in this record establishes that no
more than three or four other physicians consider marijuana to be medically
useful in the treatment of glaucoma in the United States. One of those
physicians actually wrote a prescription for marijuana for a patient, which, of

course, she was unable to have filled.
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12. There are test results showing that smoking marijuana has reduced
the IOP in some glaucoma patients. There is continuing research underway in the

United States as to the therapeutic effect of marijuana on glaucoma.

Discussion

Petitioners' briefs fail to show that the preponderance of the evidence in
the record with respect to marijuana and glaucoma establishes that a respectabie
minority of physicians accepts marijuana as being useful in the treatment of
glaucoma in the United States.

This conclusion is not to be taken in any way as criticism of the opinions
of the ophthalmologists who testified that they accept marijuana for this pur-
pose, The failure lies with petitioners. In their briefs they do not boint out
hard, specific‘evidence in this record sufficient to establish that a respectable
minority of physicians has accepted their position.

There is a great volume of evidence here, and much discussion in the briefs,
about the protracted case of Robert Randall. But when all is said and done, his
experience presents but one case. The record contains sworn testimony of three
ophthalmologists who have treated Mr. Randall, One of them tells us of a
relatively small number of other glaucoma patients whom he has treated with
marijuana and whom he knows to have responded favorably. Another of these three
doctors has successfully treated only Randall with marijuana. The third testi=
fies, despite his successful experience in treating Randall, that marijuana
does not have an accepted use in such treatment.

In addition to Robert Randall, Petitioners point to the testimony of three
other glaucoma patients., Their case histories are impressive, but they contribute
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Tittle to the carrying of Petitioner's burden of showing that marijuana is accepted
for medical treatment of glaucoma by a respectable minority of physicians. See
pages 26-29, above.

Petitioners have placed in evidence copies of a number of newspaper clippings
reporting statements by persons claiming that marijuana has helped their glaucoma.
The administrative law judge is unable to give significant weight to this evidence.
Had these persons tesified so as to have been subject to cross-examination, a
different situation would be presented. But these newspaper reports of
extra-judicial statements, neither tested by informed inquiry nor supported by a
doctor's opinion, are not entitled to much weight. They are of little, if any,
materiality.

Beyond the evidence referred to above there is little other "hard"
evidence, pointed out by petitioners, of physicans accepting marijuana for treat-
ment of glaucoma. Such evidence as that concerning a survey of a group of San
Francisco ophthalmologists is ambiguous, at best. The relevant document establishes
merely that most of the doctors on the grand rounds, who responded to an inquiry,

believed that the THC capsules or marijuana ought to be available.

In sum, the evidence here tending to show that marijuana is accepted for
treatment of glaucoma falls far, far short of the quantum of evidence tending to
show that marijuana is accepted for treatment of emesis in cancer patients. The
prepondérance of the evidence here, identified by petitioners in their briefs,
does not establish that a respectable minority of physicians has accepted

marijuana for glaucoma treatment.
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VII.
ACCEPTED MEDICAL USE IN TREATMENT
- MULTIPLE SCLEROSIS, SPASTICITY
AND HYPERPARATHYROIDISM

Findings Of Fact

The preponderance of the evidence clearly establishes the following facts
with respect to marijuana's use in connection with multiple sclerosis,
spasticity and hyperparathyroidism.

1. Multiple sclerosis is the major cause of neurological disability
among young and middle-aged adults in the United States today. It is a l1ife-Tong
disease. It can be extremely debilitating to some of its victims but it does
not shorten the life span of most of them. Its cause is yet to be determined.

It attacks the myelin sheath, the coating or insulation 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. During the initial stages of the disease nerve impulses are trans-
mitted with only minor interruptions. As the disease progresses, the plaques

may completely obstruct the impulses along certain nerve systems. These obstruc-
tions produce malfunctions. The effects are sporadic in most individuals and

the effects often occur episodically, triggered either by malfunction of the
nerve impulses or by external factors.

2. Over time many patients develop spasticity, the involuntary and
abnormal contraction of muscle or muscle fibers. (Spasticity can also result
from serious injuries to the spinal cord, not related to multiple sclerosis.)

3. The symptoms of multiple sclerosis vary according to the area of
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the nervous system which is affected and according to the severity of the disease,
The symptoms can include one or more of the following: weakness, tingling,
numbness, impaired sensation, lack of coordination, disturbances in equilibrium,
double vision, loss of vision, fnvo]untary rapid movement of the eyes (nystagmus),
slurred speech, tremors, stiffness, spasticity, weakness of 1imbs, sexual dysfunc-
tion, paralysis, and impaired bladder and bowel functions. '

4. Each person afflicted by multiple sclerosis is affected differently,
In some persons, the symptoms of the disease are barely detectable, even over
Tong periods of time. In these cases, the persons can live their lives as if
they did not suffer from the disease. In others, more of the symptoms are present
and acute, thereby limiting their physical capabilities. Moreover, others may
experience sporadic, but acute, symptoms.

5. At this time, there is no known prevention or cure for mulfip1e
sclerosis. Instead, there are only treatments for the symptoms of the disease.
There are very few drugs specifically designed to treat spasticity. These drugs
often cause very serious side effects. At the present time two drugs are
approved by FDA as "safe" and "effective" for the specific indication of
spasticity. These drugs are Dantrium and Lioresal baclofen.

‘ 6. Unfortunately, neither Dantrium nor Lioresal is a very effective
spasm control drug. Their marginal medical utility, high toxicity and potential
for serious adverse effects make these drugs difficult to use in spasticity
therapy.

7. As a result, many physicians routine]y‘prescribe tranquilizers,
muscle relaxants, mood elevators and sedatives such as Valium to patients

experiencing spasticity. While these drugs do not directly reduce spasticity
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they may weaken the patient's muscle tone, thus making the spasms less notice-
able. Alternatively, they may induce sleep or so tranquilize the patient that
normal mental and physical functions are impossible.

8. A healthy, athletic young woman named Valerie Cover was stricken
with multiple sclerosis while in her early twenties. She consulted several
medical specialists and followed all the customary regimens and prescribed
methods for coping with this debilitating disease over a period of several years.
None of these proved availing. Two years after first experiencing the symptoms
of multiple sclerosis her active, productive 1ife - as an athlete, Navy officer's
wife and mother - was effectively over. The Social Security Administration
declared her totally disabled. To hqve about her home she had to sit on a skate-
board and push herself around. She spent most of her time in bed or sitting in
a wheelchair,

9. An occasional marijuana smoker in her teens, before her marriage,
she had not smoked it for five years as of February 1986. Then a neighbor
suggested that marijuana just might help Mrs. Cover's multiple sclerosis, having
read that it had helped cancer patient's control their emesis. Mrs. Cover
acceded to the suggestion.

10. Just before smoking the marijuana cigarette produced by her neighbor,
Mrs. Cover had been throwing up and suffering from spasms. Within five minutes
of smoking part of the marijuana cigarette she stopped vomiting, no longer felt
nauseous and noticed that the intensity of her spasms was significantly reduced.
She stood up unaided,

11. Mrs. Cover began smoking marijuana whenever she felt nauseated.

When she did so it controlled her vomiting, stopped the nausea and increased her
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appetite. It helped ease and control her spasticity. Her 1imbs were much easier
to control. After three months of smoking marijuana she could walk unassisted,
had regained all of her lost weight, her seizures became almost nonexistent.

She could again care for her children. She could drive an automobile again.

She regained the ability to lead a normal life.

12. Concerned that her use of this illegal substance might jedpardize
the career of her Navy officer husband, Mrs. Cover stopped smoking marijuana
several times. Each time she did so, after about a month, she had retrogressed
to the point that her multiple sclerosis again had her confined to bed and wheel-
chair or skateboard. As of the Spring of 1987 Mrs. Cover had resumed smoking
marijuana regularly on an "as needed" basis. Her multiple sclerosis symptoms
are undér excellent control. She has obtained a full-time job. She still needs
a wheelchair on rare occasions, but generally has full use of her limbs-and can
walk around with relative ease.

13. Mrs. Cover's doctor has accepted the effectiveness of marijuana in
her case. He questioned her closely about her use of it, telling her that it is
the most effective drug known in reducing vomiting. Mrs. Cover and her doctor
are now in the process of filing an Investigational New Drug (IND) application
with FDA so that she can legally obtain the marijuana she needs to lead a rea-
sonably normal life,

14, Martha Hirsch is a young woman in her mid-thirties. She first
exhibited symptoms of multiple sclerosis at age 19 and it was diagnosed at that
time. Her condition has grown progressively worse. She has been under the care
of physicians and hospitalized for treatment. Many drugs have been prescribed

for her by her doctors. At one point in 1983 she listed the drugs that had been
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prescribed for her. There were 17 on the list. None of them has given her the
relief from her multiple sclerosis symptoms that marijuana has.

15. During the early stages in the development of her illness Ms.
Hirsch found that smoking marijuana improved the quality of her 1ife, keeping
her spasms under control. Her balance improved. She seldom needed to use her
cane for support. Her condition lately has deteriorated. As of May 1987 she
was experiencing severe, painful spasms. She had an indwelling catheter in her
bladder. She had lost her locomotive abilities and was wheelchair bound. She
could seldom find marijuana on the illegal market and, when she did, she often
could not afford to purchase it. When she did obtain some, howéver, and smoked
it, her entire body seemed to relax, her spasms decreased or disappeared, she
slept bettgr and her dizzy spells vahished. The relaxation of her leg muscles
after smoking marijuana has been confirmed by her personal care attendaﬁt's
examination of them.

16. The personal care attendant has told Ms. Hirsch that she, the
attendant, treats a number of patients who smoke marijuana for relief of multi-
ple sclerosis symptoms. In about 1980 another patient told Ms. Hirsch that he
knew many patients who smoke marijuana to relieve their spasms. Through him she
met other patients and found that marijuana was commonly used by many mu]ﬁiple
sclerosis patients. Most of these persons had told their doctors about their
doing so. None of those doctors advised against the practice and some encouraged
it..

17. Among the drugs prescribed by doctors for Ms. Hirsch was ACTH.
This failed to give her any therapeutic benefit or to control her spasticity. It
did produce a number of adverse effects, including severe nausea and vomiting
which, in turn, were partly controlled by rectally administered anti-emetic
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drugs.

18. Another drug prescribed for her was Lioresal, intended to reduce
her spasms. It was not very effective in so doing. But it did cause Ms. Hirsch
to have hallucinations. On two occasions, while using this drug, Ms. Hirsch
"saw" a large fire in her bedroom and called for help. There was no firg, She
stopped using that drug. Ms. Hirsch has experienced no adverse reactions®with
marijuana.

19. Ms. Hirsch's doctor has accepted marijuana as beneficial for her.
He agreed to write her a prescription for it, if that would help her obtain it.
She has asked him if he would file an IND application with FDA for her. He
replied that the paperwork was "overwhelming". He indicated willingness to help
in this undertaking after Ms. Hirsch found someone else willing to put the paper-
work together. |

20. When Greg Paufler was in his early twenties, employed by Prudential
Insurance Company, he began to experience the first symptoms of multiple sclerosis.
His condition worsened as the disease intensified. He had to be hospitalized.

He lost the ability to walk, to stand. Diagnosed as having multiple sclerosis,
a doctor prescribed ACTH for him, an intensive form of steroid therapy. He lost
all control over his 1imbs and experienced severe, painful spasms. His arms and
legs became numb.

21. ACTH had no beneficial effects. The doctor continued to prescribe
it over many months. ACTH made Paufler ravenously hungry and he began gaining a
great deal of weight. ACTH caused fluid retention and Paufler became bloated,
rapidly gaining weight. His doctor thought Paufler should continue this steroid
therapy, even though it caused the adverse effects mentioned plus the possiblity
of sudden heart attack or death due to respiratory failure. Increased dosages
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of this FDA-approved drug caused fluid to press against Paufler's lungs making
it difficult for him to breathe and causing his legs and feet to become swollen.
The steroid therapy caused severe, intense depression marked by abrupt mood
shifts. Throughout, the spasms continued and Paufler's limbs remained out of
control. The doctor insisted that ACTH was the only therapy likely to be of any
help with the multiple sclerosis, despite its adverse effects. Another, oral,
steroid was eventually substituted.

22. One day Paufler became semi-catatonic while sitting in his living
room at home. He was rushed to the hospital emergency room. He nearly died.
Lab reports indicated, among other things, a nearly total lack of potassium in
his body. He was given massive injections of potassium in the emergency room
and placed on an oral supplement. Paufler resolved to take no more steroids.

23. From time to time, prior to this point, Paufler had smoked
marijuana socially with visiting friends, seek some relief from his misery in a
temporary "high". He now began smoking marijuana more often. After some weeks
he found that he could stand and then walk a bit. His doctor dismissed the idea
that marijuana could be helpful with multipie sclerosis, and Paufler, himself,
was skeptical at first., He began discontinuing it for a while, then resuming.,

24, Paufler found that when he did not smoke marijuana his condition
worsened, he suffered more intense spasms more frequently. When he smoked
marijuana, his condition would stabilize and then improve; spasms were more
controlled and less severe; he felt better; he regained control over his limbs
and could walk totally unaided. His vision, often blurred and unfocused,
improved. Eventually he began smoking marijuana on a daily basis. He ventured

outdoors. He was soon walking half a block. His eyesight returned to normal.
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His central field blindness cleared up. He could focus well enough to read
again. One evening he went out with his children and found he could kick a
soccer ball again.

25. Paufler has smoked marijuana regularly since 1980. Since that
time his multiple sclerosis has been well controlled. His doctor has been
astonished at Paufler's recovery. Paufler can now run. He can stand on:-one
foot with his eyes closed. The contrast with his condition, several years ago,
seems miraculous. Smoking marijuana when Paufler feels an attack coming on
shortens the attack. Paufler's doctor has looked Paufler in the eye and told
him to keep doing whatever it is he's doing because it works. Paufler and his
doctor are exploring the possbility of obtaining a compassionate IND to provide
legal access to marijuana for Paufler.

26, Paufler learned in about 1980 of the success of one Sam Dfana, a
multiple sclerosis patient, in asserting the defense of "medical necessity" in
court when charged with using or posséssing marijuana. He learned that doctors,
researchers and other multiple sclerosis patients had supported Diana's position
in the court proceeding.

27. Irwin Rosenfeld has been diagnosed as having Pseudo Pseudo Hypopara-
thyroidism. This uncommon disease causes bone spurs to appear and grow all over
the body. Over the patient's lifetime hundreds of these spurs can grow, any one
of which can become malignant at any time. The resulting cancer would spread
quickly and the patient would die.

28. Even without development of a malignancy, the disease causes enor-
mous pain., The spurs press upon adjacent body tissue, nerves and organs. In

Rosenfeld's case, he could neither sit still nor lie down, nor could he walk,
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without experiencing pain. Working in his furniture store in Portsmouth,
Virginia, Mr. Rosenfeld was on his feet moving furniture all day long. The
1ifting and walking caused serious problems as muscles and tissues rubbed over
the spurs of bone. He tore muscles and hemorrhaged almost daily.

29. Rosenfeld's symptoms first appeared about the age of ten. Various
drugs were prescribed for him for pain relief. He was taking extremely powerful
narcotics. By the age of 19 his therapy included 300 mg. of Sopor (a powerful
sleeping agent) and very high doses of Dilaudid. He was found to be allergic to
barbiturates. Taking massive doses of pain control drugs, as prescribed, made
it very difficult for Rosenfeld to function normally. If he took enough of them
to control the pain, he could barely concentrate on his schoolwork. By the time
he reached his early twenties Rosenfeld's monthly drug intake was between 120 to
140 Dilaudid tablets, 30 or more Sopor sleeping pills and dozens of muscie
relaxants.

30. At college in Florida Rosenfeld was introduced to marijuana by
classmates. He experimented with it recreationally. He never experienced a
"high" or "buzz" or "floating sensation" from it. One day he smoked marijuana
while playing chess with a friend. It had been very difficult for him to sit
for more than five or ten minutes at a time because of tumors in the backs of
his legs. Suddenly he realized that, absorbed in his chess game, and smoking
marijuana, he had remained sitting for over an hour - with no pain. He
experimented further and found that his pain was reduced whenever he smoked
marijuana.

31. Rosenfeld told his doctor of his discovery. The doctor opined

that it was possible that the marijuana was relieving the pain. Something
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certainly was - there was a drastic decrease in Rosenfeld's need for such drugs
as Dilaudid and Demerol and for sleeping pills. The quality of pain relief
which followed his smoking of marijuana was superior to any he had experienced
before. As his dosages of powerful conventional drugs decreased, Rosenfeld
became less withdrawn from the world, more able to interact and function. So he
has continued to the present time. '

32, After some time Rosenfeld's doctor accepted the fact that the
marijuana was therapeutically helpful to Rosenfeld and submitted an IND appli-
cation to FDA to obtain supplies of it legally for Rosenfeld. The doctor has
insisted, however, that he not be publicly identified. After some effort the
IND application was granted. Rosenfeld is receiving supplies of marijuana from
NIDA. Rosenfeld testified before a committee of the Vfrginia legislature in
about 1979 in support of legislation to make marijuana available for therapeutic
purposes in that State.

33. In 1969, at age 19, David Branstetter dove into the shallow end of
a swimming pool and broke his neck. He became a quadraplegic, losing control
over the movement of his arms and legs. After being hospitalized for 18 months
he returned home. Valium was prescribed for him to reduce the severe spasms
associated with his condition. He became mildly addicted to Valium. Although
it helped mask his spasms, it made Branstetter more withdrawn and less able to
take cafe of himself. He stopped taking Valium for fear of the consequences of
Tong-term addiction. His spasms then became uncontrollable, often becoming so
bad they would throw him from his wheelchair.

34. In about 1973 Branstetter began smoking marijuana recreationally.

He discovered that his severe spasms stopped whenever he smoked marijuana.
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Unlike Valium, which only masked his symptoms and caused him to feel drunk and
out of control, marijuana brought his spasmodic condition under control without
impairing his faculties. When he was smoking marijuana regularly he was more
active, alert and outgoing.

35. Marijuana controlled his spasms so well that Branstetter could go
out with friends and he began to play billiards again. The longer he smoked
marijuana the more he was able to use his arms and hands. Marijuana also
improved his bladder control and bowel movements.

36. At times the illegal marijuana Branstetter was smoking became very
expensive and sometimes was unavailable. During periods when he did not have
marijuana his spasms would return, preventing Branstetter from 1iving a "normal®
life. He would begin to shake uncontrollably, his body'would feel tense; and
his muscles would spasm.

37. In 1979 Branstetter was arrested and convicted of possession of
marijuana. He was placed on probation for two years. During that period he
continued smoking marijuana and truthfully reportd this, and the reason for it,
to his probation officer whenever asked about it. No action was taken against
Branstetter by the court or probation authorities because of his continuing use
of marijuana, except once in the wake of his publicly testifying about it before
the Missouri legislature. Then, although adverse action was threatened by the
judge, nbthing was actually done.

38. In 1981 Branstetter and a friend, a paraplegic, participated in a
research study testing the therapeutic effects of synthetic THC on spasticity.
Placed on the THC Branstetter found that it did help control his spasms but

appeared to became less effective with repeated use. Also, unlike marijuana,
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synthetic THC had a powerful mind-altering effect he found annoying. When the
study ended the researcher strongly suggested that Branstetter continue smoking
marijuana to control his spasms.

39. None of Branstetter's doctors have told him to stop smoking mari-
juana while several, directly and indirectly, have encouraged him to conﬁinue.
Branstetter knows of almost 20 other patients, paraplegics, quadraplegics and
multiple sclerosis sufferers, who smoke marijuana to control their spasticity;

40, In 1981 a State of Washington Superior Court judge, sitting with-
out a jury, found Samuel D. Diana not guilty of the charge of unlawful posses-
sion of marijuana. In so doing the judge upheld Diana's defense of medical
necessity. Diana had been a multiple sclerosis patient since at least 1973. He
testified that smoking marijuana relieved his symptoms of double vision, tremors,
unsteady walk, impaired hearing, tendency to vomit in the mornings and stiffness
in the joints of his hands and legs. '

41. Among the witnesses was a physician who had examined defendant
Diana before and after he had used marijuana. This doctor tesified that
marijuana had been effective therapeutically for Diana, tﬁat other medication
had proven ineffective for Diana and that, while marijuana may have some detri-
mental effects, Diana would receive more benefit than harm from smoking it. The
doctor was. not aware of any other drug that would be as effective as marijuana
for Mr. Diana. Other witnesses included three persons afflicted with multiple
sclerosis who tesified in detail as to marijuana's beneficial effect on their
illness.

42, In acquitting defendant Diana of unlawful possession of marijuana
the trial judge found that the three requirements for the defense of medical
necessity had been established, namely: defendant's reasonable belief that his
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use of marijuana was necessary to minimize the effects of multiple sclerosis; .
the benefits derived from its use are greater than the harm sought to be pre-
vented by the controlled substances law; and no drug is as effective as marijuana
in minimizing the effects of the disease in the defendant.

43, Denis Petro, M.D., is a neurologist of broad experience, ranging
from active practice in neurology to teaching the subject in medical school and
employment by FDA as a medical officer reviewing IND's and NDA's. He has also
been employed by pharmaceutical companies and has served as a consultant to the
State of New York. He is well acquainted with the case histories of three
patients who have successfully utilized marijuana to control severe spasticity
when other, FDA-approved drugs failed to do so. Dr. Petro knows of other cases
of patients who, he has determined, have effectively used marijuana to control
their spasticity. He has heard reports of additional-patients with multiple
sclerosis, paraplegia and quadﬁiplagia doing the'same; There are reports pub-
lished in the literature known to Dr. Petro, over the period at least 1970 -
1986, of clinical tests demonstrating that marijuana and THC are effective in
controlling or reducing spasticity in patients; ,

44, Large numbers of paraplegic and quadriplegic patients, particularly
in Veterans Hospitals, routinely smoke marijuana to reduce spasticity. While
‘this mode of treatment is illegal, it is generally tolerated, if not openly
encouraged, by physicians in charge of such wards who accept this practice as
being of benefit to their patients. There are many spinal cord injury patients
in Veterans Hospitals.

45, Dr. Petro sought FDA approval to conduct research with spasticity

patients using marijuana. FDA refused but, for reasons unknown to him, allowed
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him to make a study using synthetic THC. He and colleagues made such a study.
They concluded that synthetic THC effected a significant reduction in spasticity
among multiple sclerosis patients, but study participants who had also smoked
marijuana reported consistently that marijuana was more effective.

46. Dr. Petro accepts marijuana as having a medical use in the-
treatment of spasticity in the United States. If it were legally available and
he was engaged in an active medical practice again, he would not hesitate to
prescribe marijuana, when agpropriate, to patients afflicted with uncontrollable
spasticity.

47.. Dr. Petro presented a paper to a meeting of the American Academy
of Neurology. The paper was accepted for presentation. After he presented it
Dr. Petro found that many of the neurologists present at this most prestigious
meeting were in agreement with his acceptance of marijuana as having a medical
use in the treatment of spasticity.

48. Dr. Andrew Weil, a general medicine practitioner in Tucson,
Arizona, who also teaches at the University of Arizona College of Medicine,
accepts marijuana as having a medical use in the treatment of spas;icity. In
multiple sclerosis patients the muscles become tense and rigid because their
nerve supply is interrupted. Marijuana relieves this spasticity in many
patients, he has found. He would prescribe it to selected patients if it were
legally available.

49, Dr. Lester B, Collins, III, a neurologist, then treating about 20
multiple sclerosis patients a year, seeing two or three new ones each year,
stated in 1983 that he had . no doubt that marijuana worked symptomatically for

some multiple sclerosis patients. He said that it does not alter the course of
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the disease but it does relieve the symptoms of spasticity.

50. Dr. John P. Morgan, board certified in internal medicine, Professor
of Medicine and Director of Pharmacology at CCNY Medical School in New York and
Associate Profe§sor of Medicine and Pharmacology at Mt. Sinai School of Medicine,
accepts marijuana as having medical use in treatment in the United States. If
he were practicing medicine and marijuana were legally available he would pre-

scribe it when indicated to patients with legitimate medical needs.

Discussion

Based upon the rationale set out in pages 26 to 34, above, the administrative
law judge concludes that, within the meaning of the Act, 21 U.S.C. § 812(b)(2)(B),
marijuana "has a currently accepted medical use in treatment in the United States"
for spasticity resulting from multiple sclerosis and other causes. It would be
unreasonable, arbitrary and capricious to find otherwise. The facts set out
above, uncontroverted by the Agency, establish beyond question that some doctors
in the United States accept marijuana as helpful in such treatment for some
patients. The record here shows that they constitute a éignificant minority of
physicians. Nothing more can reasonably be required. That some doctors would
have more studies and test results in hand before accepting marijuana's useful-
ness here is irFe]evant.

The same is true with respect to the hyperparathyroidism from which Irvin
Rosenfeld suffers. His disease is so rare, and so fewlphysicians appear to be
familiar with it, that acceptance by one doctor of marijuana as being useful in
treating it ought to satisfy the requirement for a significant minority. The

Agency points to no evidence of record tending to establish that marijuana is
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not accepted by doctors in connection with this most unusual ailment. Refusal
to acknowledge acceptance by a significant minority, in 1ight of the case his-

tory detailed in this record, would be unreasonable, arbitrary and capricious.
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VIII.
ACCEPTED SAFETY FOR USE UNDER MEDICAL SUPERVISION

With respect to whether or not there is "a lack of accepted safety for use
of [marijuanal under medical supervision", the record shows the following facts

to be uncontroverted.

Findings of Fact

1. Richard J. Gralla, M.D., an oncologist and Professor of Medicine
who was an Agency witness, accepts that in treating cancer patients oncologists
can use the cannabinoids with safety despite their side effects.

2. Andrew T. Weil, M.D., who now practices medicine in Tucson,
Arizona and is on the faculity of the College of Medicine, University of
Ar1209a, was a member of the first team of researchers to perform a Federal
Government authorized study into the effects of marijuana on human subjects.
This team made its study in 1968. These researchers determined that marijuana
couid be safely used under medical supervision. In the 20 years since then Dr.
Weil has seen no information that would cause him to reconsider that conclusion.
There is no question in his mind but that marijuana is safe for use under
appropriate medical supervision,

3. The most obvious concern when dealing with drug safety is the
possibility of lethal effects. Can the drug cause death?

4, Nearly all medicines have toxic, potentially lethal effects. But
marijuana is not such a substance. There is no record in the extensive medical

literature describing a proven, documented cannabis-induced fatality.
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5. This is a remarkable statement. First, the record on marijuana
encompasses 5,000 years of human experience. Second, marijuana is now used
daily by enormous numbers of people throughout the world. Estimates suggest
that from twenty million to fifty million Americans routinely, albeit illegally,
smoke marijuana without the benefit of direct medical supervision. Yet, despite
this long history of use and the extraordinarily high numbers of social smokers,
there are simply no credible medical reports to suggest that consuming marijuana
has caused a single death,

6. By contrast aspirin, a commonly used, over-the-counter medicine,
causes hundreds of deaths each year.

7. Drugs used in medicine are routinely given what is called an
LD-50. The LD-50 rating indicates at what dosage fifty percent of test animals
" receiving a drug will die as a result of drug induced toxicity. A number of
researchers have attempted to determine marijuana's LD-50 rating in test animals,
without success. Simply stated, researchers have been unable to give animals
enough marijuana to induce death, ‘

‘ 8. At present it is estimated that marijuapa's LD-50 is around "

1:20,000 or 1:40,000. In layman terms this means that in order to induce
death a marijuana smoker would have to consume 20,000 to 40,000 times as much
marijuana as is contained in one marijuana cigarette. NIDA-supplied marijuana
cigarettes weigh approximately .9 grams. A smoker would theoretiéal]y have to
consume nearly 1,500 pounds of ﬁarijuana within about fifteen minutes to induce
a lethal response.

9. In practical terms, marijuana cannot induce a lethal response as a

result of drug-related toxicity.
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10. Another common medical way to determine drug safety is called the
therapeuic ratio. This ratio defines the difference between a therapeutically
effective dose and a dose which is capable of inducing adverse effects.

11, A commonly used over-the~-counter product like aspirin has a
therapeutic ratio of around 1:20. Two aspirins are the recommended dose for
adult patients. Twenty times this dose, forty aspirins, may cause a lethal
reaction in some patients, and will almost certainly cause gross injury to the
digestive system, including extensive internal bleeding.

12. The therapeutic ratio for prescribed drugs is commonly around 1:10
or lower, Valium, a commonly used prescriptive drug, may cause very serious
biological damage if patients use ten times the recommended (therapeutic) dose.

13. There are, of course, prescriptive drugs which have much lower
therapeutic ratios. Many of the drugs used to treat patignts with cancer,
glaucoma and multiple sclerosis are highly toxic. The therapeutic ratio of
some of the drugs used in antineoplastic therapies, for example, are regarded as
extremely toxic poisons wiéh therapeutic ratios that may fall below 1:1.5,

These drugs also have very low LD-50 ratios and can result in toxic, even lethal
reactions, while being properly employed.

14. By contrast, marijuana's therapeutic ratio, 1ike its LD-50, is
impossible to quantify because it is so high.

15. In strict medical terms marijuana is far safer than many foods we
commonly consume. Fdr example, eating ten raw potatoes can result in a toxic
response, By comparison, it is physically impossible to eat enough marijuana to
induce death.

16, Marijuana, in its natural form, is one of the safest therapeutically
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active substances known to man. By any measure of rational analysis marijuana
can be safely used within a supervised routine of medical care.

17. Some of the drugs most widely used in chemotherapy treatment of

cancer have adverse effects as follows:

Cisplatin, one of the most powerful chemo-
therapeuic agents used on humans - may cause deafness;
may lead to life-threatening kidney difficulties and
kidney failure; adversely affects the body's immune
system, suppressing the patient's ability to fight a
host of common infections. \

Nitrogen Mustard, a drug used in therapy for
Hodgkins disease - nauseates; so toxic to the skin
that, if dropped on the skin, this chemical literally
eats it away along with other tissues it contacts; if
patient's intravenous lead slips during treatment and
this drug gets on or under the skin the patient may
suffer serious injury including temporary, and in
extreme cases, permanent, loss of use of the arm.

Procarbizine, also used for Hodgkins disease - '
has known psychogenic, i.e., emotional, effects.

Cytoxin, also known as Cyclophosphanide -
suppresses patient's immune system response; results
in serious bone marrow depletion; studies indicate
this drug may also cause other cancers, including
cancers of the bladder. )
Adriamycan, has numerous adverse effects; is
difficult to employ in long term therapies because it
destroys the heart muscle.
While each of these agents has its particular adverse effects, as indicated
above, they also cause a number of similar, disturbing adverse effects. Most of
these drugs cause hair loss. Studies increasingly indicate all of these drugs
may cause other forms of cancer. Death due to kidney, heart or respiratory
failure is a very real possibility with all of these agents and the margin for
error is minimal., Similarly, there is a danger of gverdosing a patient weakened

by his cancer. Put simply, there is very great risk associated with the medical
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use of these chemicals agents. Despite these high risks, all of these drugs are
considered "safe" for use under medical supervision and are regularly administered
to patients on doctor's orders in the United States today.

18. There have been occasional instances of panic reaction in patients
who have smoked marijuana. These have occurred in marijuana-naive persons,
usually older persons, who are extremely anxious over the forthcoming chemotherapy
and troubled over the illegality of their having obtained the marijuana. \Suchh
persons have responded to simple person-to-person communication with a doctor
and have sustained no long term mental or physical damage. If marijuana could
be legally obtained, and administered in an open, medically-supervised session
rather than surreptitiously, the few instances of such adverse reaction doubtless
would be reduced in number and severity.

19. Other reported side effects of marijuana have been minimal, Seda-
tion often results. Sometimes mild euphoria is experienced. Short periods of
increased pulse rate and of dizziness are occasionally experienced. Marijuana
should not be used by persons anxious or depressed or psychotic or with certain
other health problems. Physicians could readily screen out such patients if
marijuana were being employed as an agent under medical superviﬁion.

20. A1l drugs have “"side effects” and all drugs used in medicine for
their therapeutic benefits have unwanted, unintended, sometimes adverse effects.

21. In medical treatment "safety" is a relative term. A drug deemed
"safe" for use in treating a life-threatening disease might be “unsafe" if pre-
scribed for a patient with a minor ailment. The concept of drug "safety" is
relative. Safety is measured against the consequences a patient would confront

in the absence of therapy. The determination of "safety" is made in terms of
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whether a drug's benefits outweigh its potential risks and the risks of per-
mitting the disease to progress.

22. In the context of glaucoma therapy, it must be kept in mind that
glaucoma, untreated, progressively destroys the optic nerve and results in
eventual blindness. The danger, then, to patients with glaucoma is an '
irretrievable loss of their sight. ’

23. Glaucoma is not a mortal disease, but a highly specific, seTective]y
incapacitating condition. Glaucoma assaults and destroys the patient's most
evolved and.critical sensory ability, his or her vision. The vast majority of
patients afflicted with glaucoma are adults over the age of th{rty. The onset
of blindness in middle age or later throws patients into a wholely alien worid.
They can no 1onger do the work they once did. They are unable to read a
newspaper, drive a car, shop, walk freely and do all the myriad things sighted
people take for granted. " Without lengthy periods of retaining, adaptétion and
great effort these individuals often lose their sense of identity and ability to
function. Those who are young enough or strong-willed enough will regain a
sense of place, hold meaningful jobs, but many aspects of the life they once
took for granted cannot be recaptured. Other patients may never fully adjust to
their new, uncertain circumstances.

24, Blindness is a very grave consequence. Protecting patients from
blindness is considered so important that, for ophtholmologists generally, it
justifies the use of toxic medicines and uncertain surgical procedures which in
other contexts might be considered "unsafe." In practice, physicians often
provide glaucoma patients with drugs which have many serious adverse effects.

25. There are only a limited number of drugs available for the
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treatment of g{aucoma. Al11 of these drugs produce adverse effects. While
several government witnesses 1ightly touched on the side effects of these drugs,
none provided a full or detailed description of their known adverse consequences.

26. The adverse physical consequences resulting from the chronic use
of commonly employed glaucoma control drugs include a vast range of unintended
complications from mild problems like drug induced fevers, skin rashes, headaches,
anorexia, asthma, pulmonary difficulties, hypertension,.hypotension and muscle
cramps to truly serious, even life-threatening complications including the forma-
ﬁion of cataracts, stomach and intestinal ulcers, a;ute respiratory distress,
increases and decreases in heart rate and pulse, disruption of heart function,
chronic and acute renal disease, and bone marrow depletion.

27. Finally, each FDA-approved drug family used in glaucoma therapy is
capable of producing a lethal response, even when properly prescribed and used.
Epinephrine caﬁ lead to elevated blood pressure which may result in stroke or
heart attack. Miotic drugs suppress respiration and can cause respiratory
paralysis. Diuretic drugs so alter basic body chemistry they cause renal stones
and may destroy the patient's kidneys or result in death due to heart failure.
Timolol and related beta-blocking agents, the most recently approved family of
glaucoma control drugs, can trigger severe asthma attacks or cause death due to
sudden cardiac arrhythmias often producing cardiac arrest.

28. Both of the FDA-approved drugs used in treating the symptoms of
multiple sclerosis, Dantrium and Lioresal, while accepted as "safe" can, in
fact, be very dangerous substances. Dantrium or dantrolene sodium carries a
. boxed warning in the Physician's Desk Reference (PDR) because of its very high

toxicity. Patients using this drug run a very real risk of developing sympto-
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matic hepatitis (fatal and nonfatal). The list of sublethal toxic reactions

also underscores just how dangerous Dantrium can be. The PDR, in part, notes
Dantrium commonly causes weakness, general malaise and fatigue and goes on to
note the drug can also cause constipation, GI bleeding, anorexia, gastric irrita-
tion, abdominal cramps, speech disturbances, seizure, visual disturbances,.
diplopia, tachycardia, erratic blood pressure, mental confusion, clinicalgéepres-
sion, renal disturbances, myalgia, fee]ings of\suffocation and death due to

liver failure. |

29. The adverse effects associated with Lioresal baclofen are somewhat
less severe, but include possibly lethal consequences, even when the drug is
properly prescribed and taken as directed. The range of sublethal toxic reactions
is similar to those found with Dantrium.

30. Norman E. Zinberg, M.D., one of Dr. Weil's colleagues in the 1968
study mentioned in finding 2, above, accepts marijuana as being safe for use
under medical supervision. If it were available by prescription he would use it
for appropriate patients.

31. Lester Grinspoon, M.D., practicing psychiatrist, researcher and
Associate Proféssor of Medicine at Harvard Medical School, accepts marijuana as
safe for use under medical supervision. He believes its safety is its greatest -
advantage as a medicine in appropriate cases.

32. Tod H. Mikuriya, M.D., a psychiatrist practicing in Berkley,
California who treats substance abusers as inpatients and outpatients, accepts
marijuana as safe for use under medical supervision,

33. Richard D. North, M.D., who has treated Robert Randall for glaucoma
with mar{juana for nine years, accepts marijuana as safe for use by his patient

/
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under medical supervision. Mr. Randall has smoked ten marijuana cigarettes a
day during that period without any evidence of adverse mental or physical effects
from it.

34. John C. Merritt, M.D., an expert in ophthalmology, who has
treated Robert Randall and others with marijuana for glaucoma, qccepts marijuana
as being safe for use in such treatment.

35. Deborah B, Goldberg, M.D., formerly'a researcher in oncology and
now a practicing physician, having worked with many cancer patients, observed
them, and heard many tell of smoking marijuana successfully to control emesis,
acﬁepts marijuana as proven to be an extremely safe anti-emetic agent. When
compared with ﬁhe other, highly toxic chemical substances routinely prescribed
to cancer patients, Dr. Goldberg accepts marijuana as clearly safe for use qnder
medical supervision. (See finding 17, above.)

36. Ivan Silverberg, M.D., board certified in oncology and practicin§
that specialty in the San Francisco area, has accepted marijuana as a safe
anti-emitic when used under medical supervision. Although illegal, it is
commonly used by patients in the San Francisco area with the knowledge and
acquiesence of their doctors who readily accept it as being safe for such use.

37. kIt can be inferred that all of the doctors and other health care
professionals referred to in the findings in Sections V, VI and VII, above, who
tolerate or permit patients to self-addminister illegal marijuana for therapeutic

benefit, accept the substance as safe for use under medical supervision.
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Discussion

The Act, at 21 U.S.C. § 812(b)(1)(C), requires that marijuana be retained
in Schedule I if “"[tJhere is a lack of accepted safety for use of [it] under
ﬁedical supervision." If there is no lack of such safety, if it is accepted
that this substance can be used with safety under medical supervision, then it
is unreasonable to keep .it in Schedu]e I.

Again we must ask - "accepted" by whom? In the MDMA proceeding the Agency's
first Final Rule decided that "accepted" here meant, as in the phrase "accepted
medical use in treatment", that the FDA had accepted the substance pursuant to
the provisions of the Food, Drug and Cosmetic Act. 51 Fed. Reg. 36555 (1986).
The Court of Appeals held that this was error. On remand, in its third Final
Rule on MDMA, the Agency made the same ruling as before, relying essentially on
the same findings, and on others of similar nature, just as it did with respect
to “accepted medical uée.“ 53 Fed. Reg. 5156 (1988). |

The administrative law judge finds himself constrained not to follow the
rationale in that MDMA third Final Order for the same reasons as set out above
in Section V with respect to "accepted medical use" in oncology. See pages 30
to 33. Briefly, the Agency was looking primarily at the results of scientific
tests and studies rather than at what physicians had, in f&ct, accepted. The
Agency was wrongly basing its decision on a judgement as to whether or not

doctors ought to have accepted the substance in question as safe for use under

medical supervision. The criteria the Agency applied in the MDMA third Final
Rule are inappropriate. The only proper question for the Agency here is: Have a

significant minority of physicians accepted marijuana as safe for use under

medical supervision?

- 65 =



(oll 0Ol 1491)
Case: 20-71433, 09/29/2020, 1D: 11841671, DktEntry: 19-4, Page 54 of 286

The gist of the Agency's case against recognizing marijuana's acceptance as

safe is to assert that more studies, more tests are needed. The Agency has
vpresented highly qualified and respected experts, researchers and others, who
hold that view. But, as demonstrated in the discussion in Section V above, it
is unrealistic and unreasonable to rquire unanimity of opinion on the question
confronting us. For the reasons there indicated, acceptance by a significant
minority of doctors ié all that can reasonably be required. This record makes
it abundantly clear that such acceptance exists in the United States.

Findings are made above with respect to the safety of medically supervised
use of marijuana by glaucoma patients. Those findings are relevant to the safety
issue even though the administrative law judge does not find accepted use in
treatment of glaucoma to have been shown,

Based upon the facts established in this record and set out above one.must
reasonably conclude that there is accepted safety for use of marijuana under
medical supervision. To conclude otherwise, on this record, would be unreasonable,

arbitrary and capricious.
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IX.
CONCLUSION
AND
RECOMMENDED DECISION

Based upon the foregoing facts and reasoning, the administrative law judge
concludes that the provisions of the Act permit and require the transfer of
marijuana from Schedule I to Schedule II. The judge realizes that strong )
emotions are aroused on both sides of any discussion concerning the use of
marijuana. Nonetheless it is essential for this Agency, and its Administrator,
calmly and dispassionately to review the evidence of record, correctly apply the
law, and act accordingly. |

Marijuana can be harmful. Marijuana is abused. But the same is true of
dozens of drugs or substances which are Tisted in Schedule II so that they can
be employed in treatment by physicians in proper cases, despite their abuse
potenial. '

Transferring marijuana from Schedule I to Schedule II will not, of course,
make it immediately available in pharmacies throughout the country for legiti-
mate use in treatment. Other government authorities, Federal and State, will
doubtless have to act before that might occur. But this Agency is not charged
with responsibility, or given authority, over the myriad other regulatory
decisions that may be required before marijuana can actually be legally avail-
able. This Agency is charged merely with determining the placement of marijuana
pursuant to the provisions of the Act. Under our system of laws the responsi-
bilities of other regulatory bodies are the concerns of those bodies, not of
this Agency.

There are those who, in all sincerety, argue that the transfer of marijuana
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to Schedule II will "send a signal” that marijuana is "OK" generally for
recreational use. This argument is specious. It presents no valid reason for
refraining from taking an action required by law in light of the evidence. If
marijuana should be placed in Schedule II, in obedience to the law, then that is
where marijuana should be placed, regardless of misinterpretation of the place-
ment by some. The réasons for the placement can, and should, be clearly explained
at the time the action is taken. The fear of sending such a signal cannot be
permitfed to override the legitimate need, amply demonstrated in this record, of
countless suffers for the relief marijuana can provide when prescribed by a
physician in a legitimate case.

The evidence in this record clearly shows that marijuana has been accepted
as capable of relieving the distress of great numbers of very i1l people, and
doing-so with safety under medicé] supervision. It would be unreasonable,
arbitrary and capricious for DEA to continue to stand between those sufferers
and the benefits of this substance in light of the evidence in this record.

The administrative law judge recommends that the Administrator éonc]ude
that the marijuana plant considered as a whole has a currently accepted medical
use in treatment in the United States, that there is no lack of accepted safety
for use of it under medical supervision and that it may lawfully be transferred
from Schedule I to Schedule II. The judge recommends that the Administrator

transfer marijuana from Schedule I to Schedule II.

Dated: SEP 6 1988 | (;f' ::::;;7
t ' VS 7 R
A povee 2 ]
: rrancis You
Adminisé?gtirzzgﬁé/GUdge
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CERTIFICATION OF SERVICE

This is to certify that the undersigned on
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Madeleine R. Shirley, Esq.
Office of Chief Counsel
Drug Enforcement Administration

1405 I Street, N.W.

Washington, D.C. 20537

and caused a copy to be mailed, postage paid, to each of the following:

National Organization for the
Reform of Marijuana Laws
Attn: Kevin B, Zeese, Esq.

Zwerling, Mark, Ginsbergand Lieberman, P.C.

1001 Duke Street
Alexandria, Virginia 22313

National Federation of Parents
for Drug-Free Youth

Attn: Karl Bernstein

Vice President

8730 Georgia Avenue

Suite 200

Silver Spring, Maryland 20910

Alliance for Cannabis Therapeutics
¢/o Frank B, Stilwell, III, Esq.
Steptoe & Johnson

Attorneys at Law

1330 Connecticut Avenue, N.W.
Washington, D.C. 20036

David C. Beck, Esq. :

McDermott, Will & Emery

1850 K Street, N.W.

Washington, D.C. 20006

Attorney for Cannabis Corporation
of America

Carl Eric Olsen
Post Office Box 5034
Des Moines, Iowa 50306

Cannabis Corporation of
America

Attn: Laurence 0. McKinney
President

c/o McKinney & Company

881 Massachusetts Avenue
Cambridge, Massachusetts 02139

International Association of
Chiefs of Police ’
Attn: Virginia Peltier, Esq.
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Drug Enforcement Administration

DEA Headquarters
@DEAHQ

August 26,2019

Contact: National Media Affairs Office
Phone Number: (202) 307-7977

FOR IMMEDIATE RELEASE

DEA announces steps necessary to improve access to marijuana research

WASHINGTON - The Drug Enforcement Administration today announced that it is moving forward to facilitate and expand scientific and
medical research for marijuana in the United States. The DEA is providing notice of pending applications from entities applying to be
registered to manufacture marijuana for researchers. DEA anticipates that registering additional qualified marijuana growers will increase

the variety of marijuana available for these purposes.

Over the last two years, the total number of individuals registered by DEA to conduct research with marijuana, marijuana extracts,
derivatives and delta-9-tetrahydrocannabinol (THC) has increased by more than 40 percent from 384 in January 2017 to 542 in January
2019. Similarly, in the last two years, DEA has more than doubled the production quota for marijuana each year based on increased usage

projections for federally approved research projects.

“I am pleased that DEA is moving forward with its review of applications for those who seek to grow marijuana legally to support research,”
said Attorney General William P. Barr. “The Department of Justice will continue to work with our colleagues at the Department of Health

and Human Services and across the Administration to improve research opportunities wherever we can.”

“DEA is making progress in the program to register additional marijuana growers for federally authorized research, and will work with other
relevant federal agencies to expedite the necessary next steps,” said DEA Acting Administrator Uttam Dhillon. “We support additional
research into marijuana and its components, and we believe registering more growers will result in researchers having access to a wider

variety for study.”
This notice also announces that, as the result of a recent amendment to federal law, certain forms of cannabis no longer require DEA
registration to grow or manufacture. The Agriculture Improvement Act of 2018, which was signed into law on Dec. 20, 2018, changed the

definition of marijuana to exclude “hemp”—plant material that contains 0.3 percent or less delta-9 THC on a dry weight basis. Accordingly,
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hemp, including hemp plants and cannabidiol (CBD) preparations at or below the 0.3 percent delta-9 THC threshold, is not a controlled
substance, and a DEA registration is not required to grow or research it.

Before making decisions on these pending applications, DEA intends to propose new regulations that will govern the marijuana growers
program for scientific and medical research. The new rules will help ensure DEA can evaluate the applications under the applicable legal
standard and conform the program to relevant laws. To ensure transparency and public participation, this process will provide applicants and
the general public with an opportunity to comment on the regulations that should govern the program of growing marijuana for scientific and
medical research.

Notice of Application.
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4

cotics and Dangerous Drugs is also accompanied by an attorney,
Anthony J. Roccograndi, :

I might say that this pnra{)hamn]ia_ down front is not part of Chair-
man Pepper’s apothecary. That is going to be explained.

I would like to say a brief word about each of these gentlemen who
is groing to appear as our witnesses,

John L. Kelly is the deputy director in Los Angeles for the Bureau
of Narcotics and Dangerous Drugs. His region includes Hawaii. He
lias been with the Burean of Narcotics for 19 years and, before assum-
ing his present position, was agent in charge in San Franciseo for the
Burean of Narcotics and Dangerous Dmgs.

Mr. Addario has had an outstanding career in the law enforcement
area. He started in 1959 with the Philadelphia Police Department, at
which time he joined the Narcotics Burean as a eriminal investigator
in Philadelphia and New York.

Mpr. Currie is a native San Francisean. He has been with the San
Francisco Police Department for 33 years. For the past 6 vears, Lien-
tenant Currie has been in charge of the Narcoties Detail of the De-
partment, Lieutenant Currie is not here yet. : -

Matthew O'Connor is sitting on the left. He is the San Francisco
area supervisor for the Californin Burean of Narcoties Enforcement,
He has been with that burean for 21 years and served in the capacity
of supervisor for 11 years, He is well informed on the drog scene in
Californin and elsewhere, He was recently elected president of the
California Narcotics Enforcement Association at Philadelphia.

I might say, Mr. Chnirman, before we ask these gentlemen questions,
that each of them and each of the departments involved here have been
exceedingly helpful to the committee in this investigation. Indeed, T
believe that wilﬁmil their cooperation, we would not have been able to
put the hearings together as quickly as we have.

I would like to start out by asking ench of the ngency representatives
to deseribe the size of their narcotic enforeement agency, what areas
their enforcement efforts cover, and what their general activities are,

Could you start on that, Mr, Kelly, representing the Burean of Nar-
cotics uh{mpmu! Drugs? Then we will hear from the State ngency
and then, hopefully, the city of San Francisco if Lientenant Currie 18
here by that time.

STATEMENT OF JOHN L. KELLY, DEFUTY REGIONAL DIRECTOR IN
LOS ANGELES, BUREAU OF NARCOTICS AND DANGEROUS DRUGS,
ACCOMPANIED BY DANIEL J. ADDARIO, SPECIAL AGENT IN
CHARGE, SAN FRANCISCO DISTRICT OFFICE, BUREAU OF NAR-
COTICS AND DANGEROUS DRUGS; ANTHONY J. ROCCOGRANDI,
ATTORNEY AT LAW; NORBERT CURRIE, LIEUTENANT IN
CHARGE OF THE NARCOTICS DETAIL, SAN FRANCISCO POLICE
DEPARTMENT; AND MATTHEW M. 0'CONNOR, SAN FRANCISCO
AREA SUPERVISOR, CALIFORNIA BUREAU OF NARCOTIC
ENFORCEMENT

Mr. Kervy, Yes, sir.
First T would like to thank this committee for this invitation to
appear before them.

(olo O 149J1)
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Mr. Wiccrxs. T am not being eritical of you. I just want a copy of it if
I can haveit.

Myr. Kelly, have you in the Federal agency on the Federal side made
any recommendation on this?

Mr. Kevoy. T was just in the process of asking our legal adviser here.

Mr. Aoparto. This is Mr. Rmngrnndl,ml::'glegl]cml from the
Bureau of Narcotics and Dangerous Drugs.

Mr. Wicorxs. What I am getting at is, if vou have mummendntwns,
1 would ke vou to file those recommendations with the committee
and if {_ ou have not, I wonld like those at least under our jurisdiction

‘ed

on the eral side to put together your thoughts and file them with
the committee.

\{E-rﬂftmum Sir, I think rhme thoughts .dh;vtqbun gnt I
in 1xXon’s 1 which is incorporated in earrent
hefore Senator Immmmltm. ¥

Mr. Perrer. Would wm lease repeat that ?

Mr. Roccoraxpr. Legislation which would make the equipment you

see before yvou mn:tﬂ.lmnd and subject to forfeiture iz currently in-
corporated’ in the administration’s proposal, S. 2637, which was be-
fore Senator Dodd’s Subcommittee on Juvenile Dellm]uemr

Mr. Wicerxs, It is still there.

Thank vou.
Hr WaTsox. Purmmg that one step further, is it not trtm tlmt, sny
conirivanes used in the il I manufacture of any commaod

subject to contraband laws? You are not telling me that it is
thesa pillz to be manufactured in these varions places, becanse t lnw
nires that every manufacinrer be licensed. The manufacturer
using this machine was not licensed, was it?
r. Roccograxor. No, sir.

Mr. Warsox. And not being licensed, any contrivance or machinery
used in the illegal processes issubject to contraband.

Mr. Rﬂ(l’ﬂt‘l_\‘ﬂ)l T am afraid not, sir. Tt is subject to seizure bat it
is not forfeitable as contraband. In many instanees, the machinery
and equipment can be reclaimed by its former owner.

Mr. Warsox. Are yon telling me that it is subject to seiznre but
vou eannot keep it # Isthat correct?

Mr. Rocoocraxor. Yes, sir, in most cases under present law.,

Mr. Kueres. Does that machine have any pu other than
ting out illegal pills? Where do you buy a machine like that?
is a pretty complicated Imkmg piece of equipment. Iq that a custom-
made job. so to L

Mr. Apparto. Your blﬁ:st manufacture of t!.bhtm.g machines is an
outfit called Stokes in Philadelphia. That particnlar machine looks
like a combination of a homemade- tw thing. That is not what you
would call a standardized type of tableting machine.

Mr. Kvrrrs. Wounld Stol:m in Philadelphia sell a tableting machine
or a pill-making machine to anvbody who just wanted to buy one?

Mr. Apparto. Again, with the proper letterhead and various other
Dun & Bradstreet ratings, T am sure just about anyone could get a
tableting machine.

Mr. Kreecos. What's a machine like that worth ¥

Mr. Apparro. That is about $400.

(0lJ O 149J1)



(ozU O 1491)
Case: 20-71433, 09/29/2020, ID: 11841671, DktEntry: 19-4, Page 63 of 286

Congressional
28 Research Service
@ Informing the legislative debate since 1914

The Marijuana Policy Gap and the

Path Forward
Updated March 10, 2017
Congressional Research Service
https://crsreports.congress.gov
R44782
CRS REPORT

Prepared for Members and
Committees of Congress




Case: 20-71433, 09/29/2020, ID: 11841671, DktEntry: 19-4, Page 64 of 286

The Marijuana Policy Gap and the Path Forward

Summary

Under federal law, the cultivation, possession, and distribution of marijuana are illegal, except for
the purposes of sanctioned research. States, however, have established a range of laws and
policies regarding marijuana’s medical and recreational use. Most states have deviated from an
across-the-board prohibition of marijuana, and it is now more so the rule than the exception that
states have laws and policies allowing for some cultivation, sale, distribution, and possession of
marijuana—all of which are contrary to the federal Controlled Substances Act (CSA). As of
March 2017, nearly 90% of the states, as well as Puerto Rico and the District of Columbia, allow
for the medical use of marijuana in some capacity. Also, eight states and the District of Columbia
now allow for some recreational use of marijuana. These developments have spurred a number of
questions regarding their potential implications for federal law enforcement activities and for the
nation’s drug policies as a whole.

Thus far, the federal response to state actions to decriminalize or legalize marijuana largely has
been to allow states to implement their own laws on marijuana. The Department of Justice (DOJ)
has nonetheless reaffirmed that marijuana growth, possession, and trafficking remain crimes
under federal law irrespective of states’ positions on marijuana. Rather than targeting individuals
for drug use and possession, federal law enforcement has generally focused its counterdrug
efforts on criminal networks involved in the drug trade.

While the majority of the American public supports marijuana legalization, some have voiced
apprehension over possible negative implications. Opponents’ concerns include, but are not
limited to, the potential impact of legalization on (1) marijuana use, particularly among youth; (2)
road incidents involving marijuana-impaired drivers; (3) marijuana trafficking from states that
have legalized it into neighboring states that have not; and (4) U.S. compliance with international
treaties. Proponents of legalization have been encouraged by potential outcomes that could result
from marijuana legalization, including a new source of tax revenue for states and a decrease in
marijuana-related arrests. Many of these potential implications are yet to be fully measured.

Given the current marijuana policy gap between the federal government and many of the states,
there are a number of issues that Congress may address. These include, but are not limited to,
issues surrounding availability of financial services for marijuana businesses, federal tax
treatment, oversight of federal law enforcement, allowance of states to implement medical
marijuana laws and involvement of federal health care workers, and consideration of marijuana as
a Schedule I drug under the CSA. The marijuana policy gap has widened each year for some
time. It has only been a few years since states began to legalize recreational marijuana, but over
20 years since they began to legalize medical marijuana. In addressing state-level legalization
efforts and considering marijuana’s current placement on Schedule I, Congress could take one of
several routes. It could elect to take no action, thereby upholding the federal government’s current
marijuana policy. It may also decide that the CSA must be enforced in states and not allow them
to implement conflicting laws on marijuana. Alternatively, Congress could choose to reevaluate
marijuana’s placement as a Schedule I controlled substance.
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Introduction

Marijuana is the most commonly used illicit drug in the United States.! It is a psychoactive drug
that generally consists of leaves and flowers of the cannabis sativa plant. Its history dates back
thousands of years, but in the United States, it became popular as a recreational drug in the early
20" century.? The THC? content of marijuana is dependent on both the variety of the cannabis
plant and the part used.* Under federal law, cannabis and its derivatives are classified as Schedule
I controlled substances—thus prohibiting their possession, cultivation, or distribution—under the
Controlled Substances Act (CSA), regardless of its THC content, unless specifically exempted or
listed in another schedule (see “Controlled Substances Act”).

The percentage of the population 12 and older currently using (past month use of) marijuana has
generally increased over the last several years—from 6.9% in 2010 to 8.3% in 2015.° The rate of
past-month marijuana use among youth (aged 12-17), however, has remained relatively
unchanged over this period (7.0%).® Youth also generally perceive that obtaining marijuana—if
they desire it—is relatively easy.” Indeed, marijuana is available throughout the United States;
34% of state and local law enforcement agencies that were surveyed by the Drug Enforcement
Administration (DEA) reported an increase in availability over the last year, and 62% reported
that availability had remained the same.®

This report provides a background on federal marijuana policy and an overview of state trends
with respect to marijuana decriminalization and legalization—for both medical and recreational

1'In 2015, an estimated 22.2 million individuals in the United States aged 12 or older (8.3% of this population) were
current (past month) users of marijuana. See Department of Health and Human Services, Substance Abuse and Mental
Health Services Administration, Results from the 2015 National Survey on Drug Use and Health: Detailed Tables,
September 2016, Tables 1.1A and 1.1B, http://www.samhsa.gov/data/sites/default/files/NSDUH-DetTabs-2015/
NSDUH-DetTabs-2015/NSDUH-DetTabs-2015.htm. Hereinafter, Results from 2015 NSDUH.

2 David F. Musto, The American Disease: Origins of Narcotic Control, 3" ed. (New York: Oxford University Press,
1999), p. 219.

3 THC stands for delta-9-tetrahydrocannabinol, the primary psychoactive chemical compound, or cannabinoid, in
marijuana.

# Industrial hemp is a variety of the cannabis plant that has low THC content and is cultivated for use in the production
of a wide range of products. THC levels for hemp are generally less than 1%. For further information about hemp, see
CRS Report RL32725, Hemp as an Agricultural Commodity, by Renée Johnson. While hemp is mentioned in this
report, it largely focuses on marijuana.

5 For each year from 2010 to 2014, the estimated percentage of the population currently using marijuana was 6.9%,
7.0%, 7.3%, 7.5%, and 8.4% respectively. The difference between each year’s estimate (2010 —2013) and the 2014
estimate (8.4%) is statistically significant at the .05 level. For 2014 to 2015, however, the percentage dropped from
8.4% to 8.3%; this change is not statistically significant at the .05 level. See Department of Health and Human
Services, Substance Abuse and Mental Health Services Administration, Results from 2015 NSDUH; and Results from
the 2014 National Survey on Drug Use and Health: Summary of National Findings, September 2015, p. 6 (hereinafter,
Results from 2014 NSDUH). Of note, some warn of potential bias in drug usage survey data because of misreporting by
respondents. See Beau Kilmer, Jonathan P. Caulkins, and Gregory Midgette, et al., Before the Grand Opening:
Measuring Washington State’s Marijuana Market in the Last Year Before Legalized Commercial Sales, RAND Drug
Policy Research Center, 2013.

6 Results from 2015 NSDUH, Table 1.2B; and Results from 2014 NSDUH.

7 Nearly half of surveyed youth indicated that marijuana would be “fairly easy” or “very easy” to obtain if desired.
Results from the 2015 NSDUH, Table 3.1B.

8 Based on assessments from 1,444 local, state, and tribal law enforcement agencies that responded to the DEA’s 2016
National Drug Threat Survey. U.S. Drug Enforcement Administration, 2016 National Drug Threat Assessment
Summary, DEA-DCT-DIR-001-17, November 2016 (hereinafter, 2016 National Drug Threat Assessment Summary).

Congressional Research Service R44782 - VERSION 4 - UPDATED 1

(024 0T L4J1)



Case: 20-71433, 09/29/2020, ID: 11841671, DktEntry: 19-4, Page 68 of 286

The Marijuana Policy Gap and the Path Forward

uses. It then analyzes relevant issues for federal law enforcement and the implications of state
marijuana legalization. The report also outlines a number of related policy questions that
Congress may confront, including legalization in the District of Columbia, financial services for
marijuana businesses, the medical nature of marijuana, oversight of federal law enforcement, and
evaluation of marijuana as a Schedule I drug.

Controlled Substances Act

Marijuana is currently listed as a Schedule I controlled substance under the CSA.° This indicates
that the federal government has determined 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.'?

Controlled Substances Act (CSA)

The CSA was enacted as Title Il of the Comprehensive Drug Abuse Prevention and Control Act of 1970.!! It
regulates the manufacture, possession, use, importation, and distribution of certain drugs, substances, and
precursor chemicals. Under the CSA, there are five schedules under which substances may be classified—Schedule
| being the most restrictive. Substances placed onto one of the five schedules are evaluated on

e actual or relative potential for abuse;

e known scientific evidence of pharmacological effects;
° current scientific knowledge of the substance;

e history and current pattern of abuse;

e  scope, duration, and significance of abuse;

e  risk to public health;

e psychic or physiological dependence liability; and

e whether the substance is an immediate precursor of an already scheduled substance.

U.S. federal drug control policies—specifically those positions relating to marijuana—continue to
generate debates among policymakers, law enforcement officials, scholars, and the public. Even
before the federal government’s move in 1970 to criminalize the manufacture, distribution,
dispensation, and possession of marijuana,'? there were significant discussions over marijuana’s
place in American society.

Evolution of Public Opinion

Changes in state and local marijuana laws are coupled with a general shift in public attitudes
toward the substance. In 1969, 12% of the surveyed population supported legalizing marijuana;

® For more information on the CSA, see the text box, “Controlled Substances Act (CSA).”

1021 U.S.C. §812(b)(1).

1P L. 91-513; 21 U.S.C. §801 et. seq. For additional information on the CSA, see CRS Report RL34635, The
Controlled Substances Act: Regulatory Requirements, by Brian T. Yeh; and CRS Report RL30722, Drug Offenses:

Maximum Fines and Terms of Imprisonment for Violation of the Federal Controlled Substances Act and Related Laws,
by Brian T. Yeh.

1221 U.S.C. §§812 and 841.
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today, 60% of surveyed adults feel that marijuana should be legalized.'* Support for legalization
has more than doubled over the last 20 years. In addition, nearly 60% of respondents indicate that
the federal government should not enforce federal marijuana prohibition laws in those states that
allow for its use.'*

Figure |.Views on Legalization of Marijuana

Percentage of Americans who support or are against legalizing marijuana, 1969-2016
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Source: CRS presentation of Gallup data. Gallup News Service, Gallup Poll Social Series: Crime,
http://www.gallup.com.

Notes: Question: “Do you think marijuana should be made legal or not?”” Sample sizes vary from year to year.
2016 data are based on telephone interviews conducted October 5-9, 2016, with a random sample of 1,017
adults aged 18 and older living in the United States.

Marijuana as Medicine

As mentioned, marijuana’s placement on Schedule I of the CSA means that it has no currently
accepted medical use according to the federal government. Under federal law, marketing a drug
as medicine requires approval from the Food and Drug Administration (FDA)."> While most
states have laws allowing for medicinal use of marijuana, the FDA has not approved marijuana,
any drug containing marijuana, or any drug containing a plant-derived chemical constituent of
marijuana for medicinal use. The FDA has, however, approved two drugs containing synthetic

13 The poll question is “Do you think marijuana should be made legal or not?”” See Art Swift, Support for Legal
Marijuana Use Up to 60% in U.S., Gallup, October 19, 2016 (based on poll data from October 2016). For purposes of
this question, it does not distinguish between medical and recreational marijuana. Of note, in August 2016, the Pew
Research Center found similar levels of support for marijuana legalization among American adults. See Abigail Geiger,
Support for marijuana legalization continues to rise, Pew Research Center, article based on Aug. 23-Sept. 2 Pew
Research Center survey, October 12, 2016, http://www.pewresearch.org.

14 Pew Research Center for the People & the Press, In Debate Over Legalizing Marijuana, Disagreement Over Drug’s
Dangers, April 14, 2015 (based on poll data from March 2015).

15 Federal Food, Drug, and Cosmetic Act (FFDCA, 21 U.S.C. §§301 et seq.). For more information CRS Report
R41983, How FDA Approves Drugs and Regulates Their Safety and Effectiveness, by Susan Thaul.
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THC.' In addition, drugs containing plant-derived THC and/or cannabidiol (CBD, a
nonpsychoactive chemical component of marijuana) are in the drug development and approval
process.'” See Appendix A for further discussion of these drugs.

Individuals use marijuana to treat medical
issues such as lack of appetite, nausea, chronic
pain, spasticity, anxiety, and other maladies;
however, the efficacy of this treatment is
unclear from available scientific evidence."
While some individuals report (both
anecdotally and in scientific studies) benefits
and alleviation of symptoms from use of
marijuana, reports are inconsistent. Some have
argued that the scientific field has been unable
to robustly determine the medicinal value and
merits of marijuana due to regulatory
restrictions on quality, quantity, and use of
marijuana in scientific research.?

Scientific Evaluations of Medical
Marijuana Effects

Recent evaluations conducted separately by
the FDA and the National Academies of

Sciences, Engineering, and Medicine (the National Academies) illustrate the challenge of meeting
the required standard of evidence for demonstrating effective medical use. While taking different

Risks Associated with Marijuana Use

The FDA’s eight-factor analysis includes an assessment
of risks associated with marijuana use. Marijuana is
known to affect the central nervous system, the
cardiovascular system, the respiratory system, and the
immune system. Its effects may vary according to how
it is consumed (e.g., inhaled or ingested), how much of
it is consumed, how often it is consumed, and over
what time frame it is consumed.

Some of marijuana’s most widely recognized effects are
among the reasons people use it recreationally: it can
reduce inhibition, improve mood, enhance sensory
perception, and heighten imagination (among other
effects). Some common effects are more problematic: it
can cause dizziness, confusion, ataxia (i.e.,
uncoordinated movements), delusions, and agitation
(among other effects). Marijuana’s acute effects can
impair an individual’s ability to perform daily activities,
such as studying or driving. Chronic use of marijuana
can lead to abuse or dependence and, in the case of
heavy chronic use, the potential for withdrawal (with
symptoms like insomnia, weight loss, and irritability).'8

approaches to their evaluations, both the FDA and the National Academies have found that the
current evidence base falls short. According to the FDA, “no published studies conducted with
marijuana meet the criteria of an adequate and well-controlled efficacy study,” and “the criteria
for adequate safety studies [have] also not been met.”?! According to the National Academies,

16 These drugs are Nabilone, an antiemetic (to reduce nausea or prevent vomiting) for patients receiving chemotherapy
for cancer, and Dronabinol, both an antiemetic for patients on chemotherapy and an appetite stimulant for patients with

AIDS-related weight loss. See Appendix A for additional information regarding FDA-approved drugs.

17 Department of Health and Human Services, Food and Drug Administration, FDA and Marijuana: Questions and
Answers, http://www.fda.gov/NewsEvents/PublicHealthFocus/ucm421168.htm#determinations. For an explanation of
the FDA’s drug development and approval process, see http://www.fda.gov/Drugs/DevelopmentApprovalProcess/

default.htm.

18 Department of Justice, Drug Enforcement Administration, “Denial of Petition to Initiate Proceedings to Reschedule
Marijuana,” 81 Federal Register 53687-53766 and 53767-53845, August 12, 2016.

19 Penny F. Whiting, Robert F. Wolff, and Sophan Deshpande, et al., “Cannabinoids for Medical Use,” Journal of the
American Medical Association, vol. 313, no. 24 (June 2015), pp. 2456-2473.

20 See, for example, Chapter 15 of National Academies of Sciences, Engineering, and Medicine, The Health Effects of
Cannabis and Cannabinoids: The Current State of Evidence and Recommendations for Research, Washington, DC,

2017, p. S-1, doi: 10.17226/24625.

2l Department of Justice, Drug Enforcement Administration, “Denial of Petition to Initiate Proceedings to Reschedule

Marijuana,” 81 Federal Register 53687-53766 and 53767-53845, August 12, 2016. The criteria for adequate and well-

controlled studies are defined under 21 C.F.R. §314.126.
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“conclusive evidence regarding the short- and long-term health effects (harms and benefits) of
cannabis use remains elusive.”?? These studies are discussed in more detail in Appendix A.

Federal Regulation of Marijuana Research

Individuals who seek to conduct research on any controlled substance must do so in accordance
with the CSA and other federal laws.?® For all controlled substances, individuals must obtain a
registration issued by the Attorney General, as delegated to the DEA?* in accordance with
associated rules and regulations issued by the Attorney General.”> Also, DEA regulations require
all registrants to comply with strict storage requirements for controlled substances.?

Some have argued that federal regulation of marijuana research unnecessarily impedes the
clinical trials that are required for FDA approval, and the Obama Administration simplified some
small steps within the larger process. In recent years, the federal government has attempted to
make marijuana research easier.

e InJune 2015, HHS eliminated one step in obtaining research-grade marijuana for
research that is not funded by the National Institutes of Health.?’

e In December 2015, the DEA announced a waiver to make it easier for researchers
conducting clinical trials with CBD to modify their research protocols and obtain
more CBD than was initially approved.?®

e In August 2016, the DEA announced a new policy intended to increase the
number of approved sources of research-grade marijuana.?’

Prior to the August 2016 change, some contended that marijuana provided to researchers
was “both qualitatively and quantitatively inadequate.”° The DEA’s recent policy change

22 National Academies of Sciences, Engineering, and Medicine, The Health Effects of Cannabis and Cannabinoids: The
Current State of Evidence and Recommendations for Research, Washington, DC, 2017, p. S-1, doi: 10.17226/24625.

23 For regulatory requirements under the CSA, see CRS Report RLL34635, The Controlled Substances Act: Regulatory
Requirements, by Brian T. Yeh.

24 As authorized under 21 U.S.C. §871, the Attorney General may delegate any of his/her control and enforcement
functions under the CSA to any officer or employee of the Department of Justice—many of these functions are
performed by the DEA.

25 See 21 U.S.C. §822. This requirement is also described under 21 CFR 1301.11(a): Every person who manufactures,
distributes, dispenses, imports, or exports any controlled substance or who proposes to engage in the manufacture,
distribution, dispensing, importation or exportation of any controlled substance shall obtain a registration unless
exempted by law or pursuant to §§1301.22 through 1301.26.

26 For the purposes of ensuring the secure storage and distribution of all controlled substances, all applicants and
registrants must generally “provide effective controls and procedures to guard against theft and diversion of controlled
substances.” See 21 C.F.R. §1301.71.

27 Department of Health and Human Services, “Announcement of Revision to the Department of Health and Human
Services Guidance on Procedures for the Provision of Marijuana for Medical Research as Published on May 21, 1999,”
80 Federal Register 35960-35961, June 23, 2015.

28 Department of Justice, Drug Enforcement Administration, “DEA Eases Requirements for FDA-Approved Clinical
Trials on Cannabidiol,” press release, December 23, 2015.

29 Department of Justice, Drug Enforcement Administration, “Applications to Become Registered under the Controlled
Substances Act to Manufacture Marijuana to Supply Researchers in the U.S.,” 81 Federal Register 53846-53848,
August 12, 2016.

30 Marc Kaufman, “Federal Marijuana Monopoly Challenged,” Washington Post, December 12, 2005; and Department
of Justice, Drug Enforcement Administration, “Lyle E. Craker; Denial of Application,” 74 Federal Register 2101,
January 14, 2009.
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may appease those researchers seeking better quality and quantity of marijuana. For
broader discussion of this issue, sec Appendix A.

Current Federal Status of Marijuana and the Policy
Gap with States

While the federal government maintains marijuana’s current placement as a Schedule I controlled
substance, states have established a range of laws and policies regarding its medical and
recreational use. These developments have spurred a number of questions regarding potential
implications for federal drug enforcement activities and for the nation’s drug policies as a whole.
In 1970, the CSA placed the control of marijuana under federal jurisdiction regardless of state
regulations and laws, and its status has remained unchanged under federal law for nearly 50
years. For more background on federal marijuana policy and the history of how marijuana came
to be illegal in the United States, see Appendix B.

Select Consequences of Marijuana Use Under Federal Law

Marijuana use may subject an individual to a number of consequences under federal law regardless of whether that
individual has been convicted of a marijuana-related offense. For example, marijuana users may lose their ability to
purchase and possess a firearm, or be barred from living in public housing. Under the Gun Control Act, it is
unlawful to possess, ship, transport, receive, or dispose of any firearm or ammunition to any person “who is an
unlawful user of or addicted to any controlled substance” as defined by the CSA.3! In addition, federal law also
establishes that “illegal drug users” are ineligible for federally assisted housing.32 The law requires public housing
agencies and owners of federally assisted housing to establish standards that would allow the agency or owner to
prohibit admission to, or terminate the tenancy or assistance of, any such applicant or tenant.33

DEA Rejection of Petitions to Reschedule

There has been mounting public pressure for the DEA to reevaluate marijuana as a Schedule I
controlled substance. Over the years, several entities have submitted petitions to reschedule
marijuana.>* In August 2016, after a five-year evaluation process done in conjunction with the
Food and Drug Administration (FDA), the DEA rejected two petitions submitted by two state
governors and a New Mexico health provider, respectively, to move marijuana to a less-restrictive
schedule under the CSA.* Consistent with past practice,* the rejections were based on a
conclusion by both the FDA and DEA that marijuana continues to meet the criteria for inclusion

31 See 18 U.S.C. §§922(g)(3), 924(a)(2) and 27 C.F.R. §478.11.
3242 U.S.C. §§13661-13662.

33 For a broader discussion of legal consequences of marijuana use, see CRS Report R43435, Marijuana: Medical and
Retail—Selected Legal Issues, by Todd Garvey, Charles Doyle, and David H. Carpenter.

3 Any interested party may petition the Administrator of the DEA to initiate rulemaking proceedings to reschedule a
controlled substance. See 21 U.S.C. §811(a) and 21 C.F.R. §1308.43(a) for relevant rules and regulations.

35In 2011, the governors of Rhode Island and Washington petitioned the DEA to have marijuana and “related items”
removed from Schedule I of the CSA and rescheduled as medical cannabis in Schedule II. In 2009, Bryan Krumm, a
health provider in New Mexico, petitioned the DEA to have marijuana removed from Schedule I of the CSA and
rescheduled in any schedule other than Schedule I.

36 The DEA has previously denied petitions to reschedule marijuana. For example, in 2002 a petition was filed to have
marijuana removed from Schedule I and rescheduled as cannabis in Schedule III, IV, or V. In 2011, the DEA rejected
the petition. See Drug Enforcement Administration, “Denial of Petition to Initiate Proceedings to Reschedule
Marijuana,” 76 Federal Register 40552-40589, July 8, 2011.
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on Schedule [—namely that it has a high potential for abuse, has no currently accepted medical
use, and lacks an accepted level of safety for use under medical supervision.?’

It is important to note that both Congress and the Administration have the power to alter
marijuana’s status as a Schedule I substance. Congress could amend the CSA to move marijuana
to a lower schedule or remove it entirely from control. The Administration could also make such
changes on its own, though it is bound by the CSA to evaluate a substance prior to altering its
scheduling status.*®

Trends in States

Over the past few decades, most states have deviated from an across-the-board prohibition of
marijuana, and as of March 2017, nearly 90% of the states, as well as Puerto Rico and the District
of Columbia, allowed for the medical use of marijuana in some capacity.** Also, eight states and
the District of Columbia now allow for the recreational use of marijuana.*’ It is now more so the
rule than the exception that states have laws and policies allowing for some manufacturing, sale,
distribution, and possession of marijuana—all of which are contrary to the CSA, except for the
purposes of sanctioned research.*! Evolving state-level positions on marijuana include
decriminalization initiatives, legal exceptions for medical use, and legalization of certain
quantities for recreational use. See Figure 2 at the end of this section for the various marijuana
policies of states.

Decriminalization and legalization initiatives in the states reflect growing public support for the
legalization of marijuana. As mentioned, just prior to passage of the CSA in 1970, 12% of
surveyed individuals aged 18 and older felt that marijuana should be made legal. In 2016, more
than half (60%) of surveyed U.S. adults expressed that marijuana should be legalized.*?

Decriminalization

Marijuana decriminalization differs markedly from legalization. A state decriminalizes conduct
by removing the accompanying criminal penalties; however, civil penalties remain. If, for
instance, a state decriminalizes the possession of marijuana in small amounts,* possession of it

37 See Drug Enforcement Administration, “Denial of Petition to Initiate Proceedings to Reschedule Marijuana,” 81
Federal Register 53767-53845, August 12, 2016; and Drug Enforcement Administration, “Denial of Petition to Initiate
Proceedings to Reschedule Marijuana,” 81 Federal Register 53687-53766, August 12, 2016.

38 Federal rulemaking proceedings to add, delete, or change the schedule of a drug or substance may be initiated by the
Attorney General (through the DEA), by the Secretary of Health and Human Services, or by petition from any
interested person; 21 U.S.C. §811(a). Congress may change the scheduling status of a drug or substance through
legislation.

3 National Conference of State Legislatures, State Medical Marijuana Laws, November 2016. Some states allow broad
access to medical marijuana while others have more narrow conditions under which access is granted. For example, in
Alabama medical marijuana may only be dispensed by the University of Alabama and only to treat a person with an
epileptic condition under certain conditions. Also, some states allow cannabidiol (CBD)-only medical marijuana. CBD
is a chemical compound of marijuana.

40 States have established rules surrounding marijuana use—see “Recreational Legalization” for a discussion of state
regulations.

41 The notable exception is the distribution of marijuana for research purposes.

42 Art Swift, Support for Legal Marijuana Use Up to 60% in U.S., Gallup, October 19, 2016 (based on poll data from
October 2016).

43 Typically one ounce or less, but the amount varies from state to state.
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still violates state law, but possession of quantities within the specified small amount is
considered a civil offense and subject to a civil penalty, not criminal prosecution. By
decriminalizing possession of marijuana in small amounts, states are not legalizing its possession.
In addition, as these initiatives generally relate to the possession (rather than the manufacture or
distribution) of small amounts of marijuana, decriminalization initiatives do not impede federal
law enforcement’s priority of targeting high-level drug offenders, or so-called “big fish,” rather
than individual users.

Decriminalization initiatives by the states do not appear to be at odds with the CSA because both
maintain that possessing marijuana is in violation of the law. For example, individuals in
possession of small amounts of marijuana in Nebraska—a state that has decriminalized
possession of small amounts—are in violation of both the CSA and Nebraska state law. The
difference lies in the associated penalties for these federal and state violations. Under the CSA, a
person convicted of simple possession (first offense) of marijuana may be punished with up to
one year imprisonment and/or fined not more than $1,000.** Under Nebraska state law, a person
in possession (first offense) of an ounce or less of marijuana is subject to a civil penalty of not
more than $300.4

In recent years, several states have decriminalized the possession of small amounts of marijuana;
however, some of these states continue to treat possession of small amounts of marijuana as a
criminal offense under specific circumstances. In New York, for example, the possession of small
amounts of marijuana is still considered a crime when it is “open to public view.”*® In 2015, just
over 21,000 individuals in New York were arrested for criminal possession of marijuana in the
fifth degree, a misdemeanor.*’

Decriminalization in Cities

Several cities have officially or unofficially decriminalized marijuana possession regardless of
what has occurred at the state level. In November 2014, New York City (NYC) Mayor de Blasio
and NYC Police Commissioner Bratton announced a change in marijuana enforcement policy;
individuals found to be in possession of marijuana (25 grams or less)*® may be eligible to receive
a summons instead of being arrested.*” The New York City Police Department (NYPD) issues so-
called “pot tickets” for those in possession of 25 grams or less. In 2016, however, preliminary
data indicated that marijuana possession arrests were increasing in NYC compared to 2015—this
increase could be the result of changes in NYPD arrest policies; this remains unclear.>

421 U.S.C. §844.

45 Also, the judge may order the offender to attend a drug use and abuse education course. See §28-416 of the Nebraska
Revised Statutes.

4 NY Pen. Law §221.10.
47 State-level arrest data provided to CRS by the New York State Department of Criminal Justice Services.

4 Under NY Pen. Law §221.10, a person is guilty of criminal possession of marihuana in the fifth degree when he
knowingly and unlawfully possesses “1. marihuana in a public place ... and such marihuana is burning or open to public
view; or 2. one or more preparations, compounds, mixtures or substances containing marihuana and... are of an
aggregate weight of more than twenty-five grams.”

4 City of New York, Transcript: Mayor de Blasio, Police Commissioner Bratton Announce Change in Marijuana
Policy, November 10, 2014.
30 City-level arrest data provided to CRS by the New York State Department of Criminal Justice Services. Also see

Jennifer Fermino, John Annese, and Ginger Adams Otis, “NYPD cracks down on marijuana possession in NYC, sees
big uptick in arrests for carrying pot,” New York Daily News, June 2, 2016.
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Just as there are disparities in state and federal laws and policies, some cities’ decriminalization
initiatives run contrary to the laws and policies of the states. In Pennsylvania, the state
government has not decriminalized marijuana possession, but Pittsburgh, Philadelphia, State
College, and Harrisburg have all decriminalized possession in some form. In 2016, Harrisburg’s
city council unanimously voted to make possession of 30 grams or less of marijuana punishable
by a $75 fine and public use punishable by a $150 fine.*!

Medical Marijuana Exceptions

In 1996, California became the first state to amend its drug laws to allow for the medicinal use of
marijuana. As of March 2017, over half of the states, the District of Columbia, Puerto Rico, and
Guam have comprehensive policies allowing for the medicinal use of marijuana.’ Seventeen
additional states allow for so-called “limited access medical marijuana,” which refers to cannabis
with low THC content or CBD oil >

As noted, the CSA does not distinguish between the medical and recreational use of marijuana.
Under the CSA, marijuana has “no currently accepted medical use in treatment in the United
States,™* and states’ allowance of its use for medical purposes is at odds with the federal position.
Federal law enforcement has investigated, arrested, and prosecuted individuals for medical
marijuana-related offenses regardless of whether they are in compliance with state law; however,
federal law enforcement emphasizes the investigation and prosecution of growers and dispensers
over individual users of medical marijuana. Federal enforcement priorities are discussed further
in “Federal Response to State Divergence.”

Recreational Legalization

In contrast to marijuana decriminalization initiatives wherein civil penalties remain for violations
involving marijuana possession, marijuana legalization measures remove all state-imposed
penalties for specified activities involving marijuana. Until 2012, the recreational use of
marijuana had not been legal in any U.S. state since prior to the passage of the CSA in 1970. In
November 2012, citizens of Colorado and Washington voted to legalize, regulate, and tax small
amounts of marijuana for recreational use.” In November 2014, legalization initiatives also
passed in Alaska, Oregon, and the District of Columbia (DC), further expanding the disparities
between federal and state marijuana laws. Later, in November 2016, recreational legalization
initiatives passed in Massachusetts, California, Maine, and Nevada.

These recreational legalization initiatives all legalized the possession of specific quantities of
marijuana by individuals aged 21 and over and (with the exception of DC) set up state-
administered regulatory schemes for the sale of marijuana;*® however, there are variations among

31 Christine Vendel, “It’s official: Harrisburg council reduces penalties for pot possession,” Penn Live, July 5, 2016;
and City of Harrisburg, City Council.

32 Several states are implementing recently enacted laws. National Conference of State Legislatures, State Medical
Marijuana Laws, November 2016.

33 As previously mentioned, CBD is a chemical compound in marijuana. Unlike THC, it does not have a psychoactive
component.

5421 U.S.C. §812(b)(1).

35 For more detail regarding both Washington Initiative 502 and Colorado Amendment 64, see CRS Report R43034,
State Legalization of Recreational Marijuana: Selected Legal Issues, by Todd Garvey and Brian T. Yeh

36 Regulatory schemes include restrictions and requirements for licensing the production, processing, and retail of
marijuana, and procedures for the issuance of licenses.
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the initiatives. For example, Colorado, Alaska, Oregon, Massachusetts, Nevada, Maine,
California, and DC allow for individuals to grow their own marijuana plants while Washington
does not. These legalization initiatives also specify that many actions involving marijuana remain
crimes. For example, in Washington, as well as other states, the operation of a motor vehicle
while under the influence of marijuana remains a crime.*’ In some states such as Colorado,
individuals over the age of 21 may grow small amounts of marijuana for personal use, but
marijuana may not be consumed “openly and publicly or in a manner that endangers others.”*® In
an example of city-level initiatives breaking from state-level policies, in November 2016, the city
of Denver voted to allow designated areas where public consumption of marijuana would be
allowed.” Figure 2 highlights the status of marijuana laws by state.

7 Washington Initiative 502, http://sos.wa.gov/_assets/elections/initiatives/i502.pdf.

38 Colorado Amendment 64, http://www.leg.state.co.us/LCS/Initiative%20Referendum/1112initrefr.nsf/
c63bddd6b9678de787257799006bd391/cfa3bac60c8b4949872579¢7006fa7ee/SFILE/Amendment%2064%20-
%20Use%20&%20Regulation%200t%20Marijuana.pdf. For information on the Colorado regulatory system, see the
website of the Colorado Department of Revenue, Marijuana Enforcement Division: https://www.colorado.gov/pacific/
enforcement/marijuanaenforcement.

3 Denver Initiated Ordinance 300, https://www.denvergov.org/content/dam/denvergov/Portals/778/documents/
VoterInfo/Sample Ballot/2016GeneralComboSampleBallotWatermark.pdf.
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Figure 2. Map of State Marijuana Laws
March 2017

Il state-Approved Recreational/Retail and Medical State-Approved Limited Access Medical
I state-Approved Decriminalization and Medical I state-Approved Medical
State-Approved Decriminalization and Limited Access Medical Only None

- State-Approved Decriminalization

Source: CRS presentation of data from the National Conference of State Legislatures and the Drug
Enforcement Administration.

Notes: Limited-access medical marijuana refers to cannabis with low THC content or cannabidiol (CBD) oil.
“State-approved” refers to either state laws that () allow for recreational and/or medical marijuana and/or (2)
decriminalize the possession of marijuana in small amounts.

Federal Response to State Divergence

Enforcement Focused on Traffickers

Rather than targeting individuals for drug use and possession, federal law enforcement has
generally focused its counterdrug efforts on criminal networks involved in the drug trade.
Notably, federal policing efforts on marijuana enforcement appear consistent with this position.
Federal marijuana enforcement efforts have largely been focused on traffickers and distributors
of illicit drugs, rather than the low-level users; rather, arrests for marijuana possession oftenses
are largely made by state and local police.®® President Obama once noted that “[it] would not

% For a discussion of drug enforcement in the United States, see CRS Report R43749, Drug Enforcement in the United
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make sense from a prioritization point of view for us to focus on recreational drug users in a state
that has already said that under state law that’s legal.”®' While it is not yet clear how the Trump
Administration will proceed with drug enforcement priorities, the White House press secretary
indicated there may be increased enforcement against recreational marijuana, and stated that there
is a “big difference” between medical and recreational marijuana.®

Department of Justice Guidance Memos for U.S. Attorneys

After some states began to legalize the medical use of marijuana, the Department of Justice (DOJ)
reaffirmed that marijuana growth, possession, and trafficking remain crimes under federal law
irrespective of how individual states may change their laws and positions on marijuana.®* DOJ
has clarified federal marijuana policy through several memos providing direction for U.S.
Attorneys in states that allow the medical use of marijuana. In the so-called “Ogden Memo” of
2009, former Deputy Attorney General David Ogden reiterated that combating major drug
traffickers remains a central priority and stated:

[tThe prosecution of significant traffickers of illegal drugs, including marijuana, and the
disruption of illegal drug manufacturing and trafficking networks continues to be a core
priority in the [Justice] Department’s efforts against narcotics and dangerous drugs, and
the Department’s investigative and prosecutorial resources should be directed towards
these objectives. As a general matter, pursuit of these priorities should not focus federal
resources in your States on individuals whose actions are in clear and unambiguous
compliance with existing state laws providing for the medical use of marijuana.®

In a follow-up memorandum to U.S. Attorneys, former Deputy Attorney General James Cole
restated that enforcing the CSA remained a core priority of DOJ, even in states that had legalized
medical marijuana. He clarified that “[t]he Ogden Memorandum was never intended to shield
such activities from federal enforcement action and prosecution, even where those activities
purport to comply with state law.”%

In his memo, Deputy Attorney General Cole warned those who might assist medical marijuana
dispensaries in any way. He stated that “[p]ersons who are in the business of cultivating, selling
or distributing marijuana, and those who knowingly facilitate such activities [emphasis added],
are in violation of the Controlled Substances Act, regardless of state law.”*® This has been
interpreted by some to mean, for example, that building owners and managers are in violation of
the CSA by allowing medical marijuana dispensaries to operate in their buildings.®” Deputy

States: History, Policy, and Trends, by Lisa N. Sacco.
61 “Marijuana Not High Obama Priority,” ABC Nightline, December 14, 2012.

2 The White House, Office of the Press Secretary, Press Briefing by Press Secretary Sean Spicer, 2/23/2017, #15,
February 22, 2017, https://www.whitehouse.gov/the-press-office/2017/02/23/press-briefing-press-secretary-sean-
spicer-2232017-15.

3 United States Attorney’s Office, “Statement From U.S. Attorney’s Office on Initiative 502,” press release, December
5,2012.

%4 Deputy Attorney General David W. Ogden, Memorandum for Selected United States Attorneys, U.S. Department of
Justice, Investigations and Prosecutions in States Authorizing the Medical Use of Marijuana, Washington, DC, October
19, 2009, pp. 1-2.

% Deputy Attorney General James M. Cole, Memorandum for United States Attorneys, U.S. Department of Justice,
Guidance Regarding the Ogden Memo in Jurisdictions Seeking to Authorize Marijuana for Medical Use, Washington,
DC, June 29, 2011, p. 2.

% Ibid.
67 Jennifer Medina, “U.S. Attorneys in California Set Crackdown on Marijuana,” New York Times, October 8, 2011, p.
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Attorney General Cole further warned that “[t]hose who engage in transactions involving the
proceeds of such activity [cultivating, selling, or distributing of marijuana] may be in violation of
federal money laundering statutes and other federal financial laws.”®® This warning may be one
reason why medical marijuana dispensaries have had difficulty accessing bank services.® In an
August 2013 memorandum, Deputy Attorney General Cole stated that while marijuana remains
an illegal substance under the CSA, DOJ would focus its resources on the “most significant
threats in the most effective, consistent, and rational way.”’® The memo outlined eight
enforcement priorities for DOJ:

e Preventing the distribution of marijuana to minors;

e Preventing revenue from the sale of marijuana from going to criminal enterprises,
gangs, and cartels;

e Preventing the diversion of marijuana from states where it is legal under state law
in some form to other states;

e Preventing state-authorized marijuana activity from being used as a cover or
pretext for the trafficking of other illegal drugs or other illegal activity;

e Preventing violence and the use of firearms in the cultivation and distribution of
marijuana;

e Preventing drugged driving and the exacerbation of other adverse public health
consequences associated with marijuana use;

e Preventing the growing of marijuana on public lands and the attendant public
safety and environmental dangers posed by marijuana production on public
lands; and

e Preventing marijuana possession or use on federal property.”!

In a February 2014 memorandum, Deputy Attorney General Cole further reinforced these
enforcement priorities, specifically as they relate to the prosecution of marijuana-related financial
crimes. The memo directed the U.S. Attorneys that “in determining whether to charge individuals
or institutions with ... [certain financial] offenses based on marijuana-related violations of the
CSA, prosecutors should apply the eight enforcement priorities described in the August 29
guidance.””

In October 2014, DOJ released another memo to the U.S. Attorneys that reiterated the
applicability of the eight enforcement priorities to their marijuana efforts in Indian country.” It
responded to the American Indian tribes’ requests for guidance on CSA enforcement on tribal

10.

% Deputy Attorney General James M. Cole, Memorandum for United States Attorneys, U.S. Department of Justice,
Guidance Regarding the Ogden Memo in Jurisdictions Seeking to Authorize Marijuana for Medical Use, Washington,
DC, June 29, 2011, p. 2.

% John Ingold, “Last Bank Shuts Doors on Colorado Pot Dispensaries,” The Denver Post, October 1, 2011; Jonathan
Martin, “Medical-Marijuana Dispensaries Run Into Trouble at the Bank,” The Seattle Times, April 29, 2012.

0 Deputy Attorney General James M. Cole, Memorandum for all United States Attorneys, U.S. Department of Justice,
Guidance Regarding Marijuana Enforcement, Washington, DC, August 29, 2013, p. 1.

"' Ibid., pp. 1-2.

72 Deputy Attorney General James M. Cole, Memorandum for All United States Attorneys, U.S. Department of Justice,
Guidance Regarding Marijuana Related Financial Crimes, Washington, DC, February 14, 2014, p. 2.

73 Executive Office for United States Attorneys, Policy Statement Regarding Marijuana Issues in Indian Country,
October 28, 2014.

Congressional Research Service R44782 - VERSION 4 - UPDATED 13



Case: 20-71433, 09/29/2020, ID: 11841671, DktEntry: 19-4, Page 80 of 286

The Marijuana Policy Gap and the Path Forward

lands. DOJ reiterated that the August 2013 Cole memo does not prohibit the federal government
from enforcing federal law in Indian Country, and adds the following:

The eight priorities in the Cole Memorandum will guide United States Attorneys’
marijuana enforcement efforts in Indian Country, including in the event that sovereign
Indian Nations seek to legalize the cultivation or use of marijuana in Indian Country
[emphasis added].”*

Unlike the Cole memo, DOJ did not specifically refer to distribution and regulation of marijuana.
It was unclear whether distribution of marijuana would be tolerated on tribal lands should tribal
governments seek to legalize and distribute marijuana. Despite the lack of clarity, some tribes
moved forward with plans to grow and sell marijuana at tribe-owned stores on tribal lands.”
Since the memo was released, the DEA has led marijuana enforcement actions on tribal lands,”®
but it remains unclear whether legal marijuana will be tolerated on tribal land as it has been
tolerated in states.

Monitoring Enforcement Priorities

In a review of the DOJ memoranda, the Government Accountability Office (GAO) concluded that
“DOJ has not historically devoted resources to prosecuting individuals whose conduct is limited
to possession of small amounts of marijuana for personal use on private property. Rather, DOJ
has left such lower-level or localized marijuana activity to state and local law enforcement
authorities through enforcement of their own drug laws.””” GAO has recommended that DOJ
monitor the effects of state-level marijuana legalization initiatives relative to the eight DOJ
enforcement priorities. This evaluation noted that DOJ has used a number of tools to help assess
these effects. For instance, DOJ indicated to GAO that U.S. Attorneys were in contact with
officials in states such as Colorado and Washington that had legalized marijuana. In addition,
DOJ reported that it relies upon information from sources such as “federal surveys on drug use;
state and local research; and feedback from federal, state, and local law enforcement.”’® Notably,
DOJ has reportedly not been documenting its specific monitoring process, and GAO has
recommended that DOJ develop a “clear plan” for how it will monitor and document the effects
of state marijuana legalization on federal enforcement priorities.”

74 Monty Wilkinson, Memorandum, U.S. Department of Justice, Policy Statement Regarding Marijuana Issues in
Indian Country, Washington, DC, October 28, 2014.

75 “Native American Tribes Approve Plan to Grow and Sell Marijuana in Oregon,” The New York Times, December 19,
2015; Noelle Crombie, “Warm Springs Tribes Launch Ambitious Pot Venture, Hope for Economic Windfall,” The
Oregonian - Oregon Live, April 29, 2016; John Gillie, “Two Marijuana Retailers Opening Soon in City that Still Bans
Cannabis Sales,” The News Tribune, January 28, 2017; and Jackie Valley, “Las Vegas Paiutes’ Newest Venture:
Medical Marijuana,” Las Vegas Sun, March 1, 2016.

76 Steven Nelson, “DEA Raid on Tribe’s Cannabis Crop Infuriates and Confuses Reformers,” U.S. News & World
Report, October 26, 2015; and Cary Spivak, “Milwaukee Journal Sentinel,” November 18, 2015.

77U.S. Government Accountability Office, State Marijuana Legalization: DOJ Should Document Its Approach to
Monitoring the Effects of Legalization, GAO-16-1, December 2015, p. 9.

78 Ibid., p. 27.
79 Ibid.

Congressional Research Service R44782 - VERSION 4 - UPDATED 14

(oo/ O L4J1)



(0o0 0T 1491)
Case: 20-71433, 09/29/2020, ID: 11841671, DktEntry: 19-4, Page 81 of 286

The Marijuana Policy Gap and the Path Forward

Federal Enforcement in States: Directives through Federal
Appropriations®

Over the past several years, Congress has included provisions in appropriations acts that prohibit
DOJ from using appropriated funds to prevent certain states and the District of Columbia®' from
“implementing their own State laws that authorize the use, distribution, possession, or cultivation
of medical marijuana.”®? The current appropriations provision is in effect until April 28, 2017.%
Courts have interpreted the appropriation provision to restrict DOJ from using appropriated funds
(1) to take legal action directly against states and (2) to initiate criminal prosecutions of state
officials for any action related to the implementation of a state medical marijuana law.%* Several
federal courts also have interpreted the provision as prohibiting DOJ from prosecuting individuals
who, while strictly complying with the laws of one of the states covered by the appropriations
provisions, have allegedly distributed, possessed, or cultivated medical marijuana in violation of
federal law.** Although the appropriations provision restricts DOJ’s ability to expend funds to
enforce federal law, at least one court has made clear that the provision “does not provide
immunity from prosecution for federal marijuana offenses.”®

80 This section was contributed by Todd Garvey, Legislative Attorney, Congressional Research Service. For a more
detailed analysis of this issue, see CRS Legal Sidebar WSLG1451, District Court Holds Appropriations Language
Limits Enforcement of Federal Marijuana Prohibition, by Todd Garvey.

81 The provision specifically lists 43 jurisdictions: Alabama, Alaska, Arizona, California, Colorado, Connecticut,
Delaware, Florida, Georgia, Hawaii, [llinois, lowa, Kentucky, Louisiana, Maine, Maryland, Massachusetts, Michigan,
Minnesota, Mississippi, Missouri, Montana, Nevada, New Hampshire, New Jersey, New Mexico, New York, North
Carolina, Oklahoma, Oregon, Rhode Island, South Carolina, Tennessee, Texas, Utah, Vermont, Virginia, Washington,
Wisconsin, Wyoming, the District of Columbia, Guam, and Puerto Rico.

82 See, for example, P.L. 113-235, §538 (2014) and P.L. 114-113, §542 (2015).
8P L. 114-254, §101(1).

8 See, for example, United States v. Marin All. for Med. Marijuana, 139 F. Supp. 3d 1039, 1044 (E.D. Cal. 2015)
(citing the DOJ’s interpretation that the appropriation provision prohibits “federal actions that interfere with a state’s
promulgation of regulations implementing its statutory provisions, or with its establishment of a state licensing
scheme.”).

85 See, for example, United States v. McIntosh, 833 F.3d 1163, 1177 (9" Cir. 2016) (holding that the 2015
appropriations restriction “prohibits DOJ from spending funds from relevant appropriations for the prosecution of
individuals who engaged in conduct permitted by the State Medical Marijuana Laws [of California, Oregon, and
Washington] and who fully comply with such laws); United States v. Daleman, No. 1:11-CR-00385-DAD-BAM, 2017
U.S. Dist. LEXIS 23213 (E.D. Cal. Feb. 17, 2017) (denying defendant’s motion to enjoin the Department of Justice
from using funds for his prosecution because defendant failed to establish that he “strictly complied with all relevant
conditions imposed by state law on the use, distribution, possession, and cultivation of medical marijuana.”) (emphasis
in original); Marin All. for Med. Marijuana, 139 F. Supp. at 1040 (holding that the 2015 appropriations provision bars
DOIJ from using appropriated funds to enforce an injunction prohibiting a medical marijuana dispensary from engaging
in activities that are compliant with California’s medical marijuana law).

86 MclIntosh, 833 F.3d at 1179, n. 5 (“The CSA prohibits the manufacture, distribution, and possession of marijuana.
Anyone in any state who possesses, distributes, or manufactures marijuana for medical or recreational purposes (or
attempts or conspires to do so) is committing a federal crime. The federal government can prosecute such offenses for
up to five years after they occur.... Congress could restore funding tomorrow, a year from now, or four years from now,
and the government could then prosecute individuals who committed offenses while the government lacked funding.
Moreover, a new president will be elected soon, and a new administration could shift enforcement priorities to place
greater emphasis on prosecuting marijuana offenses.”). See also United States v. Nixon, 839 F.3d 885, 886 (9 Cir.
2016) (per curiam) (holding that the appropriations provision does not “impact[] the ability of a federal district court to
restrict the use of a medical marijuana as a condition of probation.”).
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Financial Services for Marijuana Businesses®’

As explained below, so long as marijuana remains classified as a Schedule I controlled substance
under federal law, financial institutions and their directors, officers, employees, and owners could
be subject to severe criminal and administrative sanctions®® for providing financial services to
marijuana businesses, even if those businesses are operating in compliance with state law.®’ A
consequence of these legal risks is that many financial institutions reportedly have been unwilling
to provide financial services to state-authorized marijuana businesses.”

Bank Secrecy Act’ and Federal Anti-Money Laundering Laws

Federal law classifies marijuana as a Schedule I controlled substance.’? As a result, it is a federal
crime to grow, sell, or merely possess the drug.?® In addition to facing the prospect of a federal
criminal prosecution, imprisonment, and criminal fines, those who violate the federal CSA may
suffer a number of additional adverse consequences under federal law.”* For example, federal
authorities may confiscate any property used to grow marijuana or facilitate its sale or use, as
well as all proceeds derived from the sale of marijuana.”> When financial institutions provide
financial services to business customers, they generally are not directly involved in the sale,
possession, or distribution of their customers’ products. However, financial institutions commonly
acquire the proceeds from the sale of their customers’ products. To the extent that a bank acquires
such proceeds with the knowledge that they are derived from the sale of marijuana in violation of
federal law, the proceeds potentially could be confiscated by federal authorities,’® even when the
underlying actions are permissible under state law.”” For example, if a bank originates a loan to a

87 This section was contributed by David H. Carpenter, Legislative Attorney, Congressional Research Service.

8 See, for example, United States v. HSBC Bank USA, N.A., No. 12-CR-763, 2013 U.S. Dist. LEXIS 92438, 31-38
(E.D.N.Y. July 1, 2013) (approving a deferred prosecution agreement with a financial institution for, among other
things, “fail[ing] to implement an effective [anti-money laundering] program to monitor suspicions transactions ...
[which] permitted Mexican and Colombian drug traffickers to launder at least $881 million in drug trafficking proceeds
through HSBC Bank USA undetected”; the agreement “imposes upon HSBC significant, and in some respect
extraordinary, measures,” including the forfeiture of $1.256 billion, remedial measures, and the admission of criminal
violations).

8 Mclntosh, 833 F.3d at 1179, n. 5.

90 Steve Leblanc, “Can Sen. Elizabeth Warren help fix banking issues for the cannabis industry?,” Associated Press,
January 3, 2017, available at http://www.thecannabist.co/2017/01/03/elizabeth-warren-marijuana-banking/70517/; Lisa
Lambert, “Got bank? Election could create flood of marijuana cash with no place to go,” Reuters, October 31, 2016,
available at http://www.reuters.com/article/us-usa-marijuana-banks-idUSKBN12V0DS5.

! The “Bank Secrecy Act” is commonly used to refer to Titles I and II of the Act of October 26, 1970, P.L. 91-508, 84
Stat. 1114-24 (1970).

92221 U.S.C. §812(c), Sch.I(c)(10).
9 Ibid. §§841-890.

%4 Ibid. For a detailed description of the CSA’s civil and criminal provisions, see CRS Report RL30722, Drug Offenses:
Maximum Fines and Terms of Imprisonment for Violation of the Federal Controlled Substances Act and Related Laws,
by Brian T. Yeh.

%5 18 U.S.C. §§981(a)(1)(A), 982(a)(1). For information on the procedural requirements and potential defenses
associated with asset forfeiture, see CRS Report 97-139, Crime and Forfeiture, by Charles Doyle.

% Tbid. §981(a)(1)(C) (“The following property is subject to forfeiture to the United States ... (C) Any property, real or
personal, which constitutes or is derived from proceeds traceable to ... any offense constituting ‘specified unlawful
activity’ (as defined in section 1956(c)(7) of this title) [i.e., the list of predicate offenses for money laundering (18
U.S.C. §1956)], or a conspiracy to commit such offense.”).

7 Mclntosh, 833 F.3d at 1179, n. 5.
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business openly operating as a state-authorized medical marijuana dispensary, then the principal
and interest payments earned by the bank on that loan could be subject to forfeiture, if the bank
knew that those payments derived from the sale of marijuana in violation of federal law.”®

In addition to the risk of asset forfeiture, federal anti-money laundering laws (i.e., Sections 1956
and 1957 of the criminal code) criminalize the handling of proceeds that are known to be derived
from certain unlawful activities,” including the sale and distribution of marijuana.'® Violators of
these anti-money laundering laws may be subject to fines and imprisonment,'”" and any real or
personal property involved in or traceable to prohibited transactions is subject to criminal or civil
forfeiture.'” For example, a bank employee could be subject to a 20-year prison sentence and
criminal money penalties under Section 1956 for knowingly engaging in a financial transaction
involving marijuana-related proceeds that is conducted with the intent to promote a further
offense (e.g., withdrawing marijuana-generated funds in order to pay the salaries of medical
marijuana dispensary employees).'® Similarly, a bank officer could face a 10-year prison term
and criminal money penalties under Section 1957 for knowingly depositing or withdrawing
$10,000 or more in cash that is derived from the distribution and sale of marijuana.'™

Furthermore, Congress has crafted laws that affirmatively enlist financial institutions'® to aid in
the investigation and prosecution of those who violate federal laws, including the CSA.'% For
example, financial institutions generally must file suspicious activity reports (SARs)!"” with the

%8 See, for example, United States v. Funds Held ex rel. Wetterer, 210 F.3d 96, 104 (2d Cir. 2000) (“In this Circuit, the
government’s burden is to show a nexus between the illegal conduct and the seized property. Once the government
establishes that there is probable cause to believe that a nexus exists between the seized property and the predicate
illegal activity, the burden shifts to the claimant to show by a preponderance of the evidence (1) that the defendant
property was not in fact used unlawfully, or (2) that the predicate illegal activity was committed without the knowledge
of the owner-claimant, 18 U.S.C. § 981(a)(2), that is, that the claimant is an ‘innocent owner.’”) (internal citations and
quotations omitted).

9 18 U.S.C. §§1956(c)(7), 1957(f)(3). For a full list of predicate offenses, see the “Specified Unlawful Activities”
section of CRS Report RL33315, Money Laundering: An Overview of 18 U.S.C. 1956 and Related Federal Criminal
Law, by Charles Doyle.

100 18 U.S.C. §§1956, 1957. For a detailed analysis of federal anti-money laundering laws, see CRS Report RL33315,
Money Laundering: An Overview of 18 U.S.C. 1956 and Related Federal Criminal Law, by Charles Doyle.

101 Section 1956 violations are punishable by imprisonment for not more than 20 years and fines of up to $500,000 or
twice the value of the property involved, whichever is greater. 18 U.S.C. §1956(a)(1). Section 1957 violations are
punishable by imprisonment for not more than 10 years and fines of up $250,000 (or $500,000 for organizations) or
twice the value of the property involved in the transaction, whichever is greater. Ibid. §§1957(b), 1957(h), 3571, 3559.
Conspiracy to violate either section carries the same maximum penalties, as does aiding and abetting the commission of
either offense. Ibid. §§2, 1956(h). See, for example, United States v. Lyons, 740 F.3d 702, 715 (1% Cir. 2014). For a
detailed description of the penalties for violating these laws, see CRS Report RL30722, Drug Offenses: Maximum
Fines and Terms of Imprisonment for Violation of the Federal Controlled Substances Act and Related Laws, by Brian
T. Yeh.

10218 U.S.C. §§981(a)(1)(A), 982(a)(1).

103 Tbid. §1956(a)(1)(A)(i). See for example, Department of Justice, “Man Sentenced to 35 Months Imprisonment for
Bank Fraud and Money Laundering,” Press Release, July 19, 2013, available at https://www.justice.gov/usao-edwi/pr/
man-sentenced-35-months-imprisonment-bank-fraud-and-money-laundering (announcing the sentence of an individual
who pled guilty to violating 18 U.S.C. §1956 and other criminal laws while working as a bank officer).

104 Tbid. §1957(a), (d).

105 For the purposes of the Bank Secrecy Act and anti-money laundering laws, the term “financial institution” is defined
broadly to include banks, savings associations, credit unions, broker dealers, insurance companies, pawnbrokers,
automobile dealers, casinos, cash checkers, travel agencies, and precious metal dealers, among others. 31 U.S.C.
§5312(a)(2).

106 See, for example, 12 U.S.C. §§1951-59; 31 U.S.C. §§5311-32.

197 Filing SARs are mandatory under certain circumstances, but financial institutions may file SARs even when not
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Treasury Department’s Financial Crimes Enforcement Network (FinCEN) regarding financial
transactions'® suspected to be derived from specified illegal activities,'” including the sale of
marijuana.''® Depository institutions'!! and certain other financial institutions!!? also must
establish and maintain anti-money laundering programs, designed to ensure that the institutions’
officers and employees will have sufficient knowledge of their customers and of the businesses of
those customers to identify the circumstances under which filing SARs is appropriate.''* Even in
the absence of suspicion, financial institutions must file currency transaction reports (CTRs) with
FinCEN relating to transactions involving $10,000 or more in cash or other “currency.”''* The
failure to comply with these reporting requirements can result in fines and imprisonment.''®

Additionally, financial institutions, their employees, and certain other affiliated parties could be
subject to administrative enforcement actions by federal regulators for violating the Bank Secrecy
Act or anti-money laundering laws.!'® For example, the federal banking regulators''” may utilize

mandated by law. See, for example, 12 C.F.R. §§1020.320(a) (banks); 1022.320(a) (money services businesses).
108 “Transaction”:

means a purchase, sale, loan, pledge, gift, transfer, delivery, or other disposition, and with respect
to a financial institution includes a deposit, withdrawal, transfer between accounts, exchange of
currency, loan, extension of credit, purchase or sale of any stock, bond, certificate of deposit, or
other monetary instrument, security, contract of sale of a commodity for future delivery, option on
any contract of sale of a commodity for future delivery, option on a commodity, purchase or
redemption of any money order, payment or order for any money remittance or transfer, purchase
or redemption of casino chips or tokens, or other gaming instruments or any other payment,
transfer, or delivery by, through, or to a financial institution, by whatever means effected.

31 C.F.R. §1010.100(bbb).

10918 U.S.C. §§1956(c)(7), 1957(H)(3). For a full list of predicate offenses, see the “Specified Unlawful Activities”
section of CRS Report RL33315, Money Laundering: An Overview of 18 U.S.C. 1956 and Related Federal Criminal
Law, by Charles Doyle.

11021 U.S.C. §§841-890; 31 U.S.C. §5318(g); 31 C.F.R. §1020.320.
T There are several different types of depository institutions, including banks, savings associations, and credit unions.
A depository charter can be issued by either a state or federal chartering authority.

112 Some financial institutions are exempt from establishing anti-money laundering programs. 31 U.S.C. §5318(h)(2);
31 CF.R. §1010.205.

113 See generally 31 U.S.C. §5318(h)(1); 31 C.F.R. §§1020.200-1020.220. See also 12 U.S.C. §1786(q)(1) (credit
unions); 12 U.S.C. §1818(s) (banks and savings associations). See also CRS Legal Sidebar WSLG1515, Wake Up Call
for Financial Institution Management: Anti-Money Laundering Program Is Your Personal Responsibility, by M.
Maureen Murphy.

11431 U.S.C. §5313; 31 C.F.R. subpt.1020C; 31 C.F.R. subpt.1010C. “Currency” is defined as:
The coin and paper money of the United States or of any other country that is designated as legal
tender and that circulates and is customarily used and accepted as a medium of exchange in the
country of issuance. Currency includes U.S. silver certificates, U.S. notes and Federal Reserve
notes. Currency also includes official foreign bank notes that are customarily used and accepted as
a medium of exchange in a foreign country.

31 C.F.R. §1010.100(m).

11531 U.S.C. §5322. The willful failure to file SARs and CTRs is punishable by imprisonment for not more than five
years or not more than 10 years in cases of a substantial pattern of violations or transactions involving other illegal
activity. Ibid. Structuring a transaction to avoid the reporting requirement exposes the offender to the same maximum
terms of imprisonment. Ibid. §5324(d). For a detailed description of penalties for violations of Bank Secrecy Act
reporting and monitoring requirements, see CRS Report RL33315, Money Laundering: An Overview of 18 U.S.C. 1956
and Related Federal Criminal Law, by Charles Doyle.

116 See, for example, 12 U.S.C. §§1786, 1818, 18310.

17 For these purposes, the federal banking regulators are: the Office of the Comptroller of the Currency (OCC) for
national banks and federal savings associations; the Board of Governors of the Federal Reserve System for domestic
operations of foreign banks and state-chartered banks that are members of the Federal Reserve System; the Federal
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administrative enforcement powers against depository institutions and their directors, officers,
controlling shareholders, employees, agents, and affiliates that engage in unlawful, marijuana-
related activities.!'® The banking regulators have the legal authority, for instance, to issue cease
and desist orders, impose civil money penalties, and issue removal and prohibition orders that
temporarily or permanently ban individuals from working for any depository institution.'"” The
banking regulators also have the authority, under certain circumstances, to revoke an institution’s
federal deposit insurance coverage and to take control of and liquidate a depository institution.'?°
In fact, a criminal conviction for violating the Bank Secrecy Act or anti-money laundering laws is
an explicit ground for the appointment of the Federal Deposit Insurance Corporation “as receiver
[to] place the insured depository institution in liquidation.”!?!

FinCEN and DOJ Guidance to Financial Institutions

In response to state marijuana legalization efforts, FinCEN issued guidance with respect to
marijuana-related financial crimes on February 14, 2014.'2? This guidance appears to provide a
roadmap for financial institutions seeking to comply with suspicious activity reporting
requirements when providing financial services to state-authorized marijuana businesses, while
also alerting FinCEN to transactions that might trigger federal enforcement priorities. '

The guidance notes that:

[blecause federal law prohibits the distribution and sale of marijuana, financial transactions
involving a marijuana-related business would generally involve funds derived from illegal
activity. Therefore, a financial institution is required to file a SAR on activity involving a
marijuana-related business (including those duly licensed under state law) in accordance
with this guidance and [FinCEN regulations].!'**

FinCEN advised financial institutions that, in providing services to a marijuana business, they
must file one of three types of special SARs:

1. A marijuana limited SAR: The marijuana limited SAR is seen to be appropriate
when the bank determines, after the exercise of due diligence, that a customer is
not engaged in any activities that violate state law or implicate the investigation

Deposit Insurance Corporation (FDIC) for state savings associations and state-chartered banks that are not members of
the Federal Reserve System; and the National Credit Union Administration (NCUA) for federally insured credit unions.
Ibid. §§1766, 1813(q).

118 See, for example, ibid. §1786 (credit unions); ibid. §§1818, 18310 (banks and savings associations). See also Office
of the Comptroller of the Currency, “OCC Assesses $2.5 Million Civil Money Penalty Against Gibraltar Private Bank
and Trust Company for Bank Secrecy Act Violations, Press Release, February 25, 2016, available at
https://www.occ.gov/news-issuances/news-releases/2016/nr-occ-2016-20.html (ordering the payment of a civil money
penalty and remedial actions for allegedly “fail[ing] to maintain an effective Bank Secrecy Act/Anti-Money
Laundering (BSA/AML) compliance program.”).

119 1bid.

120 See, for example, ibid. §§1786, 1787 (credit unions); ibid. §§1818, 1821, 18310 (banks and savings associations).
12112 U.S.C. §1821(c)(5)(M), (d)(2)(E).

122 Department of the Treasury, Financial Crimes Enforcement Network, BSA Expectations Regarding Marijuana-
Related Business, FIN-2014-G001, February 14, 2014, available at https://www.fincen.gov/resources/statutes-
regulations/guidance/bsa-expectations-regarding-marijuana-related-businesses. The Administration could reverse or
otherwise make significant changes to its enforcement priorities and policies. See generally CRS Report R43708, The
Take Care Clause and Executive Discretion in the Enforcement of Law, by Todd Garvey.

123 Ibid.

124 Ibid., p. 3.
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and prosecution priorities in the 2014 Cole Memorandum (see “Department of
Justice Guidance Memos for U.S. Attorneys”);'?

2. A marijuana priority SAR: A marijuana priority SAR must be filed when the
financial institution believes a customer is engaged in activities that implicate
DOJ’s investigation and prosecution priorities;'?® and

3. A marijuana termination SAR: A financial institution is instructed to file a
marijuana termination SAR when it finds it necessary to sever its relationship
with a customer to maintain an effective anti-money laundering program.'?’

FinCEN also provides examples of “red flags” that may indicate that a marijuana priority SAR is
appropriate.'?® The FinCEN guidance does not impact financial institutions’ obligations to file
currency transaction reports.'?’

Select Implications of State Marijuana Legalization

While the majority of the American public supports marijuana legalization, some have voiced
concern over possible negative implications, particularly with respect to recreational legalization.
Some concerns were outlined as enforcement priorities by DOJ in monitoring state legalization.'*
These implications include, but are not limited to, the potential impact of legalization on (1) use
of marijuana, particularly among youth; (2) traffic-related incidents involving marijuana-impaired
drivers; (3) trafficking of marijuana from states that have legalized it into neighboring states that
have not; and (4) U.S. compliance with international treaties. On the other hand, some have been
encouraged by the potential outcomes from marijuana legalization, including new tax revenue for
states and a potential decrease in marijuana-related arrests.

Not all potential implications are discussed in this report, and some are yet to be fully measured.
Of note, data on potential effects of marijuana legalization should be interpreted with caution, as
they are fairly limited, and not all factors are presented when reporting changes in statistics since
state legalization. Further, conclusions about the impact of marijuana legalization would be
premature without broader inclusion of both historical data and additional years of post-
legalization data, as well as consideration of other factors aside from legalization.

U.S. Demand for Marijuana

As discussed, marijuana is the most commonly used illicit drug in the United States. In 2015, an
estimated 22.2 million individuals aged 12 or older were current (past month) users of marijuana.
The percentage of users has gradually increased over the last several years—from 6.9% in 2010

125 Ibid., pp. 3-4.
126 bid., p. 4.
127 Ibid., pp. 4-5.

128 Tbid., pp. 5-7. Some examples of “red flags” noted in the guidance are: “[t]he business is unable to produce
satisfactory documentation or evidence to demonstrate that it is duly licensed and operating consistently with state
law”; and “[a] customer seeks to conceal or disguise involvement in marijuana-related business activity.” Ibid.

129 Ibid., p. 7. For a discussion of currency transaction reporting requirements, see supra notes 114-115 and surrounding

text.
130 See James M. Cole, Memorandum for all United States Attorneys, U.S. Department of Justice, Guidance Regarding
Marijuana Enforcement, Washington, DC, August 29, 2013, pp. 1-2.
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to 8.3% in 2015."3! The rate of past-month marijuana use among youth (aged 12 to 17), however,
has remained fairly unchanged over this period (7.0%).!3?

Figure 3. Estimates of Current Marijuana Use in Colorado,Washington, and the
United States, 2010-2015

Percentages Among Youth (Ages 12-17) and Adults (18 and Older)

2010/2011 2011/2012 wm2012/2013 m2013/2014 #2014/2015
20%
Youth 12-17 Adults 18+
16%
12%
8%
4%
0%
Colorado Washington U.S. Colorado Washington U.S.

Source: Created by the Congressional Research Service (CRS) based on available population data from the
Substance Abuse and Mental Health Services Administration (SAMHSA), National Survey on Drug Use and Health
(NSDUH), State Data, 2010/2011, 2011/2012, 2012/2013, 2013/2014, and 2014/2015, http://www.samhsa.gov/
data/.

Notes: This figure presents yearly estimates of marijuana use in Colorado, Washington, and the United States
and does not show statistical changes in these data. To review year-to-year, statistically significant changes, if any,
see the NSDUH state data reports. The 2015/2016 state data are not yet available from SAMHSA. Annual state-
level estimates are based on 2 calendar years of pooled NSDUH data, so two consecutive sets of estimates have
a one-year overlap. For more information on the NSDUH methodology, see 2014-2015 National Survey on
Drug Use and Health: Guide to State Tables and Summary of Small Area Estimation Methodology. Current use
of marijuana is defined as use in the past 30 days.

In the states that legalized recreational marijuana in November 2012 (Washington and Colorado),
the percentages of youth (aged 12-17) and adults (aged 18 and older) who are current users have
changed in various ways over the 2010-2015 period according to survey data. For adults, the
changes generally match national trends over the same time period (see Figure 3). Colorado and
Washington have higher percentages of use for adults and youth compared to national estimates—
both before and after recreational legalization began. Of note, the 2014/2015 percentages of
marijuana use among youth are fairly similar to the percentages reported in 2010/2011, while
adult percentages are higher than those reported in 2010/2011.133 Rates of drug use may be

131 Results from 2015 NSDUH, Tables 1.1A and 1.1B.

132 Results from 2015 NSDUH, Table 1.2B and Results from the 2014 National Survey on Drug Use and Health:
Summary of National Findings.

133 Substance Abuse and Mental Health Services Administration (SAMHSA), National Survey on Drug Use and Health
(NSDUH), State Data, 2010/2011, 2011/2012, 2012/2013, 2013/2014, and 2014/2015, http://www.samhsa.gov/data/.
The observed differences between estimates were not evaluated in terms of statistical significance—the probability that
an observed difference in the population estimates would occur due to random variability if there was no difference in
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influenced by many possible factors including availability of the drug, family, peers, school,
economic status, and community variables.'**

Of note, some state government officials in states that have legalized marijuana have monitored
changes in drug use patterns and emerging research on the health effects of marijuana. For
example, the Colorado Department of Public Health and Environment (CDPHE) was given the
responsibility to “monitor changes in drug use patterns, broken down by county and race and
ethnicity, and the emerging science and medical information relevant to the health effects
associated with marijuana use.”'*

Marijuana-Related Traffic Incidents

The recent use of marijuana has been shown to impair driving ability.'*® According to the
National Highway Traffic Safety Administration (NHTSA), “[IJow doses of THC moderately
impair cognitive and psychomotor tasks associated with driving, while severe driving impairment
is observed with high doses, chronic use and in combination with low doses of alcohol.”!*” Some
may be concerned that recreational marijuana legalization could be associated with an increase in
marijuana-related traffic incidents. In Colorado, despite limited traffic data, the Department of
Public Safety reports the following:

[T]he number of summons issued for Driving Under the Influence [DUI] in which
marijuana or marijuana-in-combination['3%] with other drugs [was recorded] decreased 1%
between 2014 and 2015 (674 to 665).

The prevalence of marijuana or marijuana-in-combination identified by CSP [Colorado
State Patrol] as the impairing substance increased from 12% of all DUIs in 2014 to 15% in
2015.

The Denver Police Department found summons where marijuana or marijuana-in-
combination was recorded increased from 33 to 73 between 2013 and 2015. Citations for
marijuana or marijuana-in-combination account for about 3% of all DUIs in Denver.
Toxicology results from Chematox Laboratory showed an increase in positive cannabinoid
screens for drivers, from 57% in 2012 to 65% in 2014. Of those that tested positive on the
initial screen, the percent testing positive for delta-9 Tetrahydrocannabinol (THC) at 2
nanograms/millileter rose from 52% in 2012 to 67% in 2014.

Fatalities with THC-only or THC-in-combination positive drivers increased 44%, from 55
in 2013 to 79 in 2014. Note that the detection of any THC in [the] blood is not an indicator

the estimates being compared. To review year-to-year, statistically significant changes, see the NSDUH state data
reports.

134 National Institute on Drug Abuse, Preventing Drug Use among Children and Adolescents (In Brief), October 2003,
https://www.drugabuse.gov/publications/preventing-drug-abuse-among-children-adolescents/chapter-1 -risk-factors-
protective-factors/what-are-risk-factors.

135 See Colorado Revised Statutes, Title 25, §1.5-110. See the most recent report, CDPHE, Retail Marijuana Public
Health Advisory Committee, Monitoring Health Concerns Related to Marijuana in Colorado: 2016, 2016.

136 Blood THC concentrations drop quickly after individuals smoke marijuana. See Rebecca L. Hartman and Marilyn
A. Huestis, “Cannabis effects on driving skills,” Clinical Chemistry, vol. 59, no. 3 (March 2013), pp. 478-492; and
Rebecca L. Hartman, Timothy L. Brown, and Gary Milavetz, et al., “Cannabis effects on driving lateral control with
and without alcohol,” Drug and Alcohol Dependence, vol. 154 (September 1, 2015), pp. 25-37.

137 National Highway Traffic Safety Administration, Drug and Human Performance Fact Sheets: Cannabis/Marijuana
(4 9 -Tetrahydrocannabinol, THC), https://one.nhtsa.gov/people/injury/research/job185drugs/cannabis.htm.

138 In this report, the concept of marijuana “in combination” references marijuana in combination with other drugs.
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of impairment but only indicates presence in the system. Detection of delta-9 THC, one of
the psychoactive properties of marijuana, may be an indicator of impairment.'*’

In monitoring the impacts of recreational marijuana legalization in Washington State, government
researchers report that there was no trend identified in the percentage of drivers testing positive
for marijuana (either marijuana only or marijuana in combination with other drugs/alcohol) for
those involved in traffic fatalities and who were tested for drugs or alcohol.'*’ They also report
that “marijuana incidents”'*! on the highways and roads decreased from 2,462 in 2012 to 625 in
2014. Changes in these data may be influenced by many possible factors including changes in
enforcement practices and priorities. It is possible that the sharp drop in marijuana incidents may
be explained by the legalization of marijuana possession'#? after 2012. For example, many traffic
stops involving the smell of marijuana would no longer require further law enforcement
investigation unless the individual in question is under the age of 21, there is suspicion of drug
trafficking, or other reasons.

Marijuana Arrests

After the legalization of the possession, sale, manufacturing, and distribution of certain quantities
of marijuana for recreational purposes, one might expect the number of marijuana arrests to go
down in jurisdictions that have done so. Indeed, Washington State reports that “all criminal
activities involving marijuana decreased between 2012 and 2014.”!* Possession was cited as the
most common criminal activity, and the number of marijuana possession arrests decreased from
5,133 in 2012 to 2,091 in 2013, and then to 1,918 in 2014.'** Additionally, the number of
marijuana incidents decreased from 6,336 in 2012 to 2,326 in 2014.'%

In Colorado, the number of marijuana arrests decreased by nearly half from 12,894 in 2012 to
6,502 in 2013, and then increased to 7,004 in 2014. Of note, the number of marijuana arrests for
youth (aged 10-17) increased by 6%, from 3,235 in 2012 to 3,400 in 2014, after a slight decline in
2013.14¢

139 Jack Reed, Marijuana Legalization in Colorado: Early Findings: A Report Pursuant to Senate Bill 13-283,
Colorado Department of Public Safety, March 2016, p. 6, (hereinafter, Marijuana Legalization in Colorado: Early
Findings: A Report Pursuant to Senate Bill 13-283).

140 Washington State Office of Financial Management, Forecasting and Research Division, Monitoring the Impacts of
Recreational Marijuana Legalization, 2015 Update Report, January 2016, p. 3, (hereinafter, Monitoring the Impacts of
Recreational Marijuana Legalization).

141 OFM relies on the FBI’s definition of the term “incident” and states the following: “an ‘incident’ occurs when any
law enforcement officer investigates a scene or situation, whether that investigation results in an arrest or not. Incidents
involving multiple illicit drugs or other criminal activities are counted only once, and are included in whichever
category is listed first by the local law enforcement agency.” Ibid., p. 4.

142 Washington State legalized the possession of marijuana in limited amounts by adults.

143 Monitoring the Impacts of Recreational Marijuana Legalization, pp. 3 and 17.

144 1bid, p. 17.

145 Of note, over this same period, the number of incidents increased each year for amphetamines/methamphetamines
and heroin, and decreased each year for incident data in which no drug type was provided and drug type was unknown.
See Monitoring the Impacts of Recreational Marijuana Legalization, p. 14.

146 Marijuana Legalization in Colorado: Early Findings: A Report Pursuant to Senate Bill 13-283, p. 22.
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Marijuana Trafficking

Transnational Trafficking

Mexican transnational criminal organizations have historically been the primary foreign suppliers
of marijuana to the United States, with small amounts also coming from Canada and the
Caribbean. While anecdotal reports about the impact of domestic legalization initiatives on the
domestic marijuana black market exist, officials have noted that there is an “intelligence gap”
with respect to data on exactly how domestic legalization has impacted the amount of Mexican-
produced marijuana entering the United States.!*’” For one, estimates on domestic marijuana
consumption cannot speak to the source of this marijuana. In addition, drug seizure data from the
various federal, state, and local law enforcement agencies do not give a sense of the origin of the
marijuana. Further, there is no marijuana “signature program,” like there is for cocaine and
heroin, that can help determine the geographic origin of cannabis plants used to produce the
seized marijuana.'*

Marijuana cultivation in Mexico has decreased, though it is unclear precisely how this affects or
is driven by U.S. demand for Mexican marijuana. One of the tradeoffs has been an increase in
production of other drugs. Reportedly, the trafficking organizations have shifted production to
more profitable drugs such as heroin and methamphetamine.'* Consistent with a decline in
Mexican marijuana cultivation, there has been a general decline in marijuana seizures along the
Southwest border between 2010 and 2015. However, the DEA’s outlook on marijuana trafficking
is that “Mexico-produced marijuana will continue to be trafficked into the United States in bulk
quantities and will likely increase in quality to compete with domestically-produced
marijuana.”!>

One notable statistic is that since the first states began legalizing marijuana for recreational use in
2012, there has been a “sharp decline” in the number of individuals prosecuted and sentenced for
federal marijuana trafficking offenses.'*! As experts have noted, however, this decline could be
driven by a number, or combination, of factors such as federal efforts to prosecute marijuana-
related drug offenders, efforts by drug traffickers to conceal their illegal contraband entering the
United States, and the amount of illegal marijuana being shipped into the United States.'>?

Trafficking from States that Have Legalized into Other States

Some states have alleged that there has been increased marijuana trafficking from nearby states
that have legalized marijuana possession or sale for medical or recreational purposes. For
instance, according to DEA testimony, there has been increased marijuana trafficking in states
surrounding Colorado since the state legalized recreational use.'>* The Rocky Mountain High

147 U.S. Drug Enforcement Administration, 2015 National Drug Threat Assessment Summary, DEA-DCT-DIR-008-16,
October 2015, p. 71 (hereinafter, 2015 National Drug Threat Assessment Summary).

148 National Drug Threat Assessment Summary 2016, p. 116.

149 Nick Miroff, “Losing Marijuana Business, Mexican Cartels Push Heroin and Meth,” The Washington Post, January
11,2015.

150 National Drug Threat Assessment Summary 2016, p. 125.
I51'U.S. Sentencing Commission, Quick Facts: Drug Trafficking Offenses, May 2016.

152 Christopher Ingraham, “Federal Marijuana Smuggling is Declining in the Era of Legal Weed,” The Washington
Post, May 26, 2016, referencing statements by Beau Kilmer, a drug policy researcher at RAND Corp.

133 U.S. Congress, Senate Committee on the Judiciary, Hearing on Oversight of the Drug Enforcement Administration,
Testimony of Administrator Michele M. Leonhart [transcript], 113™ Cong., 2" sess., April 30, 2014. Administrator
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Intensity Drug Trafficking Area (HIDTA) reported 394 instances of interdiction of Colorado
marijuana destined for 36 other states in 2015.!%* Additionally, the HIDTAs report indicates that
interdiction experts estimate these seizures represent about 10% or less of the total amount that is
moved across the border undetected.'>

In December 2014, Nebraska and Oklahoma filed a lawsuit in the U.S. Supreme Court'3® against
Colorado claiming that their law enforcement and criminal justice systems had been adversely
impacted by Colorado’s laws legalizing marijuana.'”” The complaint included claims that
Colorado’s “statutes and regulations are devoid of safeguards to ensure marijuana cultivated and
sold in Colorado is not trafficked to other states.”'>® In March 2016, however, the Supreme Court
declined to hear the case challenging Colorado’s marijuana law.'>

The Changing Domestic Black Market

There have been reports of changes in the domestic black market for marijuana as states have
moved to legalize it for medical and recreational purposes. For instance, the market in Denver,
CO, has been described as smaller and less violent than it previously was. In addition, buyers
there are said to be purchasing more from “mom-and-pop operations” rather than from entities
affiliated with larger cartels.'®® Most of the domestically produced marijuana (other than that
which is produced in accordance with various state laws) is cultivated in California.'®! This
cultivation is carried out not only by U.S. persons, but also by foreign criminal networks. For
instance, Mexican traffickers run large outdoor grow sites in California, which are sometimes
established on public lands.

The DEA has indicated that marijuana concentrates—such as hashish, hash oil, and keif—are a
growing concern for federal law enforcement. These substances have “potency levels far
exceeding those of leaf marijuana.”'®* The DEA has also stated that one effect of state marijuana
legalization initiatives has been an increase in seizures of marijuana concentrates and an increase
in the number of THC extraction laboratories in the United States.'®?

Broadly, there has been a shifting demand for higher-quality marijuana. The marijuana produced
in the United States and Canada is generally thought to be of superior quality to the marijuana
produced in Mexico. To be responsive to the U.S. demand for high-quality marijuana, Mexican

Leonhart further stated, “Take for instance, Kansas, and we've talked to our partners in Kansas and they've already been
seeing a 61 percent increase in marijuana seizures coming from Colorado.”

154 Rocky Mountain High Intensity Drug Trafficking Area, The Legalization of Marijuana in Colorado: The Impact,
September 2016, p. 4.

155 Ibid., p. 110.

156 The Constitution provides the Supreme Court with original jurisdiction over “Controversies between two or more
States,” meaning such claims can be filed directly with the Supreme Court without first being litigated in the lower
federal courts. U.S. CONST., art. 11, §2. cl. 1.

157 Jack Healy, “Nebraska and Oklahoma Sue Colorado Over Marijuana Law,” The New York Times, December 18,
2014.

158 States of Nebraska and Oklahoma v. State of Colorado, S. Ct., Complaint, p. 3.

159 Nebraska, et al. v. Colorado, 577 U.S. _ , 136 S. Ct. 1034 (2016); see also David G. Savage, “Supreme Court
Rejects Challenge to Colorado Marijuana Law From Other States,” The Los Angeles Times, March 21, 2016.

160 Tom James, “The Failed Promise of Legal Pot,” The Atlantic, May 9, 2016.
161 National Drug Threat Assessment Summary 2015, p. 72.

162 National Drug Threat Assessment Summary 2015, p. v.

163 National Drug Threat Assessment Summary 2016, p. 105.
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drug traffickers have tried to improve their product.'®* However, it is not just U.S. consumers who
demand higher-quality marijuana. The demand exists in Mexico as well; there have even been
anecdotal reports of traffickers moving high-quality marijuana produced in the United States
across the Southwest border for sale and distribution in Mexico.'®® U.S. officials have not yet
reported data on the quantity or frequency of this southbound smuggling.

The Marijuana Gray Market

In Colorado, state law allows the cultivation of up to 99 marijuana plants for patients and
caregivers and up to 6 plants per individual for recreational purposes. In what has been dubbed
“the gray market,” marijuana is sometimes being grown legally but then sold illegally.'®® In
addition to federal and local enforcement actions against gray market actors, Colorado Governor
Hickenlooper reportedly is seeking to establish new limits on residential plants and give law
enforcement additional resources to combat unlicensed marijuana growers. !¢’

Legalization Impact on Criminal Networks

A number of criminal networks rely on profits generated from the sale of illegal drugs—including
marijuana—in the United States. Mexican drug trafficking organizations control more of the
wholesale distribution of marijuana than other major drug trafficking organizations in the United
States.!®® One estimate has placed the proportion of U.S.-consumed marijuana that was imported
from Mexico at somewhere between 40% and 67%.'®° While the Mexican criminal networks
control the wholesale distribution of illicit drugs in the United States, they “are not generally
directly involved in retail distribution of illicit drugs.”'”® In order to facilitate the retail
distribution and sale of drugs in the United States, Mexican drug traffickers have formed
relationships with U.S. street, prison, and outlaw motorcycle gangs.!”! Although these gangs have
historically been involved with retail-level drug distribution, their ties to the Mexican criminal
networks have allowed them to become increasingly involved at the wholesale level as well.
Trafficking and distribution of illicit drugs is a primary source of revenue for these gangs.'”

A number of organizations have assessed the potential profits generated from illicit drug sales,
both worldwide and in the United States, but “[e]stimates of marijuana ... revenues suffer
particularly high rates of uncertainty.”'”® The former National Drug Intelligence Center (NDIC),

164 Ibid., p. 116.

165 John Burnett, “Legal Pot In the U.S. May Be Undercutting Mexican Marijuana,” NPR All Things Considered,
December 1, 2014.

166 John Frank, “Colorado governor calls marijuana gray market ‘a clear and present danger’,” The Denver Post,
November 15, 2016.

167 Brian Eason “The top 10 issues facing Colorado lawmakers Eason and John Frank, in the 2017 session,” The
Denver Post, January 9, 2017.

168 National Drug Threat Assessment Summary 2016.

169 Beau Kilmer, Jonathan P. Caulkins, and Brittany M. Bond, et al., Reducing Drug Trafficking Revenues and Violence
in Mexico: Would Legalizing Marijuana in California Help?, RAND International Programs and Drug Policy Research
Center, 2010.

170 Organization of American States, The Drug Problem in the Americas: Studies: The Economics of Drug Trafficking,
p. 18.

171 National Drug Threat Assessment Summary 2016.
172 Ibid. See also National Drug Threat Assessment Summary 2015.

173 Organization of American States, The Drug Problem in the Americas: Studies: The Economics of Drug Trafficking,
2013, p. 7.
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for instance, estimated that the sale of illicit drugs in the United States generates between $18
billion and $39 billion in U.S. wholesale drug proceeds for the Colombian and Mexican drug
trafficking organizations annually.!”* The proportion that is attributable to marijuana sales,
however, is unknown.!”> Without a clear understanding of (1) actual proceeds generated by the
sale of'illicit drugs in the United States, (2) the proportion of total proceeds attributable to the sale
of marijuana, and (3) the proportion of marijuana sales controlled by criminal organizations and
affiliated gangs, any estimates of how marijuana legalization might impact the drug trafficking
organizations are purely speculative.

Marijuana proceeds are generated at many points along the supply chain, including production,
transportation, and distribution. Experts have debated which aspects of this chain—and the
related proceeds—would be most heavily impacted by marijuana legalization. In addition, the
potential impact of marijuana legalization in some subset of the states (complicated by varying
legal frameworks and regulatory regimes) may be more difficult to model than the impact of
federal marijuana legalization. For instance, in evaluating the potential fiscal impact from the
2012 Washington and Colorado legalization initiatives on the profits of Mexican drug trafficking
organizations, the Organization of American States (OAS) hypothesized that “[a]t the extreme,
Mexican drug trafficking organizations could lose some 20 to 25 percent of their drug export
income, and a smaller, though difficult to estimate, percentage of their total revenues.”!’®

Other scholars have based their estimates on a hypothetical federal legalization of marijuana
when estimating the potential financial impact of marijuana legalization. Under this scenario,
small-scale growers at the start of the marijuana production-to-consumption chain might be put
out of business by professional farmers, a few dozen of which “could produce enough marijuana
to meet U.S. consumption at prices small-scale producers couldn't possibly match.”!”” Large drug
trafficking organizations generate a majority of their marijuana-related income (which some
estimates place at between $1.1 billion to $2.0 billion) from exporting the drug to the United
States and selling it to wholesalers on the U.S. side of the border.!”® This revenue could be
jeopardized if the United States were to legalize the production and consumption of

recreational marijuana. Of note, the Tax Foundation has estimated that the annual U.S. marijuana
market is $45 billion—0.28% of GDP.!”’ Under a legalization regime, some portion of the

174 U.S. Department of Justice, National Drug Intelligence Center, National Drug Threat Assessment 2009, December
2008, p. 49.

175 A 2006 Office of National Drug Control Policy figure estimated that over 60% of Mexican drug trafficking
organizations’ revenue could be attributed to marijuana sales. However, a number of researchers and experts have
questioned the accuracy of this number and provided other estimates of marijuana proceeds. See, for example, Beau
Kilmer, Debunking the Mythical Numbers about Marijuana Production in Mexico and the United States, RAND Drug
Policy Research Center. See also U.S. Government Accountability Office, Drug Control: U.S. Assistance has Helped
Mexican Counternarcotics Efforts, but Tons of Illicit Drugs Continue to Flow into the United States, GAO-07-1018,
August 2007. Another estimate has placed the proportion of Mexican DTO export revenues attributable to marijuana at
between 15% and 26% of total drug revenues. See Beau Kilmer, Jonathan P. Caulkins, and Brittany M. Bond, et al.,
Reducing Drug Trafficking Revenues and Violence in Mexico: Would Legalizing Marijuana in California Help?,
RAND International Programs and Drug Policy Research Center, 2010.

176 Organization of American States, The Drug Problem in the Americas: Studies: The Economics of Drug Trafficking,
p. 41.

177 Jonathan P. Caulkins, Angela Howken, and Beau Kilmer, “How Would Marijuana Legalization Affect Me
Personally?” in Marijuana Legalization: What Everyone Needs to Know (Oxford University Press, 2012).

178 Beau Kilmer, Jonathan P. Caulkins, and Brittany M. Bond, et al., Reducing Drug Trafficking Revenues and Violence
in Mexico: Would Legalizing Marijuana in California Help?, RAND International Programs and Drug Policy Research
Center, 2010.

179 Gavin Ekins and Joseph Henchman, Marijuana Legalization and Taxes: Federal Revenue Impact, Tax Foundation,
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revenue that might have previously been generated by traffickers could be lost to authorized
sellers (in the form of profits) and governments (in the form of taxes).

International Response!®

Developments in state marijuana laws and policies, particularly those that relate to recreational
marijuana activities, have raised some concerns about the United States’ compliance with three
United Nations (U.N.) drug control treaties that impose certain international obligations relating
to marijuana. These treaties generally seek to curb the use of controlled substances while carving
out exceptions for medicinal and scientific uses. The United States is a party to the following
drug treaties:

e The Single Convention on Narcotic Drugs (Single Convention)'®! requires parties
to the convention to “take such legislative and administrative measures as may be
necessary ... to limit exclusively to medical and scientific purposes” the
manufacture, distribution, trade, use, and possession of “cannabis.”!®?

e The 1971 Convention on Psychotropic Substances requires that specific controls
be placed upon THC.'®

e The 1988 U.N. Convention Against Illicit Traffic in Narcotic Drugs and
Psychotropic Substances requires parties to establish criminal penalties for the
possession, purchase, or cultivation of marijuana for nonmedicinal consumption,
but only to the extent that such action is consistent with the “constitutional
principles and basic concepts of [the country’s] legal system.”!34

The International Narcotics Control Board (INCB or Board) and the Commission on Narcotic
Drugs of the Economic and Social Council (Commission) are responsible for monitoring parties’
compliance with these treaties,'® though they appear to have limited ability to enforce such
compliance. For example, the Single Convention provides that the Commission may “call the
attention of the Board to any matters which may be relevant to the functions of the Board,”'*
while the Board may take measures that are “most consistent with the intent to further the co-
operation of Governments with the Board and to provide the mechanism for a continuing
dialogue between Governments and the Board which will lend assistance to and facilitate
effective national action to attain the aims of this Convention.”'®’

May 12, 2016.
180 This section was authored by Brian T. Yeh, Legislative Attorney, Congressional Research Service.
181 Single Convention on Narcotic Drugs, March 30, 1961, 18 U.S.T. 1407, https://www.unodc.org/unodc/en/treaties/

single-convention.html (last visited January 6, 2017). The Single Convention was amended by the 1972 Protocol
amending the Single Convention on Narcotic Drugs.

182 1bid. at art. 2, 4, 21, 28.
183 Convention on Psychotropic Substances, February 21, 1971, 32 U.S.T. 543. The convention directs parties to

“prohibit all use except for scientific and very limited medical purposes by duly authorized persons, in medical or
scientific establishments which are directly under the control of their Governments or specifically approved by them.”

184 December 20, 1988, S. Treaty Doc. No. 101-4 (1989).

185 Single Convention on Narcotic Drugs, art. 5, March 30, 1961, 18 U.S.T. 1407; Convention on Psychotropic
Substances, art. 17, 19, February 21, 1971, 32 U.S.T. 543; Convention Against Illicit Traffic in Narcotic Drugs and
Psychotropic Substances, art. 21, 22, December 20, 1988, S. Treaty Doc. No. 101-4 (1989).

186 Single Convention on Narcotic Drugs, art. 8.
187 Ibid, at art. 9(5).
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It is unclear whether, or to what extent, the enactment of state laws authorizing the use of
marijuana for recreational purposes affects the United States’ compliance with the drug treaties.
Some assert that state-level recreational marijuana legalization (and the federal government
response to those state laws) does not conform with the international obligations regarding
marijuana, while others disagree with this interpretation. For example, the then-President of the
INCB stated in 2013 that recreational marijuana legalization in states is inconsistent with the
Single Convention’s requirement that parties limit lawful uses of cannabis to medical and
scientific purposes.'®® On the other hand, in 2014, the then-Assistant Secretary of State for
International Narcotics and Law Enforcement Affairs appeared to express a contrary view when
he urged the international community to “accept flexible interpretation of” the U.N. Drug Control
Conventions.'®® He appealed to countries “to tolerate different national drug policies, to accept
the fact that some countries will have very strict drug approaches; other countries will legalize
entire categories of drugs.”'®® A Stanford University professor has also opined that the United
States is not in violation of the drug control conventions on account of state-level laws,!
although a Brookings Institution fellow has argued otherwise.'*?

Some observers have raised doubts about claims that the drug treaties contain the “flexibilities”
that can accommodate state recreational marijuana laws; they have instead argued for reforms of
the treaties to expressly permit them.!”® Yet in September 2014, President Obama disagreed that
the international drug control regime needs revision in light of marijuana policy developments.'**
The Trump Administration’s stance on this issue has not yet been articulated.

188 Raymond Yans, INCB President, Report of the International Narcotics Control Board, March 11-15, 2013, at 7,
https://www.incb.org/documents/Speeches/Speeches2013/CND_2013 Speech FINAL ENGLISH 120313 cl.pdf;
“INCB has to underline, it is our mandate, the central role of the 1961 Convention which needs to be implemented
worldwide, on the national level, but also on the sub-national level.”

189 U.S. Department of State, William R. Brownfield, Trends in Global Drug Policy, New York Foreign Press Center
Briefing, October 9, 2014.

190 Ibid.

191 Keith Humphreys, “Can the United Nations Block U.S. Marijuana Legalization?, ” Huffington Post, September 25,
2013 (updated November 25, 2013); “Countries with federated systems of government like the U.S. and Germany can
only make international commitments regarding their national-level policies. Constitutionally, U.S. states are simply
not required to make marijuana illegal as it is in federal law. Hence, the U.S. made no such commitment on behalf of
the 50 states in signing the UN drug control treaties.”

192 Jonathan Rauch, “Marijuana Legalization Poses a Dilemma for International Drug Treaties,” Brookings, October 14,
2014; quoting Brookings fellow Wells Bennett as saying that “if 10, 15, 20 states enact and operate responsible regimes
for the regulation of marijuana—we will be enforcing the Controlled Substances Act less and less in jurisdictions that
have regulated, legal marijuana markets. And that will create more and more tension with our international
commitments to suppress marijuana. At that point, it will be extraordinarily difficult for the U.S. to maintain that it
complies with its obligations.”

193 See, for example, Wells Bennett and John Walsh, “Marijuana Legalization Is an Opportunity to Modernize
International Drug Treaties,” October 2014, Brookings.

194 The White House, Presidential Determination—Major Drug Transit or Major Illicit Drug Producing Countries for
Fiscal Year 2015, September 15, 2014. “The U.N. drug conventions ... allow sovereign nations the flexibility to
develop and adapt new policies and programs in keeping with their own national circumstances while retaining their
focus on achieving the conventions’ aim of ensuring the availability of controlled substances for medical and scientific
purposes, preventing abuse and addiction, and suppressing drug trafficking and related criminal activities.... [R]evising
the U.N. drug conventions is not a prerequisite to advancing the common and shared responsibility of international
cooperation designed to enhance the positive goals we have set to counter illegal drugs and crime.”
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Tax Revenue

All eight of the states that have legalized marijuana for recreational purposes levy some
combination of taxes and business licensing fees at the level of marijuana cultivation or retail
sales (in addition to general state sales taxes).!”> Tax rates on the cultivation and retail sales are
more commonly levied on an ad valorem basis, or as a percentage of price.!”® The tax treatment
of medical marijuana varies by state. In some states, medical marijuana is indirectly taxed further
back the distribution chain at the cultivator level. In addition, states tax the retail sales of medical
marijuana differently. In Colorado, for example, medical marijuana sales are exempt from a 10%
special excise tax that applies to recreational marijuana sales, but they are still subject to the 2.9%
general state sales tax.!” In Washington, medical marijuana sales are subject to the same 37%
excise tax that applies to recreational sales, but they are exempt from the state’s 6.5% general
sales tax.!”

While some states utilize marijuana-related revenue streams for general spending purposes, others
have approved measures to dedicate a portion of this revenue for spending on education
(Colorado and Oregon), criminal justice programs (Alaska), or public health and substance abuse
programs (Washington).'*

Overall, though, these tax and spending regimes have been subject to change, as government
officials and voters respond to changes in revenue collections and budget priorities.

Selected Issues Before Congress —The Path Forward

Given the current federal marijuana policy gap with certain states, there are a number of issues
that Congress may address. These include, but are not limited to, issues surrounding financial
services for marijuana businesses, federal tax issues for these businesses, oversight of federal law
enforcement, allowance of states to implement medical marijuana laws and involvement of
federal health care workers, and consideration of marijuana’s designation as a Schedule I drug.

Provision of Financial Services to the Marijuana Industry

In spite of the guidance issued by FinCEN and DOJ, many financial institutions remain reluctant
to openly enter relationships with state-authorized marijuana businesses.?” Some marijuana
businesses and marijuana industry proponents have complained that even when marijuana

195 As mentioned in the “Recreational Legalization” section of this report, Washington, DC, has not legalized the
commercial sale of recreational marijuana.

196 Alaska is the only state that imposes a flat dollar tax rate on marijuana: $50 per ounce is imposed when marijuana is
sold or transferred from a marijuana cultivation facility to a retail marijuana store or marijuana product manufacturing
facility. See Alaska Department of Revenue, “Marijuana Tax,” accessed January 11, 2017, http://www.tax.alaska.gov/
programs/programs/index.aspx?60000.

197 See Colorado Department of Revenue, “Marijuana Taxes,” accessed January 11, 2017, https://www.colorado.gov/
pacific/tax/marijuana-taxes-quick-answers.

198 See Washington Department of Revenue, “Taxes Due on Marijuana,” accessed January 11, 2017, http://dor.wa.gov/
Content/FindTaxesAndRates/marijuana/Default.aspx.

199 See Office of Governor Bill Walker, “Governor Walker Signs Historic Criminal Justice Reform Bill,” press release,
July 11, 2016, at; Laurel Andrews, “Here’s Where Half of the Revenue from Alaska’s Legal Pot Will Go,” Alaska
Dispatch News, July 14, 2016.

200 Sophie Quinton, Why Marijuana Businesses Still Can't Get Bank Accounts, The PEW Charitable Trusts, March 22,
2016.
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businesses are able to open bank accounts or secure other financial services, those customer
relationships are frequently terminated in relatively short order, especially when the existence of
the relationship between the financial institution and the marijuana business becomes public.?"!

Over the years, several legislative proposals have been designed to jump-start financial
relationships with state-authorized marijuana businesses. Some of these proposals would attempt
to alleviate BSA reporting burdens beyond the measures detailed in the 2014 FinCEN
guidance.?” These proposals also would amend banking laws to prevent banking regulators from
“prohibit[ing], penaliz[ing], or otherwise discourag[ing] a depository institution from providing
financial services to a marijuana-related legitimate business” (i.e., one that is in compliance with
a state or local marijuana regulatory regime).>%

While such measures, if enacted, might help around the edges, many financial institutions and
their federal regulators may remain apprehensive about ties to the marijuana industry while
marijuana is listed as a Schedule I controlled substance under the CSA. In the absence of
legislative change to the CSA, financial institutions must proceed with the knowledge that the
Administration could reverse or otherwise make significant changes to its enforcement priorities
and policies.’* In other words, while these financial institutions may not be the subject of law
enforcement investigations currently, the option remains.

Other legislative proposals?® would reclassify marijuana as a Schedule II substance—this would

legalize marijuana for medical purposes. This would likely do more to ease bank concerns with
providing financial services to medical marijuana businesses but would not entirely eliminate a
financial institution’s legal risks, particularly if it associates with medical marijuana businesses
that operate in states or localities lacking strong regulatory oversight and enforcement standards.
Additionally, the reclassification of marijuana to Schedule II probably would have little impact on
the provision of financial services to recreational marijuana businesses because they would still
be operating in violation of the CSA.

Federal Tax Treatment

Marijuana producers and retailers may not deduct the costs of selling their product (e.g., payroll,
rent, or advertising) for the purposes of the federal income tax filings.?*® The Internal Revenue
Code (IRC) Section 280E states that

No deduction or credit shall be allowed for any amount paid or incurred during the taxable
year in carrying on any trade or business if such trade or business (or the activities which
comprise such trade or business) consists of trafficking in controlled substances (within the
meaning of schedule I and II of the Controlled Substances Act) which is prohibited by
Federal law or the law of any State in which such trade or business is conducted.

201 Tbid. See also David Migoya, “Oregon bank opens doors to Colorado marijuana businesses,” The Denver Post,
January 20, 2015,

202 See, for example, S. 683, 114™ Cong.; S. 1726, 114" Cong.; H.R. 1538, 114" Cong.; and H.R. 2076, 114™ Cong.
203 [bid.

204 See generally CRS Report R43708, The Take Care Clause and Executive Discretion in the Enforcement of Law, by
Todd Garvey.

205 See, for example, S. 683, 114™ Cong.; H.R. 1538, 114™ Cong.
206 For more legal analysis, see CRS Report R44056, Marijuana and Federal Tax Law: In Brief, by Erika K. Lunder.
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Media reports indicate that the Internal Revenue Service (IRS) has enforced Section 280E in
audits of marijuana-related businesses by refusing to accept these businesses’ deductions.?’’ IRC
Section 280E does not prohibit a marijuana business from deducting the costs of cultivating or
acquiring marijuana as a “cost of goods sold,” though.?® Effectively this constitutes an implicit
tax on marijuana-related businesses equal to the value of the tax benefit of such deductions if
these firms had engaged in an industry that was legal under federal law. One such public case
involves the Sacramento-based Canna Care marijuana dispensary. The IRS disallowed $2.6
million in deductions for employee salaries, rent, and other costs over a three-year period, which
resulted in the business owing $875,000 in additional taxes. Canna Care challenged the IRS in
U.S. Tax Court, but ultimately the court upheld the IRS ruling.?*

The discrepancies between federal, state, and local tax treatments of marijuana-related businesses
may create economic incentives to engage in the underground economy. In addition to the
uncertainty of federal tax enforcement procedures (and costs of any related legal assistance), the
inability of marijuana businesses to deduct their business expenses is effectively an implicit tax
up to 39.6% (if organized as sole-proprietor or partnership) or 35% (if organized as a C
corporation) of the cost of these expenses.?!® These implicit taxes are paid in addition to state and
local sales and special excise taxes.?!! The status quo administration of federal tax laws creates an
economic advantage for illicit marijuana sellers, who are not subject to direct taxation of their
sales.

Past marijuana-related tax proposals have varied in scope.?'? Some would have exempted a
business (that conducts marijuana sales in compliance with state law) from the Section 280E
prohibition against allowing business-related tax credits or deductions for expenditures in
connection with trafficking in controlled substances.’' In contrast, one bill would have removed
marijuana from all lists of controlled substances (and, indirectly, IRC §280E restrictions on
marijuana),’!* and another would have imposed a federal excise tax on domestic recreational
marijuana retail sales that would begin at 10% of the price and phase in a tax rate of 25% over
four years.?!

207 For example, see Jeff Daniels, “IRS Said to be Auditing Colorado Marijuana Businesses,” CNBC, July 12, 2016,
http://www.cnbc.com/2016/07/12/irs-said-to-be-auditing-colorado-marijuana-businesses.html; and Will Yankowicz,
“Marijuana Companies’ Biggest Battle Might Be Against the IRS,” Slate, July 1, 2016, http://www.slate.com/blogs/
moneybox/2016/07/01/legal _cannabis_businesses pay taxes under a code reserved for illegal drug.html.

208 See CRS Report R44056, Marijuana and Federal Tax Law: In Brief, by Erika K. Lunder.

209 See Canna Care, Inc. v. Commissioner, T.C. Memo 2015-206, October 22, 2015, http://ustaxcourt.gov/UstcInOp/
OpinionViewer.aspx?ID=10586.

210 With 35% being the top, marginal tax bracket for corporations and 39.6% being the top, marginal tax bracket for
individuals under the federal income tax code.

211 Colorado imposes a sales tax of 10% and an excise tax of 15% on retail marijuana sales, in addition to a general
2.9% state sales tax and any local sales taxes. See State of Colorado Department of Revenue, “Retail Marijuana Return
Filing Overview,” January 29-31, 2014, http://www.colorado.gov/cms/forms/dor-tax/
RetailMarijuanaReturnFilingOverviewJan2014.pdf. The state of Washington, which began allowing recreational
marijuana sales in 2014, will impose an excise tax of 25% on the sales price of marijuana within an established, state-
distribution system.

212 For more general analysis of federal proposals to tax marijuana, see CRS Report R43785, Federal Proposals to Tax
Marijuana: An Economic Analysis, by Jane G. Gravelle and Sean Lowry.

213 See the Small Business Tax Equity Act of 2015 (H.R. 1855; S. 987) from the 114" Congress.
214 See the Regulate Marijuana Like Alcohol Act (H.R. 1013) from the 114 Congress.
215 See the Marijuana Tax Revenue Act of 2015 (H.R. 1014) from the 114" Congress.
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Oversight of Federal Law Enforcement

Review of Agency Missions

In exercising its oversight authorities, Congress may choose to examine the extent to which (if at
all) federal law enforcement missions—in particular the DEA’s mission—are impacted by state
legalization of marijuana. For instance, policymakers may elect to review the mission of each
federal law enforcement agency involved in enforcing the CSA and examine how its drug-related
investigations may be influenced by the varying state-level policies regarding marijuana. As
noted, federal law enforcement has generally prioritized the investigation of drug traffickers and
dealers over that of low-level drug users. Policymakers may question whether these policies and
priorities are implemented consistently across states with different drug policies regarding
marijuana.

Cooperation with State and Local Law Enforcement

One issue policymakers may debate is whether or how to incentivize task forces, fusion centers,
and other coordinating bodies charged with combating drug-related crimes. Before determining
whether to increase, decrease, or maintain funding for coordinated efforts such as task forces,
policymakers may consider whether state and local counterparts are able to effectively achieve
task force goals if the respective state marijuana policy is not in agreement with federal marijuana
policy. Policymakers may choose to evaluate whether certain drug task forces are sustainable in
states that have established policies that are either inconsistent—such as in states that have
decriminalized small amounts of marijuana possession—or are in direct conflict—including states
that have legalized either medical or recreational marijuana—with federal drug policy. For
instance, might there be any internal conflicts that prevent task force partners from collaborating
effectively to carry out their investigations?

Of note, the Arizona Court of Appeals ruled that patients who possess marijuana in compliance
with the Arizona Medical Marijuana Act are entitled to the return of their marijuana that law
enforcement may have seized during a traffic stop.?'® In states such as Colorado, media reports
indicate that some local law enforcement officers avoid seizing marijuana in certain cases because
they do not want to have to return the marijuana to its owner—an act that is tantamount to
distribution of a Schedule I controlled substance, a violation of federal law.?!”

Oversight and Continuation of Federal Enforcement Priorities

As noted, in responding to states with recreational legalization initiatives, DOJ issued federal
enforcement priorities for states with legal marijuana. According to DOJ, it monitors the effects
of state legalization by

e collaborating with other DOJ components and other federal agencies in
assessment of marijuana enforcement-related data;
e prosecuting cases that threaten federal enforcement priorities; and

e consulting with state officials about areas of federal concern.?'®

216 State v. Okun, 231 Ariz. 462 (Ariz. Ct. App. 2013). The U.S. Supreme Court denied certiorari in 2014. Arizona v.
Okun, 572 U.S.  , 134 S. Ct. 1759 (2014).

217 Jessica Maher, “Law enforcement conflicts still exist with legal pot,” Reporter-Herald, January 2, 2014.
218 U.S. Government Accountability Office, DOJ Should Document Its Approach to Monitoring the Effects of
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As of December 2015, however, DOJ has not documented its efforts to monitor the effects of
state legalization and ensure that these priorities are being emphasized. It is unclear how the
metrics to evaluate these priorities will be used to determine whether federal intervention is
needed in states that have legalized.?'” For example, one of the eight enforcement priorities listed
by Deputy Attorney General Cole was to prevent the diversion of marijuana to other states. While
it seems the DEA is aware of increased marijuana trafficking from Colorado to Kansas, it is
unclear what level of increased trafficking might trigger action by the federal government against
state marijuana laws. Congress may choose to exercise oversight over DOJ’s enforcement
priorities and metrics for tracking illicit activity in the states. Congress may also request research
on or an investigation of this issue outside of actions by the Administration.

The Administration may alter or reverse its enforcement priorities at any time. As mentioned, in a
February 2017 White House press statement, the Trump Administration indicated there may be
increased enforcement against recreational marijuana, and stated that there is a “big difference”
between medical and recreational marijuana.??

Medical Marijuana

State Medical Marijuana Laws and Federal Law Enforcement

State medical marijuana laws have raised questions for federal policymakers about enforcing
federal law related to marijuana in situations where individuals or organizations are acting in
compliance with state law. In previous Congresses, Members of both the House and the Senate
have introduced legislation that would amend the CSA such that provisions relating to marijuana
would not apply to a person who is acting in compliance with relevant state law.??!

As discussed, in recent years, Congress has included policy riders in appropriations acts to
prohibit DOJ from using funds to prevent states from implementing their medical marijuana
laws.??? Congress may decide to alter, maintain, or reverse this provision. Notably, in a February
2017 White House press statement, the Trump Administration signaled some acceptance of the
medicinal use of marijuana: “[t]he President understands the pain and suffering that many people
go through who are facing especially terminal diseases and the comfort that some of these drugs,
including medical marijuana, can bring to them.”?%

Legalization, GAO-16-1, December 30, 2015.
219 1bid, pp. 30-31.

220 The White House, Office of the Press Secretary, Press Briefing by Press Secretary Sean Spicer, 2/23/2017, #15,
February 22, 2017, https://www.whitehouse.gov/the-press-office/2017/02/23/press-briefing-press-secretary-sean-
spicer-2232017-15.

221 See, for example, the Compassionate Access, Research Expansion, and Respect States (CARERS) Act of 2015
(H.R. 1538/S. 683 in the 114" Congress).

222 See the Consolidated Appropriations Act, 2016 (P.L. 114-113), §542; and the Consolidated and Further Continuing
Appropriations Act, 2015 (P.L. 113-235), §538 from the 114™ Congress. Of note, the medical marijuana provision
remains in effect during the FY2017 continuing resolution (The Further Continuing Appropriations Act, 2017 (P.L.
114-254).) that continues appropriations for the bureaus and agencies funded through the annual Commerce, Justice,
Science, and Related Agencies appropriations until April 28, 2017

223 The White House, Office of the Press Secretary, Press Briefing by Press Secretary Sean Spicer, 2/23/2017, #15,
February 22, 2017, https://www.whitehouse.gov/the-press-office/2017/02/23/press-briefing-press-secretary-sean-
spicer-2232017-15.
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State Medical Marijuana Laws and Federal Health Care Providers

A topic of particular interest to federal policymakers has been how federal health care
providers—especially those in the Department of Veterans Affairs (VA)—deal with state medical
marijuana laws. VA policy does not deny health care services to veterans who participate in state
marijuana programs; however, it does prohibit VA providers from completing the forms that
effectively take the place of prescriptions in state medical marijuana programs.??* Members in
both chambers have introduced legislation that would allow VA providers to complete such
forms.??® Similar provisions passed the Senate as part of an FY2016 appropriations bill, and
passed the Senate Committee on Appropriations as part of an FY2017 appropriations bill;
however, neither were included in an enacted appropriations law.?*®

Consideration of Marijuana as a Schedule I Drug: Maintain or
Minimize the Gap

As the gap between federal and state policies on marijuana widens each year, policymakers might
decide to reevaluate federal marijuana policy. It has only been a few years since states began to
legalize recreational marijuana, but over 20 years since they began to legalize medical marijuana.
A large majority of states now have marijuana policies that contradict the CSA.

In addressing state-level legalization efforts, Congress could take one of several routes. It could
elect to take no action, thereby upholding the federal government’s current marijuana policy and
enforcement priorities. It may also decide that the CSA must be enforced in states and direct
federal law enforcement to strictly enforce the CSA, even when individuals may be in compliance
with state laws. Alternatively, Congress could choose to reevaluate marijuana’s placement as a
Schedule I controlled substance. Given the history of its scheduling, Congress may consider
establishing a committee of experts to evaluate the efficacy of marijuana laws in the United States
and address other issues such as the medicinal value and harm of marijuana use.?’

Upon reevaluation, should Congress determine that marijuana no longer meets the criteria to be a
Schedule I substance, it could take legislative action to remove it from the list of substances on
that schedule. In doing so, Congress may (1) place marijuana on one of the other schedules (11,
111, IV, or V) of controlled substances or (2) remove marijuana as a controlled substance
altogether. If Congress chooses to remove marijuana as a controlled substance, it could
alternatively seek to regulate and tax commercial marijuana activities. If marijuana remains a
controlled substance under the CSA under any schedule, this would not eliminate the existing
conflict with states that have legalized recreational marijuana. If the conflict remains, Congress
may choose to continue to allow states to carry on with implementation of recreational marijuana

224 Department of Veterans Affairs, Veterans Health Administration (VHA), Access to Clinical Programs for Veterans
Participating In State- Approved Marijuana Programs, VHA Directive 2011-004, Washington, DC, January 31, 2011,
http://www.va.gov/vhapublications/viewpublication.asp?pub_id=2362. This directive expired on January 31, 2016;
however, it is cited in VHA Directive 1134 (published on November 28, 2016) and thus appears to remain in effect.
225 See the Veterans Equal Access Act (H.R. 667 in the 114" Congress); and the Compassionate Access, Research
Expansion, and Respect States (CARERS) Act of 2015 (H.R. 1538/S. 683 in the 114" Congress).

226 See §246 of H.R. 2029 (in the 114%™ Congress) as engrossed in the Senate on November 10, 2015, and §249 of S.
2806 (in the 114™ Congress) as reported to the Senate on April 18, 2016.

227 These would be similar to the efforts of the National Commission on Marihuana and Drug Abuse, also known as the
Shafer Commission, which was established under the CSA to study marijuana in the United States. See Appendix B
for further discussion of the Shafer Commission.
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laws, or it may choose to press for increased enforcement action against or within the states to
attempt to stop state-sanctioned, recreational marijuana.
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Appendix A. Medical Research on Marijuana

Approved Drugs and Ongoing Research

The Food and Drug Administration (FDA) has approved two drugs containing synthetic THC:
nabilone and dronabinol. Nabilone is FDA-approved as an antiemetic (to reduce nausea or
prevent vomiting) for patients receiving chemotherapy for cancer.””® Dronabinol is FDA-
approved as both an antiemetic for patients on chemotherapy and an appetite stimulant for
patients with AIDS-related weight loss.?*” In addition, drugs containing plant-derived THC and/or
cannabidiol (CBD, a nonpsychoactive chemical component of marijuana) are in the drug
development and approval process.?*’

The UK-based GW Pharmaceuticals has plant-derived cannabinoid drug products in trials with
the goal of FDA approval.?! Its drug Sativex®, which is composed primarily of plant-derived
THC and CBD, has already gained approval in 30 other countries for the treatment of spasticity
due to multiple sclerosis.?** In 2014, the company announced that the FDA had granted “Fast
Track” designation to Sativex as a potential pain reliever for patients with advanced cancer;?**
however, in 2015, three trials of Sativex failed to show superiority over a placebo.?** The
company continues to seek approval of Sativex and other plant-derived cannabinoid products for
treatment of various conditions (e.g., childhood epilepsy).>*

232

Scientific Evaluations of Marijuana

Recent evaluations conducted separately by the FDA and the National Academies of Sciences,
Engineering, and Medicine (the National Academies) illustrate the challenge of meeting the
required standard of evidence. While taking different approaches to their evaluations, both the
FDA and the National Academies have found that the current evidence base falls short.

228 FDA first approved nabilone in 1985 under the trade name Cesamet®, which is registered to Meda Pharmaceuticals
Inc. See http://www.accessdata.fda.gov/scripts/cder/ob/results product.cfm?Appl Type=N&Appl No=018677.

229 FDA first approved dronabinol in 1985 under the trade name Marinol®, which is registered to AbbVie Inc. See
http://www.accessdata.fda.gov/scripts/cder/ob/results_product.cfm?Appl Type=N&Appl No=018651.

230 Department of Health and Human Services, Food and Drug Administration, FDA and Marijuana: Questions and
Answers, http://www.fda.gov/NewsEvents/PublicHealthFocus/ucm421168.htm#determinations. For an explanation of
the FDA’s drug development and approval process, see http://www.fda.gov/Drugs/DevelopmentApprovalProcess/
default.htm.

231 GW Pharmaceuticals, “GW Pharmaceuticals plc Reports Fourth Quarter and Year-End 2016 Financial Results and
Operational Progress,” press release, December 5, 2016, http://ir.gwpharm.com/releasedetail.cfm?ReleaselD=1002545.

232 Spasticity refers to problems with muscle control. It is a disorder often found in people with multiple sclerosis,
cerebral palsy, and other conditions.

233 Tbid.

234 GW Pharmaceuticals, “GW Pharmaceuticals Announces that Sativex Receives Fast Track Designation from FDA in
Cancer Pain,” press release, April 28, 2014, http://ir.gwpharm.com/releasedetail.cfm?Release]D=842890. For an
explanation of FDA’s “Fast Track” designation, see http://www.fda.gov/forpatients/approvals/fast/ucm20041766.htm.
235 GW Pharmaceuticals, “GW Pharmaceuticals and Otsuka Announce Results From Two Remaining Sativex(R) Phase
3 Cancer Pain Trials,” press release, October 27, 2015.

236 GW Pharmaceuticals, “GW Pharmaceuticals plc Reports Fourth Quarter and Year-End 2016 Financial Results and

Operational Progress,” press release, December 5, 2016. Of note, the FDA does not release this kind of information,
which is proprietary; this information is publicly available because the company released it.
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FDA Evaluation. The FDA evaluated only marijuana, not drugs containing a plant-derived
chemical constituent of marijuana or drugs containing synthetic THC. Its analysis of marijuana’s
potential therapeutic effects is limited to 11 published studies that met criteria for inclusion in the
review (e.g., that the study must be a randomized controlled trial).?*” The studies examined
marijuana’s use to treat neuropathic pain (five studies), stimulate appetite in patients with HIV
(two studies), treat glaucoma (two studies), treat spasticity in multiple sclerosis (one study), and
treat asthma (one study).?*® The evaluation also assessed potential risks of marijuana use (see text
box, “Risks Associated with Marijuana Use”). The evaluation, called an eight-factor analysis, was
conducted by the FDA pursuant to a request by the DEA.?° The DEA requests such scientific and
medical evaluations from the Secretary of Health and Human Services (HHS) in response to
petitions asking the DEA to reschedule marijuana administratively.**

National Academies Evaluation. The National Academies evaluated cannabis, its constituents,
and drugs containing synthetic THC. For each of 11 health topics, the report assessed “fair- and
good-quality” research, relying on systematic reviews published since 2011 (where available) and
primary research published after the systematic review (or since 1999, if no systematic review
exists).”*! The 11 health topics are (1) therapeutic effects; (2) cancer; (3) cardiometabolic risk; (4)
respiratory disease; (5) immunity; (6) injury and death; (7) prenatal, perinatal, and postnatal
exposure to cannabis; (8) psychosocial effects; (9) mental health; (10) problem cannabis use; and
(11) cannabis use and abuse of other substances.?** The report presents nearly 100 conclusions,
including some related to the challenges in conducting research with cannabis and cannabinoids.

Federal Research Requirements for Marijuana

Many federal research requirements are standard across all schedules of controlled substances;
however, some requirements vary according to the assigned schedule of the particular substance.
Federal regulations are more stringent for Schedule I substances—including marijuana. Examples
of this include the following:

e For Schedule I substances, such as marijuana, even if practitioners have a DEA
registration for a substance in Schedules II-V, they must obtain a separate DEA
registration for Schedule I substances.

e Individuals who seek to register to manufacture a controlled substance in
Schedule I or II are subject to production quota limitations as determined by the
DEA.?* but registrants for substances in Schedules III-V are not subject to such
quotas.

237 Department of Justice, Drug Enforcement Administration, “Denial of Petition to Initiate Proceedings to Reschedule
Marijuana,” 81 Federal Register 53687-53766 and 53767-53845, August 12, 2016.

238 Ibid.
239 The term “eight-factor analysis” refers to the eight factors to be included pursuant to 21 U.S.C. §811(c).

240 The request for a scientific and medical evaluation is required by 21 U.S.C. §811(b). The results of the most recent
eight-factor analysis prior to August 2016 are available at Department of Justice, Drug Enforcement Administration,
“Denial of Petition to Initiate Proceedings to Reschedule Marijuana,” 76 Federal Register 40551-40589, July 8, 2011.

241 National Academies of Sciences, Engineering, and Medicine, The Health Effects of Cannabis and Cannabinoids:
The Current State of Evidence and Recommendations for Research, Washington, DC, 2017, p. S-3, doi:
10.17226/24625.

242 Tbid.
243 See 21 U.S.C. §826.
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e Researchers are required to store Schedule I and II substances in electronically
monitored safes, steel cabinets, or vaults that meet or exceed certain
specifications.* They are required to store Schedule III-V substances by secure
standards but the requirements are less stringent than those required for Schedule
I and II substances.

e  When researchers apply for a DEA registration to conduct research involving
Schedule I controlled substances, they must comply with federal regulations
specifying the form and content of the research protocols.?*® The DEA
Administrator must forward a copy of the application and research protocol to
HHS, which is responsible for determining “the qualifications and competency of
the applicant, as well as the merits of the protocol.”**® The HHS Secretary
delegates that responsibility to the FDA. No equivalent process is required for
Schedule 1I-V controlled substances.

Marijuana Supply for Researchers

Under the CSA, the Attorney General is required to register an applicant to manufacture Schedule
I or II controlled substances “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, 1971.2*" In the case of marijuana, the National Center for Natural Products
Research at the University of Mississippi has been the only registered manufacturer, operating
under a contract administered by the National Institute on Drug Abuse (NIDA) within HHS’s
National Institutes of Health. For nearly 50 years, it has been the only official source through
which researchers may obtain marijuana for research purposes—and which some have referred to
as a “federal research monopoly.””*® Some have contended that marijuana provided by NIDA to
researchers is “both qualitatively and quantitatively inadequate.”® Marijuana’s status as a
Schedule I drug has reportedly created difficulty for researchers who seek to study the substance
but are potentially unable to meet the strict requirements of the CSA, or perhaps they seek to
utilize a different quality of marijuana than what is available through NIDA.

In August 2016, the DEA announced a policy change “designed to foster research by expanding
the number of DEA-registered marijuana manufacturers.”?° Under the new policy, the DEA is
willing to license additional growers to “operate independently, provided the grower agrees
(through a written memorandum of agreement with DEA) that it will only distribute marijuana

24421 C.F.R. §§1301.72(a)(1)(1)-(iii) (specifications required for safes and steel cabinets storing Schedule I and 11 drugs
or substances); see also 21 C.F.R. §§1301.72(a)(2) and 1301.72(a)(3)(i)-(vi) (specifications required for vaults storing
Schedule I and II drugs or substances).

24521 C.F.R. §1301.18(a).

24621 U.S.C. §823(f); 21 C.F.R. §1301.32(a).

24721 USC §823(a).

248 See NIDA'’s Role in Providing Marijuana for Research, available at http://www.drugabuse.gov/drugs-abuse/
marijuana/nidas-role-in-providing-marijuana-research; and Marc Kaufman, “Federal Marijuana Monopoly
Challenged,” Washington Post, December 12, 2005.

249 Marc Kaufman, “Federal Marijuana Monopoly Challenged,” Washington Post, December 12, 2005; and Department
of Justice, Drug Enforcement Administration, “Lyle E. Craker; Denial of Application,” 74 Federal Register 2101,
January 14, 2009.

230 Department of Justice, Drug Enforcement Administration, DEA Announces Actions Related to Marijuana and
Industrial Hemp, August 11, 2016.
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with prior, written approval from DEA.”*! In addition, under the new policy, these growers will
only be permitted to supply marijuana to DEA-registered researchers whose “protocols have been
determined by [HHS] to be scientifically meritorious.” This new approach, DEA states, will allow
individuals to obtain a DEA cultivation registration “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.” Given that both the FDA and the DEA identified the lack of
research as a significant factor in denying the rescheduling petitions in 2016, and to the extent
that this policy may increase the amount of marijuana research conducted, the change could
contribute to future debate on rescheduling.

251 Department of Justice, Drug Enforcement Administration, “Applications To Become Registered Under the
Controlled Substances Act To Manufacture Marijuana To Supply Researchers in the United States,” 81 Federal
Register 53846-53848, August 12, 2016.

Congressional Research Service R44782 - VERSION 4 - UPDATED 40



Case: 20-71433, 09/29/2020, ID: 11841671, DktEntry: 19-4, Page 107 of 286

The Marijuana Policy Gap and the Path Forward

Appendix B. Background on Federal Marijuana

Policy

Early 20t Century

Prior to 1937, the growth and use of marijuana
was legal under federal law.?*® During the
course of promoting federal legislation to
control marijuana, Henry Anslinger, the first
commissioner of the Federal Bureau of
Narcotics (FBN),?¢ and others submitted
testimony to Congress regarding the evils of
marijuana use, claiming that it incited violent
and insane behavior.?*” Of note, Commissioner
Anslinger had informed Congress that “the
major criminal in the United States is the drug
addict; that of all the offenses committed
against the laws of this country, the narcotic
addict is the most frequent offender.”*® The

Anti-marijuana Propaganda

In the early 20th century, enforcement of drug laws was
primarily the responsibility of local police, and the FBN
occasionally assisted.252 Due to limited and reduced
appropriations during the Great Depression, the FBN
budget and the number of narcotic agents declined and
remained low for years. Publicity and warnings of the
dangers of narcotics, in particular marijuana, became
methods of drug control for the FBN.253 In seeking
federal control of marijuana and uniform narcotic laws,
Commissioner Anslinger made personal appeals to civic
groups and legislators and pushed for, and received,
editorial support in newspapers; many newspapers
maintained a steady stream of anti-marijuana
propaganda in the 1930s.254

federal government unofficially banned marijuana under the Marihuana Tax Act of 1937 (MTA;
P.L. 75-238).2° The MTA imposed a strict regulation requiring a high-cost transfer tax stamp on
marijuana sales, and these stamps were rarely issued by the federal government.?*® Shortly after
passage of the MTA, all states made the possession of marijuana illegal >

Mid-20t% Century

In the decades after enactment of the MTA, Congress continued to pass drug control legislation
and further criminalized drug abuse. For example, the Boggs Act (P.L. 82-255), passed in 1951,

252 David F. Musto, The American Disease: Origins of Narcotic Control, 3™ ed. (New York: Oxford University Press,
1999), pp. 183-200, p. 228.

253 Ibid., p. 214.

254 Richard J. Bonnie and Charles H. Whitebread 11, The Marijuana Conviction: A History of Marijuana Conviction in
the United States (New York: The Lindesmith Center, 1999), pp. 94-95.

255 States regulated marijuana but did not begin to ban it until after 1937.

256 In 1930, the Federal Bureau of Narcotics (FBN) was established within the Treasury to handle narcotic enforcement.
257 See statements by H. J. Anslinger, Commissioner of Narcotics, Bureau of Narcotics, Department of the Treasury

and Dr. James C. Munch, before the U.S. Congress, House Committee on Ways and Means, Taxation of Marihuana,
75% Cong., 1% sess., April 27-30, May 4, 1937, HRG-1837-WAM-0002.

258 U.S. Congress, House Committee on Ways and Means, Taxation of Marihuana, 75" Cong., 1% sess., April 27-30,
May 4, 1937, HRG-1837-WAM-0002, p. 7.

259 Congressional testimony indicated that marijuana, while it was a problem in the Southwest United States starting in
the mid-1920s, became a “national menace” in the mid-1930s (1935-1937). See statement by H. J. Anslinger,
Commissioner of Narcotics, Bureau of Narcotics, Department of the Treasury, before the U.S. Congress, House
Committee on Ways and Means, Taxation of Marihuana, 75" Cong., 1 sess., April 27, 1937.

260 Charles F. Levinthal, Drugs, Society, and Criminal Justice, 3" ed. (New York: Prentice Hall, 2012), p. 58.

261 In Leary v. United States (395 U.S. 6 (1968)), the MTA was overturned by the U.S. Supreme Court as a violation of
the Fifth Amendment’s privilege against compelled self-incrimination.
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established mandatory prison sentences for some drug offenses, while the 1956 Narcotic Control
Act (P.L. 84-728) further increased penalties for drug offenses. In conjunction with growing
support for a medical approach to addressing drug abuse, there was a strong emphasis on law
enforcement control of narcotics. Congress shifted the constitutional basis for drug control from
its taxing authority to its power to regulate interstate commerce,’** and in 1968 the FBN merged
with the Bureau of Drug Abuse Control and was transferred from Treasury to the Department of
Justice.?®® Several years later, President Nixon would declare a war on drugs.?®*

Congress and President Nixon enhanced federal control of drugs in the enactment of
comprehensive federal drug laws—including the Controlled Substances Act (CSA), enacted as
Title IT of the Comprehensive Drug Abuse Prevention and Control Act of 1970 (P.L. 91-513). The
CSA placed the control of marijuana and other plant, drug, and chemical substances under federal
jurisdiction regardless of state regulations and laws. In designating marijuana as a Schedule I
controlled substance, this legislation officially prohibited the manufacture, distribution,
dispensation, and possession of marijuana.?®®

The Shafer Commission

As part of the CSA, the National Commission on Marihuana and Drug Abuse, also known as the
Shafer Commission, was established to study marijuana in the United States.’*® Specifically, this
commission was charged with examining issues such as

(A) the extent of use of marihuana in the United States to include its various sources of
users, number of arrests, number of convictions, amount of marihuana seized, type of user,
nature of use;

(B) an evaluation of the efficacy of existing marihuana laws;

(C) a study of the pharmacology of marihuana and its immediate and long-term effects,
both physiological and psychological;

(D) the relationship of marihuana use to aggressive behavior and crime;
(E) the relationship between marihuana and the use of other drugs; and
(F) the international control of marihuana.?’

The Shafer Commission, in concluding its review, produced two reports: (1) Marihuana: A Signal
of Misunderstanding, and (2) Drug Use in America: Problem in Perspective.?*®

262 As stated in Article I, §8, cl. 3 of the U.S. Constitution, “Congress shall have the Power ... To regulate Commerce
with foreign Nations, and among the several States, and with the Indian Tribes.” For more information about the
commerce clause, see CRS Report R43023, Congressional Authority to Enact Criminal Law: An Examination of
Selected Recent Cases, by Charles Doyle.

263 David F. Musto, The American Disease: Origins of Narcotic Control, 3 ed. (New York: Oxford University Press,
1999), p. 239. The shift in constitutional authority was part of the Drug Abuse Control Amendments of 1965 (P.L. 89-
74).

264 For a broader discussion of the federal government’s drug enforcement history, see CRS Report R43749, Drug
Enforcement in the United States: History, Policy, and Trends, by Lisa N. Sacco.

26521 U.S.C. §812 and §841. Of note, growing a marijuana plant is considered manufacturing marijuana.

266 The commission was composed of two Members of the Senate, two Members of the House, and nine members
appointed by the President of the United States. President Nixon appointed Raymond Shafer as the commissioner.
267P.L. 91-513, §601(d).

268 National Commission on Marihuana and Drug Abuse, Marihuana: A Signal of Misunderstanding, First Report of
the National Commission on Marihuana and Drug Abuse, Washington, DC, March 1972 (hereinafter, First Report of
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In its first report, the Shafer Commission discussed the perception of marijuana as a major social
problem and how it came to be viewed as such.?®’ It made a number of recommendations,
including the development of a “social control policy seeking to discourage marihuana use, while
concentrating primarily on the prevention of heavy and very heavy use.””° In this first report, the
commission also called the application of criminal law in cases of personal use of marijuana
“constitutionally suspect” and declared that “total prohibition is functionally inappropriate.””! Of
note, federal criminalization and prohibition of marijuana was never altered, either
administratively or legislatively, to comply with the recommendations of the Shafer Commission.

In its second report, the Shafer Commission reviewed the use of all drugs in the United States, not
solely marijuana. It examined the origins of the country’s drug problem, including the social costs
of drug use, and once again made specific recommendations regarding social policy. Among other
conclusions regarding marijuana, the commission indicated that aggressive behavior generally
cannot be attributed to its use.?’> The commission also reaffirmed its previous findings and
recommendations regarding marijuana and added the following statement:

The risk potential of marihuana is quite low compared to the potent psychoactive
substances, and even its widespread consumption does not involve social cost now
associated with most of the stimulants and depressants (Jones, 1973; Tinklenberg, 1971).
Nonetheless, the Commission remains persuaded that availability of this drug should not
be institutionalized at this time.?”

At the conclusion of the second report, the Shafer Commission recommended that Congress
launch a subsequent commission to reexamine the broad issues surrounding drug use and societal
response.?’* While a number of congressionally directed commissions regarding drugs have since
been established,?”> no such commission has been directed to review the comprehensive issues of
drug use, abuse, and response in the United States.

the Shafer Commission); and National Commission on Marihuana and Drug Abuse, Drug Use in America: Problem in
Perspective, Second Report of the National Commission on Marihuana and Drug Abuse, Washington, DC, March 1973
(hereinafter, Second Report of the Shafer Commission).

269 The commission stated that three factors contributed to the perception of marijuana as a major national problem,
including “[1] the illegal behavior is highly visible to all segments of our society, [2] use of the drug is perceived to
threaten the health and morality not only of the individual but of society itself, and [3] most important, the drug has
evolved in the late sixties and early seventies as a symbol of wider social conflicts and public issues.” First Report of
the Shafer Commission, p. 6.

270 First Report of the Shafer Commission, p. 134.

271 Ibid., pp. 142-143.

272 Second Report of the Shafer Commission, p. 158.

273 Ibid, p. 224. In this statement, the Shafer Commission cites the following studies: R.T. Jones, Mental IlIness and
Drugs: Pre-Existing Psychopathology and Response to Psychoactive Drugs, Paper Prepared for the National
Commission on Marihuana and Drug Abuse, 1973; and J.R. Tinklenberg, Marihuana and Crime, Paper Prepared for
the National Commission on Marihuana and Drug Abuse, Unpublished, October 1971.

274 Second Report of the Shafer Commission, pp. 410-411.

275 See, for example, the President’s Media Commission on Alcohol and Drug Abuse Prevention and the National
Commission on Drug-Free Schools.
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The Schedule I Status of Marijuana

Updated September 11, 2020

The Controlled Substances Act (CSA) places various substances in one of five schedules based on their
medical use, potential for abuse, and safety or risk for dependence. The five schedules are progressively
ordered with Schedule V substances regarded as the least dangerous and addictive and Schedule I
substances considered the most dangerous and addictive. Schedule I substances are considered to have a
“high potential for abuse” with “no currently accepted medical use in treatment in the United States.” The
CSA prohibits the manufacture, distribution, dispensation, and possession of Schedule I substances except
for federal government-approved research studies.

Marijuana is listed as a Schedule I controlled substance under the CSA, and has been on Schedule I since
the CSA was enacted in 1970 (P.L. 91-513). For background on how marijuana came to be placed on
Schedule I, see Appendix B of CRS report, The Marijuana Policy Gap and the Path Forward.

The Schedule I status of marijuana means that the substance is strictly regulated by federal authorities.
Yet, over the last several decades, most states and territories have deviated from across-the-board
prohibition of marijuana, and now have laws and policies allowing for some cultivation, sale, distribution,
and possession of marijuana.

Select Issues Surrounding the Schedule I Status of Marijuana and the
Policy Gap with States

Select key issues related to the Schedule I status of marijuana and the gap between federal and state
marijuana policies are highlighted below.

e Institutions of Higher Education (IHEs). It has been reported that IHEs may decline to permit
research on marijuana on their campuses, because doing so may put them at risk of losing federal
funds. An THE’s policy prohibiting marijuana on campus may also affect students for whom their
states have authorized the use of medical marijuana. Under the Higher Education Act of 1965,
each THE must adopt a program to prevent the use of illicit drugs and alcohol and annually
distribute standards of conduct that prohibit the unlaw ful possession, use, or distribution of illicit
drugs and alcohol on the institution’s property or as part of any of its activities and that describe
applicable legal sanctions.

e Financial Services for Marijuana-Related Businesses. Despite the guidance issued by the
Treasury Department’s Financial Crimes Enforcement Network (FinCEN) on how financial
Congressional Research Service
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institutions may provide banking services to marijuana-related businesses, many financial
institutions remain reluctant to openly enter into relationships with state-authorized marijuana
businesses due to the Schedule I status of marijuana.

e Research on Marijuana. The Schedule I status has reportedly created difficulty for researchers
who seek to study marijuana, but are potentially unable to meet the strict requirements of the
CSA, or seek a different strain, potency, or quality of marijuana for their research than what is
lawfully available.

e Legal Consequences for Individuals. Violations of federal marijuana laws, even in instances
where individuals are using marijuana consistent with state laws, give rise to a range of other
issues including eligibility for student financial aid, housing and food assistance, gun ownership,
visas, and employment.

Drug Enforcement Administration (DEA) Rejection of Petitions to
Reschedule

Over the years, several entities have submitted petitions to the DEA to reschedule marijuana. In August
2016, after a five-year evaluation process done in conjunction with the Food and Drug Administration
(FDA), the DEA rejected two petitions—one submitted by two state governors and the other submitted by
a New Mexico health provider—to move marijuana to a less-restrictive schedule under the CSA.
Consistent with past practice, the rejections were based on a conclusion by both the FDA and DEA that
marijuana continues to meet the criteria for inclusion on Schedule [—namely that it has a high potential
for abuse, has no currently accepted medical use, and lacks an accepted level of safety for use under
medical supervision.

Authority to Alter the Schedule I Status of Marijuana

Both Congress and the Administration have the ability to alter marijuana’s status as a Schedule |
substance. The Administration could make such changes on its own, though it is bound by the CSA to
consider factors including a substance’s medical utility and risk of abuse and dependence prior to altering
its scheduling status. Congress could also alter marijuana’s status by amending the CSA, but without such
confines. Of note, in congressional hearings and other forums, some Members of Congress in both major
parties have questioned the Schedule I status of marijuana while other Members have maintained that
marijuana should remain illegal. Those questioning its status have expressed support for, at minimum,
moving it to a lower schedule. Some have gone further and supported its removal from the CSA
altogether. Those continuing to support its Schedule I status express concern over the negative
implications of its widespread use.

Options for Congress

Congress could choose to maintain the federal prohibition on marijuana, but if it wanted to address the
Schedule I status, it could do a number of things: (1) amend the CSA to move marijuana to a less
restrictive schedule; (2) create an entirely new schedule or other category for marijuana; or (3) remove it
entirely from the CSA. If marijuana remains a controlled substance under the CSA under any schedule,
that would maintain the existing conflict between the federal government and states that have legalized
recreational marijuana, though moving marijuana to a less restrictive schedule could help mitigate
conflicts between federal law and state medical marijuana laws. The creation of a new schedule solely for
marijuana would give Congress an opportunity to modify the criminality of marijuana under the CSA. If
Congress chose to remove marijuana from the CSAentirely, it could seek to regulate and tax commercial
marijuana activities.




(o/U 0T 149J1)
Case: 20-71433, 09/29/2020, 1D: 11841671, DktEntry: 19-4, Page 113 of 286

Congressional Research Senice 3

In 2019, the House Judiciary Committee marked up and ordered to be reported H.R. 3884, the Marijuana
Opportunity Reinvestment and Expungement Act of 2019 (the MORE Act). Among other things, the bill
(seealso S. 2227) would remove marijuana from the CSA. Other bills introduced in the House in the 116%
Congress, including H.R. 4323 and H.R. 171, would move marijuana to a lower schedule of the CSA.

Author Information

Lisa N. Sacco
Analyst in Illicit Drugs and Crime Policy

Disclaimer

This document was prepared by the Congressional Research Service (CRS). CRS serves as nonpartisan shared staff
to congressional committees and Members of Congress. It operates solely at thebehestofand under the direction of
Congress. Information in a CRS Report shouldnot be relied upon for purposes other than public understanding of
information that has been provided by CRS to Members of Congress in connection with CRS’s institutional role.
CRS Reports, asa work ofthe United States Government, are not subject to copyright protection in the United
States. Any CRS Report may be reproduced and distributed in its entirety without permission from CRS. However,
as a CRS Report may include copyrighted images or material froma third party, youmay need to obtain the
permission ofthe copyright holderifyou wish to copy or otherwise use copyrighted material.

IN11204-VERSION 7 - UPDATED



(o/1 01 1491)

Case: 20-71433, 09/29/2020, ID: 11841671, DktEntry: 19-4, Page 114 of 286

9/14/2020 Cannabis research stalled by federal inaction
B Applying Novel Technology
in Microwave Synthesis
NATURAL PRODUCTS

Cannabis research stalled by federal

inaction

US scientists face numerous barriers to studying health effects of cannabis
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Clinical researchers in the US are unable to study the safety and efficacy of cannabis products purchased from legal,
state-authorized dispensaries because cannabis is illegal under federal law.

esearchers in the US who want to investigate the medical benefits and risks of
cannabis are frustrated. They would like to evaluate the wide array of cannabis
products sold in states where cannabis is legal, but federal law prohibits them from
doing so because cannabis is still illegal at the federal level.

Most studies on the therapeutic effects of cannabis have relied on synthetic formulations of specific
chemicals made by cannabis plants, such as the cannabinoids tetrahydrocannabinol (THC)—the
psychoactive component of cannabis—and cannabidiol (CBD). A few researchers have looked at the
efficacy of whole cannabis plants to treat chronic pain, but no clinical studies have been conducted
on cannabis products purchased from state-authorized dispensaries. US researchers can only study
the effects of cannabis using plant material grown by the University of Mississippi under contract
with the National Institute on Drug Abuse (NIDA).

Related: US regulators take steps to boost hemp, CBD markets
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In March, the US Drug Enforcement Administration released a new rule intended to allow more
organizations to grow more varieties of cannabis, but the cannabis research community says the
proposal is still too restrictive. Additionally, cannabis researchers face the need to get approval from
three federal agencies, and funding is limited. All these obstacles hinder cannabis research, the
community says, leaving medical providers and consumers in the dark about the benefits and risks
of cannabis products.

MISSISSIPPI MONOPOLY

The University of Mississippi typically harvests about 10 kg of cannabis grown indoors

and about 500 kg grown outdoors—enough material to supply researchers for several
years. The cannabis is ground into small particles of uniform size to be standardized for
clinical research.
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Credit: University of Mississippi (both)

Researchers have complained for years about the quality and potency of the cannabis grown by the
University of Mississippi. In general, it has lower levels of THC than products that are available in
legal state markets, says Morgan Fox, media relations director of the National Cannabis Industry
Association (NCIA), a trade group for the cannabis industry. Researchers have reported that the
cannabis is moldy. Additionally, the material is “basically like powder,” Fox says. “So it is not really
representative of what people are actually consuming,” he says.

The cannabis grown by the University of Mississippi has the appearance of being poor quality
because it is highly processed. It is dried immediately after harvesting and stored for long periods of
time, sometimes years, in a walk-in freezer at -20 °C. It is also irradiated to kill off any yeasts and
molds, following complaints about mold received by the US Food and Drug Administration, says
Mahmoud EISohly, a research professor who oversees the marijuana research facility at the
University of Mississippi. Before it is shipped out to researchers, the cannabis is typically ground up
into particles of uniform size.

EISohly claims that the cannabinoids in the plant material are stable over time. “We have the
appropriate stability studies” to show that, he says. But the flavor compounds in cannabis, known as
terpenes, are destroyed during the drying process. Terpenes may have beneficial health effects and
enhance the effects of THC and CBD. It is hard to study such effects, however, when cannabis
provided for medical research doesn’t contain terpenes.

Terpenes aside, there is a good reason why cannabis grown at the University of Mississippi contains
much less THC than that of cannabis sold in state dispensaries, EISohly says. Cannabis cigarettes
made for research all have to be the same size and shape, he says. When experienced cannabis
users were asked to smoke a cigarette with 8% THC, they could not finish it, he says. So the highest
THC content in cannabis cigarettes provided for clinical research is 6%, he notes. For comparison,
cannabis sold in state dispensaries often contains as much as 30% THC.

“Our charge is not to make material similar to what is out there on the illicit market or in the state-
authorized medical marijuana programs,” EISohly says. “We are here to prepare standardized
material for research that is given to all investigators so the outcome for one study can be easily
compared with the outcome of another study.”
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EXPANDING SOURCES, THE DEA'S WAY

The DEA acknowledges that the quality and potency of the cannabis supplied by the University of
Mississippi is not representative of the cannabis that people are actually consuming in the real
world. But the agency has yet to approve any of the dozens of applications from organizations who
want to provide more realistic cannabis products to researchers for medical studies.

Many of those applications have been pending since 2016, when the DEA announced that it would
adopt a new approach to increase the number of entities registered to grow cannabis for legitimate
US researchers.

In August 2019, the DEA released the names of 33 applicants who requested to grow cannabis as
bulk manufacturers for research. Many of the applicants requested approval to supply cannabis
extract, which can be used in vaping products, edibles, and oral tinctures. Since then, the DEA has
received a few additional applications.

The agency claims, however, that because “the size of the applicant pool is unprecedented,” it does
not plan to make decisions about the applications until it changes the policies and practices that
govern the bulk marijuana growers program.

The DEA provided details about those changes in the proposed rule released on March 23. The
agency did not respond to a request from C&EN asking about the timeline for the regulation, but the
process is likely to take several more months, if not years.

Under the proposed rule, potential growers of cannabis for research have to satisfy a list of public
interest criteria spelled out in the US Controlled Substances Act (CSA).

The criteria include having effective controls against diversion of cannabis from research to illicit
uses. The DEA interprets that to mean restricting the amount grown by limiting the number of
registered manufacturers “to that which can produce an adequate and uninterrupted supply of
marihuana under adequately competitive conditions.” It is unclear whether the DEA will cap the
number of registered manufacturers to satisfy the diversion control criteria.

SPONSORED CONTENT

The LC Side of "Do More with
Less"
by Agilent Technologies

In addition, growers must have a supply agreement with a researcher who has the appropriate DEA
license to study cannabis. Alternatively, growers who plan to supply cannabis for their own research
purposes must register with the DEA to study cannabis and can only grow the amount authorized in
their research protocol.

Potential growers also must be able to consistently produce and supply cannabis “of a high quality
and defined chemical composition.” The DEA has yet to define exactly what that means. Moreover,
applicants have to show “prior compliance with the CSA and DEA regulations.” It is possible that
companies that have grown cannabis for state-authorized programs would be excluded from
consideration because such activities are illegal under the CSA.

Besides meeting the criteria under the CSA, applicants also have to be in compliance with US
obligations under an international treaty, the Single Convention on Narcotic Drugs. To meet that
requirement, the DEA would take physical possession of the cannabis within 4 months of harvest
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and be responsible for selling the product to researchers. Growers would have to notify the DEA at
least 15 days before harvest. The DEA would also have the “exclusive right of importing, exporting,
wholesale trading, and maintaining stocks of cannabis and cannabis resin,” excluding cannabis-
derived drugs and cannabis preparations that are regulated by the FDA, according to the proposed
rule. Presumably the DEA would honor the supply contracts between growers and researchers.

‘ ‘ A s more states allow

cannabis, the
federal government still
strictly controls and
prohibits it, even
restricting legitimate
medical research.

— Anna G. Eshoo, chair of health subcommittee, Committee on
Energy and Commerce, House of Representatives

CANNABIS COMMUNITY CONCERNS

In general, the cannabis industry claims that the rule would further hinder cannabis research in the
US and make it harder for organizations other than the University of Mississippi to provide cannabis
to legitimate researchers.

“The DEA is not a public health or a scientific organization and has much different priorities and
expertise than those organizations,” the NCIA’s Fox says. The DEA doesn’t have expertise related to
facilitating research and is not in a good position to judge what research is necessary and
appropriate, he notes. “So overall, we feel that they are not the appropriate agency to be charged
with being the gatekeeper for research production,” he says.

The NCIA suggests that the National Institutes of Health or some other agency within the
Department of Health and Human Services would be better suited to oversee cannabis produced for
research.

In addition, to improve the diversity of cannabis products available to researchers, a great place to
start “would be approving applications for production, particularly ones that have been sitting in the
application process for up to 4 years,” Fox says. Regulators should also find “some way to allow
researchers to be able to legally do research on products that are available in legal regulated
cannabis markets.”

Some lawmakers agree. In comments submitted to the DEA, Sen. Brian Schatz (D-HI) urges the US
Attorney General to waive the requirement that cannabis growers register with the DEA. Such a
waiver would allow researchers with appropriate DEA licenses to obtain cannabis products from
state dispensaries for research purposes.

Researchers point to the recent outbreak of severe lung
disease linked to vaping cannabis-based products to
emphasize why it is important to study products that
people are actually consuming. The outbreak “is
extremely frightening, yet the issue cannot be effectively
studied because researchers cannot work directly with
cannabis products that are in actual use,” says Theresa
A. Maldonado, vice president for research and
innovation for the University of California system, in
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. " comments submitted to the DEA. She asks the DEA to
The LC S!de of ]30 allow university researchers to study cannabis products
More with Less that are legally purchased from state dispensaries
by Agilent Technologies “without being subject to prosecution, withdrawal of

federal funds, or other sanctions.”

Related: Hemp growing pains

The University of Mississippi’s EISohly isn’t worried about increasing the pool of growers who supply
cannabis for research. “I have no problem with that,” he says. The University of Mississippi has been
the sole provider of cannabis for research for more than 50 years. “It doesn’t really take away from
what we are doing. It is not a competition per se, it just adds to the variety of products that are out
there to be tested.” But he questions how realistic it is to test cannabis purchased from various
dispensaries across the US. “Every product is going to be different,” he says.

CHANGING CRITERIA FOR GROWING CANNABIS

Growers must meet the following requirements under the Drug Enforcement
Administration’s March 23 proposed rule:

» have a supply agreement with a DEA Schedule | licensed researcher or have their own license to
conduct cannabis research and an authorized research protocol

» be able to consistently produce and supply high-quality cannabis
» show prior compliance with the Controlled Substances Act and DEA regulations

» notify the DEA at least 15 days before harvest and allow the DEA to take physical possession of
the cannabis within 4 months of harvest

> give the DEA exclusive rights to distribute the cannabis, including importing and exporting.

RESEARCHERS TURN ELSEWHERE

As the DEA drags its feet in approving new cannabis sources for research, some university
researchers have resorted to studying cannabis-based drugs imported from countries such as
Canada. For example, a research group at the University of California San Diego is studying a
cannabis-derived drug imported from the Canadian company Tilray to treat a movement disorder
called essential tremor.

Tilray has also provided researchers at Columbia University with a cannabis-based product to test for
efficacy in treating breast cancer patients suffering from taxane-induced nerve damage, a side effect
of treatment with the chemotherapy drugs paclitaxel and docetaxel.

“Sourcing materials from other countries is currently pursued by NIDA in an attempt to provide more
products,” says Heike Newman, a senior regulatory manager at the University of Colorado Denver
who provides regulatory guidance to clinical researchers at the university who are interested in
studying cannabis. “We know it is an option,” she says. “But working with these companies directly
to get their products is costly and our researchers with approved funding don’t have the financial
means to continue with that approach.”

‘ ‘ N ot everyone who is

willing to
participate in a clinical
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trial wants to smoke
cannabis.

— Heike Newman, senior regulatory manager, University of Colorado
Denver

In addition to wanting a more varied cannabis supply, “what researchers really need are more and
different formulations,” such as oral solutions or dermal products rather than rolled cigarettes,
Newman says. “Not everyone who is willing to participate in a clinical trial wants to smoke
cannabis,” she says. The University of Mississippi does supply two cannabis extracts, one that is
high in THC and low in CBD and another that is high in CBD and low in THC, EISohly says. Because of
the growing interest in CBD oil, “we had an option to prepare 50 kg of extract,” he notes.

ADVERTISEMENT Even so, the chorus of lawmakers calling for change is
growing. Several members of Congress grilled regulators
in January about the barriers to cannabis research

THE LATEST IN COVID-19 NEWS, (o o tions during the first-ever cannabis hearing of the health
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The bulk of the hearing centered on how to resolve a
COVID-19 vaccine makers sign safety dilemma that has plagued cannabis policy for decades.
and efficacy pledge The DEA classifies cannabis as a Schedule | drug—a
10 Sep 2020 . category for substances that have no medical value and

high potential for abuse. Other Schedule | drugs include

heroin, LSD, and ecstasy. The Schedule | classification
means that researchers must jump through all sorts of hoops, including seeking approval from three
federal agencies, to study cannabis. The DEA can change how cannabis is categorized or take it off
controlled substance schedules entirely if it has sufficient scientific evidence to justify the change,
but researchers are impeded from doing the work that might provide such evidence because of the
drug’s Schedule | status.

House lawmakers are considering several bills that would reschedule or deschedule cannabis. There
does not appear to be broad support in Congress or within the federal government, however, to
legalize cannabis at the federal level.

One possible solution to expedite medical research on cannabis is to create a subcategory of
Schedule |, NIDA director Nora Volkow testified at the January hearing. NIDA has been working with
the FDA and the DEA to create such a pathway, not just for marijuana but for Schedule |
substances in general, “so that researchers don’t have to go through all of the obstacles and the
delayed process,” she said.

Another obstacle that researchers face is extremely competitive funding for cannabis research. In
fiscal 2018, the NIH funded about $148 million on cannabinoid research, of which about $38 million
was devoted to cannabis therapeutics. The NIH prioritizes funding for cannabis therapeutic studies
focused on treating pain, addiction, and inflammatory disorders, as well as for studies examining the
adverse health effects of cannabis on prenatal and adolescent development.

Related: Boom or bust ahead for cannabidiol in the US?

As the number of states legalizing cannabis for medical and adult use grows, nearly everyone agrees
that more research is needed to better understand the benefits and risks.

“Thirty-three states now allow the medicinal use of cannabis and 11 states and the District of
Columbia have legalized cannabis for adult use,” subcommittee chair Anna G. Eshoo (D-CA) noted
during the hearing. “As more states allow cannabis, the federal government still strictly controls and
prohibits it, even restricting legitimate medical research.”
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COMMENTS

Shuki Greer

(June 30, 2020 10:39 AM)

This seems like an absurd number of requirements in order to be qualified as a cultivator for researchers. If the
DEA is so intent on abiding by this 60 year old Single Convention, they should start with the MASSIVE LEGAL
MARKETS AROUND THE COUNTRY!

The UN isn't going to say "The US isn't following the treaty because they allow cannabis cultivation for research
purposes without giving the DEA custody of the plants in time". They are going to say "The US isn't following the
treaty because its freakin legal and available in 11 states across the country." This is a clear pretext on the hands
of the DEA to inhibit the development of a scientific body of research that would support full cannabis legalization.

This is exactly what John Elias just testified about to the House Judiciary Committee. Both Sessions and Barr are
hell-bent against marijuana like they have been watching Reefer Madness on repeat. Its a shame that our leaders
aren't listening to the people. Cannabis legalization is happening already, and will not be stopped. It just might
take a few baby boomers to retire before we get there.

Reply »

Canix

(August 25, 2020 7:13 AM)

I'm going to add your tips to my rundown of life improvement hacks. Thank you so much for such an extraordinary
explanation. https://canixsoftware.blogspot.com/2020/08/5-women-having-most-influence-in.html
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New Angina Drugs

Two cakeivm channel blockess,
nifedipine and verapamil, have been
approved for teatment of vasospastic
and elassical effort-associated angina,
These diugs are also referred ro as
*calcium entry Blockers™” or “calcium
antagonists.’’

Drugs of this pharmacologic class
have some common properties but also
have important differences in clinica
use.
a‘j;}])oth agents inhibit rransmembrane
farhx of extracellular calcium into car
ﬁ?ac and vascular smooth muscle, and
produce, in isolated tissues, negarive
inotropic effects, depressed sino-atrial
(SA) and atric-ventnicular {AV) node
function, and vasodilation. At clinical

doses in humans, however, the vascular
effects are usually predominant, caus-
ing reduced peripheral vascular resist-
ance and lower blood pressure and pre-
VEDing Of 1eversing coronary $pasm.
The effects on cardiac tissus are usu-
ally less prominent, probably because
of afterfoad reduction and reflex sym-
pathetic tespenses o vasodilation, In
patients with normal cardiac function

not on other negatively inoropic drugs,

the negative inotropic effects of the
drugs are not usually manifested.

In some cases, however, heart failuse
can beé induced or wossenced, and par-
ticulat care must be paid to concomi-
tant use of czlciom channel blockers
with beta blockers and to usc in pa-
tients with sortic stenosis, where
vasodifation would not be expected to
produce significant afterioad reducton,

ulletin

Effects on AV and SA node function
are also not prominent #n vivo with
nifedepine, although they can occur
with verapanul,

Effectiveness

Vetapamil, but not nifedipine, is an
effective agent intravenously in inter-
rapring supraventricular tachycardia
and slowing the heart rate in atrial
fibrillation,

Both drugs are effective in angina
due to vasospasm and in chronic stable
angina. Current labeling for nifedipioe
recommends it for use in stable angina
only in patients *‘who remain symprto-
matic despite adequate doses of beta
blockers and/or organic nitrates or who
cannot tolerate those agenws.”” This res-
ervation is based on the limited long-
term evidence of safety and effective-
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ness in people with stable angina.

Although the effectiveness of these
agents in angina is documented, many
aspects of their effectiveness remain to
be defined. Uncontrolled repofts' and
studies in which these agents have been
added to, or substituted for, organic
nitrates that had proved insufficienty
effective 2? in vasospastic angina seem
to indicate a special ability of the eal-
cium antagonists to prevent vasospastic
angina. In two well-controlied studies
comparing nifedipine with isosorbide
dinitrate, however, 4° there was little
difference between the two treatments,
Thete are no similar direct comparisons
of verapamil and organic nitrates.

Safety

The side-effect profile of these agents
overiaps but is by no means identical.
In general, nifedipine appears to have a
somewhat greater tendency to decrease
peripheral resistance and lower bioed
pressure than verapamil, and does not
tend to inhibit SA or AV nodal con-
duction. There is often a small increase
in heart rate, and typical symproms
and signs of vasodiation (dizziness,
flushing, numbness and tingling of ex-
tremities, peripheral edema, or palpita-
tions) are commeon but usually tlera-
ble.

More serious reactions can ako occur.
Excessive hypotension occurs occasion-
ally with the use of nifedipine, usually
during the initial titration or at the
time of upward dosage adjustment. It
may be more likely in patients waking
beta blockers concomitantly.

A few patients have developed in-
creased frequency, duration, or severity
of angina upon starting nifedipine or at

the time of dosage increases.S

Nifedipine dosage should be titrated
over a 7 to 14 day period, if possible,
to enable the physician to assess re-
sponse at each dose level and monitor
blood pressure before proceeding to
higher doses.

There are isolated reports of patients
recently withdrawn from beta blockers
who have developed marked worsening
of angina and even infarction.’

If possible, it is advisable to taper
beta blockers before stopping them and
beginning nifedipine. It does not ap-
pear that nifedipine can weat the in-
creased angina sometimes associated
with beta blocker withdrawal.

Concomitant use of nifedipine and
beta blockers is usually well tolerated.
However, thete is little controlled expe-
rience with the combination, which is
known to increase the likelihood of
congestive heart failure and severe hy-
potension.

In rare instances, patients have devel-
oped heart failure after beginning
nifedipine, usually when the drug was
added to a beta blocker.? Patients with
tight aortic stenosis may also be at
greater risk of developing heart failure
with nifedipine.?

Nifedipine may be given concomi-
tantly with nitrates, but there have
been no controlled studies 1o assess the
antianginal effectiveness of this com-
bination.

Nifedipine has been reported to in-
crease serum digoxin concentrations by
about 50 percent and must be used
with great caution with concomitant
digoxin.i®

Bleod pressure falls with oral
verapamil, but marked decreases appear
unusual. There is usually a slight de-
crease in heart rate. Symptoms of
vasodilation are not common. On the
other hand, verapamil can inhibit SA
node function and AV conduction, and
cause sinus bradycardia, nodal escape
thythm, and/or AV block. It is, there
fore, contraindicared in patients with
pre-cxisting AV conduction abnormali-
ties or sick sinus syndrome.

Verapamil has generally been -
avoided in patients with pre-existing

AT o -

i

ey L

he
pa

fa

gr
en
ca
tic
in

wi

St
sta
inj
tre
pr
(ur
rat

w

tre
ins
be
do
ur
city

pe:
she
see
fre
rea

Pptc
kid
ads
(Ve
the
ters

 the

ICW
the
in

wit.
afte
neg



ted

s

of

s

ng

wnd

e

el

&

1€

ar

Case: 20-71433, 09/29/2020, ID: 11841671, DktEntry

Jr—
-

(0oz OI 1491)

: 19-4, Page 125 of 286

heart failure and is contraindicated in

patients with severe left ventricular dys-

function because it can worsen heart
failure.

There are few studies of verapamil
given in combination with beta block-
ers, but it is clear that the combination
can impair cardiac function in some pa-
tients,!! even when cardiac function was
initially good.*?

Verapamil can cause constipation,
which is usually mild.

In studies carried out in the United
States, there were two reported in-
stances of rechallenge-confirmed liver
injury among the first 1,000 patients
treated.??* The patients had a picture of
predominantly hepatocellular injury
(transaminases in the 1,000 unit
range), although there were no liver bi-

¥ asies to confirm this; there was

mpt resolution on discontinuation
*. .« the drug. In nearly 4,000 patients
treated since that time, only isclated
instances of enzyme abnormalities have
been reported. The world literature
does not include any reports of liver in-
juty similar to the one previously
cited.?

Patients on verapamil should have
petiodic liver function tests. The drug
should be stopped if abnormalities are
seen. Physicians can help define the
frequency and severity of this adverse
reaction by reporting observed cases
promptly to FDA.

In patients with impaired liver or
kidney function, verapamil should be
administered only with great caution.
(Verapamil is highly metabolized by
the liver and 70 percent of an adminis-
tered dose is excreted as metabolites in
the urine.}

Verapamil increases serum digoxin
levels in patients on chronic digoxin
therapy and must be used with caution
in such patients. Maintenance digoxin
doses should be reduced and the pa-
“ent shouid be carefully monitored to

SN

Feoebid over- of under-digitalization when

—verapamil is administered.
Disopyramide should not be given
within 48 hours before or 24 hours
afrer verapamil due o the combined
negative inotropic effects of the two

drugs.

Until further data are available,
verapami! and quinidine should be
used together cautiously, especially in
patients with hypertrophic cardiomyo-
pathy, because there have been z few
reports of pulmonary edema in patients
given the combination.™

As with nifedipine, verapamil may
be given concomitantly with nitrates,
although the effectiveness of the com-
bination has not been evaluated.

Mere complete information for pre-
scribing these drugs is available in the
package inserts.
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Sucralfate Approved
for Duodenal Ulcer

Sucralfate (Carafate), a basic
aluminum salt of polysulfated sucrose,
has been approved for short-term (up
to 8 weeks) treatment of duodenal
ulcer. The drug is chemically unlike
any other drug used fer teatment of
duodenal uleer.

Sucralfate exerts its effect through
local rather than systemic action, and
there is little systemic absorption.
Although the mechanism of sucralfate’s
anti-ulcer activity has not been fully
defined, studies suggest that, with ex-
tracellular protein, it forms an ulcer-
adherent complex that covers the ulcer
site and protects it against further at-
tack by acid, pepsin, and bile salts.
The medication has negligible acid-
neutralizing capacity and its and-ulcer
effects cannot be attributed to neutral-
ization of gastric acid.

In two U.S. muiticenter, placebo-
controlled studies with endoscopic eval-
uation at 2 and 4 weeks, sucralfate was
more effective than placebo in promor-
ing complete healing, and statistically
significantly better at 4 weeks. In the
first study, the ulcer healing rate at 4
weeks was 75.2 percent for sucralfate
and 63.6 percent for placebo. In the
second study the 4-week uicer healing
rate was 92 percent for sucralfate and
58 percent for placebo.

The better result in the second study
may be attributable to the dosage
schedule used. In the first trial, sucral-
fare was given 2 hours after meals and
at bedtime rather than as now recom-
mended, 1 hour before meals and at
bedtime. The latter regimen was used
in several foreign studies and in the
second U.S. swdy.

There ate no known contraindica-
tions to the use of sucralfaze. Adverse
reactions in clinical trials involving
more than 2,400 patients were minor
and only rarely led to the discontinua-
tion of the drug: The most frequent
complaint was constipation, which was
reported by 2.2 percent of patients.
Other adverse effects reported in no
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more than 1 of every 350 patients were
diarrthea, nausea, gastric discomfort, in-
digestion, dry mouth, rash, pruritus,
back pain, dizziness, sleepiness, and
vertigo.

No long-term studies have been car-
ried out and there is no recognized rea-
son for long-term use of sucralfate.
Specifically, it is not known whether
sucralfate can prevent ulcer recurrence.
Long-term studies will be needed to as-
sess the possibility of adverse effects
associated with long-term use, e.g., ef-
fects on absorption of fat-sciuble vita-
mins.

The recommended adult dosage is 1 g
four times a day on an empty stomach.
Antacids may be prescribed as needed
for relief of pain but should not be
taken within 30 minutes before or after
administration of sucraifate.

While healing with sucralfate may
occur during the first week or two,
treatment should be continued for 4 to
8 wecks unless healing has been con-
firmed by X-ray or endoscopy.

Ritodrine Update

Since the approval of ritodrine
(Yutopar) for use in premature labor
(see November 1980 and July 1981
Drug Bulletinsy, FDA has been moni-
toring several areas of concern about
the drug’s known cardiovascular effects.
In light of a number of adverse reac-
tion reports, the labeling of ritodrine
has been updated to warn about;

@ the need to monitor the patient’s
state of hydration;

® the possibility of pulmonary edema
with or without the concomitant use of
corticosteroids, many cases of which
seem to be related to overhydration;

@ the possible unmasking of occult
cardiac disease, the first sign of which
may be chest pain.

Ritodrine, a beta,-sympathomimetic
drug, may be useful in preterm labor
in pregnancies of at least 20 wecks
gestation when contraindications have
been ruled out.

However, in pregnancies of more
than 32 weeks, physicians should care-

4

fully weigh the risks and benefits
before administering the drug.

When gestational age is in doubt,
intrauterine growth retardation should
be considered in the differential
diagnosis of preterm labor. Among low
birth weight infants, about 9 perceat
may be growth retarded for gestational
age. Prolongation of labor beyond term
will not correct the growth retardation
of these babies.

Initial administration of ritodrine is
intravenous. To minimize the risk of
hypotension, the patient should be
maintained in the left lateral position
during infusion and careful attention
should be given to her state of hydra-
tion. The amount of Lv. fluids admin-
istered should be monitored to avoid
either circulatory fluid overload (over-
hydration) or inadequate hydration. An
excess sodium load should be avoided in
hydrating the patient.!

The boxed warning for ritodrine has
been amended to read:

Maternal pulmonary edema has
been reported in patients treated
with Yutopar, sometirnes after de-
livery. While occurring infrequently,
it has occurred mote often when pa-
tieats were treated concomitantly
with corticosteroids. Maternal death
from this condition has been re-
ported with or without cortico-
steroids given concomitantly with
drugs of this class.

Patients so treated must be closely
monitored in the hospital. The pa-
tient’s state of hydration should be
carefully monitored. (See Dosage
and Adminiseration.} If pulmonary
edema develops during administra-
tion, the drug should be discon-
tinzed. Edema should be managed
by conventional means.

Because cardiovascular responses
ate common and more pronounced
during intravenous administration of
Yutopar, cardiovascular effects, in-
cluding maternal pulse rate and
blood pressure and fetal heart rate,

should be closely monitored, Ob-
serve for premonitory ot actual ma-
ternal signs and symptoms of pul-
menaty edema. A persistent high
tachycardia (over 140 beats per
minute) and/or persistent tachypnea
(respiratory rate over 20 per minute)
may be signs of impending pulmo-
naty edema with drugs of this class.

Oceulr cardiac disease may be un-
masked with the use of Yutopar. If
the patient complains of chest pain
or tightness of chest, the drug “
should be temporarily discontinued
and an ECG should be done as soon
as possible.

The drug should not be adminis-
tered to padents with mild to mod-
erate preeclampsia, hypertension, or
diabetes unless the attending physi-
cian considers that the benefits
clearly outweigh the risks.

Reference:

1. Phitipsen T, et al.: Pulmonary edema
following ritedrine-saline infusion in pre-
matute habor. 04 Gyn 1981; 38(3): 304-7.

Use of Approved Drugs
for Unlabeled Indications

The appropriateness or the legality of
prescribing approved drugs for uses not
included in their official labeling is
sometimes a cause of concern and con-
fusion among practitioners.

Under the Federal Food, Prug, and
Cosmetic (FD&C) Act, a drug approved
for marketing may be labeled, pro-
moted, and advertised by the manufac-
turer only for those uses for which the
drug’s safety and effectiveness have
been established and which FDA has
approved. These are commonly referre.”
to as ‘‘approved uses.”’ This means
that adequate and well-controlled
clinical trials have documented these
uses, and the results of the trials have
been reviewed and approved by
FDA.
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The FD&C Act does not, however,
limit the manner in which a physician
may use an approved drug. Once a
product has been approved for market-
ing, a physician may prescribe it for
uses of in treatment regimens of pa-
tient populations that are not included
in approved labeling. Such *‘unap-
proved’’ or, more precisely, '‘unla-
beled’ uses may be appropriate and ra-
tional in certzin circumstances, and
may, in fact, reflect approaches to drug
therapy that have been extensively re-
ported in medical literature.

The term ‘“unapproved uses’ is, to

| some extent, misleading. It includes a
. variety of situations ranging from un-
_ studied to thoroughly investigated drug
© uses. Valid new uses for drugs already
__on the market are often first discovered

ough serendipitous observations and
“#rapeutic innovations, subsequently

“~-¢onfirmed by well-planned and exe-

. cuted clinical investigations. Before

i such advances can be added to the ap-

. proved labeling, however, data substan-
. tating the effectiveness of a new use or
. regimen must be submitted by the

manufacturer to FDA for evaluation.

- This may take time and, without the
* initiative of the drug manufacturer
. whose product is involved, may never
. occur, For that reason, accepted med-
. ical practice often includes drug use

- | thatis not reflected- in approved drug
. labeling.

With respect to its role in medical

. practice, the package insert is informa-

: tional only. FDA tries to assure that
"1 prescription drug information in the

. package insert accurarely and fully re-

- flects the data on safety and effective-

. ness on which drug approval is based.

Hepatitis B Vaccine for

-,_;Ise in Selected Populations

; ;ﬁAn inactivated hepatitis B vaccine
-.+cHeptavax-B) has been licensed for use
in the United States. It is intendedHfor
selected populations at high risk of ac-
quiring hepatitis B, one of three known
forms of viral hepatitis. (The others are

hepatitis A and non-A non-B hepati-
tis.)

The vaccine is the first to be made
from human bloed. Noninfectious ant-
gen is purified from the plasma of
asymptomatic human cartiers of hepa-
titis B. After a series of chemical treat-
ments, followed by the addition of
alum adjuvant, the vaccine is admin-
istered in three intrramuscular injections
over a 6-month period.

Vaccination is not intended for the
general population, but 15 recom-
mended for persons older than 3
months of age who are at increased risk
of hepatitis B virus infection. These
persons will include health care
workers, institutionalized patients,
laboratory workers, hemodialysis staff
and patients, family contacts of carriers,
some militaty personnel, and persons
with numerous sexual partners.

Thete continues to be a dialogue
among government agencies, industry,
and the medical community about use
of the vaccine in selected high-risk
groups. The Advisory Committee on
Immunization Practices (ACIP) of the
U.S8. Centers for Disease Control
{CDC), with assistance from represen-
tatives of FDA, the National Institutes
of Heaith, and the medical commu-
nity, has met several times to discuss
specifically which population groups
should receive this vaccine. The ACIP
will meet once more in May of this year
to draft final guidelines for use of this
vaccine.

Efficacy

In clinical trials, 85 to 96 percent of
petsons receiving three doses of either
20 mg or 40 mg of vaccine were im-
mune to infection. The duration of
protection is presently unknown.
However, in clinical trials, vaccine-
induced antibodies, shown to provide
protection against infection, persisted
for at least 24 months in those receiv-
ing all three doses and will probably
last for at least 5 years, After this time,
a booster may be necessaty to maintain
immunity.

Side effects have been mainly local,
mild, and transitory.

Availability

Due to the complexity of the meth-
ods used for producing the vaccine, it
will be summer or fall of 1982 before
the product is generally available from
Merck, Sharp & Dohme. This manufac-
turer can supply complete physician in-
formation.

Advice on Limiting
Intake of Bonemeal

Due to the unknown but often sub-
stantial lead content of individual sam-
ples of bonemeal and dolomite, FDA
advises practitioners that these sub-
stances should be used as litde as possi-
ble in infants, young children, and
pregrant or lactating women.

Bonemeal is used primarily as cal-

_cium and/or phosphorus supplements.

Bonemeal supplements are usually
composed of finely crushed, processed
bone and ate packaged in powder, cap-
sule, tablet, or wafer form. The source
of bone is usually cattle but sometimes
also horses. Bone martow may also be
added to this product. All bonemeal
products contain lead which originates
primarily from the diet of the animals
from which the bone is taken. Bone
serves as a repository for lead in the
body and, in general, the older the an-
imal the more lead in its bones.

Dolomite is a mineral deposit, con-
sisting: of calcium-magnesium carbonate
with traces of other elements, including
lead. Dolomite is used as a calcium and
magnesium supplement and, like bone-
meal, may be purchased in powder,
capsule, tablet, or wafer form.

While a latge portion of the small
amounts of dietary lead ingested by
humans is excreted, some is deposited
in the mineral fabric of bone and some
goes into soft tissue. Infants and
children rend to absorb lead more effi-
ciently than adults, When it is con-
sumed in excess, lead may produce
toxic reactions including central nervous
system damage, anemia, and abdom-
inal pain. As in animals, the accumu-
lation of lead in human bone increases
with age. Additionally, studies with
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adult volunteers have shown that over a
long time, the accumulation of lead in

the body is proportional to the level of
intake.

FDA Surveys

FDA has undertaken limited surveys
to identify the extent of lead contami-
nation of bonemeal and to determine
whether the problem is limited or in-
dustry-wide.

One survey by FDA’s Division of
Consumer Studies of approximately
3,000 persons, 16 years of age and
older, determined thar about 1 percent:
of the population surveyed consumed
bonemeal as a calcium source. More
than 90 percent of the individuals con-
surning bonemeal were women, 56
years of age or older. The available in.
formation suggests that the average in-
take of bonemeal does not usually ex-
ceed 10 g/day.

No reliable information is available
on the use of bonemeal as a calcium
source for young children or infants.
However, it is possible that bonemeal
has been used as a calcium supplement
for infants who have an intolerance for
milk.

Although levels are usually lower,
FDA scientists have found some sam-
ples of bonemeal containing lead at
concentrations as high as 17 to 20 parts
per million (ppm). Comparably high
levels of iead have also been detected
in some samples of dolomite.

It is known that the consumption of
bonemeal conuining 5 to 10 ppm lead
by infants and children may result in
lead intakes that clearly exceed the
FDA recommended tolerable or max-
imal daily intake from all sources, For
the infant, lead intake should be as low
as possible and less than 100 micro-
grams/day, and for children between 6
months and 2 years the intake of lead
should be no more than 150 micro-
grams/day,

Special Risk

Individuals at special risk of lead tox-
icity from the consumption of bone-
meal or dolomite include infants, chil-
dren, women of childbearing age, and

6

possibly the elderly. Others who ingest
bonemeal at the recommended doses
{usually not more than 5 to 10 grams/
person/day) would not ordinarily ex-
ceed the WHO/FAQ (World Health
Organization/Food and Agticulture Or-
ganization) guideline for a tolerable
daily adult intake of 430 micrograms of
lead. However, individuals who con-
sume motre than two to three times the
recommended dose would be at greater
risk if the lead content of the bonemeal
is high.

Pregnant or lactating women taking
bonemeal or delomite to meet in-
creased calcium needs may have suffi-
cient increased Iead intake and absorp-
tion to present a health hazard to the
developing fetus, via placental transfer
of lead, or to the nursing infant from
its mother’s milk.

‘Bendectin PPI

Available

A patient package insert (PPI) for
Bendectin, an antiemetic combination
of doxylamine and vitamin B, used in
pregnancy, has been issued by the
manufacturer, Merrell Dow
Pharmaceuticals.

Pads of the PPIs are being distrib-
uted to retail pharmacies and physi-
cians who are high prescribers of the
drug, and are available to other health
professionals from the manufacturer,
upon request.

A Spanish language vetsion of the
PPI will be available upon request from
the manufacturer.

In its summary section, the PPI ex-
plains: '‘Bendectin is used to treat the
nausez and vomiting that may occur
during the first few weeks of preg-
nancy. You should take this drug only
if nausea and vomiting intetfere with
your eating or daily activities and if
other wreatments prescribed by your
doctor do not relieve your symptoms.
These other treatments include eating
soda crackers or dry toast, or drinking
hot or cold liquids as soon as you wake
up in the morning.

**Thete is no way to prove that any

substance taken by pregnant women-
does not cause birth defects on rare oc-
casions. For this reason, no drug, in-
cluding Bendectin, should be taken
during pregnancy unless it is clearly
necessary.”’

As was discussed in the March 1981
issue of the Drug Bulletin, the revised
physician labeling for Bendectin cau-
tions physicians that the drug should
be used only when more conservative
treatment for nausea and vomiting in
pregnancy has failed and when symp-
toms are sufficiently distressing to re-
quire drug intervention.

Class I Recalls

As a special service to health profes-
sionals, the Drug Bulletin is publishing
information on recent Class I recalls.
The following products have been
withdrawn voluntarily in firm-initiate
Class I recalls because they pose serious
health hazards:

Infant Formula

Nursoy Concentrated Liquid, 13-ounce
cans, coded A26M, B2M, and BOM, and
Nursoy Ready-to-Feed 32-ounce cans coded
A28M and B1IM. Codes may be preceded
by a number such as 1,2, or 3, which can
be ignored. Example: 2A26M. Formula
lacks vitamin B, which can result in serious
health effects ranging from irritability to
convulsions. Cans may be returned to the
retailer for refund or replacement. Recall
date: March 3, 1982,

SMA powder and liquid with code num-
bers A25M through A31M, and BIM
through B15M. Code numbers may be pre-
ceded by a number such as 1,2, or 3, which
can be ignored. Example: 2425M. Formula
is deficient in vitamin B, which can resulc
in setious health effects ranging from irti-
tability to convulsions. Cans may be re-
turned to the retailer for refund or re-
placement, Recall date: March 12, 1982,

Defibriliator

Safeguard 3, serial numbers 290, 374,
379, 380, 1001, 1002, 1006. The storage ¢
pacitor may fail, resulting in low discharge
energy and consequent failure to defibril-
late. The mamsfacrurer, Safeguard Medical
Systems, Inc., Belwsville, Md., will replace
faulty condensors. Recall date: Dec. 14,
1981.
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ECongress of the Mnited States
MWashington, AC 20515

December 6, 2019

The Honorable William P. Barr
Attorney General

U.S. Department of Justice

950 Pennsylvania Avenue, NW
Washington, DC 20530

Dear Attorney General Barr:

We write to ask for clarification in the Justice Department’s current and proposed policies
regarding the access to research-grade cannabis, including forthcoming new regulations
governing schedule I licenses to manufacture cannabis for research.'

In response to a congressional inquiry, both the National Institutes of Health (NIH) and the U.S.
Food and Drug Administration (FDA) discussed how federal restrictions inhibit marijuana
research in a variety of ways, including limitations on the diversity and quality of research-grade
cannabis.” The agencies stated that “[a] larger body of rigorous research, including on cannabis
and cannabinoid products that are already in use or that could be developed into FDA-approved
medications, is key to furthering our understanding of their potential medical benefits and risks.”

One barrier to research is that the Drug Enforcement Administration (DEA) has registered one
entity to produce research-grade marijuana—the University of Mississippi. Both NIH and FDA
note that having one source producing the marijuana necessary for research limits “the diversity
of products and formulations available to researchers” and slows “the development of cannabis-
based medication.” Due to the limitations associated with cultivating all research-grade
marijuana at a single facility, the agencies “support licensing additional entities to supply
cannabis, including extracts and derivatives, to legitimate researchers and drug product
developers in the United States.”

As recently as 2016, DEA has acknowledged the need for increased diversity and quality of
research-grade cannabis.” However, both DEA and the Justice Department have delayed the
approval of licenses to manufacture marijuana for over three years. Furthermore, the Justice
Department is now considering a new regulatory scheme to govern how additional manufacturers
for research will operate.

! Drug Enforcement Administration, “Bulk Manufacturer of Controlled Substances Applications: Bulk Manufacturers of
Marihuana,” 84 FR 44920, 28 Oct. 2019, https://www.federalregister.gov/documents/2019/08/27/2019-18456/bulk-
manufacturer-of-controlled-substances-applications-bulk-manufacturers-of-marihuana.

2“FDA and NIH on Marijuana,” https://www.scribd.com/document/425284413/FDA-And-NIH-On-Marijuana#from_embed.

3 Drug Enforcement Agency, “Applications To Become Registered Under the Controlled Substances Act to Manufacture
Marijuana To Supply Researchers in the United States,” 81 FR 53846 12 Aug. 2016,
https://www.federalregister.gov/documents/2016/08/ 12/2016-17955/applications-to-become-registered-under-the-controlled-
substances-act-to-manufacture-marijuana-to.

PRINTED ON RECYCLED PAPER
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At the same time, the status quo does not address a barrier to research raised by both NIH and
FDA: “under federal law, researchers are unable to purchase strains of marijuana or products
containing marijuana from state dispensaries (even with non-federal funds), resulting in a
significant gap in our understanding of these products and their impact on health.” Both
agencies recommended that researchers should be able to obtain cannabis from state-legal
sources.

Additionally, NIH and FDA jointly recognized the problems in industry development of licensed
drugs with data from products obtained from third-parties, such as the University of Mississippi.
In many states, cannabis law and regulations already provide for licensing of industrial
manufacturing activities, and products are available for medical use in those states, but not for
research leading to FDA licensure.

There is a need for a greater diversity of cannabis products so that research on benefits and risks
reflects the realities of what consumers and patients are using. NIH and FDA have strongly
recommended streamlining the process for conducting research and product development
activities with cannabis and other Schedule I substances, and that the DEA take action to assure
that interpretations of processes and policies are universally applied in local DEA jurisdictions.

We request the following:

I) That the DEA amend, in light of the strong statements of continued research needs by
both NIH and FDA and without need for further legislative action, its current policies so
as to allow researchers with Schedule I licenses to obtain cannabis-derived products from
state authorized dispensaries for research purposes.*

2) That the DEA issue in the near future a public clarification of its interpretation of the
hemp provision in the Agricultural Improvement Act of 2018—which removes “hemp”
from the definition of “marihuana” under the Controlled Substances Act. Cannabis
preparations that conform to the hemp definition should not require a Schedule I research
registration, regardless of the classification of the cannabis source ingredients used in the
final preparation.’

Please respond in writing by December 20, 2019. Thank you for your attention to this matter.

Sincerely,
BRIAN SCHATZ HARLEY RO DA
United States Senator Member of Concless

* Under 21 U.S.C. § 822(d), “The Attorney General may, by regulation, waive the requirement for registration of certain
manufacturers, distributors, or dispensers if he finds it consistent with the public health and safety.”

3 Under P.L. 115-334, hemp is defined 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 delta9
tetrahydrocannabinol concentration of not more than 0.3 percent on a dry weight basis.”
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®

Plutre Zewa '

MIKE LEVIN
Member of Congress

Lt

DAVID E. PRICE
Member of Congress

cc: Uttam Dhillon
Acting Administrator
Drug Enforcement Administration
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91st Congress, 2d Session - - - House Report No. 91-1444 (Part 1)

COMPREHENSIVE DRUG ABUSE
PREVENTION AND CONTROL
ACT OF 1970

REPORT

OF THE

COMMITTEE ON INTERSTATE AND
FOREIGN COMMERCE
HOUSE OF REPRESENTATIVES

TOGETHER WITH

INDIVIDUAL VIEWS

TO ACCOMPANY

H.R. 18583

A BILL TO AMEND THE PUBLIC HEALTH SERVICE ACT
AND OTHER LAWS TO PROVIDE INCREASED RE-
SEARCH INTO, AND PREVENTION OF, DRUG ABUSE
AND DRUG DEPENDENCE; TO PROVIDE FOR TREAT-
MENT AND REHABILITATION OF DRUG ABUSERS AND
DRUG DEPENDENT PERSONS; AND TO STRENGTHEN
EXISTING LAW ENFORCEMENT AUTHORITY IN THE
FIELD OF DRUG ABUSE

SEPTEMBER 10, 1970.—Committed to the Committee of the Whole House
on the State of the Union and ordered to be printed

U.S. GOVERNMENT PRINTING OFFICE
48-707 WASHINGTON : 1970
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91st CoNgrEss] HOUSE OF REPRESENTATIVES (REpr. 91-1444
2d Session (Part 1)

COMPREHENSIVE DRUG ABUSE PREVENTION AND
CONTROL ACT OF 1970

SEpTEMBER 10, 1970.—Committed to the Committee of the Whole House on the
State of the Union and ordered to be printed

Mr. Sraceers, from the Committee on Interstate and Foreign
‘Commerce, submitted the following

REPORT

[To accompany H.R. 18583]

The Committee on Interstate and Foreign Commerce, to whom was
referred the bill (H.R. 18583) to amend the Public Health Service
Act and other laws to provide increased research into, and prevention
of, drug abuse and drug dependence; to provide for treatment and re-
habilitation of drug abusers and (irug dependent persons; and to
strengthen existing law enforcement authority in the field of drug
abuse, having considered the same, report, favorably thereon with an
amendment and recommend that the bill as amended do pass.

The amendment strikes out all after the enacting clause and inserts
a new text, which is set forth in italic in the reported bill.

Princrear Purprose oF THE By

This legislation is designed to deal in a comprehensive fashion with
the growing menace of drug abuse in the United States (1) through
providing authority for increased efforts in drug abuse prevention
and rehabilitation of users, (2) through providing more effective
means for law enforcement aspects of drug abuse prevention and
control, and (3) by providing for an overall balanced scheme of
criminal penalties f}:)r offenses involving drugs.

BackGrOUND

Titles I and II of the reported bill were the subject of hearings
before the Subcommittee on Public Health and Welfare on February
3,4, 17,18, 19, 20, 25, 26, and 27, and on March 2 and 3, 1970. Following
the hearings, the subcommittee considered the legislative proposals

1)
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before it during a total of 37 executive sessions, as a result of which
a clean bill (H.R. 18583) was introduced incorporating revisions in
the legislation before the subcommittee.

The legislation was further considered in executive sessions before
the full Interstate and Foreign Commerce Committee on & occasions,
and titles I and IT were ordered reported to the House unanimously on
August 14, 1970, together with title ITT incorporated in the bill pur-
sualmt to action of the Ways and Means Committee (as indicated
below).

Leg)isla,tion providing increased law enforcement authority in the
field of drug abuse was transmitted to the Congress by the President
on July 14, 1969. Because the proposed legislation repeals the tax laws
and otlZer laws under the jurisdiction of the Committee on. Ways and
Means used to control narcotic drugs, the President’s message was at
first referred to the Committee on Ways and Means. However, because
the proposed legislation also deals with drugs regulated under the
Federal Food, Drug, and Cosmetic Act, the proposed legislation was
divided into two bills, H.R. 13742 (referred to the Committee on Ways
and Means) and H.R. 13743 (referred to the Committee on Interstate
and Foreign Commerce). The two bills were, in general, identical,
except with respect to the drugs covered by their provisions, with
H.R. 13742 being limited to narcotic drugs and marihuana (regulated
today under the Internal Revenue Code of 1954 and other Acts), and
H.R. 13743 being limited to drugs today regulated under the Federal
Food, Drug, and Cosmetic Act.

Hearings were held on HLR. 13742 and H.R. 17463 (a bill combining
the provisions of H.R. 13742 and H.R. 13743) on July 20, 21, 22, 23,
and 27. Thereafter the Committee on Ways and Means decided to con-
sider only the provisions relating to imports and exports of narcotic
drugs, marihuana, and depressant and stimulant drugs and recom-
mended to the Interstate and Foreign Commerce Committee an
amendnent to H.R. 18583 which is incorporated in the bill as title TIT
thereof. The reported bill is based upon the provisions of the legisla-
tion heretofore discussed, with the form in which the bill is reported
being designed to preserve the jurisdiction of the Ways and Means
Committee over future amendments to this legislation relating to im-
ports and exports of drugs covered by the bill.

By agreement between the Interstate and Foreign Commerce Com-
mittee and the Ways and Means Committee, the former committee will
handle and have jurisdiction over titles I and IT of the reported bill,
and the latter will handle and have jurisdiction over title ITT of the
bill, as set forth in the following letter from Chairman Mills to
Chairman Staggers:

CloamrrTee oN Wavs anp MEeans,
Hotse or REPRESENTATIVES,
Washington, D.C., August 12, 1970.
Hon. Haruey O. STAGGERS,
Clairman, Committee on Interstate and Foreign Commerce,
House of Representatives.

Drar Mr. Cramyax : In accordance with our prior understanding
relative to committee jurisdiction over the subject of narcotic and dan-
gerous drug legislation, this letter is to advise you that the Committee
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on Ways and Means has completed action on its portion of the legis-
lation to be reported to the House by the Committee on Interstate and
Foreign Commerce.

I am authorized and directed by the Committee on Ways and Means
to formally forward to you under cover of this letter the legislative
language which is to be contained in title IIT of the comprehensive
drug bill which will be reported by the Committee on Interstate and
Foreign Commerce. This title III contains the matters over which the
Committee on Ways and Means will have jurisdiction and is related to
the subject of importation and exportation, and amendments and
repeals of revenue laws. The short title for title ITT is the “Controlled
Substances Import and Export Act.”

There will also be forwarded to you appropriate report langunage
relating to title III for you to include in the committee report which
your committee will file on this legislation, in accordance with our
understanding.!

Further, the Committee on Ways and Means will handle matters
related to title III of the legislation before the Committee on Rules,
and on the floor of the House of Representatives when the bill is
considered by the House.

Sincerely yours,
‘Woeor D. Miuis, Chairman.

SuMMARY OF THE BiLL

IL.RR. 18583, as reported, consists of three titles. Title I establishes
rehabilitation programs relating to drug abuse: title IT provides au-
thority for the Justice Department with respect to law enforcement
aspects of control of drug abuse; and title II1, as recommended by the
Committee on Ways and Means, covers provisions relating to importa-
tion and exportation of drugs subject to abuse.

Title I : Rehabilitation—The Dbill provides authority for the De-
partment of Health, Education, and Welfare to increase its efforts in
the rehabilitation, treatment, and prevention of drug abuse, through
community mental health centers and through public health service
hospitals and facilities. Over a 3-year period $75 million in increased
authorizations are provided for community mental health center facil-
ities to deal with narcotic addicts and drug dependent persons, $29 mil-
lion is authorized for drug abuse education activities, and $60 million
is authorized for special facilities in areas having percentages of
narcotic addicts and dirug dependent persons.

Increased research and training activities are authorized through
the National Institute of Mental Health out of appropriations other-
wise authorized for that institute. Section 4 of the bill would encourage
treatment of narcoticaddicts by individual physicians.

Title 11 Control and Enforcement.—The bill provides for control
by the Justice Department of problems related to drug abuse through
registration of manufacturers, wholesalers, retailers, and all others 1n
the legitimate distribution chain, and makes transactions outside the
Jegitimate distribution chain illegal.

1Repot language referred to in this paragraph may be found on pages 71 through 80
of this report.
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The drugs with respect to which these controls are enforced initially
are those listed in the bill. These drugs are those which by law or regu-
lation have been placed under control under existing law. This in-
cludes all hard narcotics and opiates, marihuana, all hallucinogens
(such as LSD), amphetamines, barbiturates, and tranquilizers subject
to abuse.

A procedure is established for classification of future drugs which
create abuse problems. Under this procedure, if the Attorney General
feels that a drug should be controlled, he will gather data, and request
a sclentific and medical evaluation by the Secretary of HEW. If the
Secretary of HEW determines, on the basis of these and any other
data, that the drug should not be controlled, the Attorney General may
not control the drug; otherwise, the Attorney (General may publish
notice in the Federal Register and proceed in accordance with rule-
making procedures, which provide notice and opportunity for a hear-
ing, to list the drug for control.

An exception is made in the case of treaty obligations of the United
States. If a drug is required to be controlled pursuant to an inter-
national treaty, convention, or protocol in effect on the enactment of
the bill, the drug will be controlled in conformity with the treaty or
other international agreement obligations.

In the case of drugs providing serious addiction or abuse problems
(those listed in schedules I and IT) tighter controls are provided.
These controls include the establishment of quotas for imports and for
domestic manufacture. Transfers of these drugs may only be made
through the use of officially prescribed order forms, with a copy
furnished the Attorney General.

All persons in the distribution chain are required to be registered,
and, with certain exceptions, must keep records with respect to all
transfers of controlled drugs. Practicing physicians are required to
keep records of schedule I substances; keep records of narcotic drugs
in other schedules which they dispense (as distinguished from pre-
scribing or administering) to patients; and if they charge for other
controlled drugs regularly, keep records of these transactions. Re-
searchers are not required to keep records with respect to controlled
substances used by them at registered establishments that keep records.

Criminal Penalties.—The bill revises the entire structure of criminal
penalties involving controlled drugs by providing a consistent method
of treatment of all persons accused of violations. With one exception
involving continuing criminal enterprises, hereafter discussed, all
mandatory minimum sentences are eliminated.

Possession of controlled drugs is made a misdemeanor, except
where the possession is for the purpose of distribution to others. In
the case of a first offense of simple possession, the court may place the
offender on probation for not more than 1 year. If at the end of the
period of probation the offender has not violated the conditions of
probation, the proceedings against him may be dismissed without a
court adjudication of guilt.

If the offender is below the age of 21 when the offense occurs, he
may obtain a court order expunging from all official records all recor-
dation relating to his arrest, indictment, trial, and finding of guilt. The
procedure described above for first offenders may only be utilized
once by an individual, and a second offense of possession thereafter
will be treated as a first offense.
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Manufacture or distribution of illicit drugs is punishable by up to
15 years in prison in the case of schedule I or IT narcotic drugs, and by
up to 5 years in the case of non-narcotic schedule I or IT drugs or any
other controlled drugs in schedule ITI. Illegal sales or manufacture of
schedule IV drugs (generally minor tranquilizers) would carry a
3-year sentence for a first offense and of schedule V drugs would carry
a 1-year sentence.

Second offenses carry double the penalty for first offenses.

Where a person over 18 sells drugs to a person below 21, the first
offense punishment is twice that otherwise prescribed.

Where an individual engages in a continuing criminal enterprise in-
volving a continuing series of violations undertaken by him in concert
with five or more other persons and from which he derives substantial
income, he is punished by a mandatory minimum sentence of not less
than 10 years and up to life imprisonment, together with a fine of up
to $100,000 and forfeiture to the United States of all profits derived
from the enterprise.

Administration—The bill specifies a number of administrative au-
thorities for the Attorney General, authorizing research and education
programs relating to law enforcement aspects of drug abuse, coopera-
tion with State and local law enforcement authorities, administrative
inspections, forfeitures, and execution of search warrants, including
authority to enter premises without giving notice of authority and
purpose if a judge or U.S. magistrate has authorized such entry in the
warrant after determining that there is probable cause to believe
that—

(1) property sought may and, if notice is given, will be easily
and quickly destroyed or disposed of, or

(2) the giving of such notice will immediately endanger the
life or safety of the executing officer or another person.

Commission on Marilwana and Drug Abuse.—The bill establishes
a Presidential commission on marhuana and drug abuse which will
study and report to the Coongress within 1 year on problems involved
in marihuana use, and within 2 years on the causes of drug abuse and
their relative significance.

Title III: Imports and exports—Title IIT of the bill as recom-
mended by the Committee on Ways and Means provides for control
of imports and exports of drugs subject to abuse through a system of
registration of importers and exporters, and permits for or notifica-
tion to the Attorney General of transactions, with criminal penalties
for transactions outside the legitimate chain.

ToTAL AUTHORIZATION

. ﬁ‘he bill authorizes $403 million in additional appropriations as
01lowWS
(1) Inecreased authorization for community mental health cen-
ters: 1971, $10 million; 1972, $25 million; 1973, $40 million.
(2) Drug abuse education: 1971, $7 million; 1972, $10 million;
1973, $12 million.
(8) Special projects: 1971, $20 million ; 1972, $20 million ; 1978,
$20 million.
(4) Commission on marihuana and drug abuse : $1 million.
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(5) Department of Justice: 1972, $60 million; 1973, $70 mil-
lion; 1974, $90 million, plus an additional amount for increased
enforcement personnel of $6 million per fiscal year.

CoxnTrOL PROVISIONS

The bill is designed to meet problems that have arisen under existing
narcotic and dangerous drug laws due to recent governmental reorga-
nization, court rulings, and the changing posture of the drug problem
facing this country. .

Since 1914 the%ongress has enacted more than 50 pieces of legisla-
tion relating to control and diversion, from legitimate channels, of
those drugs referred to as narcotics and dangerous drugs. This pleth-
ora of legislation has necessarily given rise to a confusing and often
duplicative approach to control of the legitimate industry and to en-
forcement against the illicit drug traffic. This bill collects and con-
forms these diverse laws in one piece of legislation based upon new
scientific information, the restructured Federal law enforcement ef-
forts under Reorganization Plan No. 1 of 1968, and greater informa-
tion concerning the scope of the problem. The bill classifies substances
subject to control in five schedules according to their abuse potential,
and psychological and physical effects. It sets forth penalties which
are designed to correspond to violations involving substances con-
tained in the respective schedules.

The bill is designed to improve the administration and regulation of
the manufacturing, distribution, and dispensing of controlled sub-
stances by providing for a “closed” system of drug distribution for
legitimate handlers of such drugs. Such a closed system should signifi-
cantly reduce the widespread diversion of these drugs out of legitimate
channels into the illicit market, while at the same time providing the
legitimate drug industry with a unified approach to narcotic and dan-
gerous drug control.

The bill also specifically recognizes our international obligations
under the Single Convention of 1961 and will allow the United States
to immediately control nnder the schedules of the bill drugs hereafter
included under schedules of the Single Convention upon the recom-
mendation of the World Health Organization.

ExteNT OoF THE PROBLEM

Drug abuse in the United States is a problem of ever-increasing
concern, and appears to be approaching epidemic proportions. One
indication of the upsurge in drug abuse in the last few vears can be
found in arrest statistics, although for every individual apprehended,
countless others go undetected. For 1968, uniform crime reports indi-
cate that 162,177 persons were arrested by State and local authorities
for drug violations, constituting a 322-percent increase over the num-
ber of drug arrests made in 1960. Of the total number arrested in 1968,
43,200 were under the age of 18 and 6,243 were under the age of 15.
Another indication of the growing seriousness of the problem is that,
according to testimony presented to the committee, a leading cause of
death among teenagers in the United States today in many major
metropolitan areas is overdosage of heroin.
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Since drug abuse involves illegal activities under both State and
Federal law, reliable statistics cannot be obtained on the actual extent
of drug abuse in the United States; however, it is apparent that the ex-
tent of drug abuse, particularly among the young, isincreasing greatly.
Lstimates are that between 8 and 12 million persons have tried mari-
huana. Studies involving some colleges and graduate schools indicate
that 50 percent or more of the students have abused drugs at one time
or another; and testimony before the committee in hearings on this
and other legislation has indicated that substantial numbers of high
school students and in some cases grammar school students are in-
volved in the abuse of drugs.

With regard to the stimulant and depressant drugs, now regulated
under the Federal Food, Drug, and Cosmetic Act as amended by the
Drug Abuse Control Amendments of 1965 and in 1968, it should be
noted that as estimated in a report by this committee in March of 1965
on the Drug Abuse Control Amendments of 1965, almost 50 percent of
the 9 billion amphetamines and barbiturates produced legitimately in
this country were diverted into illicit channels. As of late 1969, when
that diversion figure was rechecked, it was still accurate.

Testimony further indicated that ilallucinogenics accounted for the
greatest single increase in drug offenses in the United States.
Probably the most widely abused drug in this class was marihuana,
which accounted for most of the 64-percent increase in total narcotic
and marihuana arrests between 1967 and 1968. The recent Federal Bu-
reau of Investigation Uniform Crime Reports indicated that instances
of maribuana violations had risen 200 percent between 1967 and 1969.
It was also estimated that in certain high school and college environ-
ments, over 50 percent of all the students had had some experience with
marihuana.

CoNSEQUENCES OF DrUG ABUSE

The consequences of drug abuse are varied, depending upon the
type of drug abused. In addition to the ever-present danger of arrest
and imprisonment, the consensus among the medical profession is to
the effect that the abuse of drugs by individuals has adverse effects
upon the physical or mental health of the abusers.

Abuse of drugs can create in the abuser a dependency upon the drug
itself. The dependence may be physical, in which case the abuser
suffers pronounced discomfort in the absence of the drug upon which
he has become dependent, with consequences ranging from illness
through grand mal convulsions and death.

In addition to the dangers associated with the creation of physical
dependence occurring in the case of abuse of certain of tlie drugs pro-
posed to be cont rolled under the bill, all of the drugs covered can create
psychological dependence in the abuser. In general, a person is con-
sidered as psychologically dependent upon drugs when the physical
sensation or psychological state brought about through the use of the
drug is of such a nature that he desires the repetition of the sensation
or state, and feels more or less psychological disturbance or distress
during periods of abstinence from the drug.

With respect to psychological dependence, the extent of dependence
varies in accordance with the personality of the abuser. Some persons,
having a drug-dependent personality, are extremely prone to the use

48-707—70——2
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of drugs, and are likely to use a wide variety of them, in search of a
psychic state different from their normal state because of their in-
herent dissatisfaction with themselves, In general, these persons ap-
pear to lack initiative and self-reliance, and are passive, inadequate,
and immature.

The extent of psychological dependence created also varies with the
characteristics of the drugs themselves. In addition, the extent of psy-
chological dependence created in the individual abuser depends upon
the motivations underlying his abuse of drugs in the first instance. As
was pointed out in the report of the President’s Advisory Commission
on Narcotic and Drug Abuse, known as the Prettyman Commission :

Some use drugs to seek relief from the tedium of their jobs
and their lives. Some talented, even brilliant, individuals take
to drugs to escape the fear of failure, or the knowledge that
they have not fulfilled their potential. Some become hooked
accldentally when they find themselves unable to give up the
drug after undergoing medical treatment with one or more of
these drugs to relieve pain. A larger number take to certain
drugs to offset fatigue, and this group includes truckdrivers,
theatrical people, and even doctors and nurses facing the let-
down that follows long hours of tension. A very much larger
group try psychotoxic drugs for kicks, out of curiosity or
bravado. They are usually juveniles who frequently find them-
selves unable to shake off the drug habit.

There is great ignorance of the patterns of drug abuse. The
practice of drug addiction appears to be spread by the users
themselves. The immediate physiological craving associated
with withdrawal from narcotic drugs can now be alleviated
by medical treatment. Because the original underlying psy-
chological causes persist, however, the relapse rate following
withdrawal from drugs is very high.

ArTERNATIVE APPROACHES TO DRUG ABUSE

The reported bill combines both the punitive and rehabilitive ap-
proaches to the problem of drug abuse. It seeks, through appropriate
regulation of the manufacture and distribution of drugs, to reduce
the availability of drugs subject to abuse except through legitimate
channels of trade and for legitimate uses. The bill provides criminal
penalties, with sentencing provisions generally left to the discretion
of the courts, for offenses involving the distribution, sale, and use of
drugs subject to abuse, and provides for a greatly increased Federal
effort in the fields of prevention and rehabilitation.

In discussing the underlying philosophy involved in this dual ap-
If)rﬁach to the problem, the Prettyman Commission report stated as

ollows:

The abuse of drugs has aroused two extreme attitudes—
the punitive and the permissive.

Some people are concerned primarily with the effects of
drug abuse on the community. They know that it can debili-
tate and destroy the inner fabric of a man, and that if it leads
to addiction, the abuser becomes obsessed with his drug, liv-
ing for nothing else. They also know that drug abusers usu-

1 Meyer, A. 8., “Social and Pyschol%gical Factors in Opiate Addiction,” Board of Applied
Research, Columbla University, New York, 1952,
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ally commit crimes against property because of their habit.
They know that drug abuse 1s primarily spread by the drug
abuser who persuades others to try the drug. Though they
may not always consider drug abuse a crime, this school takes
an essentially punitive approach. Because most serious drug
abusers return to drugs if left to themselves; these people
would shut the drug abuser away from society for as long as
possible.

In contrast to this attitude, others hold that serious drug
abuse is usually symptomatic of a mental disturbance and
that the drug abuser is a sick person. They attribute his
crimes to an inner compulsion for which he should not be held
responsible under our code of criminal justice. They feel that
the drug abuser must be treated for his sickness rather than
punished. Some feel his disease is incurable and that he
should be maintained on the drug.

This Commission does not accept either of these extreme
attitudes, but it subscribes to certain aspects of each. Re-
habilitation is the humanitarian ideal, to be sought wherever
possible. But rehabilitation is not simple. It requires the skills
of many disciplines and the efforts of many agencies. The
drug abuser who steals or who sells drugs to finance his habit
is guilty of a crime. Like any other citizen, he should face
the consequences. Whether he can be held criminally respon-
sible can only be decided in the courts, case by case. The
Commission cannot assert a general rule that every confirmed
drug abuser is so impelled by his habit that he is not ac-
countable for his acts under criminal law.

If the abuser is to be penalized, he should not be penalized
in the spirit of retribution. The modern concept of crimi-
nology should apply—that penalties fit offenders as well as
offenses. Penalties should be designed to permit the offender’s
rehabilitation wherever possible. Although society must often
be protected from the offender for a time, penalties in specific
cases should recognize the need for reformation. .

The deterrent etfect of long sentences is vigorously de-
bated. Some evidence indicates that the threat of long
sentences may deter nonusing traffickers, but it does not nec-
essarily deter the drug abuser. Deterrence is essentially an
appeal to a normal sense of reason which the drug abuser has
lost. The persistence of narcotic abuse, despite severe penalties
for the possession of narcotics, is persuasive evidence that the
abuser will risk a long sentence for his drug.

_ The general philosophy of this Commission can be stated
in three parts:

(1) The illegal traffic in drugs should be attacked with the
full power of the Federal Government. The price for partici-
pation in this traffic should be prohibitive. It should be made
too dangerous to be attractive.

(2) The individual abuser should be rehabilitated. Every
possible effort should be exerted by all governments—Federal,
State, and local—and by every community toward this end.
Where necessary to protect society, this may have to be done
at times against the abuser’s will. Pertinent to all, the causes
of drug abuse must be found and eradicated.
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(3) Drug users who violate the law by small purchases or
sales should be made to recognize what society demands of
them. In these instances, penalties should be applied accord-
ing to the principles of our present code of justice. When
the penalties involve imprisonment, however, the rehabilita-
tion of the individual, rather than retributive punishment,
should be the major objective.

APPROACH OF THE BILL

CRIMINAL PENALTIES

The reported bill provides severe criminal penalties for persons
engaged in illicit manufacture or sale of controlled drugs primarily
for the profits to be derived therefrom. Section 408 of the bill provides
that persons engaged in continuing criminal enterprises involving
violations of the bill, from which substantial profits are derived, shall,
upon conviction, be sentenced to not less than 10 years in prison, and
may be imprisoned up to life, with a fine of up to $100,000, plus for-
feiture of all profits obtained in that enterprise. A second conviction
under this section will lead to a mandatory sentence of not less than
20 years and up to life imprisonment, a fine up to $200,000, and
forfeiture of all such profits.

This section 408 is the only provision of the bill providing minimum
mandatory sentences, and is intended to serve as a strong deterrent to
those who otherwise might wish to engage in the illicit traffic, while
also providing a means for keeping those found guilty of violations
out of circulation.

The penalties for other violations of the bill are, in general, less
severe, depending upon whether the offense involves distribution to
minors, 08161‘ illicit transactions involving “pushing” or incidental
thereto, more or less technical violations, or possession for personal use,
which involves the least severe penalties of all.

Except when continuing criminal enterprises serve as the basis for
an indictment, manufacture, sale, or other distribution of controlled
drugs will carry penalties which vary, depending upon the danger of
the drugs involved. If the drugs are narcotic drugs listed in schedules
I or I, which have the highest probability of creating severe physical
as well as psychological (ipentfence, the penalties which may be im-
Eosed are up to 15 years imprisonment a,nc{J a fine of up to $25,000 for a

rst offense. If the drug involves nonnarcotic substances listed in
schedules I or II, or any substance (whether or not a narcotic) in-
cluded in schedule ITI, the penalties for a first offense are up to 5 years
imprisonment, plus a fine of not more than $15,000. If the drug is a
schedule IV substance, the penalty is up to 8 years imprisonment and
a fine of $10,000, and if a schedule V substance is involved, the penalty -
1s up to 1 year imprisonment, plus a fine of not more than $5.000.

‘Where a violation of the bill involves distribution to a person below
the age of 21 by a person who is 18 or more years of age, the penalty
authorized is twice the penalty otherwise authorized for a first offense,
;V;@h substantially increased penalties for second and subsequent vio-
ations.

More or less technical violations set forth in section 402 of the bill
are punishable by less severe penalties. In case of knowing and in-
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tentional violations of this provision, imprisonment up to 1 year for a
first offense is provided for. . . .

The foregoing sentencing procedures give maximum flexibility to
judges, permitting them to tailor the period of imprisonment, as well
as the fine, to the circumstances involved in the individual case.

The severity of existing penalties, involving in many instances mini-
mum mandatory sentences, have led in many instances to reluctance on
the part of prosecutors to prosecute some violations, where the penal-
ties seem to be out of line with the seriousness of the offense. In addi-
tion, severe penalties, which do not take into account individual cir-
cumstances, and which treat casual violators as severely as they treat
hardened criminals, tend to make convictions somewhat more cult
to obtain. The committee feels, therefore, that making the penalty
structure in the law more flexible can actually serve to have a more de-
terrent effect than existing penalties, through eliminating some of the
difficulties prosecutors ang courts have had in the past arising out of
minimum mandatory sentences.

ILLEGAL POSSESSION FOR PERSONAL USE

The bill also provides that illegal possession of controlled drugs by
an individual for his own use is a misdemeanor, with a sentence of up
to 1 year imprisonment and a fine of not more than $5,000 or both. The
possession involved here is possession for one’s own use; possession
with intent to manufacture, distribute, or dispense controlled sub-
stances is subject to the penalties prescribed for the act of manufacture,
distribution, or dispensing itself. The quantity of a drug found in the
possession of a person, of course, bears upon the question of whether
or not his possession is for his own use, or is for the purpose of illicit
transactions involving others, for which much more severe penalties
are provided.

In the case of a first prosecution for the offense of possession, the bill
provides that if the defendant is found guilty or pleads guilty, the
judge may, in lieu of entering a judgment of guilty place the accused
person upon probation. The period of probation may not exceed 1 year
and shal? be subject to such conditions as the court may prescribe.
After the defendant has completed his probation, the court shall dis-
charge the defendant and dismiss the proceedings against him without
entering a judgment of guilty, This procedure is only available to a
defendant one time, and a nonpublic record is to be retained by the
Department of Justice of this discharge or dismissal for the purpose
of insuring that this lenient treatment is provided only once to a
defendant.

The bill further provides that in the case of a person below the age of
21 years who is found guilty, or pleads guilty, to a charge of simple
possession, the court may, after dismissal or discharge and upon appli-
cation, issue an order expunging from all official records all recorda-
tion relating to the arrest, indictment, or information, trial, finding of
guilty, and dismissal or discharge (except for the nonpublic record
retained by the Department of Justice). This expunging of all records
restores the defendant to the status he occupied before his arrest and
he may not thereafter be held guilty of perjury or giving a false state-
ment for failure to reveal or acknowledge his arrest, indictment, or
trial in response to any inquiry made to him for any purpose.
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MarmaUANA

The extent to which marihuana should be controlled is a subject
upon which opinions diverge widely. There are some who not only
advocate its legalization but would encourage its use; at the other ex-
treme there are some States which have established the death penalty
for distribution of marihuana to minors. During the hearings, Dr.
Stanley F. Yolles, who was the Director of the National Institute of
Mental Health, submitted a chart of fable and fact concerning mari-
huana. That chart is as follows:

MARTHUANA

FABLE
1. Marihuana is a narcotic.

2. Marihuana is addictive.

3. Marihuana causes violence
and crime.

4. Marihuana leads to increase in
sexual activity.
5. Marihuana is harmless,

6. Occasional use of mayrihua,na
is less harmful than occasional use
of alcohol.

7. Marihuana use leads to her-
oin.

FACT

1. Marihuana is not a narcotic
except by statute. Narcotics are
opium or its derivations (like some
synthetic chemicals with opium-
like activity).

2. Marihuana does not cause
physical addiction, since tolerance
to 1its effects and symptoms on sud-
den withdrawals does not occur. It
can produce habituation (psycho-
logical dependence).

3. Persons under the influence of
marihuana tend to be passive. It is
true that sometimes a crime may
be committed by a person while
under the influence of marihuana.
However, any drug which loosens
one’s self-control is likely to do
the same and relates primarily to
the personality of the user.

4. Maribuana hasno aphrodisiac
property.

5. Instances, of acute panic, de-
pression, and psychotic states are
known, although they are infre-
quent. Certain kinds of individuals
can also become over-involved in
marihuana use and can lose their
drive, We do not know the effects of
long-term use.

6. We do not know, Research on
the effects of various amounts of
each drug for varicus periods is
underway.

7. We know of nothing in the
nature of marihuana that predis-
poses to heroin abuse. It 1s esti-
mated that less than 5% of chronic
users of marihuana go on to heroin
use.
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FABLE FACT
8. Marihuana enhances creativ- 8. Marihuana might bring fan-
ity. tasies of enhanced creativity but

they are illusory, as are “instant
insights” reported by marihuana
users.
9. More severe penalties will 9. Marihuana use has increased
solve the marihuana problem. enormously in spite of the most se-
verely punitive laws.
10. It is safe to drive while  10. Driving under the influcnce
under the influence of marihuana. of any intoxicant is hazardous.

In the bill as recommended by the administration and as reported
by the committee, marihuana is listed under schedule I, as subject to
the most stringent controls under the bill, except that criminal penal-
ties applicable to marihuana offenses are those for offenses involving
nonnarcotic controlled substances.

The committee requested recommendations from the Department of
Health, Education, and Welfare concerning the appropriate location
of marihuana in the schedules of the bill, and by letter of August 14,
1970 (printed in this report under the heading “Agency Reports”),
the Assistant Secretary for Health and Scientific Affairs recommended
“that marihuana be retained within schedule I at least until the com-
pletion of certain studies now underway.”

In addition, section 601 of the bill provides for establishment of a
Presidential Commission on Marihuana and Drug Abuse. The recom-
mendations of this Commission will be of aid in determining the ap-
propriate disposition of this question in the future.

RemaBmLrraTion

The reported bill would provide increased authority for Federal
agencies dealing with problems of drug abuse. Title I would provide
increased research, training, education, and rehabilitation authority
for the Secretary of Health, Education, and Welfare. That title would
also provide increased authority for rehabilitation efforts through com-
munity mental health centers and through special projects in areas
having more serious drug abuse problems for rchabilitation efforts
directed to narcotic addicts and drug dependent persons. A total of
$164 million in additional appropriations over a 3-year period is au-
thorized in this title for these increased rehabilitation efforts and
activities.

Communrry MENTAL Hrarra CENTERS AMENDMENTS AND SPECIAL
Provisions ror NarcoTic AbppicTs

In 1963 the Congress enacted the Community Mental Health Cen-
ters Act, authorizing Federal matching grants for the construction of
community mental health centers, designed to provide for the treat-
ment of the mentally ill in facilities close to their homes, where through
Intensive care they could be returned to their families and jobs at an
earlier date than generally is the case where patients are cared for in
State institutions. In 1965 this legislation was amended to authorize
Federal grants to pay a portion of the costs of staffing of these facili-
ties.
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In 1968, this legislation was further amended to authorize specially
earmarked funds for the construction and stafling of facilities affiliated
with community mental health centers for the treatment of alcoholics
or narcotic addicts.

The reported bill would further expand the authority contained in
the 1968 amendments to provide funds for construction or staffing of
facilities for the treatment and rehabilitation of drug dependent per-
sons, in addition to narcotic addicts. There are approximately 350
community mental health centers in operation in the United States
today, and the purpose of the amendments made by the reported bill
is to provide increased activities at these centers to provide for persons
within the centers’ catchment areas suffering from drug problems.

In 1966 the Congress enacted the Narcotic Addict Rehabilitation
Act of 1966, providing increased Federal efforts in the rehabilitation of
narcotic addicts through civil commitment procedures and increased
efforts at rehabilitation. Some areas of the country, such as New York,
Chicago, Detroit, Los Angeles, and other areas, have substantially
greater percentages of narcotic addicts than do other areas of the
United States. The reported bill, therefore, authorizes special assist-
ance, through matching grants for the construction and staffing of
facilities, for the treatment and rehabilitation of narcotic addicts in
those areas.

Meprcar, TREATMENT OF NARCOTIC ADDICTION

Section 4 of the reported bill provides that the Secretary of Health,
Education, and Welfare, after consultation with national organiza-
tions, shall determine appropriate methods of professional practice in
the medical treatment of the narcotic addiction of various classes of
narcotic addicts, and report thereon from time to time to the Congress.
The purpose of this provision is to clarify for the medical profession
in the United States the extent to which they may safely go in treating
narcotic addicts as patients. There are relatively few practicing phy-
sicians in the United States today who treat narcotic addicts because
of uncertainty as to the extent to which they may preseribe narcotic
drugs for addict patients. This problem was discussed in the report of
the Prettyman Commission (pp. 56 and 57) as follows:

Since the passage of the Harrison Act of 1914, the Federal
narcotics laws have expressly permitted a physician to pre-
scribe narcotic drugs for a patient in the course of “profes-
sional practice only” and for “legitimate medical uses” and
“legitimate medical purposes.” Under this statutory language
there is no doubt that a physician may prescribe narcotic
drugs for a patient suffering acute pain or from a painful
and incurable disease. But a controversy has existed for 50

ears over the extent to which narcotic drugs may be admin-
1stered to an addict solely because he is an addict.

. During the first 10 years following enactment of the Har-
rison Act, the Supreme Court affirmed several convictions
under the act involving the indiscriminate preseribing of nar-
cotic drugs for addicts. In 1925, however, in Linder v. United
States, 268 U.S. 5, the Court indicated that the dispensing of
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narcotic drugs by a physician for the purpose of relieving
conditions incident to addiction was not in every instance a
violation of the act. The case concerned a doctor who had
given one tablet of morphine and three tablets of cocaine to an
addict. The Harrison Act, said the Court, “says nothing of
‘addicts’ and does not undertake to prescribe methods for
their medical treatment. They are diseased and proper sub-
jects for such treatment, fmg we cannot Ppossibly conclude
that a physician acted improperly or unwisely or for other
than medical purpose solely because he has dispensed to one of
them, in the ordinary course and in good faith, four small
tablets of morphine or cocaine for relief of conditions inci-
dent to addiction.”

The regulations of the Bureau of Narcotics, however, do not
seem to be in accord with that language. The current regula-
tions state: “An order purporting to be a prescription issued
to an addict or habitual user of narcotics, not in the course
of professional treatment but for the purpose of providing the
user with narcotics sufficient to keep gum comfortable by
maintaining his customary use, is not a prescription within
the meaning and intent of the [Harrison] Act; and the person
filling such an order, as well as the person issuing it, may be
charged with violation of the law.” *

The practicing physician has thus been confused as to when
he may prescribe narcotic drugs for an addict. Out of a fear
of prosecution many physicians refuse to use narcotics in the
treatment of addicts except occasionally in a withdrawal regi-
men lasting no longer than a few weeks. In most instances
they shun addicts as patients.

rug abuse is not a uniform problem throughout the
country, and even in the areas of highest incidence few medi-
cal practitioners come into contact with the afflicted, It is
estimated that most medical practitioners never see a habitual
drug abuser. Nevertheless, spokesmen for the profession have
a responsibility to speak for the physicians who are concerned.

The committee expects that the determinations made by the Secre-
tary of Health, Education, and Welfare will clarify for the medical
profession the conditions under which narcotic drugs may be pre-
scribed for the medical treatment of narcotic addicts. Although the
committee is concerned about the appropriateness of having Federal
officials determine the appropriate method of the practice of medicine,
it is necessary to recognize that for the last 50 years this is precisely
what has happened, through criminal prosecution of physicians whose
methods of preseribing narcotic drugs have not conformed to the
ogimons of Federal prosecutors of what constitutesappropriate meth-
ods of professional practice. In view of this situation, this section will
provide guidelines, determined by the principal health agency of the
Federal g?)lvernment, after consultation with appropriate national pro-
fessional organizations. Those physicians who comply with the recom-
mendations made by the Secretary will no longer jeopardize their
professional careers by accepting narcotic addicts as patients.

1 Code of Federal Regulations, title 26, sec. 151,892,

48-707—70——=3
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PrEsipENTIAL CoMMISSION RECOMMENDATIONS

On January 15, 1963, by Executive order President Kennedy estab-
lished the President’s Advisory Commission on Narcotic and Drug
Abuse, which submitted its final report to the President in Novem-
ber of 1963. The membership of that Commission consisted of Judge
E. Barrett Prettyman, Chairman, Dr. James Dixon, Harry M. Kim-
ball, Dr. Roger Egeberg, Austin MacCormick, Dr. Raphael Sanchez-
Ubeda, and James Dumpson. That Commission’s final report made 25
recommendations, discussed hereafter in this report.

In 1966, President Johnson established the President’s Com-
mission on Law Enforcement and Administration of Justice, which
submitted a general report “The Challenge of Crime in a Free Society”
in February of 1967. Chapter 8 of that report made findings and rec-
ommendations with respect to narcotics and drug abuse. The mem-
bers of that Commission were as follows:

Nicholas deB. Katzenbach, Chairman

Genevieve Blatt James B. Parsons
Charles D. Breitel* Lewis F. Powell, Jr.
Kingman Brewster William P. Rogers
Garrett H. Byrne Robert G. Storey
Thomas J. Cahill Julia D. Stuart

Otis Chandler Robert F. Wagner*
Leon Jaworski Herbert Wechsler
Thomas C. Liynch* Whitney M. Young, Jr.
Ross L. Malone Luther W. Youngdahl

*Narcotics and Drug Abuse Task Force panel members.

The Katzenbach Commission made a number of additional recom-
mendations with respect to drug abuse and its control, discussed
hereafter.

‘With the enactment of this bill, virtually all of these recommenda-
tions of the Prettyman Commission and the Katzenbach Commission
will have been implemented in whole or in part through legislation,
reorganization plans, or administrative action, although certain of
them have been modified. This report sets forth below the action taken
on each of these recommendations.

Actiox ox PrerTYaMan CommrssioN RECOMMENDATIONS

The 25 recommendations of the Prettyman Commission, and actions
taken to carry them out, are as follows:

1. The Commission recommends that the President issue a directive
to all Federal executives who can play a part in combating the problem
of narcotic and drug abuse to initiate immediately more aggressive
action in the national interest. This recommendation is basic to all that
follow.

Action. Both Presidents Johnson and Nixon have issued directives to
Federal executives in this area.

2. The Commission recommends that the President appoint a Spe-
cial Assistant for Narcotic and Drug Abuse from the White House
staff to provide continuous advice and assistance in launching a coor-
dinated attack. The Special Assistant will have general coordinating



(YUo OT 1491)
~ase: 20-71433, 09/29/2020, ID: 11841671, DktEntry: 19-4, Page 151 of 28!

17

authority and the organizational responsibility to follow through on
the evaluation and the implementation of the Commission’s recom-
mendations.

Action. An Interdepartmental Commission on Drug Abusc has been
appointed on the staff of the White House in compliance with this
recommendation.

3. The Commission recommends that a citizens’ advisory comiittee
be created for service from time to time. This committee shou'd be
composed of authorities from all facets of drug abuse and be drawn
from all relevant disciplines and professions. It should critically re-
view progress made toward the development and execution of a Fed-
eral policy and program. The Special Assistant would serve as liaison
between the President and the advisory committee.

Artion. The reported bill authorizes establishment of advisory com-
mittees with respect to the prevention and control of drug abuse.

4. The Commission recommends that a core of information and
educational materials be prepared by the Secretary of Health, Educa-
tion, and Welfare to provide the public and all professions involved
with accurate knowledge on narcotic and drug abuse to combat the
misinformation that is so prevalent today.

Action. Both the National Institute of Mental Health and the Bu-
rean of Narcotics and Dangerous Drugs have prepared and are dis-
tributing such information. The National Institute of Mental Health
also maintains the National Clearinghouse for mental health informa-
tion, the world’s largest computerized repository of mental health and
related research findings.

5. The Commission recommends that the Federal Counecil for Seience
Technology, with the advice of an ad hoc committee of experts, design
a comprehensive research plan coveringall aspects of narcotic and drug
abuse and that the National Institute of Mental Health earmark for
narcotic and drug abuse research a specific amount from its extra-
mumll research budget for each fiscal year to finance the operation of
the plan.

Action. The National Institute of Mental Health is responsible for
the conduct of such a comprehensive research plan,and isin the process
of carrying it out.

6. The Commission recommends that the Secretary of Health, Edn-
cation, and Welfare establish a national reporting system to collect,
collate, and analyze data on all forms of narcotic and drug abuse so
as to obtain an accurate assessment of the problem. This should be set
up on a cooperative basis with Federal, State, municipal, and private
agencies participating,

Action. Both the National Institute of Mental Health and the Bu-
rean of Narcotics and Dangerous Drugs are involved in conducting
services regarding known or suspected drug abuse. In addition, section
503(a) (4) of the bill provides for maintenance in the Department of
Justice of a unit to compile information and statistics, in cooperation
with state and local agencies to aid in combatting drug abuse.

7. The Commission recommends that the functions of the Bureau of
Narcotics relating to the investigation of the illicit manufacture, sale,
or other distribution, or possession of narcotic drugs and marihuana be
transferred from the Department of the Treasury to the Department
of Justice.
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Aection. This recommendation was carried out by Reorganization
PPlan No. 1 of 1968.

8. The Commission recommends that the responsibility for the in-
vestigation of the illicit traffic in dangerous drugs be transferred from
the Department of Health, Education, and Welfare to the Department
of Justice.

Action. This recommendation was carried out pursnant to Reorga-~
nization Plan No. 1 of 1968.

9. The Commission recommends that the functions of the Bureau of
Narcotics relating to the regulation of the legitimate importation, ex-
portation, manutacture, sale, and other transfer of narcotic drugs and
marihuana be transferred from the Department of the Treasury to the
Department of Health, Education, and Welfare. Narcotic drugs would
be regulated under the power to regulate interstate and foreign com-
merce, not under the tax power; and the importation, production, sale,
or other transfer of marithuana would be prohibited except where ex-
pressly licensed for legitimate scientific purposes or for the cmergency
production of hemp.

Action. This bill provides for regulation of all drugs under the inter-
state and foreign commerce power. The regulation of legitimate manu-
facture of drugs subject to abuse will be carried out under this bill by
the Department of Justice, except that the functions of the Food and
Drug Administration are not superseded by the authority of the
Department of Justice.

10. The Commission recommends that a unit be established within
the Department of Health, Education, and Welfare to determine the
safety and efficacy of and to regulate all narcotic and dangerous drugs
capable of producing severe psychotoxic effects which can lead to erim-
inal or lawless behavior when abused. This unit would also regulate
the legitimate importation, exportation, manufacture, sale and other
transfer of narcotic and dangerous drugs.

Action. Under Reorganization Plan No. 1 of 1968, a Bureau of Nar-
cotics and Dangerous Drugs has been established in the Department of
Justice to reglﬁate all these drugs (including legitimate importation,
exportation, manufacture, and distribution) to prevent diversion from
legitimate channels. Safety and efficacy will continue to be regulated
under the Federal Food, Drug, and Cosmetic Act by the Department
of Health, Education, and Welfare.

11. The Commission recommends a substantial increase in the num-
ber of Federal enforcement personnel assigned to the investigation
of the illicit importation of and trafficking in narcotic drugs, mari-
huana, and dangerous drugs.

Action. At the end of June, 1968, the Bureau of Narcotics and Dan-
gerous Drugs had 615 agents. By June, 1970, this number had increased
to over 900. In addition, section 103 of the bill authorizes the addition
of at least 300 more agents during fiscal 1971.

12. The Commission recommends that the penalty provisions of the
Federal narcotics and marihuana laws which now prescribe mandatory
minimum sentences and prohibit probation or parole be amended to fit
the gravity of the particular offense so as to provide a greater incentive
for rehabilitation.
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Action. As discussed earlier in this report, elimination of almost all
mandatory minimum sentences, as well as elimination of the prohibi-
tion against probation and parole of narcotic offenders, is accom-
plished by this bill.

18. The Commission recommends that all non-narcotic drugs capable
of producing serious psychotoxic effects when abused be brought un-
der strict control by Federal statute.

Action. This recommendation was accomplished by the enactment
of the Drug Abuse Control Amendments of 1965.

14. The %}onmlission recommends that the training school now con-
ducted by the Bureau of Narcotics be more fully publicized among
State and local law enforcement agencies, that in-service training ses-
sions, workshops and seminars be conducted in the areas where drug
abuse is most prevalent, and that the Federal Government provide
field training courses for the dissemination of current Federal infor-
mation on narcotics control to State and local law enforcement officers.

Aection. Approximately twenty thousand state and local officers were
provided training by the Bureau of Narcotics and Dangerous Drugs
during fiscal year 1970, and the reported bill (section 503(a) (3)) au-
thorizes continuation of this program.

15. The Commission recommends the enactment of legislation au-
thorizing the use of wiretapping by Federal law enforcement officials
in limited cireumstances and under strict controls to detect and pre-
vent the international smuggling of narcotics.

Aection. The Omnibus Crime Control and Safe Streets Act of 1968
provides this authority.

16. The Commission recommends that the United States request the
United Nations to establish a system of international control of the
distribution of dangerous drugs. The Commission does not see the
necessity of new Federal legislation to supplement the general smug-
gling law by expressly grohibiting the illegal importation of dangerous

rugs into the United States.

Action. The Single Convention on Narcotic Drugs, 1961, ratified by
the United States in 1967, and the Psychotropic Protocol, presently
nearing final draft form, respond to this recommendation.

17. The Commission recommends that the United States invite the
Mexican Government to assist in the establishment of a Joint United
States-Mexico Commission for consultation on the development of
better methods to curb the illegal flow of narcotics, marihuana, and
dangerous drugs between Mexico and the United States.

Action. Negotiations are underway with the Mexican government to
deal with problem areas of mutual concern in this area.

18. The Commission recommends that the United States oppose, in
its present form, ratification of the Single Convention on Narcotic
Drugs, 1961, until there is a correction of those sections which weaken
the control and limitation of world opium cultivation and production
as established in the Protocol of 1953.

Action. A five-ton limit per country on the production of crude
opium was approved in 1967, and assurances have been given with
regard to the enforcement of these provisions.

19. The Commission recommends that the Federal Government en-
courage and increase assistance to State and municipalities to develop
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and strengthen their own treatment programs and confine its activities
in the immediate future to research instead of maintaining extensive
public treatment programs.

Action. Provisions carrying out this recommendation have been
established under Title IV of the Narcotic Addict Rehabilitation Act
of 1966. In addition, the Community Mental Health Centers Act was
amended in 1968 to provide Federal assistance for treatment programs,
and this authority 1s expanded by amendments made in section 1 of
the reported bill.

20. The Commission recommends that Federal regulations be
amended to reflect the general principle that the definition of legiti-
mate medical use of narcotic drugs and legitimate medical treatment
of a narcotic addict are primarily to be determined by the medical
profession.

Aetion. Scction 4 of the reported bill, providing for determinations
by the Secrctary of Health, Iiducation, and Welfare of appropriate
methods of professional practice in the medical treatment of narcotic
addicts, responds to this recommendation.

21. The Commission recommends that legislation be designed to
provide authority for the Federal Government to render direct finan-
cial and technical assistance to State governments (singly or acting
together on a regional basis), to local governments, and to private non-
profit organizations for the establishment, maintenance, and expansion
of broad treatment and rehabilitation programs and the training of
staff and personnel to staff and operate the programs.

Aetion. Such authority is contained in the Community Mental
Health Centers Act, as amended by section 1 of the bill. In addition,
the Narcotic Addict Rehabilitation Act of 1966 specifically recognizes
and encourages State participation in such programs.

22. The Commission recommends Federal assistance to State govern-
ments, acting singly or on a regional basis, and to local governments
for the construction of nonhospital treatment centers for narcotic and
dangerous drug abusers and for new treatment units in existing State
and local hospitals.

Action. The 1968 amendments to the Community Mental Tealth
Centers Act and the further amendments made to that Act hy the
reported bill respond to this recommendation.

23. The Commission recommends that the Public Health Service
hospitals in Lexington, Ky., and Fort Worth, Tex., aceept voluntary
patients only for purposes of research study in the future.

Aection. Seetion 2 of the reported bill provides broader treatment
authority in all Public Health Service hospitals for persons with drug
abuse and other drug dependent problems, Until adequate numbers of
community based facilities are available, this broadened authority will
continue to be necessary.

24, The Commission recommends that the Bureau of Prisons estab-
lish a special treatment program for confirmed narcotic and drug
abusers within the Federal prison system.

Action. Title IT of the Narcotic Addict Rehabilitation Act of 1966
provides for special treatment of convicted narcotic addicts.

25. The Commission recommends that a Federal civil commitment
statute be enacted to provide an alternative method of handling the
ffi)derally convicted offender who is a confirmed narcotic or marihuana
abuser.
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Aection. Title IT of the Narcotic Addict Rehabilitation Act of 1966
provides such treatment for narcotic addicts but not for marihuana
users. Persons with drug abuse problems may be treated in Federal
facilities under amendments made by the reported bill, and additional
facilities under the Community Mental Health Centers Act are also
provided for under the bill.

Actioxn ox KarzExBacH CoMMISSION RECOMMENDATIONS

The Katzenbach Commission made the following recommendations,
in addition to those already made by the Prettyman Commission. These
recommendations, and action to carry them out are set forth below:

(1) Recommendation. Research should be undertaken devoted to
carly action on the further development of a sound and effective frame-
work of regulatory and criminal laws with respect to dangerous drugs.
In addition, research and educational programs concerning the effects
of such drugs should be undertaken.

etion. The reported bill responds to this recommendation of devel-
opment of regulatory and criminal laws. The legis'ation also author-
izes snbstantial research and educational programs.

(2) Recommendation. The enforcement and related stafl of the
Bureau of Customs should be materially increased.

Action. The 1971 Appropriation Act for the Treasury Department,
as passed by the House, contains funds for a substantial increase in the
enforcement and related staff of the Bureau of Customs.

(3) Recommendation. State and Federal drug laws should give a
large enough measure of discretion to the courts and correctional au-
thorities to enable them to deal flexibly with violators, taking account
of the nature and seriousness of the offense, the prior record of the
offender and other relevant circumstances.

Action. The penalty structure set forth in the reported bill provides
a flexible system of penalties for Federal offenses, in accordance with
both this recommendation and recommendation No. 12 of the Pretty-
man Commission. The recommended Model State law also contains
similar provisions.

(4) Recommendation. The National Institute of Mental Health
should devise and execute a plan of research, to be carried on both on
an intramural and extramural basis, covering all aspects of marihuana
use.

Action. In addition to recent research activities of the Institute, pub-
lic law 91-296 provides for the conduct of such research by the Secre-
tary of Health, Education, and Welfare and section 601 of the re-
ported bill provides for the establishment of a Commission on
Marihuana and Drug Abuse.

(5) Recommendation. The enforcement staff of the Bureau of Nar-
cotics should be materially increased. Some part of the added person-
nel should be used to design and execute a long-range intelligence
effort aimed at the upper echelons of the illicit drug traffic.

Action. As was pointed out with respect to recommendation No. 11
of the Prettyman Commission, the enforcement staff of the Bureau
of Narcotics and Dangerous Drugs has been substantially increased,
and section 103 of the reported bill provides for a further increase in
personnel. In addition, mobile strike forces have been established by
the Bureau to concentrate on upper echelons of the illicit drug traffic.
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(8) Recommendation. Those States which do not already have ade-
uate legislation should adopt a model State drug abuse control act
similar to the Federal Drug Abuse Control Amendments of 1965.

Action. A model State Drug Abuse Act has been developed and
recommended to the States. Revisions will, of course, be necessary to
conform that model act to this act, since the reported bill and State
laws are designed to be mutually supporting.

(7) Recommendation. The recordkeeping provisions of the 1965
amendments should be amended to require that records must be segre-

ated or kept in some other manner that enables them to be promptly
identified and inspected.

Action. The recordkeeping provisions of the reported bill will pro-
vide more ready accessibility of records with respect to controlled sub-
stances, under section 307 of the reported bill.

82 Recommendation. A core of educational and informational ma-
terials should be developed by the National Institute of Mental
Health.

Action. Much information has been prepared both by the National
Institute of Mental Health and the Bureau of Narcotics and Dangerous
Drugs. In addition, the proposed section 253 of the Community Mental
Health Centers Act contained in section 1(c) of the reported bill pro-
vides specific authority for preparation of educational and informa-
tional materials, and for traning of professional and other personnel
to work in the area of drug abuse education.

Law ENFORCEMENT

Titles IT and IIX of the bill deal with law enforcement aspects of
drug abuse, and provide authority for the Department of Justice to
keep track of all drugs subject to abuse manufactured or distributed
in the United States in order to prevent diversion of these drugs from
legitimate channels of commerce. The legislation would accomplish
this result through a variety of approaches depending upon the type
of activities engaged in which are proposed to be regulated.

ConTROL DETERMINATIONS

Part B of the bill (sections 201 and 202) lists the drugs initially
subject to control under the legislation, and establishes a procedure
f}(;r &lltlure determinations as to drugs to be subject to the controls of
the .

Considerable controversy arose during the hearings over this pro-
vision of the bill, with respect to the proper role of the Attorney (Ee -
eral and the Secretary of Health, E(Fucation, and Welfare in making
determinations concerning which drugs should be controlled. The
reported bill strikes a balance between the extent to which control
decisions should be based upon law enforcement criteria, and the ex-
tent to which such decisions should be based on medical and scientific
determinations. The bill provides that the ultimate authority for
decision as to whether or not drugs should be controlled, and the
schedule in which they are to be placed, shall rest with the Attorney
General, based upon all the evidence, with all scientific and medical
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determinations being made by the Secretary of Health, Education,
and Welfare, and these determinations being made binding upon the
Attorney General.

The procedure which the Attorney General must then follow to
control a drug involves rulemaking proceedings on the record after
opportunity for a hearing. This provides opportunity for considera-
tion of the views of persons who would be adversely affected by con-
trol of a drug, with judicial review available thereafter ; however, this
administrative proceeding is more streamlined in its operation than
the existing procedures under section 701(e) of the Federal Food,
Drug, and Cosmetic Act, so that controls may be established expedi-
tiously where necessary, with full consideration of all factors involved
in the decision—Ilaw enforcement problems, medical, and scientific de-
terminations, and the interests of parties affected by the decision to
control.

REGISTRATION REQUIREMENTS

The legislation provides that all persons engaged in the legitimate
distribution chain involving drugs included in one of the schedules
under the bill must be registered with the Attorney General. Registra-
tion requirements vary according to the type of activity engaged in,
with registration being permitted for the manufacture of more dan-
gerous ﬁmgs only where the Attorney General determines that such
registration is consistent with the public interest and with United
States obligations under treaties existing on the effective date of this
part of the bill, and where he determines that adequate safeguards
against diversions exist. Registration of distributors of such drugs and
of manufacturers and distributors of less dangerous drugs would be
permitted unless the Attorney General determines that registration
would be énconsistent with the public interest. Practitioners (includ-
ing pharmacies and hospitals) engaged in the distribution chain
would be required to be registered, but registration would be as a
matter of right where the individual or firm is engaged in activities
involving these drugs which are authorized or permitted under State
law, except that in the case of registration for research with Schedule
1 substances (i.e., substances that have no accepted medical use in
treatment in the United States), registration is conditioned on certifi-
cation of the qualifications of the researcher (after review of the
project) by the Secretary of HEW to the Attorney General.

QuoTas

Existing law relating to the regulation of narcotics provides a
closed system, with limitations upon quantities of basic ingredients
such as opium and coca leaves, which may be imported with quotas
thereafter established for the total domestic production of basic classes
of narcotic drugs.

Through control of the quantities of the basic ingredients needed
for the manufacture of narcotics, and the requirement of order forms
for all transfers of these drugs, it has been possible to keep diversions
of narcotic drugs from legitimate channels of trade to an almost ir-
reducible minimum.

48-707—70—4



(910 01 1491)
Case: 20-71433, 09/29/2020, 1D: 11841671, DktEntry: 19-4, Page 158 of 286

24

The bill continues this system for controlled substances in Schedules
I and II, extending the coverage of the existing quota provisions to
include the hallucinogens and other drugs included in Schedule I of
the bill.
RECORDS AND REPORTS

Existing law provides for inventories and recordkeeping with re-
spect to all drugs subject to control under the Drug Abuse Control
Amendments of 1965 and under the laws regulating narcotic drugs.
The bill continues, and strengthens these requirements, as recom-
mended by both the Prettyman Commission and the Katzenbach Com-
mission, and requires that records be maintained either separately of all
other records of the registrant or alternatively, in the case of non-
narcotic substances, be in such form that information required is read-
ily retrievable from the ordinary business records of the registrant. As
pointed out in a letter to the committee from the Office of the Deputy
\ttorney General, set forth hereafter in this report under the heading
“agency reports”, ordinary business records will frequently serve the
purposes of this section, so long as the information required is readily
retrievable through the use of red-line, asterisk, or other types of
identification of items on invoices or other records.

Practicing physicians will be required to continue the recordkeeping
required under existing laws, under which a physician is required to
keep records of all narcotic drugs which are dispensed to a patient
(except by prescribing or administration) and, in case the physician is
regularly engaged in charging his patients for nonnarcotic controlled
substances he must keep records of all such substances dispense to them.

Researchers engaged in clinieal investigations, or in preclinical re-
search or in teaching, at an institution which maintaing requived rvee-
ords, will not be required to keep records in addition to those kept by
the institution.

ADMINISTRATIVE PROVISIONS

Part E of title IT of the bill (sections 501 through 516) sets forth a
number of administrative provisions necessary to carry out the legis-
lation, such as authority for cooperative arrangements with State and
local governments, advisory committees, administrative hearings, sub-
penas, standards for judicial review, arrest and other powers of en-
forcement personnel, administrative inspections, forfeitures, injunc-
tions, enforcement proceedings, grants of immunity from prosecution,
burden of proof, and payments and advances.

The Attorney General is authorized under this part to engage in
education and research programs in the area of enforcement of the
laws under his jurisdiction concerning drugs or other substances which
are or may be subject to control under tlus legislation. The Attorney
GGeneral is granted authority under section 502(c) which is the same
as that granted to the Secretary of Health, Education, and Welfare
under section 3 of title I. The Attorney General or the Secretary may
authorize persons engaged in research to withhold the names and other
identif{r'ng characteristics of persons who are the subjects of such
research. In addition, the Attorney General is authorized to permit
persons engaged in research to possess, distribute, and dispense con-
trolled substances, and he may exempt such persons from State or
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Federal prosecution for such possession, distribution, and dispensing.
The purpose is to encourage further research involving controlled
substances, with restrictions designed to prevent the occurrence under
this authorization of illicit activitics masquerading as research.

“No-KNoCK” SEARCH WARRANTS

One of the more controversial provisions of the bill is subsection (b)
ot section 509 which would permit an officer executing a warrant relat-
ing to controlled dangerous substances to enter without giving notice of
his authority and purpose if so authorized in the warrant. The warrant
could authorize such entry on a finding of probable cause to believe
the property sought may, and, if such notice is given, will, be easily and
quickly destroyed or disposed of, ov that danger to the life or limbh of
the officer or another will result from announcement.

The purpose of this provision, as explained in the hearings, is to
provide law enforcement officials with a tool to aid in combatting the
illicit traflic in drugs which has proved helpful in all of the 29 States
where this authority exists either by statute or common law.

General “no-knock” provisions, not limited to narcotics, have been
previously considered by the Department of Justice and the view has
been expressed that they are constitutional in concept even though
constitutional challenge as to their application to specific fact situa-
tions is likely.

The conclusion that “no-knock” legislation even broader than sub-
section (b) is constitutional is based on the decision in Ker v. Cali-
fornia, 374 U.S. 23 (1963). That case upheld unannounced entry and
seizure of narcotics without a warrant primarily on the basis of the
officer’s need to prevent destruction of the evidence. The judgment of
the exigency of the circumstances was that of the police officers, not
an independent judicial officer, and yet the court upheld the search as
coming within one of the permissible exceptions of the announcement
of authority and purpose requirements. Among the objections of the
f(t)ﬁur dissenters was reliance on the subjective judgment of the police
officers.

‘While decided by a closely divided court 6 years ago, Ker has not
been overruled or ﬂmited with respect to unannounced entry in sub-
sequent cases. In La Peluso v. California, 385 U.S. 829 (1966), the
Supreme Court refused to reconsider it. Sabbath v. United States, 391
U.S. 585 (1968), while holding unannounced entry by Federal officers
invalid on the basis of 18 U.S.C. 3109, did not disturb the constitu-
tional holdings in Ker. (See footnote 8, 391 U.S. at 591).

In a somewhat related area, the Court has very recently recognized
the valid governmental interest in preventing harm to the officer or
destruction or concealment of evidence. C'himel v. California, 395 U.S.
752 (1969), involved the permissible scope of searches incident to the
execution of an arrest warrant. It held that such “contemporanecous
searches” must be limited to the person of the arrested individual and
the immediate area under his control. The holding is premised on the
concept that warrantless searches ave permissible under the Fourth
Amendment only for certain limited purposes. As in unannounced
entry cases, one of these purposes is the prevention of the destruction
of evidence. (See 395 U.S. at 763.)
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Ker is still controlling law with respect to the constitutionality of
unannounced entry and 1s reinforced by the rationale of Chimel. On
the basis of Ker, it is the view that subsection (b) is constitutional.

SEecTION-BY-SECTION ANALYsis or HLR. 18583

The bill, to be known as the “Comprehensive Drug Abuse Prevention
and Control Act of 19707, is in three titles, title I relating to rehabilita-
tion (including prevention and treatment) of drug abusers and of drug
dependent persons, and titles IT and 11T dealing with law enforcement
aspects of drug abuse.

Provisions or THE BILL

Title I—Rehabilitation

Section 1 of title I broadens the provisions of the Community Mental
Health Centers Act relating to grants for construction and stafling of
facilities for treatment of narcotic addiction and for special projects
in the field of narcotic addiction, so as to cover other problems of drug
abuse and drug dependence, and accordin%ly increases the existing
combined appropriation authorizations under that Act in the drug
and alcoholism fields from the present $30 million for fiscal year 1971,
$35 million for fiscal year 1972, and $40 million for fiscal year 1973 by
$10 million, $25 million, and $40 million, respectively. It likewise
broadens present authority for special staffing grants for consultation
services.

This section of the bill further adds two new sections to part D of the
Community Mental Health Centers Act: A section (sec. 253) on drug
abuse education and a section (sec. 256) on special projects for nar-
cotic addicts and drug dependent persons. (Present sections 253 and
254 are redesignated as sections 254 and 255, respectively.)

The new section 256 of the Community Mental Health Centers Act
authorizes annual appropriations of $20 million each for the fiscal
years 1971, 1972, andp 1978 for grants by the Secretary of Health, Edu-
cation, and Welfare to public or nonprofit private agencies and orga-
nizations for projects for the treatment and rehabilitation of narcotic
addicts or other drug dependent persons, which include detoxification
services, institutional services (including medical, psychological, edu-
cational, and counseling services), and community-based aftercare
services. The duration of Federal support, and the cost-percentage of
Federal support (including higher Federal percentages in urban or
rural poverty areas), for any such project follow the pattern set for
staffing grants by the Community Mental Health Centers Amend-
ments of 1970 (P.L. 91-211). Priority is to be given to projects in
States, and areas within States, having the higher percentages of nar-
cotic addicts or other drug dependent persons. Applications for grants
under this section from applicants in any State must be forwarded
through the State agency responsible for administering the State’s
mental health center plan submitted under section 204 of the act or,
where there is a separate State agency designated by the Governor as
responsible for planning, coordinating, and executing the State’s ef-
forts in the treatment and rehabilitation of narcotic addicts and drug
dependent persons, then through that agency.
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The new section 253 of the Community Mental Health Centers Act
proposed by the bill authorizes grants and contracts by the Secretary
of Health, Education, and Welfare (1) for the collection, preparation,
and dissemination of educational materials on drug use and abuse and
the prevention of such abuse, and (2) for the development and evalua-
tion of programs of drug abuse education directed at the general pub-
lic, schoolage children, and special high-risk groups. This section fur-
ther directs the Secretary, acting through the National Institute of
Mental Health, to (1) serve as a focal point for collection and dissemi-
nation of information related to drug abuse; (2) collect, prepare, and
disseminate materials (including films and other educational devices)
dealing with drug abuse and its prevention; (3) provide for prepara-
tion, production, and conduct of programs of public education (includ-
ing those using films and other educational devices) in this field; (4)
train persons to organize and participate in programs of public drug
abuse education ; (5) coordinate activities with respect to health educa-
tion aspects of drug abuse carried on by Federal departments and agen-
cies designated by the Secretary; (6) provide technical assistance to
State and local health and educational agencies with respect to the
establishment and implementation of programs and procedures for
public education on drug abuse; and (7) undertake other activities
essential to a national program for drug abuse education. Finally, this
section authorizes the Secretary, acting through the National Institute
of Mental Health, to develop and conduct workshops, institutes, and
other activities for the training of professional and other personnel to
work in the area of drug abuse education. For carrying out this section
253, the bill authorizes appropriations of $7 million for fiscal vear
1971, $10 million for fiscal year 1972, and $12 million for fiscal year
1973.

The committee is aware that nonspecific authority for drug abuse
education and training, and grants therefor, can be found in, and is
utilized under, existing broad authority in the Public Health Service
Act and other statutes administered by the Department of Health, Ed-
ucation, and Welfare, and it is by no means intended by the present bill
to negate or narrow such authority by implication. There are, however,
reasons why the committee recommends the more specific authority
above outlined. It gives statutory emphasis to the overriding impor-
tance of these activities. It makes the National Institute of Mental
Health a focal point for drug abuse information; it sets forth those
educational, training, and informational activities which the Secretary
is to conduct through the National Institute of Mental Health; and it
authorizes the Secretary to coordinate, through the Institute, activities
with respect to the health education aspects of drug abuse carried on
by Federal agencies.

Drug abuse and narcotic addiction and other drug dependence are
clearly health, as well as social, problems and require health and medi-
cal approaches to provide a single base of knowledge on which to
mount the multiple preventive-educational programs needed. The Na-
tional Institute of Mental Health, as a health agency closely allied
with the scientific community in medical and social science arcas, is
particularly well-suited to provide such a base.

Section 2(a) of this title expands significantly the direct patient
care authorities of the Department of Health, Education, and Welfare
under part E of title IIT of the Public Health Service Act to include,
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in addition to narcotic addicts, other persons with “drug abuse and
drug dependence problems.” This reflects the committee’s concern that
the Federal direct patient care activities be broadened to include not
only those physical{y addicted but those who have psychological prob-
lems related to their repetitive use or desire to use drugs of abuse. This
does not, however, expand authority under other laws to commit per-
sons for treatment.

Section 2(b) adds to the Public Health Service Act a definition of
“drug dependent person”. The term is defined (in a way similar
to the World Health Organization’s definition) as a person who is
using a controlled substance (as defined in title IT of the bill) and is in
a state of psychic or physical dependence, or both, resulting from such
use on a continuous basis. Drug dependence, the bill states, is charac-
terized by behaviorial and other responses which include a strong
compulsion to take the substance on a continuous basis in order to
experience its psychic effects or avoid the discomfort caused by its
absence.

Section 3(a) of this title grants the Secretary of Health, Education,
and Welfare a much needed authority to protect the privacy of drug re-
search subjects by nondisclosure of identification data of such indi-
viduals. It enables the researcher, when authorized by the Secretary, to
assure research subjects complete anonymity, with immunity from

rosecution for withholding this identifying information. This author-
1ty is not limited to research conducted or supported by the Federal
Government.

Subsection (b) of this section amends section 507 of the Public
Health Service Act to permit funds that are available (1) under the
Public Health Service Act or (2) under the Community Mental
Health Centers Act, for programs relating to drug dependence, drug
abuse, and alcoholism, to be used for 100 percent grants to Veterans’
Administration hospitals, Saint Elizabeths Hospital, and hospitals of
the Public Health Service and the Bureau of Prisons, for such
purposes.

Section 4. Existing narcotic laws permit the administration of nav-
cotics in the professional practice of medicine but relatively few physi-
cians treat narcotic addiction as such because of uncertainties as to the
%ossibility of prosecution. Section 4 authorizes the Secretary of Health,

ducation, and Welfare, after consultation with the Attorney General
and organizations representative of persons who are knowledgeable
and experienced in the treatment of narcotic addicts, to determine and
report, to Congress on appropriate methods of professional practice in
the medical treatment of narcotic addicts. The section does not super-
sede the existing procedures of the Federal Food, Drug, and Cosmetic
Act for investigation and approval of new drugs.

Trree IT—ConTtrOL AND ENFORCEMENT -

This title is divided into 7 parts as follows::

Part A—Short Title; Findings and Declaration ; Definitions.

Part B—Authority to Control; Standards and Schedules.

Part C—Registration of Manufacturers, Distributors, and Dis-
pensers of Controlled Substances.

Part D—Offenses and Penalties.
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Part E-—Administrative and Enforcement Provisions.

Part F—Advisory Commission.

Part G—Conforming, Transitional and Effective Date, and Gen-
eral Provisions.

Part A—Short Title. ete—This part contains the short title, find-
ings, definitions, and provision for increased numbers of personnel of
the Bureau of Narcotics and Dangerous Drugs.

Section 100—Short title
This section provides that title IT of this legislation may be cited as
the “Controlled Substances Act”.

Section 101—Findings and declarations

This section states the principal reasons why it is necessary to make
the controls of title IT applicable to all controlled substances regard-
less of whether they or their components have ever been outside the
State in which they are found. It is not intended, however, to preempt
the field to the exclusion of the States. See section 708, below.

This section thus contains a finding and declaration by Congress
that—

(1) Many of the drugs included within this title have a pres-
ently accepted medical purpose.

(2) The illegal importation, manufacture, distribution, and
possession and improper use of controlled substances have a sub-
stantial detrimental effect on the public’s health and general
welfare.

(3) Controlled substances either flow through interstate or for-
eign commerce or they have a substantial and direct effect upon
interstate commerce; Kecause they have moved in such commerce
after manufacture or when distributed locally have usually been
transported in such commerce immediately before distribution or
they are substances which commonly flow through interstate com-
merce prior to possession.

(4) Those substances manufactured or distributed on a purely
intrastate basis cannot be differentiated from those manufactured
or distributed for interstate commerce, so that it is not feasible
to distinguish controls over each type.

(8) Federal control over intrastate traffic in controlled sub-
stances is essential to control over incidents of interstate traffic.

(6) The United States is a party to the Single Convention on
Narcotic Drugs, 1961, and other international conventions de-
signed to establish effective controls over international and do-
mestic traffic in controlled substances.

Section 109—Definitions

These definitions apply for the purposes of title IT of the hill.

Paragraph (1) defines “addict” to mean any individual who habit-
ually uses any narcotic drug as defined by this act so as to endanger
the public morals, health, safety, or welfare, or who is so far addicted
to the use of such narcotic drugs as to have lost the power of self-control
with reference to his addiction.

Paragraph (2) defines “administer” to mean the direct application
of a controlled substance to the body of a patient or research subject by
a practitioner, or in his presence by his authorized agent, or by the
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patient or research subject’s own application in the presence of a
practitioner. This paragraph further defines application to include
application by injection, inhalation, ingestion, or any other means. The
definition of *administer” is intended to include administration to an
animal, and the term “patient” is to be read as including an animal
patient.

Paragraph (3) defines “agent” to mean an authorized person who
acts on behalf of or at the direction of a manufacturer, distributor,
or dispenser. The term does not include a common or contract carrier,
public warehouseman, or employee thereof, when acting in the usual
course of the carrier’s or warehouseman’s business,

Paragraph (4) defines “Bureau of Narcotics and Dangerous Drugs™
to mean the Bureau of Narcotics and Dangerous Drugs, Department
of Justice.

Paragraph (5) defines the term “control” to mean the addition of a
drug or other substance or immediate precursor to a schedule under
part B of title II either directly or by rescheduling such substance.

Paragraph (6) defines “controlled substance” to mean a drug, other
susbtance, or immediate precursor in schedules I through V under
part B of title IT of this Act. Distilled spirits, wine, malt beverages,
or tobacco as those terms are defined or used in the Internal Revenue
Code of 1954 may not be included in any schedule.

Paragraph (7) defines “counterfeit substance” to mean a controlled
substance which, or the container or labeling of which, without author-
ization, bears the trademark, trade name, or other identifying marlk,
imprint, number, or device, or any likeness thereof, of a manufacturer,
distributor, or dispenser other than the person or persons who in fact
manufactured, distributed, or dispensed such substance, and which
thereby falsely purports or is represented to be the product of, or to
have been distributed by, such other manufacturer, distributor, or
dispenser.

Paragraph (8) defines “deliver” or “delivery” to mean the actual,
constructive, or attempted transfer of a controlled substance, whether
or not there exists an agency relationship.

Paragraph (9) defines “depressant or stimulant substance” to mean
(1) a drug which contains any quantity of (A) barbituric acid or any
of the salts of barbituric acid, or (B) any derivative of barbituric acid
which has been designated by the Secretary of Health, Education, and
Welfare as habit forming under section 502 (d) of the Federal Food,
Drug, and Cosmetic Act; (2) a drug which contains any quantity of
(A) amphetamine or any of its optical isomers, (B) any salt of
amphetamine or any salt of an optical isomer of amphetamine, or (C)
any substance which the Attorney General, after investigation, has
found to be, and by regulation designated as, habit forming because
of its stimulant effect on the central nervous system; (3) lysergic acid
diethylamide; or (4) any drug which contains any quantity of a
substance which the Attorney General, after investigation, has found
to have, and by regulation designated as having, a potential for abuse
because of its depressant or stimulant effect on the central nervous
system or its hallucinogenic effect.

Paragraph (10) defines “dispense” to mean to deliver a controlled
substance to the ultimate user or human research subject by or pur-
suant to the lawful order of a practitioner, including the labeling,
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prescribing, or administering of a controlled substance and the pack-
aging, la beiing, or compounding necessary to prepare the substance
for such delivery. “Dispenser” is a practitioner who so delivers a con-
trolled substance to the ultimate user or human research subject.

Paragraph (11) defines “distribute” to mean to deliver a controlled
substance other than by administering or dispensing. “Distributor”
means a person who so distributes. ) )

Paragraph (12) defines “drug” as having the same meaning given
to it by section 201(g) (1) of the Federal Food, Drug, and Cosmetic
Act which reads as follows: )

“(g) (1) Articles recognized in the official United States Pharma-
copoeia, official Homeopathic Pharmacopoeia of the United States, or
official National Formulary, or any supplement to any of them; and
(2) articles intended for use in the diagnosis, cure, mitigation, treat-
ment, or prevention of disease in man or other animals; and (3) arti-
cles (other than food) intended to affect the structure or any function
of the body of man or other animals; and (4) articles intended for use
as a component of any article specified in clause (1), (2),or (3) of this
paragraph; but does not include devices or their components, parts, or
accessories.”

Paragraph (13) defines “felony” to mean any Federal or State of-
fense classified by applicable Federal or State law as a felony.

Paragraph (14) defines “manufacture” to mean the production,
preparation, propagation, compounding, or processing of a drug or
other substance, either directly or indirectly or by extraction from sub-
stances of natural origin, or independently by means of chemical syn-
thesis or by a combination of extraction and chemical synthesis. The
term also includes the packaging, repackaging, or labeling of any con-
tainer of any controlled substance, except when done by practitioners
who prepare, compound, package, or label prescription orders as an
incident to their administration or dispensing of such drug or sub-
stance in the course of their professional practice. “Manufacturer” is
defined as a person who manufactures a drug or other substance.

Paragraph (15) defines “marihuana” to mean all parts of the plant
Cannabis sativa L., whether growing or not, including its seeds. It also
includes the resin extracted from any part of the plant, and every com-
pound, manufacture, salt, derivative, mixture, or preparation of the
plant, its seeds, or resin. The term does not include the mature stalks
of the plant, fiber produced from the stalks, oil or cake made from the
seeds of the plant, any other compound, manufacture, salt, derivative,
mixture, or preparation of the mature stalks (except the extracted
resin), fiber, oil, or cake, or the sterilized seed of the plant which is in-
capable of germination.

Paragraph (16) defines “narcotic drug” to mean any of the follow-
ing, whether produced directly or indirectly by extraction from sub-
stances of vegetable origin, or independently by means of chemical
synthesis, or %y a combination of extraction and chemical synthesis:
(1) opium, coca leaves, and opiates; (2) a compound, manufacture,
salt, derivative, or preparation of opium, coca leaves, or opiates; and
(3) a substance (and any compound, manufacture, salt, derivative, or
preparation thereof) which is chemically identical with any of the
substances_referred to in clause (1) or (2), except that the term
“narcotic drug” shall not include decocainized coca leaves or extracts
of coca leaves, which extracts do not contain cocaine or ecgonine.

48-707—70——35
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Paragraph (17) defines “opiate” to mean any drug or other sub-
stance having an addiction forming or addiction sustaining liability
similar to morphine or being capable of conversion into a drug having
such addiction forming or addiction sustaining liability.

Paragraph (18) defines the term “opium poppy” to mean the plant
of the species Papaver somniferum L., but not its seeds.

Paragraph (19) defines “poppy straw” to mean all parts, except the
seeds, of the opium poppy, after mowing.

Paragraph (20) defines “practitioner” to mean a physician, dentist,
veterinarian, scientific investigator, pharmacy, hospital, or other per-
son licensed, registered, or otherwise permitted, by the United States
or the jurisdiction in which he practices or does research, to distribute,
dispense, conduct research with respect to, administer, or use in teach-
ing or chemical analysis, a controlled substance in the course of pro-
fessional practice or research.

Paragraph (21) defines “production” to include the manufacture,
planting, cultivation, growing, or harvesting of a controlled substance.

Paragraph (22) defines “immediate precursor” to mean a substance
which the Attorney General has found to be and by regulation desig-
nated as being the principal compound commonly used or produced
primarily for use, and which is an immediate chemical intermediary
used or likely to be used, in the manufacture of a controlled substance,
and the control of which is necessary to prevent, curtail, or limit such
manufacture.

Paragraph (23) defines “Secretary” to mean the Secretary of Health,
Education, and Welfare unless the context otherwise indicates.

Paragraph (24) defines “State” to mean any State, territory, or
possession of the United States, the District of Columbia, the Com-
monwealth of Puerto Rico, the Trust Territory of the Pacific Islands,
and the Canal Zone.

Paragranh (25) defines “ultimate user” to mean a person who has
lawfully obtained, and who possesses, a controlled substance for his
own use or for the use of a member of his household or for administra-
tion to an animal owned by him or bv a member of his household.

Paragraph (26) defines “United States,” when used in a geographic
sense, to mean all places and waters, continental or insular, subject to
the jurisdiction of the United States, and is intended to include the
Canal Zone and the Trust Territory of the Pacific Islands.

Section 103. Increased number of enforcement personnel _

This section authorizes the Bureau of Narcotics and Dangerous
Drugs to add at least 300 agents, together with necessary supporting
personnel, to its present number ang for that purpose authorizes an
annual a}{propriation of $6,000,000 beginning with the fiscal year 1971,

(See also, the authorizations in section 709, in addition to these
sums, for other purposes.)

PART B—AUTHORITY TO CONTROL ; STANDARDS AND SCHEDULES

Section 201. Authority and criteria for classification of substances
Subsection (a) of this section authorizes the Attorney General,
pursuant to the rulemaking provisions of the Administrative Pro-
cedure Act (now subchapter IT of 5 U.S.C.), to by rule add a sub-
stance to a schedule or transfer a substance between schedules. This
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subsection further permits the Attorney General to remove a sub-
stance entirely from the schedules by rule if he finds that the substance
no longer meets the requirements for inclusion in any of the schedules.
Except as noted below, such rules are to be made on the record after
opportunity for hearing. The Attorney General may initiate proceed-
ings to control a substance on his own motion, or he may mitiate pro-
ceedings at the request of the Secretary of Health, Edueation, and
Welfare or on the petition of an interested party. )

Subsection (b) requires that, before initiating proceedings to add
a drug or other substance to one of the schedules of the bill, or to re-
schedule it or remove it entirely from the schedules, and “after gather-
ing the necessary data”, the Attorney Gteneral shall request from the
Secretary of Health, Education, and Welfare a scientific and medical
evaluation and his recommendation as to whether or not the substance
should be added, deleted, or rescheduled as a controlled substance. The
phrase “after gathering the necessary data” is not intended to authorize
the Attorney General to undertake or support medical and scientific
research for that purpose, which is within the competence of the
Department of Health, Education, and Welfare, or to limit the Secre-
tary’s evaluation to data submitted to him by the Attorney General but
rather to defer submission of a request to the Secretary until the At-
torney General, on the basis of all the information available to him—
particularly any information developed by him as to the scope, pat-
tern, and significance of abuse of a drug or substance in this country—
has reason to believe that there may be ground for controlling or de-
controlling a drug or other substance. The phrase “after gathering the
necessary data” does, however, envision the utilization of Bureau of
Narcotics and Dangerous Drugs laboratory facilities for chemical
analysis, especially in the case of substances being abused in the street
which require identification.

In making his recommendation and evaluation, the Secretary must
consider certain factors listed in subsection (¢) and more specifically
described under that subsection, as to the substances’ pharmacological
effect, the state of current knowledge regarding the substance, the risk
to the Fublic health posed by the substance, the substance’s psychic or
physiological dependence liability, and whether or not the substance
1s an immediate precursor of a substance already controlled. The Secre-
tary must also consider any medical and scientific considerations in-
volved in the substance’s potential for abuse, its history and current
pattern of abuse, and the scope of its abuse. Subsection (a) further
Eroyides that the Secretary’s evaluations and recommendations shall

e in writing and shall be binding on the Attorney General as to
medical and scientific matters. The subsection also specifies that a
recommendation by the Secretary that a substance should not be con-
trolled is binding on the Attorney General. A fter receiving the recom-
mendation of the Secretary, the Attorney (General shall consider it and
all other relevant data to ascertain whether there is substantial evi-
dence of a potential of abuse such as to warrant the initiation of a
control proceeding. In making this determination, the Attorney
General is to consider the same criteria as the Secretary considers in
making his evaluations and recommendations, subject, of course, to
the above-mentioned requirements as to the effect to be given the
Secretary’s recommendations. If the Attorney General finds that all
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the relevant data constitutes substantial evidence of a potential for
abuse, he may proceed under the rulemaking procedures of the Ad-
ministrative Procedure Act to control the substance.

Subsection (c¢) of this seetion sets out a number of factors which the
Attorney General must consider in making his findings under subsec-
tion (a) of this section and subsection (b) of section 202. These factors
include: (1) a substance’s actual or relative potential for abuse; (2)
scientific evidence of the substance’s pharmacological effect, if known;
(3) the state of current scientific knowledge regarding the substance;
(4) the substance’s history and current pattern of abuse; (5) the scope,
duration, and significance of abuse of the substance; (6) the risk to the
public health posed by the substance; and (7) the psychic or physio-
logical dependence liability of the substance. It should also be noted
that these factors must be considered by the Secretary of Health, Edu-
cation, and Welfare in making his evaluations and recommendations to
the Attorney General under subsection (b) of this section.

A key criterion for controlling a substance, and the one which
will be used most often, is the substance’s potential for abuse, If the
Attorney General determines that the data gathered and the evalua-
tions and recommendations of the Secretary constitute substantial
evidence of potential for abuse, he may initiate control proceedings
under this section. Final control by the Attorney General will also be
based on his findings as to the sugstance’s potential for abuse.

The term “potential for abuse” is found in the definition of a “de-
ressant or stimulant drug” contained in section 201 (v) of the Federal
ood, Drug, and Cosmetic Act and is characterized further in the

Ifwaglulations (21 CFR 166.2(e)) promulgated under that section as
ollows :

The Director may determine that a substance has a poten-
tial for abuse because of its depressant or stimulant effect
on the central nervous system or its hallucinogenic effect if:

(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 ; or

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

(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.
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These regulations follow and extend the suggestions contained in
the report of this committee accompanying H.R. 2, 89th Congress,
which became the Drug Abuse Control Amendments of 1965 (House
Report No. 130, 89th Congress, first session, page 7 (1965) ).

The report went further in its discussion of the “potential” aspect
of the term. It stated that it did not intend that potential for abuse
be determined on the basis of “isolated or occasional nontherapeutic
purposes.” The committee felt that there must exist “a substantial
potential for the occurrence of significant diversions from legitimate
channels, significant use by individuals contrary to professional
advice, or substantial capability of creating hazards to the health of
the user or the safety of the community” (at page 7).

With resnect to the question of the extent to which actual, as dis-
tinguished from potential, abuse was required to be established, that
report stated that “the Secretary of Health, Education, and Welfare
should not be required to wait until a number of lives have been de-
stroyed or substantial problems have already arisen before designat-
ing a drug as subject to controls of the bill” (at page 7).

In speaking of “substantial” potential the term “substantial” means
more than a mere scintilla of isolated abuse, but less than a preponder-
ance. Therefore, documentation that, say, several hundred thousand
dosage units of a drug have been diverted would be “substantial” evi-
dence of abuse despite the fact that tens of millions of dosage units of
that drug are legitimately used in the same time period. The normal
way in which such diversion is shown is by accountability audits of the
legitimate sources of distribution, such as manufacturers, wholesalers,
pharmacies, and doctors.

Misuse of a drug in suicides and attempted suicides, as well as
injuries resulting from unsupervised use are regarded as indicative of
a drug’s potential for abuse.

Aside from the criterion of actual or relative potential for abuse,
subsection (c¢) of section 201 lists seven other criteria, already referred
to above, which must be considered in determining whether a sub-
stance meets the specific requirements specified in section 202(b) for
inclusion in particular schedules and accordingly should be designated
a controlled substance under a given schedule (including transfer from
any other schedule) or removed entirely from the schedules. A brief
discussion of each of these criteria follows.

(1) Scientific evidence of its pharmacological effects.—The state of
knowledge with respect to the effects 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 hallucinogenic effect if it is to be controlled because of
that effect. The best available knowledge of the pharmacological prop-
erties of a drug should be considered.

(2) The state of current scientific knowledge regarding the sub-
stance.—Criteria (1) and (2) are closely related. However, (1) is pri-
marily concerned with pharmacological effects and (2) deals with all
scientific knowledge with respect to the substance.

(8) Its history and current pattern of abuse.—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 ecolog-
19:1 characteristics of the segments of the population involved in such
abuse.
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(4) The scope, duration, and significance of abuse~—In evaluating
existing abuse, not only must the Attorney General know the pattern
of abuse, but he must 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 é)eneral 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.

(8) What, if any, risk there is to the public health—If a drug
creates no danger to the public health, it would be inappropriate to
control the drug under this bill.

(6) Its psychic or physiological dependence liability—There must
be an assessment of the extent to which a drug is physically addictive
or psychologically habit forming, if such information is known.

(7) Whether the substance is an immediate precursor of a substance
already controlled.—The bill allows inclusion of immediate precursors
on this basis alone into the appropriate schedule and thus safeguards
against possibilities of clandestine manufacture.

It should be noted that the above-mentioned factors do not require
specific findings to be made with respect to control under or removal
from, schedules, but rather are factors to be considered in making the
special findings required under section 202 (b) for control under such
schedules.

Under subsection (d), where control of a drug or other substance by
the United States is required by reason of its obligations under an
international treaty, convention, or protocol which 1s in effect on the
effective date of part B of the bill (i.e., the date of its enactment), the
bill does not require that the Attorney General seek an evaluation and
recommendation by the Secretary of Health, Education, and Welfare,
or pursue the procedures for control prescribed by the bill but he may
include the drug or other substance under any of the five schedules of
the bill which he considers most appropriate to carry out the obliga-
tions of the United States under the international instrument, and he
mafr do so without making the specific findings otherwise required for
inclusion of a drug or other substance in that schedule. The reference to
treaties, conventions, or protocols in effect upon enactment of the bill is
intended to refer to the Single Convention on Narcotic Drugs, 1961,
and to those predecessor conventions or protocols as to which the
United States may still have an obligation. This would include any
obligations of the United States that might arise after enactment of
the bill by reason of changes in the schedules of the Single Convention
by the international organs specified in the convention under the
authority of the provisions of the convention in effect as to the United
States on the date of enactment of the bill.

Subsection (e) of this section provides that if the Attorney General
designates a substance as an immediate precursor, he may place it in
the same schedule in which the controlled substance of which it is an
immediate precursor is placed, or in a schedule with a higher numerical
designation, whichever the Attorney General deems appropriate. For
example, under section 202, lysergic acid, which is the immediate pre-
cursor of lysergic acid diethylamide (I.SD-25), is contained in sched-
ule III, while lysergic acid diethylamide is contained in schedule I.
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In determining in which schedule to place an immediate precursor, the
Attorney General need not follow the procedures preseribed by section
201 (a) and (b), or make the findings required by sections 201 (a) and
202 (b), for placement of a controlled substance in a schedule.

Subsection (f) provides that if at the time a new-drug application
is submitted to the Secretary of Health, Education, and Welfare for
a drug having a stimulant, depressant, or hallucinogenic effect on the
centra] nervous system, it appears that such drug has an abuse po-
tential, such information is to be forwarded by the Secretary to the
Attorney General.

Subsection (g) (1) requires the Attorney General to exclude an
nonnarcotic substance from a schedule if the substance may be sol
over the counter without a prescription under the Federal Food, Drug,
and Cosmetic Act.

Subsection (g) (2) provides that the drug dextromethorphan is not
to be deemed included in any of the schedules contained in section 202
unless subsequently controlled after the date of enactment of part B
pursuant to the provisions of section 201. This section is merely de-
signed to insure that dextromethorphan, which is used in a number of
cough syrups sold over the counter without a prescription, will not be
controlled by virtue of its relationship to drugs already listed in the
schedules on the date of enactment. However, this subsection is not
intended to prevent control of the drug in the future should an abuse
potential be found.

Section 202

Subsection 202 (a) establishes five schedules and provides that these
schedules shall énézeally consist of the substances listed in section 202.
The subsection further provides for a semiannual updating and re-
publishing of the schedules during the 2-year period beginning 1 year
after the date of enactment of title IT of the act. After the expiration
of this 2-year period, the schedules are to be updated and republished
on an annual basis.

Subsection (b) sets out the criteria for each schedule of controlled
drugs. However, findings with respect to these criteria are not required
for placement of a substance in a schedule to carry out a U.S. obliga-
tion under a treaty, convention, or protocol in effect on the date of
controlled substance in a schedule.

The criteria for those substances listed in schedule I are: a high
potential for abuse, no currently accepted medical use in treatment in
the United States, and a lack of accepted safety for use under medical
supervision.

The criteria for substances listed in schedule IT are: a high potential
for abuse, a currently accepted medical use in treatment in the United
States, or a currently accepted medical use with severe restrictions,
and that abuse may lead to severe psychological or physical
dependence.

The criteria for substances listed in schedule IIT are: a potential for
abuse Jess than that for substances in schedules I and II, a currently
accepted medical use in treatment in the United States, and that abuse
of the substance may lead to moderate or low physical dependence or
high psychological dependence.
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The criteria for substances listed in schedule IV are: a low poten-
tial for abuse relative to the substances listed in schedule ITI, a cur-
rently accepted medical use in treatment in the United States, and
that abuse of the substance may lead to limited physical or Ipsychologi—
cal dependence relative to the substances in schedule III.

The criteria for the substances listed in schedule V are: a low poten-
tial for abuse relative to the substances in schedule IV, a currently
accepted medical use in treatment in the United States, and that abuse
may lead to limited physical or psychological dependence relative to
the substances listed in schedule IV.

Subsection (c) sets out the various narcotics, marihuana, stimulants,
depressants, hallucinogens, and immediate precursors controlled under
existing law and lists them in one of the five schedules. The listing of a
drug by the bill under one schedule or another is not intended to affect
the extent to which 1t is regulated under other laws, Methadone, listed
in schedule IT, for example, is used today in a number of programs for
treatment of narcotic addicts and the adoption of this bill will not, of
itself, lead to any change in the extent to which such use is permitted
today.

Subsection (d) authorizes the Attorney General to except any com-
pound, mixture, or preparation containing any stimulant or depres-
sant substance contained in paragraph (a) or (b) of schedule ITT or in
schedule IV or V from the application of all or any part of title IT, if
the substance contains one or more active medicinal ingredients not
having a stimulant or depressant effect on the central nervous system,
provided that such admixtures shall not be included therein in such
combinations, quantity, proportion, or concentration as to vitiate the
potential for abuse of the substances which do have a stimulant or
depressant effect on the central nervous system.

Parr C—REGISTRATION OF MANUFACTURERS, DISTRIBUTORS, AND
DisPENsERs OF CONTROLLED SUBSTANCES
Section 301
Section 301 authorizes the Attorney General to promulgate rules and
regulations and to charge reasonable fees relating to the registration
and control of the manufacture, distribution, and dispensing of sub-
stances covered by the act.

.Section 302. Persons required to register

Subsection (a) of section 302 requires every person who engages in
the manufacture, distribution, or dispensing of controlled substances
or who proposes to engage therein to register annually with the At-
torney General.

Under subsection (b) of section 302, persons registered by the At-
torney General to manufacture, distribute, or dispense controlled sub-
stances are authorized to possess, manufacture, distribute, or dispense
such substances (including any such activity in the conduct of re-
search) to the extent that they are authorized to do so by their regis-
tration. The committee inserted this subsection to make it clear that
persons registered under this title are authorized to deal in or handle
controlled substances.

Subsection (c¢) of this section exempts from registration an agent
or employee of a manufacturer, distributor, or dispenser of controlled
substances when he is acting in the course of his business or employ-
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ment; a common or contract carrier or warehouseman, or employee
thereof, whose possession of controlled substances is in the usual course
of his business or employment ; and an “ultimate user” who possesses a
controlled substance for a purpose specified in section 102(25), which
defines the term “ultimate user.” This subsection also specifically
authorizes possession of such substances by persons described in the
subsection. In the case of an ultimate user who lawfully obtains a drug
and whose possession is for his own use or for a member of his house-
hold or an animal owned by him, his possession is that authorized by
the bill, as referred to in section 404(a) (relating to the offense of
possession).

Subsection (d) of this section authorizes the Attorney General to
waive the registration requirement of subsection (a) if he finds that
such waiver is consistent with the public health and safety.

Subsection (e) of this section requires a separate registration at
each principal place of business of the person required to register.

Subsection (f) of this section authorizes the Attorney General to
inspect the establishment of a registrant or an applicant for registra-
tion in accordance with the rules and regulations promulgated by him.

Section 303. Registration requirements

Subsection (a) of section 303 requires the Attorney General to
register an applicant to manufacture controlled substances included
in schedule I or IT of title IT if he determines that such registration
is consistent with the public interest and with TU.S. obligations
under international treaties, conventions, or protocols in effect
on the effective date of this part. In determining what constitutes the
public interest, the Attorney General must consider the following
factors: (1) Maintenance of effective controls against diversion of par-
ticular controlled substances and any schedule T or IT substance com-
pounded therefrom into other than legitimate medical, scientific, 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 such purposes; (2) com-
pliance with applicable State and local law; (3) promotion of tech-
nical advances in the art of manufacturing these substances and the
development of new substances; (4) prior conviction record of appli-
cant under Federal and State laws relating to the manufacture, distri-
bution, or dispensing of such substances; (5) past experience in the
manufacture of controlled substances, and the existence in the estab-
lishment of effective controls against diversion; and (6) such other
fa;,tors as may be relevant to and consistent with the public health and
safety.
. Squection (b) of section 303 requires the Attorney General to reg-
ister an applicant to distribute a controlled substance included in
schedule I or IT unless he determines that the issuance of such registra-
tion is inconsistent with the public interest. In determining the public
interest the Attorney General shall consider the following factors: (1)
Maintenance of effective controls against diversion of particular con-
trolled substances into other than legitimate medical, scientific, and
industrial channels; (2) compliance with applicable State and local
law; (8) prior conviction record of applicant under Federal or State
laws relating to the manufacture, distribution, or dispensing of such

48-707—70——6
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substances; (4) past experience in the distribution of controlled sub-
stances; and (5) such other factors as may be relevant to and consistent
with the public health and safety.

Subsection (¢) of this section provides that a registration granted
under subsections (a) and (b) of the section shall not entitle a regis-
trant to manufacture and distribute controlled substances in schedules
I and IT other than those specified in the registration, or any quantity
of those controlled substances in excess of the quota assighed pursuant
to section 306.

Subsection (d) of this section requires the Attorney General to reg-
ister an applicant to manufacture controlled substances in schedule
III, IV, or V unless he determines that the issuance of such registra-
tion is inconsistent with the public interest. In determining the public
interest the Attorney General shall consider the following factors: (1)
Maintenance of effective controls against diversion of particular con-
trolled substances and any schedules I1I, IV, and V substance com-

ounded therefrom into other than legitimate medical, scientific, or
industrial channels; §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 or State laws relating to
the manufacture, distribution, or dispensing of such substances; (35)
past experience 1n the manufacture, distribution, and dispensing of
controlled substances, and the existence in the establishment of effec-
tive controls against diversion; and (6) such other factors as may be
relevant to and consistent with the public health and safety.

Subsection (e) of this section requires the Attorney General to reg-
ister an applicant to distribute controlled substances included in sched-
ule ITT, IV, or V unless he determines that the issuance of the regis-
tration is inconsistent with the public interest. In determining the
public interest the Attorney General must consider the following fac-
tors: (1) Maintenance of effective controls against diversion of partic-
ular controlled substances into other than legitimate medical, scientific,
and industrial channels; (2) compliance with applicable State and
local law; (3{ prior conviction record of applicant under Federal or
State laws relating to the manufacture, distribution, or dispensing of
such substances; (4) past experience in the distribution of controlled
substances; and (5) such other factors as may be relevant to and con-
sistent with the public health and safety.

The criteria for registration set out in subsections (a), (b), (d),and
(e) are to be considered by the Attorney General when passing on an
application for initial registration under this title and when passing on
an application for annual renewal of registration which is required by
subsection 302 (a). The criteria set out in subsection 804 (a), relating to
revocation and suspension of registration, are not the criteria to be
considered by the Attorney General when granting or denying a re-
newal of registration under section 3083.

Subsection (f) of this section provides that practitioners shall be
registered under this title to dispense or conduct research in substances
listed in schedules IT through V if they are authorized to dispense or
conduct research under the law of the State in which they practice.
Practitioners enga, in research with nonnarcotic substances in
schedules IT through V, who are already registered in another capacity
under part C, will not be required to obtain a separate registration to
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conduct such research. However, practitioners conducting research in
narcotic substances listed in schedules IX through V may be required
to obtain a separate registration even though tﬁey are already regis-
tered under this title in another capacity.

Pharmacies, as distinguished from pharmacists, when engaged in
commercial activities, will be registered under subsection (f) if they
are authorized to dispense under the law of the State in which they
regularly conduct business. The committee inserted this language
to make clear that only pharmacies and not pharmacists employed by
them will be required to register. However, this provision is not in-
tended to apply to a pharmacist who is using controlled substances in
teaching or research and is not doing so as an employee or agent of a
registered establishment. In that case, he will have to be personally
registered.

Registration applications under subsection (f) by practitioners
wishing to conduct research on schedule I substances are to be referred
to the Secretary of Health, Education, and Welfare who shall deter-
mine the qua,lif‘{cations and competency of each applicant, as well as
the merits of each research protoecol. In determining the merits of the
research protocol, the Secretary is required to consult with the At-
torney General as to whether or not there are effective procedures to
adequately safeguard against diversion of the controlled substances to
be used in the proposed research. If the Secretary deems a researcher
qualified, the Attorney General may only deny him registration if he
finds that the applicant has materially falsified his application, has
had his State license or registration revoked or denied, or has been
convicted of a felony under Federal or State law relating to controlled
substances.

Section 304. Denial, rerocation, or suspension of registration

Subsection (a) of this section empowers the Attorney General to
revoke or suspend any registration issued under this title if it is found
that the holder has falsified his application, lost his State license, or
has been convicted of a felony violation relating to any controlled
substance.

_ Subsection (b) of this section authorizes the Attorney General to
limit the revocation or suspension to the particular controlled substance
with which the action is concerned.

Subsection (¢) of this section requires that the Attornev General
serve notice upon the applicant or registrant of the intended action
prior thereto and give him an opportunity to show cause why the
proceeding should not commence. Proceedings under this subsection
shall be in accordance with subchapter IT of chapter 5, of title 5, of
the United States Code, and they shall be independent of, and not in
lieu of, criminal prosecutions or other proceedings under this act or
any law of the United States.

) Subs_ection (d) of this section permits the Attorney General, at his
discretion, to suspend a registration simultaneously with the institu-
tion of the proceedings under this section, where he finds that there
1s an imminent danger to the public health or safety.

Subsection (e) of this section provides that a suspension or revo-
cation under this section shall operate to suspend or revoke any quota
applicable under section 306.
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Subsection (f) of this section empowers the Attorney General to
place under seal controlled substances within the control of the person
whose registration is suspended or revoked until court action has been
completed thereon. Upon a revocation order becoming final, all con-
trolled substances subject to the order shall be forfeited to the Federal
Government, and shall be disposed of in accordance with section
511(e).

Section 305. Labeling and packaging requirements

Subsection (a) of this section makes it unlawful to distribute a
controlled substance in a commercial container unless the container,
when and as required by the Attorney General, bears a label, as de-
fined in section 201 (k) of the Federal Food, Drug, and Cosmetic Act,
containing an identifying symbol in accordance with regulations prom-
ulgated by the Attorney General. A different symbol is to be required
for each schedule of controlled substances.

Subsection (b) of this section makes it unlawful for the manufac-
turer of a controlled substance to distribute the substance unless the
labeling, as defined in section 201(m) of the Federal Food, Drug, and
Cosmetic Act, of the substance contains the identifying symbol re-

uired by subsection (a), when and as required by the regulations of
the Attorney General.

Subsection (c¢) of this section requires the Secretary of Health, Edu-
cation, and Welfare to prescribe regulations under section 503 (i)) (2)
of the Federal Food, Drug, and Cosmetic Act to provide that the labels
of drugs listed in schedules IT, III, and IV shall, when dispensed to
or for a patient, contain a warning that it is a crime to transfer the
drug to any person other than a patient.

Subsection (d) prohibits the distribution of controlled substances
listed in schedules I and IT and narcotic substances listed in schedules
IIT and IV unless the hottle or other container, stopper, covering, or
wrapper in which it is packaged is securely sealed in a manner pre-
scribed by the Attorney General.

Section 306. Quotas applicable to certain substances

Subsection ga.) of this section requires the Attorney General to
determine total quantity and to establish quotas for the production of
each basic class of controlled substances included in schedules I and II
for every calendar year in order to provide for the estimated medical,
scientific, and industrial needs of the United States, for lawful export
reqlgrements, and for the establishment and maintenance of reserve
stocks.

. Subsection (b) of this section requires the Attorney General to
limit or reduce individual production quotas so as not to exceed the
amount determined necessary each year under subsection (a). The
quota of each registered manufacturer for each controlled substance
in schedule I or II shall be revised in the same proportion as the limi-
tation or reduction of the aggregate of the quotas. Provision is also
made to subtract from a manufacturer’s following year’s quota that
produced in excess of quota revision before such revision.

Subsection (c¢) of this section provides that on or before July 1 of
each year, upon application by a registered manufacturer, the Attor-
ney (teneral shall a manufacturing quota for the controlled sub-
stances in schedules X and IT that the manufacturer seeks to produce.
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The Attorney General, in fixing quotas, determines the manufacturer’s
estimated disposal, inventory, and other requirements for the calendar
year, and in making the determination, the Attorney General con-
siders the manufacturer’s current rate of disposal, the trend of the
national disposal rate during the preceding calendar year, the manu-
facturer’s production cycle and inventory position, the economic avail-
ability of raw materials, yield and stability problems, emergencies
such as strikes and fires, and other factors.

Subsection (d) of this section provides for the fixing of quotas for
schedule I and II substances for those registrants who have not man-
ufactured that substance during one or more previous years, In fixing
these quotas the Attorney General is to consider generally those factors
applicable in subsection (c) of this section.

Subsection (e) of this section provides for application for increased
ﬂotas by a registered manufacturer to meet his needs during the year.

processing such an application, the Attorney General is to consider
those factors which may have a bearing on the need for.such an
increase.

Subsection (f) of this section provides that no quota shall be re-
quired for incidentally produced substances resulting from the manu-
facturing process used 1n the manufacture of a controlled substance
with respect to which jts manufacturer is registered under this title.
The Attorney General may, by regulation, restrict the retention and
disposal of such incidentally produced substances.

Section 307—Records and reports of registrants

Subsection (a) (1) of this section provides that every registrant,
except those specifically excluded under subsection (c) of this section,
must on the effective date of the section and every second year there-
after, make a complete and accurate record of all stocks of controlled
substances on hand. Regulations prescribed by the Attorney General
under this section must permit the biennial inventory to be prepared on
the registrant’s regular general physical inventory date which is near-
est to and does not vary by more than 6 months from the biennial date
that would otherwise apply.

Subsection (a)(2) provides that at the time a substance is first
designated as a controlled substance, all registrants under title IT
manufacturing, distributing, or dispensing the substance must make
complete and accurate records of all stocks on hand.

Subsection (a) (3) requires that on the effective date of section 305
and thereafter, every registrant manufacturing, distributing, or dis-
pensing controlled substances must maintain on a current basis a com-
Plete and accurate record of each controlled substance manufactured,
received, sold, delivered, or otherwise disposed of. However, this
paragraph specifically does not require a registrant to maintain a
perpetual inventory.

_ Subsection (b) of this section provides that required records shall be
in accordance with and contain the information required by the Attor-
ney General pursuant to regulations. In addition, records are to be
maintained separately from all other records of the registrant or, in
the alternative, in the case of nonnarcotic substances, be in such form
that the information required by the Attorney General is readily
retrievable from the ordinary business records of the registrant. All
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records required to be kept under this section must be maintained and
made available, for at least 2 wvears, for inspection and copyving by
officers of the United States authorized by the Attorney General.

Tnder this subsection, records of narcotic drugs must be maintained
separate and apart from all other records kept by a registrant. How-
ever, in the case of nonnarcotic substances, a registrant has the option
of maintaining them either separately or in a manner such that they
can readily and easily be separated or retrieved. In the case of the
wholesale druggist, this may mean that he asterisk or “redline” all con-
trolled substance items on a shipping invoice, The wholesale druggist
will not be required to prepare and keep two invoices—one containing
controlled substance items and the other containing noncontrolled
substance items—so long as he asterisks, redlines, or in some manner
identifies those items on an invoice which relate to controlled sub-
stances.

Subsection (c) (1) (A) excepts from the recordkeeping requirements
the prescribing or administering of narcotic controlled substances
listed in schedules II through V by a practitioner in the lawful course
of his professional practice. However, practitioners who dispense these
narcotic drugs (other than by prescribing or administering them) are
subject to the recordkeeping requirements of this section with respect
to the narcotic drugs so dispensed.

Subsection (c) (1) (B) of this section exempts from the record-
keeping requirements practitioners who dispense (¢ncluding preserib-
ing or administering) nonnarcotic controlled substances listed in
schedules IT through V to their patients, unless the practitioner is
regularly engaged in charging the patients for such substances, either
separately or together with charges for other professional services. In
that case, the practitioner will be subject to the recordkeeping require-
ments of this section with respect to the drugs dispensed.

Subsection (c)(2) (A) of this section provides that the record-
keeping requirements do not apply to the use of controlled substances,
at establishments registered under title IT which keep records with re-
spect to such substances, in research conducted in conformity with an
exemption granted under section 503 (i) or 512(j) of the Fedéral Food,
Drug, and Cosmetic Act. The intent of this subsection is to exclude
from the requirements of this section registrants using controlled sub-
stances in animal or human research wnder the investigational new
drug procedures of the Federal Food, Drug, and Cosmetic Act, but
only if the establishments at which they are conducting research are
registered and keeping records of the ‘controlled substances used in
the research.

Subsection (c) (2) (B) of this section provides that the record-
keeping requirements do not apply to the use of controlled substances,
at establishments registered under title IT which keep records with
respect to such substances, in preclinical research or in teaching. Here
again, if the establishment at which the research is being conducted
is registered and keeps records with respect to the controlled sub-
stances used in the research, the individual researcher-registrant will
not be required to keep records.

Subsection (¢)(2)(C) provides that the recordkeeping require-
ments will not apply to the extent of any exemption granted by the
Attorney General.
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Subsection (d) of this section requires manufacturers registered
under title IT to make reports, when and as required by the Attorney
General, of every sale, delivery, or other disposal of any controlled
substance. This subsection further requires all distributors registered
under title IT to make such reports with respect to narcotic controlled
substances as may be required by the Attorney General. Reports under
this subsection are to identify by registration number the person or es-
tablishment to whom sale, delivery, or other disposal was made, unless
such person is exempt from registration.

Subsection (e) of this section provides that regulations promul-
gated under sections 505(i) and 512(j) of the Federal Food, Drug,
and Cosmetic Act, relating to investigational use of drugs, are to in-
clude such procedures as the Secretary of Health, Education, and
Welfare, after consultation with the Attorney General, determines are
necessary to insure the security and accountability of controlled sub-
stances used in research.

Section 308. Order forms

Subsection (a) of this section makes it unlawful for any person to
distribute a controlled substance in schedule I or IT unless the sub-
stance is distributed pursuant to a written order of the person to whom
the substance is distributed, made on a form issued by the Attorney
General in blank in accordance with subsection (d) and regulations.

Subsection (b) of this section provides that the order form require-
ments of subsection (a) do not apply to the exportation of schedules
I and II substances from the United States in conformity with the
provisions of title IIT. Subsection (b) further provides that the order
form requirements do not apply to a common or contract carrier or
warehouseman whose delivery or storage of a controlled substance is in
the lawful and usual course of business.

Subsection (c) (1) of this section requires persons distributing
schedule T or 11 controlled substances to preserve the order form for
2 years and make it available for inspection and copying by officers of
the United States authorized by the Attorney General and by State or
local enforcement officers who under their laws are authorized to in-
spect such orders.

Subsection (c) (2) of this section requives that the person who gives

an order form required under subsection (a) must make a duplicate of
it and preserve it for a period of 2 years and make it available for
inspection and copying.
_ Subsection (d) (1) provides that the Attorney General may only
issue order forms to persons registered as manufacturers, distributors,
or dispensers under section 303 or persons exempted from registration
under subsection 302(d). This subsection also makes it unlawful for
any person other than the one to whom an order form is issued to use
the form for the purpose of obtaining controlled substances or to
furnish the form to anyone with intent thereby to procure the distri-
bution of such substances. |

Subsection (d) (2) provides that the Attorney General may charge
reasonable fees relating to the issuance of order forms.

Subsection (e) makes it unlawful for a person to obtain by means
of order forms schedule I and IT controlled substances for any purpose
other than their use, distribution, dispensing, or administration in the
conduct of a lawful business or in the course of professional practice.
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Section 309. Prescriptions

Subsection (a) provides that, except when dispensed by a prac-
titioner, other than a pharmacist, to an ultimate user, no schedule IT
substance which is a prescription drug under the Federal Food, Drug,
and Cosmetic Act may be dispensed without a written prescription of
a practitioner. Provision is made, however, for the dispensing of
schedule IT substances on oral prescriptions in emergency situations,
as prescribed by the Secretary of Health, Education, and Welfare
after consultation with the Attorney General. The subsection further
provides that a prescription for a schedule IT drug may not be refilled.

Subsection (b) provides that, except when dispensed by a practi-
tioner, other than a pharmacist, to an ultimate user, no controlled
substance listed in schedule IIT or IV which is a prescription dru
under the Federal ¥ood, Drug, and Cosmetic Act may be dispens
without a written or oral prescription in conformity with the pro-
visions of that act. Such prescriptions may not be filled or refilled more
than 6 months after their date and they may not be refilled more than
five times after their date unless renewed by the practitioner.

Subsection (¢) provides that no controlled substance listed in sched-
ule V which 1s a drug may be distributed or dispensed for a non-
medical purpose.

Subsection (d) of this section provides that when it appears to the
Attorney General that a drug not considered to be a prescription drug
under the Federal Food, Drug, and Cosmetic Act should be considered
a prescription item because of its abuse potential, the Attorney Gen-
eral shall so advise the Secretary of Health, Education, and Welfare,
and furnish him all relevant available data.

PART D—-OFFENSES AND PENALTIES

Section 401. Prohibited acts A—Penalties

Section 401 (a). This section makes it unlawful for a person to know-
ingly or intentionally (1) manufacture, distribute, or dispense, or
possess with intent to manufacture, distribute, or dispense, a controlled
substance, except as authorized by this title; or (2) create, distribute,
dispense, or possess with intent to distribute or dispense, a counterfeit
substance.

Except in the case of violations punishable under section 405 (ve-
lating to distribution to persons under 21), section 401(b) establishes
the following penalties for anyone who violates section 401(a) :

(1) (a) In the case of a narcotic drug in schedule I or II, up to 15
years in prison and/or a fine of not more than $25,000 may be imposed,
except that if the person has one or more prior convictions for an
offense punishable under this subsection, or for a felony under another
provision of this title or of title IIT or other law of the United States
relating to narcotic drugs, marihuana, or depressant or stimulant sub-
stances, such person shall be sentenced to not more than 30 years
and/or a fine of not more than $50,000. A special parole term of 3 years
is imposed in addition to any prison term under this paragraph, and
if there exists a prior conviction, the special parole term is for 6 years,

(b) In the case of a schedule I or IT nonnarcotic substance or a
schedule IIT substance, a violator shall be imprisoned for not more
than 5 years and/or fined not more than $15,000, except that in the case
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of prior convictions as above described, the punishment is not more
than 10 years and/or a fine of not more than $30,000. A special parole
term of 2 years is added to the prison term unless there was a prior
conviction, in which case it would be for 4 years. .

(2) In the case of a schedule IV substance, the sentence is to be for
not more than 3 years and/or a fine of not more than $10,000. If there
is a prior conviction as above described, the sentence shall be for not
more than 6 years and/or a fine of not more than $20,000. A special
parole term of 1 year is imposed excegt in the case where there is a
prior conviction, in which case it would be for 2 years.

(8) In the case of a schedule V substance, sentence is to be for a
prison term of not more than 1 year and/or a fine of not more than
$5,000. If there is a prior conviction, the punishment shall be for not
more than 2 years and/or a fine of not more than $10,000.

Section 401(c) provides that the special parole term imposed under
this section or section 405 may be revoked if its conditions are violated,
and in such a case the original term of imprisonment is increased by the
period of the special parole term. The prisoner may be required to serve
part or all of the new prison term. The special parole term is in addi-
tion to and not in lieu of any other parole provided by law.

Section 402. Prohibited acts B—Penalties

Section 402(a) makes it unlawful (1) to distribute or dispense a
controlled substance, which is a prescription drug without a lawful
prescription in violation of section 309: (2) for a registrant to
distribute or dispense a controlled substance not authorized by his
registration to another registrant or other authorized person or to
manufacture a controlled substance not authorized by his registration;
(8) for a registrant to ‘distribute a controlled substance without the
required identifying symbol or without its container being securely
sealed where required; (4) to remove, alter, or obliterate a required
symbol or label; (5) to refuse or fail to make, keep or furnish any
record, report, notification, declaration, order or order form, state-
ment, invoice, or information required by this title or title IIT; (6) to
refuse entry into any premises or inspection authorized by this title;
(7) to remove, break, injure, or deface a seal placed upon controlled
substances pursuant to this act or to remove or dispose of substances
so placed under seal; or (8) to use for his own advantage or reveal,
other than to duly authorized officers or employees of the United States
or to the courts (including disclosure pursuant to discovery process),
any information acquired in the course of an inspection authorized
by this title concerning any method of process which as a trade secret
is entitled to protection.

Section 402 (b) prohibits a person who is registered to manufacture
any schedule I or IT controlled substance which is (1) not expressly
authorized by his registration and by a properly assigned quota; or
(2) in excess of a quota assigned to him.

Section 402 (c) ?1) subjects a violator of this section to a civil penalty
of not more than $25.000, except as 402(¢) (2) provides otherwise. The
U.S. district court or otherwise proper 11.S. court having jurisdiction
of matters of this nature shall have jurisdiction to enforce this para-
graph. Section 402(c) (2) (A)) provides that in the event of prosecu-
tion by information or indictment alleging that the violation was
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committed knowingly, and if the trier of fact so finds, such person
shall, except as provided by section 402(c) (2) (B), be imprisoned
for not more than 1 year and/or fined not more than $25,000.
Section 402(c) (2) (B) provides that for a violation referred to in
subparagraph (A) committed after one or more prior convictions, the
violator shall be sentenced to a term of imprisonment of not more than
two years and/or fined not more than $50,000. Section 402(c) (8) pro-
vides that except under the conditions specified in 402(c) (2), a viola-
tion of this section does not constitute a crime, and a judgment and the
imposition of a civil penalty shall not give rise to any disability or
legal disadvantage based on conviction for a criminal offense.

Section 403. Prohibited acts O—Penalties

Section 403 (a) makes it unlawful for any person to knowingly or
intentionally (1) in the case of a registrant, distribute controlled sub-
stances in schedule T or II, in the course of his legitimate business, ex-
cept pursuant to an order on an order form issued by the Attorney Gen-
eral; (2) use fictitious, revoked, or suspended registration numbers, or
a number issued to another person, in connection with manufacture or
distribution of controlled substances: (3) acquire a controlled sub-
stance by misrepresentation, fraud, forgery, deception or subterfuge:
(4) furnish false, fraudulent, or incomplete material information in
any application, report, record, or other document required under this
law; or (5) make, distribute, or possess an instrument designed to
print or reproduce the trademark or other identifying mark of another
upon any drug or container or its labeling so as to render such drug a
counterfeit substance.

Section 403 (b) makes it unlawful for any person to knowingly or
intentionally use any communication facility in committing or facili-
tating the commission of a felony under this title or title IIT. Each
separate use of a communication facility is deemed a separate offense,
and the term “communication facility” is defined as any instrumental-
ity for the transmission of writing, signs, signals, pictures, or sounds.

Section 403(c) provides that any person who violates this section
shall be imprisoned for not more than 5 years and/or fined $30,000.
If there is a prior conviction, the person shall be imprisoned for not
more than 10 and/or fined not more than $10,000.

Section 404. Penalty for simple possession; conditional discharge and
expunging of records for first offense

Section 404 (a) makes it unlawful for any person knowingly or in-
tentionally to possess a controlled substance unless it was obtained
from a practitioner divectly or pursnant to a valid prescription or
order, except as otherwise authorized by this title or title TIT. Any per-
son who violates this section shall be imprisoned for not more than
1 year and/or fined not more than $5,000. If there is a prior conviction
under this subsection, he shall be sentenced to not more than 2 years
and/or fined not more than $10,000.

Section 404(b) (1) provides that if a person, who has not previously
been convicted of violating subsection (a) of this section, any other
provision of this title, or any other law of the United States relating
to narcotic drugs, marihuana, or depressant or stimulant substances,
is found guilty of violating section 104(a), after a trial or a plea of
cuilty, the court may, without entering a juc?lgment of guilty, and with
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the consent of such person, defer further proceedings and place the
person on probation npon such reasonable conditions as it may require
and for such a period, not to exceed 1 year, as the court may prescribe.
Upon a violation of a condition of probation, the court may enter an
adjudication of guilt and proceed as otherwise provided. The court
may dismiss the proceedings against such person and discharge him
from probation before the expiration of the probation period. If the
person does not violate the conditions of probation, the court may dis-
charge the person and dismiss the charges against him at the end of
his term of probation. Such discharge and dismissal shall be without a
court adjudication of guilt, but a nonpublic record shall be retained by
the Department of Justice solely to be used by the courts in determin-
ing whether or not, in subsequent proceedings, such person qualifies
under this subsection. A discharge and dismissal shall not be deemed a
conviction of a crime, but may occur only once with respect to any
person. Section 404(b) (2) provides that after a dismissal and dis-
charge under the above subsection, if the person was not over 21 years
of age at the time of the offense, he may apply to the court for an order
to expunge from all official records (other than the nonpublic records
retained by the Department of Justice) all recordation of his arrest,
indictment or information, trial, finding of guilty, and dismissal and
discharge pursuant to this section. The court shall make such an order
if the person fits the qualifications and the order shall restore such
person, in the contemplation of the law, to the status he occupied
before such arrest, indictment or information. No person as to whom
such order has been entered shall thereafter be held guilty of perjury
or giving a false statement by reason of his failure to Trecite or ac-
knowledge such arrest, indictment, information, or trial in response to
any inquiry.

The committee is confident that judges, in administering the provi-
sions of this section, will recognize that many defendants coming be-
fore them will be in need of medical treatment and that the judges
will require that these persons undergo some form of prescribed treat-
ment as a condition of their probation.

Section 405. Distribution to persons under age 21

Section 405(2a) provides that anyone at least 18 years of age who
violates section 401(a) (1) by distributing a controlied substance to a
person under the age of 21 may be punished by twice the amount of
imprisonment, and/or fine, and twice the special parole term, author-
ized in section 401(b) for that substance, Thus, in the case of a first
offense under this section, imprisonment of up to 30 years, or a fine of
up to $50,000, could be imposed, plus at least 6 years’ special parole, if
a schedule I or I narcotic is involved ; 10 years’ imprisonment, $30,000
fine, or both, plus 4 years’ special parole, if a nonnarcotic schedule I or
II substance or any schedule ITI substance is involved; 6 years’ im-
prisonment, a. $20,000 fine, plus a 2 years’ special parole in the case of a
schedule v substance; and 2 years’ imprisonment, a $10,000 fine, or
both, in the case of a schedule V substance.

Section 405(b) provides that if a person commits a violation of
section 405(a.) after a prior conviction under this section (or of section
303(b) (2) of the Federal Food, Drug, and Cosmetic Act as in effect
prior to enactment of this bill, which relates to distribution to minors),
the prison term and/or fine will be up to three times the corresponding
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penalty and special parole term under section 401(b). Thus in the case
of a second or subsequent offense under this section, these sentences
could range from up to 45 years’ imprisonment or $75,000, plus 9 years’
special parole, for a narcotic schedule I or IT substance: to 15 years’
imprisonment or $45,000, plus 6 years’ special parole, for a nonnarcotie
schedule I or II substance or any schedule I11 substance; to 9 years’
imprisonment or $30,000 plus 3 years’ special parole, in the case of a
schedule IV substance; and to 3 years’ imprisonment or $15,000, or
both, in the case of schedule V substances.

Section J06. Attempt and conspiracy

Section 406 provides that any person who attempts or conspires to
commit any offense defined in this title may be punished by imprison-
ment and/or fine which may not exceed the maximum amount set for
the offense, the commission of which was the object of the attempt or

conspiracy.
Section }07. Additional penalties

Section 407 provides that any penalty imposed for violation of this
title shall be in addition to, and not in lieu of, any civil or administra-
tive penalty or sanctions authorized by law,

Section 408. Continuing criminal enterprise

Section 408 (a) provides that any person who engages in a continuing
criminal enterprise shall upon conviction for that offense be sentenced
to a term of imprisonment for not less than 10 years and up to life, to a
fine of not more than $100,000, and to the forfeiture prescribed in para-
graph (2) of this section. If the person engages in this activity subse-
quent to one or more prior convictions under this section, he shall
receive a penalty of not less than 20 years’ imprisonment and up
to life, a fine of not more than $200,000, and the forfeiture prescribed.
Section 408 (a) (2) provides that a person convicted under paragraph
(1) shall forfeit to the United States (A) the profits obtained by him
In such enterprise, and (B) any of his interest in, claim against, or
property or contractual rights of any kind affording a source of influ-
ence over, such enterprise.

Section 408(b) provides that a person is engaged in a continuing
criminal enterprise if (1) he violates any provision of title IT or title
IIT which is punishable as a felony, and (2) such violation is part of
a continuing series of violations of title IT or ITII which are undertaken
by such person in concert with five or more other persons with respect
to whom he occupies a position of organizer, supervisor, or manager;
and from which he obtains substantial income or resources.

Section 408(c) states that any sentence which is imposed under this
section shall not be suspended, that probation shall not be granted, and
that section 4202 of title 18 of the United States Code and the act of
Juéy 1”)1 1932 (D.C. Code, sec. 24-203-24-207) , relating to parole, shall
not apply.

Section 408(d) determines that the district courts of the United
States (including courts in the territories or possessions of the United
States having jurisdiction under subsection (a)) shall have juris-
diction to enter restraining orders or prohibitions, or take such other
actions, including the acceptance of satisfactory performance bonds,
In connection with any property or other interest subject to forfeiture
under this section as they deem proper.
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Section 409. Proceedings to establish previous convictions.

Sec. 409. This section prescribes the procedure for establishing prior
convictions so as to authorize imposition of an increased penalty upon a
subsequent conviction.

ParT E. ADMINISTRATIVE AND ENFORCEMENT PROVISIONS

Section 501. Procedures

Section 501 serves three purposes. First, it authorizes the Attorney
General to delegate his functions under title IT to other officials in the
Department of Justice. Second, it authorizes him to promulgate rules
and regulations for the efficient execution of his functions under title
II. Third, it allows him to accept gifts and bequests on behalf of the
Department where the donor intends that such items are to be used to
control the abuse of dangerous substances.

Section 602. E ducation and research programs of the Attorney General

Subsection (a) of this section authorizes the Attorney General to
carry out educational and research programs directly related to en-
forcement of laws relating to drugs or other substances which are or
may be subject to control under this title. Such programs may include
any of the items in paragraphs (1) through (6).

Paragraph (1) of subsection (a) specifies educational and training
programs on drug abuse or on controlled substances law enforcement
for local, State, and Federal personnel and is intended to include train-
ing of college deans and security personnel in relation to such enforce-
ment, and forensic chemists. It is also intended to include speeches and
lectures by personnel of the Bureau of Narcotics and Dangerous Drugs
on drug abuse or controlled substances law enforcement. Paragraph
(2) of subsection (a) specifies studies or special projects designed to
compare effects of various enforcement strategies on drug use and
abuse. Paragraph (38) of subsection (a) specifies studies or special proj-
ects designed to assess and detect accurately the presence in the human
body of drugs or other substances which are or may be subject to con-
trol under this title, including the development of rapid field identifica-
tion methods which would enable agents to detect microquantities of
these drugs or other substances. Paragraph (4) of subsection (a) spe-
cifies studies or special projects designed to evaluate the nature and
sources of the supply of illegal drugs throughout the country. Para-
graph (5) of subsection (a) specifies studies or special projects to de-
velop more effective methods to prevent diversion of controlled sub-
stances into illegal channels. Paragraph (6) of subsection (a) specifies
studies or special projects to develop information necessary to carry out
the Attorney General’s functions under section 201 of this title.

The provision of section 502(a) (6), authorizing the Attorney Gen-
eral to carry out studies or special projects to develop information
necessary to carry out his functions under section 201, is intended to
authorize him to develop relevant information, particularly infor-
mation as to the scope, pattern, and significance of abuse of a drug or
substance in this country, but is not intended to authorize him to con-
duct or support medical or scientific research of the kinds authorized
to be conducted or supported by the Department of Health, Education,
and Welfare under its own authority.
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Subsection (b) of this section authorizes the Attorney General to
enter into contracts for educational and research activities without
performance bonds.

Subsection (c¢) of this section permits the Attorney General to au-
thorize researchers to withhold the names of persons who are subjects
of research. A person so authorized cannot be compelled to identify
his research subjects in any civil, criminal, legislative, or administrative
proceeding either State or Federal.

Subsection (d) of this section permits the Attorney General on his
own motion or at the request of the Secretary of Health, Education,
and Welfare to authorize researchers to possess, distribute, and dis-
pense controlled substances. While they are already authorized to do
so for the purpose of such research by virtue of being registered under
part C, the Attorney General’s action under subsection (d) immunizes
the researcher from prosecution under other laws, particularly State
or local law. However, this does not excuse compliance with applicable
requirements of the Federal Food, Drug, and Cosmetic Act. See
section 707 of this bill.

Section 503. Cooperative arrangements

Subsection (a) of this section provides for cooperation between all
of the Federal enforcement authorities and the State and local enforce-
ment authorities. The Attorney General is authorized to exchange
information, cooperate in prosecution, conduct training, maintain files
on addicts and other controlled substance offenders, maintain statistics
on violations, and conduct programs to eradicate the growth of the
plant species from which controlled substances may be extracted.

Subsection (b) of this section provides for the furnishing of tech-
nical and other assistance to the Attorney General by other agencies
of the Federal Government but allows those agencies to withhold the
names or other identifying characteristics of patients or research sub-
jects which they have undertaken to keep confidential.

Section 504. Adwisory committees

Section 504 provides for appointment of committees by the Attorney
General to advise him with respect to preventing and controlling the
abuse of controlled substances.

The committee deleted from this section the original language which
provided for continuation of the Scientific Advisory Committee whose
tunction is to advise on whether a particular substance should be con-
trolled. Instead, it assumes that under section 201 the Secretary of
Health, Education, and Welfare will perform the functions of the
Scientific Advisory Committee under present statutory authority.

Section 505. Administrative hearings

Subsection (a) of this section authorizes the Attorney General in
carrying out his functions under title II to conduct administrative
hearings, sign and issue subpenas, administer oaths, examine witnesses,
and receive evidence at any place in the United States.

Subsection (b) of this section requires that all hearings held under
ﬁﬁs act be conducted in accordance with the Administrative Procedure
Act.
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Section 606. Subpenas

Subsection (a) of this section authorizes the Attorney General to
subpena witnesses and compel their attendance and testimony in inves-
tigations relating to his functions under title IT. He is also authorized
to compel production of records or other tangible things which con-
stitute or contain evidence and upon which he has made a finding as
to materiality or relevancy.

Subsection (b) of this section provides that the Attorney General
may designate the person to serve the subpena, that service upon a
natural person is by personal delivery, that service may be made upon a
corporation by delivery to an officer of that corporation, and that the
affidavit of the person serving the subpena or a copy thereof constitutes
proof of delivery of the subpena.

Subsection (c¢) of this section provides that refusal to respond to a
subpena allows the Attorney General to invoke court aid, and refusal
to obey a court order compelling participation in an administrative
proceeding is punishable as contempt.

Section 507. Judicial review

Section 507 makes all determinations of the Attorney General final
and conclusive, except that a person aggrieved by a decision may have
this decision reviewed by the U.S. Court of Appeals for the District
of Columbia or by the court of appeals of the circuit in which his
principal place of business is located, upon petition filed within 30
days after notice of the decision. Findings of the Attorney General
supported by substantial evidence would be conclusive. It is intended
that support by substantial evidence or its absence should be deter-
mined on the record considered as a whole.

Section 508. Powers of enforcement personnel

Subsection (a) of this section incorporates and expands upon sec-
tion 702(e) of the Food and Drug Act (21 U.S.C. 372(e)) and 26
U.S.C. 7607. Section 702(e) contains the authority granted to agents of
the former Bureau of Drug Abuse Control by the Drug Abuse Control
Amendments of 1965. Section 7607 contains the authority granted to
agents of the former Bureau of Narcotics.

The authorities in each of the above sections have been carried over
by section 508. These authorities confer the right to carry firearms
and execute and serve search-and-arrest warrants, subpenas, and sum-
monses. This authority is expanded to include the execution and service
of judicially issued administrative ins ection warrants.

Section 702(e) (4) of the Food and Drug Act and 26 U.S.C. 7607 (2)
granted agents the authority to make arrests for dangerous-drug and
narcotic drug or marihuana offenses, respectively, committed in the
agent’s presence or, in the case of felonies, when the agent has probable
cause.

_ Paragraph (3) of section 508 of the bill broadens this arrest author-
ity to include any offenses against the United States. Paragraph (4)
contains the authority to seize property which is in violation of the
narcotic and dangerous drug laws. Paragraph (5) grants the agents
authority to perform other law enforcement duties as the Attorney
General may designate, This section is not aimed at any particular



(940 O 1491)
Case: 20-71433, 09/29/2020, ID: 11841671, DktEntry: 19-4, Page 188 of 286

54

function, but provides the Attorney General with flexibility in the
utilization of enforcement personnel wherever and whenever the need

arises.

Section 509. Search warrants

Subsection (a) of this section incorporates 18 U.S.C. 1405 and
authorizes service of a search warrant at any time of the day or night
if probable cause has been established to the satisfaction of the juﬁge
or U.S. magistrate issuing the warrant.

Subsection (b) of this section authorizes an agent, in cases where
the violation carries a penalty of more than 1 year, to execute a search
warrant without announcing his authority and purpose and, in the
process, break into the premises to be searched, if the judge or U.S.
magistrate issuing the warrant is satisfied that there is probable cause
to believe that the property sought may, and, if such notice is given,
will be quickly and easily destroyed or disposed of, or that immediate
danger to the agent will result if notice is given. A statement that
notice is not required must be included in the warrant. Officers acting
under such warrants are required to give identification, reasons, and
authority for their entrance as soon as it is practicable after entrance.
This section incorportaes current case law and procedures adopted by
many States.

Section 510. Administrative inspections and warrants

Subsection (a) of this section defines “controlled premises”, for
purposes of this section, to mean (1) places where records or docu-
ments required under title IT are kept or required to be kept, and
(2) places, including conveyances, where persons registered or ex-
empted from registration are permitted to handle controlled
substances.

Subsection (b) of this section authorizes the Attorney General to
conduct administrative inspections of controlled premises.

Paragraph (1) of this subsection confers this authority upon the
Attorney General for the purpose of inspecting, copying, and verifying
the correctness of records, reports, or documents required to be
kept under title II and for the purpose of otherwise facilitating
the carry out of his functions under these titles. Paragraph (2)
of this subsection allows the Attorney General to designate “inspec-
tors” to carry out the inspection functions. The inspector has the
right to enter upon stating his purpose to the owner, operator, or
agent in charge, after presenting that person with his credentials and a
written notice of his inspection authority. If an administrative inspec-
tion warrant is required or has in fact been issued, written notice shall
consist of the warrant. Paragraph (3) of this subsection authorizes
the inspector, unless restricted by an administrative inspection war-
rant, to inspect and copy records required to be kept or made and to
inspect the premises, equipment, raw materials, finished and unfinished
drugs, containers, labeling, etc., appropriate for verification of such
records or otherwise bearing on the provisions of title II, and
to inventory controlled substances and take samples thereof. Para-
graph 514) of this subsection states that unless consent in writing is
obtained, no inspection may be extended to financial data, sales data,
or pricing data.
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Subsection (c¢) of this section provides that subsection (b) shall not
preclude inspection without a warrant of books and records pursuant
to an administrative subpena issued in accordance with section 506 of
this title, or inspections without a warrant which are conducted under
the following circumstances: (1) with the consent of the owner of the
premises; (2) in situations presenting imminent danger to health or
safety; (3) where mobility of a conveyance to be inspected malkes it
impractical to obtain a warrant; (4) In emergency situations where
time or opportunity to apply for a warrant is lacking; (5) where a
warrant is not constitutionally required.

Subsection (d) of this section authorizes the issuance and execution
of administrative-inspection warrants. Paragraph (1) of this subsec-
tion authorizes issuance of such warrants by Federal judges, judges of
a State court of record, and U.S. magistrates. These warrants may be
issued only within the territorial jurisdiction of these officials and
upon a sworn application showing probable cause and only for the

urpose of conducting inspections of controlled premises authorized
Ey this act or regulations promulgated under it and for seizing prop-
erty appropriate to such inspection. The subsection defines probable
cause as “a valid public interest in the enforcement of this title or
regulations sufficient to justify inspection * * * in the circumstances
specified in the application.”

The provisions authorizing the issuance of judicial warrants for ad-
ministrative inspections under the bill have been inserted because of the
Supreme Court’s decistons in Camara v. Municipal Court, 387 U.S. 53,
and See v. Seattle, 387 U.S. 541, both decided on June 5, 1967. The
first case involved a criminal prosecution for violating a municipal
housing code by refusing to permit inspection, without warrant, of a
dwelling unit in a building; the second case involved a conviction for
refusing to permit a city fire department inspector to enter and inspect,
without a warrant, a locked commercial warehouse. The Court held that
in both instances & warrant was constitutionally required, but that
probable cause for a warrant should be determined in the aight of a
“flexible standard of reasonableness that takes into account the public
need for effective enforcement of the particular regulation involved”.
The Court expressly reserved opinion as to the constitutionality of
such accepted regulatory techniques as licensing programs which re-

uire inspections prior to operating a business or marketing a product
(%cf sec. 302 of this bill). In deference to these decisions a provision for
issuance of judicial warrants for administrative inspections has been
inserted in the bill as above described.
Section 611. Forfeitures

Subsection (a) of this section sets forth the conditions for forfeiture
and the property to be forfeited. These include all controlled substances
produced or obtained in violation of the act, all raw materials, products,
and equipment used, or intended for use, in manufacturing, handling,
or conveying controiled substances in violation of the act and any con-
tainer for property previously described. Also subject to forfeiture are
all conveyances used, or intended for use, to transport or conceal such
violative property. Jixempted from this last provision are conveyances
belonging to common carriers where the owner or person in charge of
the conveyance was not a consenting party nor privy to a violation of
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title II, and conveyances where the owner did not have knowl-
edge of activities in which the conveyance was used or where the con-
veyance was unlawfully in possession of the person who so used it.
Also subject to forfeiture are books, records, formulas, and other
documents or instruments which are used or intended for use in viola-
tion of the act. .

Subsection (b) of this section states that any property subject to
forfeiture under the act may be seized by process issued pursuant to
the supplemental rules for certain admiralty and maritime claims.
Further, seizure may be made without such process when incident to
an arrest or under the authority of a search warrant or administrative
ingpection warrant; when the property seized has been the basis of a
prior judgment in favor of the United States in a criminal injunction
or forfeiture proceeding under title II; when the Attorney General
has probable cause to believe that the property is directly or indirectly
dangerous to health or safety; or when the Attorney General has
probable cause to believe that the property has been used or is intended
to be used in violation of title IT.

Subsections (c) and (e) of this section state, respectively, various
means by which the Attorney General may store or dispose of the
seized property.

Subsection (d) of this section provides that forfeiture proceedings
shall be in accord with the provisions of existing U.S. customs law.

Subsection (f) of this section provides that all substances listed in
schedule I which are illegally possessed, sold, transferred, or the
owner of which is unknown, are contraband and are subject to seizure
and forfeiture.

Subsection (g) of this section provides for the seizure and forfeiture
of all plants from which substances in schedules I and IT may be de-
rived where such plants have unknown owners, are wild or are grown
in violation of title II. The failure to produce appropriate license to

row the subject plants constitutes authority for their seizure and for-
eiture. Additionally, authority is granted fo enter upon lands, or into
dwellings pursuant to a search warrant, to seize such plants.

Section 512. Injunctions

Subsection (a) of this section authorizes U.S. courts to issue in-
junctions against violators of title II in accordance with the
Federal rules of civil procedure. Subsection (b) of this section pro-
vides for jury trial of violators of injunctions in accordance with the
Federal rules of civil procedure.

Section 613. Enforcement proceedings

This section incorporates section 305 of the Food and Drug Act (21
U.S.C. 335) and authorizes the Director of the Bureau of Narcotics
and Dangerous Drugs, to allow a person against whom criminal action
is contemplated under title X1 an opportunity to present his views or
show cause as to why he should not be prosecuted. This proceeding is
generally intended to cover technical violations by registrants and
allows for administrative compliance, if possible, before court action
is initiated.
Section 514. Immunity and privilege

This section authorizes the U.S. attorney, with the approval of the
Attorney General, to make application to the court to order any wit-
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nesses in a case brought under the provisions of title IT, to testify or
produce evidence within his possession. No such witnesses shall be
prosecuted or subjected to any penalty or forfeiture because of this
compelled testimony or production of evidence, if such witness has
claimed his privilege against self-incrimination. This exemption does
not preclude prosecution for perjury or contempt committed during
the trial at hand.

Section 615. Burden of proof ; liabilities

Subsection (a) (1) provides that it shall not be necessary for the
Government to negate any exemption or exception.set forth in title
I1, but that the burden of going forward with the evidence with
respect to such exemption or exception shall be on the person claiming
its benefits. ’

Subsection (a)(2) provides that, in prosecutions for possession of
a controlled substance under section 404 (a), a prescription label identi-
fylng the substance for purposes of section 503 (b) (2) of the Federal
Food, Drug, and Cosmetic Act shall be prima facie evidence that the
substance was obtained pursuant to a valid prescription.

Subsection (b) of this section provides that in the absence of proof
that a person is a registrant or holder of an order form issued under
title IT, the presumption shall be that he is not and the burden of going
forward with the evidence as to the registration or order form is upon
him.

Subsection (c) of this section provides that the burden of going for-
ward with the evidence to establish that a vehicle, vessel, or aircraft
used in connection with the substances listed in schedule I was used
lawfully is upon the person engaged in that use.

Subsection (d) of this section exempts Federal officers from liability
when lawfully engaged in enforcing title IT and further exempts State
and local officers when lawfully engaged in enforcing any law relating
to controlled substances.

Section 516. Payments and advances

Subsection (a) of this section authorizes the payments of moneys
from appropriated funds to persons who furnish information concern-
ing violations of title IT.

ubsection (b) of this section provides that moneys expended and
subsequently recovered shall be reimbursed to the current appropria-
tion of the Bureau.

Subsection (c{’ authorizes the Attorney General to direct the ad-
vance of funds by the Treasury Department in connection with the
enforcement of title IT.

Part F—Abpvisory CoMMISSION

Se(ztio'g 601—FEstablishment of Commission on Marihuana and Drug
Abuse
This section provides for the appointment of a Commission on
Marihuana and Drug Abuse, composed of two members from each
House, and nine members appointed by the President.
The Commission is directed to conduct a study of marihuana, in-
cluding but not limited to—
(1) theextent of marihuana use in the United States;
(2) the efficiency of existing marihuana laws;
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(3) the pharmacology of the drug and its immediate and long-
term effects, both physiological and psychological;

4) the relationship of marihuana use to aggressive behavior
and crime;

(5) the relationship between marihuana and the use of other
drugs; and

(()6) the international control of marihuana.

The Commission is directed to submit, within 1 year after the date
funds first become available to carry out the study, to the President
and Congress a comprehensive report on this study, including its
recommendations and proposals for legislative and administrative
action.

The Commission is further directed to conduct a comprehensive
study of the causes of drug abuse (not limited to marihuana use) and
their relative significance, to make such interim reports as it deems ad-
visable, and within 2 years after the date funds first become available
to carry out the study to submit to the President and Congress a final
report, including such legislative and administrative recommenda-
tions as it deems appropriate. It is the intent of the committee that the
Commission should include in its study an examination of such sub-
jects as the relationship, if any, to drug abuse by the young of indi-
vidual personality with reference to personality traits which may
make an individual prone to drug abuse; peer group relationships;
patterns of family relations which appear to provide greater suscepti-
bility than others to drug abuse; the degree to which societal tensions
within the immediate community and Nation relate to drug abuse
including consideration of poverty, urban decay, war, and social
permissiveness; availability and exposure to hard drugs; leisure ac-
tivity; personal and family use of alcoholic beverages and drugs;
movies, lyrics of rock music; advertising ; underground newspapers;
and other influences in the general social environment.

This section provides that the Commission’s total expenditures shall
not exceed $1 million.

Part G—ConrormiNg, TrRaANSITIONAL AND EFrFECTIVE DATE, AND
GENERAL PROVISIONS

Section 701—Repeals and conforming amendments

Section 701 deletes from the Federal Food, Drug, and Cosmetic Act
the provisions relating to depressant or stimulant drugs inserted by
the Drug Abuse Control Amendments of 1965, and the 1968 penalt;
amendments, and makes conforming amendments to the Federal Food,
Drug, and Cosmetic Act, section 302(a) of the Public Health Service
Act, and sections 1114 and 1952 of title 18 of the U.S. Code. Section
302(a) of the Public Health Service Act, which now requires the Serv-
ice to investigate the use and misuse of narcotic drugs and advise the
Attorney General on the quantities of narcotic drugs necessary to
supply U.S. medicinal and scientific requirements, is also broadened so
as to require research into drug abuse and drug dependence for all con-
trolled substances and to require the Service to advise the Attorney
General on domestic requirements for all such substances.

See, also, sections 1101 and 1102 of the bill with respect to repeals of,
and conforming amendments to, laws within the jurisdiction of the
‘Ways and Means Committee.
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Section 702—Pending proceedings

Subsection (a) of this section provides that prosecutions for a vio-
lation of law occurring prior to the effective date of section 701 shall
not be affected by the repealers or amendments contained in that
section.

Subsection (b) of this section provides that civil seizures or forfeit-
ures and injunctive proceedings commenced prior to the effective date
of section 701 shall not be affected by the repealers or amendments
contained in that section.

Subsection (¢) provides that all administrative proceedings pending
before the Bureau of Narcotics and Dangerous Drugs on the date of
enactment of the act are to be continued and brought to a final deter-
mination in accord with the laws and regulations in effect prior to the
date of enactment. The subsection further provides that where a drug
is finally determined under such proceedings to be a depressant or stim-
ulant drug, as defined in section 201(v) of the Federal Food, Drug,
and Cosmetic Act, the drug shall automatically be controlled under
title IT of this bill by the Attorney General without any further pro-
ceedings and listed in the appropriate schedule of section 202 after
obtaining the recommendation of the Secretary of Health, Education,
and Welfare as to the scheduling.

This provision will require that the administrative hearings relating
to the control of the drugs chlordiazepoxide and diazepam under sec-
tion 201(v) of the Federal Food, Drug, and Cosmetic Act, if they are
pending on the date of enactment, must be continued and brought
to a close under the provisions of the Federal Food, Drug, and Cos-
metic Act rather than terminated and reinstituted under the control
provisions of this bill. If controlled under the provisions of the Fed-
eral Food, Drug, and Cosmetic Act, this provision authorizes the At-
torney General to control the two drugs under the provisions of title IT
of this act and list them in the appropriate schedule after obtaining
the recommendation of the Secretary, without regard to the procedures
and findings required for control in section 201. In this instance, con-
trol will be automatic.

Subsection (¢) further provides that for any drug not already listed
in section 202, with respect to which a final control determination has
been made prior to the date of enactment of the bill, the Attorney Gen-
eral is authorized to control it without further proceedings and list it
in the appropriate schedule after obtaining the recommendation of the
Secretary of Health, Education, and Welfare.

Section 703—Provisional registration

Subsection (a) of this section provides that persons engaged in the
manufacture, distribution, or dispensing of controlled substances on
the day before the effective date of section 302 and who are registered
on that day under section 510 of the Federal Food, Drug, and Cos-
metic Act or under section 4722 of the Internal Revenue Code of 1954,
are to be deemed to havea provisional registration for the manufacture,
distribution, or dispensing of controlled substances. The committee in-
serted this language to insure against any possibility that legitimate
manufacturers, distributors, or %ispensors could be held in technical
violation of regulatory and penalty provisions of title IT for nonregis-
tration during the transitional period in which these persons will be
registering under title IT.
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Subsection (b) provides that the revocation and suspension pro-
visions of section 304 are applicable to provisional registrations.

Subsection (c¢) provides that unless revoked or suspended, a pro-
visional registration shall continue in effect until the date on which
the provisional registrant is registered under section 303 or has his
registration denied under that section, or until such date as may be
prescribed by the Attorney General for the registration of manufac-
turers, distributors, or dispensers, as the case may be.

Section T04—F ffective dates and other transitional provisions

Subsection (a) of this section provides that, except as otherwise pro-
vided, title IT shall become effective on the first day of the seventh
calendar month that begins after the day immediately preceding the
date of enactment.

Subsection (b) provides that parts A (relating to definitions), B
(relating to control and classification), E (relating to administrative
and enforcement provisions), and I (relating to the advisory commis-
sion) and sections 702, 704, and 705 through 709 are to become effective
upon enactment.

Subsection (c¢) provides that sections 305 (relating to labels and
labeling) and 806 (relating to manufacturing quotas), are to become
effective on the date speci?wd in subsection (a), unless the Attorney
General postpones the effective date by an order published in the Fed-
eral Register. The Attorney General may postpone the effective dates
for these sections for such a period as he deems necessary for the effi-
cient administration of title II,

Section 705—Continuation of regulations
This section provides for the continuation of existing administrative

regulations which are in effect on the day preceding enactment of title
IT unless modified, superseded, or repealed by the Attorney General.

Section 706—Severability

This section provides that if a provision of the Act is held invalid,
all valid provisions that are severable shall remain in effect.

Section 707—Saving provision
This section provides that nothing in the Act, except this part
and (to the extent of any inconsistency) sections 307 (e) and 309, shall

in any way affect the provisions of the Federal Food, Drug, and Cos-
metic Act.

Section T08—Application of State law

This section provides that title IT of the bill is not. intended to occupy
the field (including eriminal penalties) to the exclusion of any other-
wise valid State law unless there is a direct and positive conflict be-

tween the latter and a provision of this title, so that the two cannot con-
sistently stand together.

Section 709—Appropriations authorization

This section provides the appropriation authorization for the ex-
penses of the Department of Justice in carrying out its functions under
title IT, except for section 103 which contains a specific appropria-
tion authorization. Appropriations of $60 million for the fiscal year
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ending June 30, 1972; $70 million for the fiscal year ending June 30,
1978; and $90 million for the fiscal year ending June 30, 1974, are
authorized.

Trree I1I

Title III of the bill is explained hereafter in this report, in the
portion prepared by the Committee on Ways and Means.

AceENcY REPORTS

H.R. 18583, was introduced as a clean bill on July 22, 1970, after
the conclusions of hearings and executive sessions before the Sub-
committee on Public Health and Welfare. No agency reports have
been received on this bill; however, reports received on H.R. 13743
and other bills on which hearings were held before the subcommittee
are relevant, and are included below.

In addition, a letter from the Department of Health, Education,
and Welfare with respect to the scheduling of marihuana, and a letter
from the Department of Justice concerning certain recordkeeping
requirements in the bill, are also set forth below.

DzerarTMENT oF HEeAaLTH, EDUCATION, AND WELFARE,
August 14, 1970.
Hon. HArLEY O. STAGGERS
Chairman  Committee on Interstate and Foreign Commerce, House of

Representatives, Washington, D.C.

Dear Mgr. CHAIRMAN: In a prior communication, comments re-
quested by your committee on the scientific aspects of the drug
classification scheme incorporated in H.R. 18583 were provided.
This communication is concerned with the proposed classification of
marihuana.

It is presently classed in schedule I(C) along with its active con-
stituents, the tetrahydrocannabinols and other psychotropic drugs.

Some question has been raised whether the use of the plant itself
produces ‘severe psychological or physical dependence” as required
by a schedule I or even schedule II criterion. Since there is still a
considerable void in our knowledge of the plant and effects of the
active drug contained in it, our recommendation is that marihuana
be retained within schedule I at least until the completion of certain
studies now underway to rcsolve this issue. If those studies make
it appropriate for the Attorney General to change the placement of
marihuana to a different schedule, he may do so in accordance with
the authority provided under section 201 of the bill.

We are advised by the Office of Management and Budget that
there is no objection to the presentation of this report from the
standpoint of the administration’s program.

Sincerely yours,
Rogcer O. EceBERG, M.D,,
Assistant Secetary for Health and Scientific Affairs.
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OrFricE oF THE DEPUTY ATTORNEY GENERAL,
Washington, D.C., August 28, 1970.
Hon. Hariey O. STAGGERS,
Chairman, Committee on Interstate and Foreign Commerce,
House of Represeniatives,
Washington, D.C.

Dear Mr. Caammax: This is in response to your request for the
views of the Department of Justice on an amendment to subsection
307 (b) of H.R. 18583, which was agreed to by the Committee on Inter-
state and Foreign Commerce in executive session, This amendment is
designed to afford persons registered under the bill the option of main-
taining required records either separately or in such a manner that they
are readily retrievable from their ordinary business records.

In order to comply with U.S. obligations under international treat-
ies, protocols, and conventions, existing Federal law requires separate
records to be kept for all narcotic drugs manufactured or distributed.
However, there is no such requirement for stimulant and depressant
drugs, which are presently regulated under the Drug Abuse Control
Amendments of 1965 (P.L. 89-T4, 79 Stat. 226). The Department
agrees with the committee that there is no need at this time to require
manufacturers and distributors of stimulant and depressant drugs to
keep separate records, so long as the required records are kept in such a
manner that they can be easily identiged and separated out from the
registrant’s ordinary business records.

Subsequent to the committee’s amendment, representatives of the
Department of Justice met with committee staff to work out appro-
priate alternative language which would require the maintenance of
separate records for narcotic drugs while at the same time insuring
that records for nonnarcotic controlled substances will not have to be
kept separate and apart from all other records. The agreed upon
language reads as follows:

“or, alternatively, in the case of nonnarcotic controlled substances,
be in such form that information required by the Attorney General
is readily retrievable from the ordinary business records of the
registrant,”

The Department interprets the phase “readily retrievable” to mean
that a distributor need only red-line, asterisk, or in some other manner
identify all nonnarcotic controlled substance items on an invoice or
other record he maintains. This is the present practice among many
manufacturers and distributors, and is acceptablie to the Department
of Justice.

We appreciate your having afforded us the opportunity to express
our views on the committee’s amendment to this extremely signilgzanb
legislation.

Sincerely,
RicHARD G. KLEINDIENST,
Deputy Attorney Generdl.
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ExecurivE OFFICE OF THE PRESIDENT,
BureEaU oF THE BubpGET,
Washington, D.C., March 6, 1970.
Hon. HarLey O. STAGGERS,
Chairman, Commattee on Interstate and Foreign Commerce,
House of Representatives, Washington, D.C.

Dear Mr. Cuairman: This is in reply to your request for the views
of the Bureau of the Budget on H.R. 13743, a bill to protect the public
health and safety by amending the depressant, stimulant, and hallu-
cinogenic drug laws, and for other purposes.

For the reasons expressed by the Attorney General in his testimony
on February 3, 1970, before your Subcommittee on Public Health and
Welfare, the Bureau of the Budget recommends the enactment of S.
3246 as passed by the Senate on January 28, 1970.

Sincerely yours,
WirrreEp H. RoMMmEL,
Assistant Director for Legislative Reference.

DEPARTMENT OF THE TREASURY,
Orrice oF THE GENErAL COUNSEL,
Washington, D.C., February 4, 1970.
Hon. HarLEY O. STAGGERS,
Chairman, Committee on Interstate and Foreign Commerce,
House of Representatives, Washington, D.C.

Dear Mr. CuairmaN: Reference is made to your request for the
views of this Department on H.R. 13743, to protect the public health
and safety by amending the depressant, stimulant, and hallucinogenic
drug laws, and for other purposes.

The Attorney General, on July 15, 1969, forwarded to the House of
Representatives the administration’s comprehensive legislative pro-
posal to control narcotic and dangerous drugs. The proposed legislation
incorporates the provisions of the administration’s proposa.T except
those relating to the control of narcotic drugs derived from opium and
coca and the cannabis-based drugs. Those provisions are incorporated
il\nI H.R. 13742 which is pending before the Committee on Ways and

leans.

The Department recommends the enactment of the administra-
tion’s proposal.

The Department has been advised by the Bureau of the Budget
that there is no objection from the standpoint of the administration’s
program to the submission of this report to your committee.

Sincerely yours,
Rovy T. ENGLERT,
Acting General Counsel.
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GENERAL SERVICES ADMINISTRATION,
Washington, D.C., March 10, 1970.
Hon. HARLEY O. STAGGERS,
Chacrman, Committee on Interstate and Foreign Commerce, House of
Representatives, Washington, D.C.

D=ear Mz. CrHATRMAN: Your letter of September 15, 1969, requested
the views of the General Services Administration on H.R. 13743, 91st
Congress, a bill to protect the public health and safety by amending
the depressant, stimulant, and hallucinogenic drug laws, and for
other purposes.

GSA’s interest in the bill arises from section 704, under which
certain property may be scized by the Attorney General and subject
to forfeiture to the United States.

Subsection 704(c) provides that, in the case of seized property, the
Attorney General may either place the property under scal; remove
it to a place designated by him; or require that the General Services
Administration take custody and remove it to an appropriate location
for disposition in accordance with law.

Subsection 704(c) provides that, in the case of forfeited property,
the Attorney General may ecither retain it for official use; sell such
property which is not required to be destroyed by law and which is
not harmful to the public, with the additional provision that the
proceeds may be disposed of for payment of certain expenses; require
the General Services Administration to take custody and remove it
for disposition in accordance with law; or forward 1t to the Bureau
of Narcotics and Dangerous Drugs for disposition, which disposition
may include delivery for medical or scientific use to any Federal or
State agency, under regulations of the Attorney General.

Disposition of seized property could not be effected under the bill
until after its forfeiture has occurred cither by court action or by
operation of law. Since GSA therefore would be unable to dispose of
property merely seized, it would serve no useful purpose to require
GSA to take custody of such property prior to forfeiture. Accordingly,
it is recommended that the following changes be made on page 61
of the bill: add the word “or”” after the semicolon on line 18; change
the semicolon to a period and delete the word “or” on line 20; and
delete paragraph (3), lines 21 through 24.

With respect to forfeited property, we feel that (a) it also should be
made available to other Federal agencies for official use, if not required
by the Attorney General, particularly when it may involve property
such as aircraft, vehicles, or vessels; (b) there appears to be no need for
additional authority to sell such property, since there is already
adequate sales authority provided in title 40 United States Code 304f
through 304m; and (¢) such property forwarded to the Bureau of
Narcoties and Dangerous Drugs for disposition should be limited to
controlled dangerous substances. Therefore, in view of the above, we
recommend that section 704(e) be replaced by the following new
subsection:

‘(e) Whenever property is forfeited under this act, the provisions of
title 40 United States Code 304f through 304m shall apply: Provided,
That the Attorney General may forward any controlled dangerous sub-
stances to the Bureau of Narcotics and Dangerous Drugs for disposi-
tion, which disposition may include delivery for medical or scientific
use to any Federal or State agency, under regulations of the Attorney
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General; and Provided further, That the proceeds of sale of any
forfeited property may be used for payment of all proper expenses of
the proceedings for forfeiture and sale, including expenses of seizure,
maintenance of custody, advertising and court costs.”

Subject to the above recommended changes, GSA has no objection
to the enactment of H.R. 13743.

The Bureau of the Budget has advised that, from the standpoint of
the administration’s program, there is no objection to the submission
of this report to your committee.

Sincerely, '
Rop KREGER,
Assistant Administrator.

DerarTmENT oF HEALTH, EDUCATION, AND WELFARE,
OFFICE OF THE SECRETARY,
Washington, D.C., April 14, 1970.
Hon. Harrey O. StaccErs,
Chairman, Comanittee on Interstate and Foreign Commerce,
House of Representatives, Washington, 1).C.

Dzear Mr. Cuarrman: This letter is in response to your request of
September 15, 1969, for a report on H.R. 13743, a bill entitled the
“Controlled Depressant and Stimulant Drugs Act of 1969.”

Title I of the bill contains the findings of Congress with regard to
the necessity of controlling dangerous substances and the definition
of the bill’s principal terms.

Title IT designates the substances to be controlled and lists criteria
to be considered by the Attorney General in deciding whether to add,
delete, or reschedule substances as controlled dangerous substances.
Before making this decision, the Attorney General must request the
advice in writing of the Secretary of Health, Education, and Welfare
and of the Scientific Advisory Committee established by the act, both
of which must render such advice within a reasonable time. Each
controlled substance is listed in one of four hierarchal schedules depend-
ing on its relative abuse potential, medical usefulness, and dependence-
producing liability.

Title I1I provides for the regulation of the manufacture, distribution,
and dispensing of controlled substances. All persons must obtain an
annual registration from the Attorney Generul before engaging in the
manufacture, distribution, or dispensing of any controlled substance.
The Attorney General must establish quotas for the production of
schedule I and II substances sufficient to provide for the country’s
estimated medical, scientific, and industrial needs for lawful export
and for maintenance of reserve stocks.

Title IV provides for the monitoring and control of the import and
export of controlled substances. The controls are patterned after the
presently existing Narcotic Drugs Import and Export Act with altera-
tions sufficient to extend them to other dangerous substances.

Title V sets out the bill’s offenses and penalties. In general the bill’s
penalty structure is modeled after existing law, although with respect
to some of the specific substances listed in the bill, its penalties are more
severe than under existing law. A novel provision of the bill which
stems generally from a provision of the 1968 penalty amendments to
the Federal Food, Drug, and Cosmetic Act, gives the court discretion,
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without entering a judgment of guilt and without the defendant’s
consent, to place on probation anyone who is found guilty of possession
of a controlled dangerous substance and who has never previously been
convicted under the bill or any other Federal or State law relating to
stimulant, depressant, or hallucinogenic drugs. If the conditions of
probation are fulfilled, the court must dismiss the proceedings, which
i that event are not to count as a conviction, but if the probation
terms are violated the court may enter a guilty verdict and impose the
allowed penalty. This procedurc may be used only once with respect
to any person.

The gnal titles contain various administrative provisions, including
authority for the Attorney General to carry out educational or research
programs necessary for the effective enforcement of the act and the
requirecment that he appoint a committee of experts of diversified
professional backgrounds, selected from a list drawn by the National
Academy of Sciences, to advise him with respect to dangerous sub-
stances which may be subject to control. The bill would repeal the
Food and Drug Act’s special provisions relating to depressant or stim-
ulant drugs.

Expressly excluded from the scope of H.R. 13743 are the substances
covered by present tax laws (narcotics and marihuana) and for that
reason covered by a separate bill, H.R. 13742, which was referred to
the Ways and Means Committee. The latter bill excludes depressant
or stimulant drugs, which are covered by H.R. 13743. Taken together,
the two bills are the equivalent of the original administration bill
(S. 2637) submitted to Congress by the Attorney General on this
subject. Since the framework of the two bills is the same and their drug
coverage provisions are complementary, and since the division is based
on committee jurisdiction, we recommend that the legislation as
finally enacted be a single comprehensive law for all dangerous con-
trolled substances, with appropriate distinctions within the com-
prehensive law.

In addition to this unification, we strongly support the present
version of the administration proposal contained in S. 3246 as passed
unanimously by the Senate on January 28, 1970. Especially important
are the provisions of S. 3246 to make penalties more flexible and more
appropriately adapted to various of¥enses. We note, further, that
under 5. 3246 selection of the members of the Scientific Advisory
Committee (from a list drawn by the National Academy of Sciences)
is to be made by the Attorney General after consultation with this
Department. We also invite favorable attention to the provisions of
section 801 of the Senate bill requiring this Department and the
Department of Justice to appoint jointly a committee to study all
available information concerning marihuana and make recommenda-
tions with respect to the degree of control to be exercised over mari-
huana usec.

Specific comments on the provisions of S. 3246 as well as H.R.
13743 have been presented by administration witnesses, including
representatives of this Department, to the Public Health and Welfare
Subcommittee in its hearings of February 3 and 4, 1970. These are
strongly in support of the enactment of comprehensive legislation
in the version of S. 3246 as passed by the Senate.



(Yoo O 1491)
~ase: 20-71433, 09/29/2020, ID: 11841671, DktEntry: 19-4, Page 201 of 28!

67

We are advised by the Burcau of the Budget that there is no ob-
jection to the presentation of this report from the standpoint of the
administration’s program.

Sincerely,
Rosert H. FincH, Secretary.

DEPARTMENT OF THE TREASURY,
OrricE oF THE GENERAL COUNSEL,
Washington, D.C., November 17, 1969.

Hon. HarreY O. STAGGERS,
Chairman, Interstate and Foreign Commerce Commitiee,
House of Representatives, Washington, D.C.

Dear Mr. CratrMaN: Reference is made to your request for the
views of this Department on H.R. 10342, to authorize the Secretary of
Health, Education, and Welfare to make grants for treatment and re-
habilitation centers for drug addicts and drug abusers, and to carry
out drug abuse education curriculum programs, and to strengthen the
coordination of drug abuse control programs by establishing the Na-
tional Council on Drug Abuse Control.

The proposed legislation would (1) authorize the Secretary of
Health, Education, and Welfare to make grants to assist States and
nonprofit private organizations in establishing, developing, equipping,
and operating drug addict prevention, treatment, and rehabilitation
centers, including the training and salaries of personnel necessary to
operate such centers; (2) authorize the Secretary to make grants to
assist medical schools and institutions of higher learning in developing
and carrying out curriculum programs on drug abuse education; and
(3) establish in the Executive Office of the President the National
Council on Drug Abuse Control to advise and assist the President on
drug control education programs and on drug abuse law enforcement
activities. It would authorize to be appropriated over the 5 fiscal years
1970-74 $350 million to carry out (1) above, and $100 million to carry
out (2) above.

The Department has no independent knowledge as to the necessity
or desirability of the programs proposed by the bill and accordingly
has no comment to make with respect to its general merits.

The Department has been advised by the Bureau of the Budget
that there is no objection from the standpoint of the administration’s
program to the submission of this report to your committee.

Sincerely yours,
Pavr W. Ecers, General Counsel.

DEPARTMENT OF THE TREASURY,
Orrice oF THE GENERAL COUNSEL,
Washington, D.C., February 4, 1970.
Hon. HARLEY O. STAGGERS,
Chairman, Committee on Interstate and Foreign Commerce,
House of Representatives, Washington, D.C.

Dear Mr. Cuairman: Reference is made to your requests for the
views of this Department on H.R. 11701, H.R. 12882, and H.R. 12894,
bills relating to narcotic and drug abuse care and control, and H.R.
11697, a bill relating to marihuana.
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On July 15, 1969, the Attorney General transmitted to the Congress
a draft bill, to protect the public’s health and safety by amending the
narcotic, depressant, stimulant and hallucinogenic drug laws, and for
other purposes.

The Department recommends favorable consideration of the De-
partment of Justice proposed legislation in lieu of further action on
H.R. 11701, H.R. 12882, H.R. 12894 and H.R. 11697.

The Department has been advised by the Bureau of the Budget
that there is no objection from the standpoint of the administration’s
program to the submission of this report to your committee.

Sincerely yours,
Roy T. EnGLERT,
Acting General Counsel.

VETERANS' ADMINISTRATION,
‘OFFICE OF THE ADMINISTRATOR OF VETERANS, AFFAIRS,
= Washington, D.C., October 30, 1969.
Hon. HarLEY O. STAGGERS,
Chairman, Committee on Interstate and Foreign Commerce, House of
Representatives, Washington, 1.C.

Dear Mgr. CuamrMaN: We are pleased to furnish the following
comments in response to your request for a report by the Veterans’
Administration on H.R. 10408, 91st Congress, a bill to amend the
Public Health Service Act to authorize the Secretary of Health,
Education, and Welfare to provide financial assistance for education
and information programs relating to drugs and their abuse, and for
other purposes.

The bill would authorize the Secretary of Health, Education, and
Welfare to assist projects designed to educate the public on problems
of drug abuse by making grants to or entering into contracts with
public or private nonprofit institutions of higher education or other
public or private nonprofit agencies, institutions, or organizations.
Such projects would include the development of curriculums on the
use and abuse of drugs, the demonstration and testing of the effective-
ness of such curriculums, and the dissemination of curricular materials
and other information regarding the use and abuse of drugs.

Additionally, the bill provides for the establishment of an Advisory
Committee on Drug Abuse Education to advise the Secretary con-
cerning the administration and operation of the programs contem-
plated by the bill, to review and evaluate the implementing programs
and projects and to make reconmendations with respect thereto.

We are, of course, vitally concerned with the problem of drug
addiction in connection with our extensive medical programs. While
we are in agreement with the purposes and objectives of H.R. 10408,
we defer to the views of the Department of Health, Education, and
Welfare, which would have overall administrative responsibility for
the proposed program, as to whether the approaches employed in ihis
bill are the most effective methods for achieving its aims.

We are advised by the Bureau of the Budget that there is no
objection to the presentation of this report from the standpoint of the
administration’s program.

Sincerely,
Donawp E. JorNson, Administrator.
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DerarTMENT OF DEFENSE,
OrricE oF THE GENERAL COUNSEL,
Washington, D.C., January 20, 1970.
Hon. HarveY O. STAGGERS,
Chairman, Interstate and Foreign Commerce Committee,
House of Representatives, Washington, D.C.

Dzear MRr. Crairman: Reference is made to your request for the
views of the Department of Defense with respect to H.R. 10408, 91st
Congress, a bill to amend the Public Health Service Act to authorize
the Secretary of Health, Education, and Welfare to provide fintancial
assistance for education and information programs relating to drugs
and their abuse, and for other purposes.

The purpose is as stated in the title. The bill also provides for the
establishment of an Advisory Committee on Drug Abuse Education
to assist the Secretary, and in addition the functions, powers, and
duties of the Attorney General under Reorganization Plan No. 1 of
1968 to designate a drug as a depressant or stimulant or to find that
a drug or other substance is an opiate are transferred to the Secretary
of Health, Education, and Welfare. The attendant positions, person-
nel assets, property and unexpended balances of authorizations,
allocations and funds are likewise transferred to that Secretary.

Inasmuch as the bill pertains to the personnel, functions, duties
and authorizations of the Departments of Justice and Health, Edu-
cation, and Welfare, the Department of Defense defers to the views
of those agencies as to the merits of the bill.

The Bureau of the Budget advises that, from the standpoint of the
administration’s program, there is no objection to the presentation of
this report for the consideration of the committee.

Sincerely,
L. NIEDERLEHNER,
Acting General Counsel.

VETERANS' ADMINISTRATION,
OFFICE OF THE ADMINISTRATION OF VETERANS AFFAIRS,
Washington, D.C., December 12, 1969.
Hon. Harrey O. STAGGERS,
Chairman, Commattee on Interstate and Foreign Commerce,
House of Representatives, Washington, D.C.

Dear Mgr. CuairmMax: We are pleased to furnish the following
comments in response to your request for a report by the Veterans’
Administration on H.R. 10342, 91st Congress, a bill to authorize the
Secretary of Health, Education, and Welfare to make girants for
treatment and rehabilitation centers for drug addicts and drug abusers,
and to carry out drug abuse education curriculum programs, and to
strengthen the coordination of drug abuse control programs by
establishing the National Council on Drug Abuse Control.

The bill is designed to deal with the problems of drug abuse and
addiction in several ways. It would provide for grants to assist States
and nonprofit private organizations in the establishment, develop-
ment, and maintenance of prevention, treatment, and rehabilitation
centers. It would also provide financial assistance to medical schools
and other institutions of higher learning in the development and
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implementation of drug abuse education curriculum programs. Finally,
it would provide for the establishment of a National Council on Drug
Abuse Control to coordinate programs conducted by Federal, State,
and local public agencies or private organizations.

We are, of course, vitally concerned with the problems of drug
addiction in connection with our extensive medical programs, and we
note that the Administrator is designated as a member of the proposed
National Council. The bill does not otherwise appear to impose
additional administrative responsibilities upon the Veterans’ Ad-
ministration.

While we are in sympathy with the objectives of H.R. 10342, we
defer to the view of the Department of Health, Education, and Welfare,
which would have overall administrative responsibility, as to whether
the approaches employed in this bill are the most effective methods
for achieving its aims.

We are advised by the Bureau of the Budget that there is no objec-
tion to the presentation of this report from the standpoint of the ad-
ministration’s program.

Sincerely,
Doxawp E. Jouxson, Administrator.
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TITLE III—_IMPORTATION AND EXPORTATION; AMEND-
MENTS AND REPEALS OF REVENUE LAWS

I. Purpose

Title ITII, which is the result of work by the Committee on Ways and
Means, has two major purposes. First, it would unify and integrate
statutory controls over importation and exportation of narcotics and
other dangerous drugs, reformulating the provisions of existing law so
as to bring them into conformity with the proposed new system estab-
lished by Title II. Second, it is designed to improve such controls by
making the changes which are voted in the general discussion below.
The changes providing for stricter supervision of the importation and
exportation of depressant and stimulant drugs are intended to pre-
vent the diversion of these substances into illicit channels, a problem
which present statutory requirements have proven insufficient to
meet. Through the changes in the penalty provisions of existing law,
particularly through elimination o? mandatory minimum sentences,
the Committee has sought to arrive at a more realistic, more flexible,
and thus more effective system of punishment and deterrence of
violations of the Federal narcotic and dangerous drug laws.

I1I. General Discussion

Title III was developed by the Committee on Ways and Means
after consideration of Administration proposals as contained in H.R.
13742 and H.R. 17463. It pertains primarily to the regulation of
importation and exportation of the substances controlled under the
provisions of Title II. In addition, since the bill provides for a compre-
hensive system of regulation of narcotics and dangerous drugs,
title IIT contains the necessary repeals of existing narcotics and

- marihuana laws, along with conforming amendments. Its short title
is the “Controlled Substances Import and Export Act.”

Title I1I is designed to replace all present law (except the smuggling
law, 18 U.8.C. 545) relating specifically to the importation and ex-
portation of narcotic drugs and marihuana and to strengthen the
present controls over the importation and exportation of depressant
and stimulant drugs. As in the case of Title II, a number of provisions
of Title III derive directly from the substance of existing statutes.

The basic law now controlling the importation and exportation of
narcotics and marihuana is the Narcotic Drugs Import and Export
Act (21 US.C. 171, 173, 174-184, 185). Existing law governing the
importation and exportation of depressant and stimulant drugs is
Sec;;ion 801 of the Federal Food, Drug and Cosmetic Act (21 U.S.C.
381).

Through the provisions of Title ITI, the importation and exporta-
tion of all controlled substances—narcotics, marihuana, depressants,
stimulants, and any other dangerous substances which may be brought
under the controls provided by Title II-—would be covered by a
single statute, except that the safeguards of the Federal Food, Drug
and Cosmetic Act against adulterated or misbranded drugs and

(71)
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unapproved new drugs would continue to apply. These provisions
of title III are based upon the schedules established by Title IT, with
the requirements for legal import or export of each drug or other
substance varying according to its assigned schedule. Penalities for
illegal import or export are to an extent also dependent upon the
schedule of the substance involved.

Specifically, the title makes it unlawful to import into the United
States any schedule I or IT substance or any narcotic drug contained
in schedule ITI, IV, or V except with the special consent of the At-
torney General. Any other controlled substance could be imported
only for medical, scientific, or other legitimate uses, and only in
accordance with whatever notification or declaration requirements
might be prescribed by the Attorney General. No controlled substance
could be exported except in compliance with specified procedures,
which would vary according to the schedule of the substance. Con-
trols are provided for the transshipment of controlled substances
through the United States to other countries and for their in-transit
shipment within the United States for immediate export, and for the
possession of controlled substances on board any vessel or air-
craft or other vehicle arriving in or departing from the United States.

The title would specifically authorize the Attorney General to issue
regulations exempting an individual from the above-mentioned re-
strictions if he is merely carrying a legitimate drug for his own personal
medical use, or for administration to an animal accompanying him,
and if he has lawfully obtained it and conforms with whatever notifica-
tion procedures the Attorney General may require. It is the Commit-
tee’s intent, in including this provision, that the Attorney General will
exercise this authority so as to allow the exemption in all appropriate
cases. In the case of exportation, the regulations would be consistent
with the obligations of the United States under the Single Convention
on Narcotic ﬁ)rugs, 1961. The Attorney General is expected to give
reasonable notice to travelers of the requirements of title IIT and his
regulations thereunder, and to provide under these regulations a
reasonably convenient declaration system for travelers.

Title I1I also requires yearly registration with the Attorney General
of all persons importing any controlled substance and all persons
exporting controlled substances in schedules I, II, ITI, or IV. The
Ir‘lt‘eqilirﬂnents are similar and supplementary to those created by

itle II.

The title establishes penalties, for violation of the provisions
therein, separate and apart from those provided under Title I1.

Changes from existing law
Basic changes contemplated by Title III in the substance of existing
law are as follows:

(1) Depressant or stimulant drugs classified in schedule T or
II (which would initially include only the hallucinogens) would
be subject to import controls similar to those provided by existing
law for narcotic drugs and marihuana.

(2) In the case of stimulant and depressant drugs not classified
in schedule I or IT (under the present schedule this would include
all such drugs except for the hallucinogens), the Attorney General
could prescribe notification or declaration requirements for
importation.
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(3) The Attorney General would be given authority to permit
the importation of finished narcotics in an emergency or because
of inadequate competition among domestic manufacturers.

(4) With regard to exportation, hallucinogens would be subject
to the following new controls:

(@) the country of destination must have a system, deemed
adequate by the Attorney General, for the control of imports
of such substances;

(b) the export must be consigned to a properly licensed
receiver;

(¢) evidence must be furnished the Attorney General that
the substance is to be used in the receiving country for a
legitimate need and purpose; and

(d) a permit to export the substance must be issued.

(5) In the case of depressant and stimulant drugs other than
the hallucinogens, it would be required for legal export that:

(a) the Attorney General be furnished documentary proof
that importation is not contrary to the laws or regulations
of the country of destination;

(b) special invoices with such information as the Attorney
General may prescribe, accompany the shipment, and that
additional copies of the invoice be forwarded to the Attorney
General before the substances are exported.

(6) Registration of importers and exporters of any substances
classified in schedule I or IT would be based on the Attorney
General’s determination that this would be consistent with the
public interest and with certain treaty obligations. In other cases,
registration would be based on his determination that it would
not be inconsistent with the public interest. Registration would
not be a matter of right, as under existing law. Registration
criteria for schedule I or II substances as required by both this
title and Title II would approximate to the licensing provisions
of existing law for manufacturers of narcotics.

(7) Penalties for illegal import or export would be revised as
indicated in the following table:

Probation
or
suspended
Maximum Specijal parole sentence  Parole
Offense fine Sentence term permitted permitted
1st offense Present Iaw:
Narcotics____.._._ $20,000 5to 20 yrs..... Noooon No.
Marihuana. .______ 20,000 5to 20 yrs_..__ No._____.. Yes
Dangerous Drugs.. 10,000 Tpto b yrs.... Yes_--_-__ Yes
H.R. 18583:
I & II narcoties___. 25,000 Uptolsyrs._. Yes....__ Yes
years.
I & II non-nare. 15,000 Up to 5 yrs.__. Atleast 2 Yes comono Yes.
& IIT substances.
IV substances..._. 15,000 Upto5yrs....
V substances.._.._. 15,000 Up to 5 yrs..__
2d offense Present law:
Narcoties. . . .- 20,000 10 to 40 years_.
Merihuana._._____ 20,000 10 to 40 years_.
Dangerous Drugs. 20,000 Up to 5 years_.
H.R. 18583:
I & II narcotics.... 50,000 Up to 30 At least 6 Yes.cameoo Yes.
years. years.
I & II non-nare. 30,000 Uptol0 At least 4 Yesoaooo Yes.
& 111 substances. years. years.
IV substances..... 30,000 Up to 10 At least 2 Yes._.___. Yes.

Y .
V substances__.._. 30,000 Upto 10 NO-cemeaaen Yes__-..- Yes.
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(8) A separate penalty would be provided for importation of
a schedule I, II, III, or IV substance for transshipment to
another country, or for the in-transit shipment of such a sub-
stance, unless certain requirements were met. The penalty would
be a civil penalty of up to $25,000 unless the violation were com-
mitted knowingfy or intentionally and criminally prosecuted in
which case it would be imprisonment for up to 1 year and/or a
fine of up to $25,000.

III. Section-by-Section Analysis of Title III

Section 1000. Short Title
This section designates title IIT of the bill as the “Controlled Sub-
stances Import and Export Act”.

Part A. IMPORTATION AND EXPORTATION

Section 1001. Definitions

Subsection (a)(1) of this section defines the term “import” to mean,
with respect to any article, any bringing in or introduction of such
article into any area, regardless of whether or not the bringing in or
introduction constitutes an importation within the meaning of the
tariff laws within the United States.

Subsection (a)(2) provides that the term ‘‘customs territory of the
United States’” has the meaning assigned to such term by general head-
note 2 to the Tariff Schedules of the United States (19 U.S.C. 1202).
Headnote 2 of the Tariff Schedules defines “customs territory of the
United States” to mean ‘“‘only the States, the District of Columbia,
and Puerto Rico”.

Subsection (b) provides that for purposes of title III the terms
“controlled substance’”, ‘‘distribute’’, “manufacture’’, “narcotic drug”,
“ultimate user”, and “United States’”’ have the meanings assigned
to such terms by section 102 of the bill.

Section 1002. Importation of controlled substances

Subsection (a) of this section provides that it is unlawful to import
into the customs territory of the United States from any place outside
thereof but within the United States, or to import into the United
States from any place outside thereof, any controlled substance in
schedule I or II of title II, or any narcotic drug listed in schedule
ITI, IV or V of such title. (Section 102(26) of the bill defines United
States, when used in a geographic sense, as including all places and
g&ters, continental or insular, subject to the jurisdiction of the United

tates.)

Paragraphs (1) and (2) of this subsection provide for specific ex-
ceptions to the prohibition against the importation of controlled
sult))stances contained in subsection (a). Paragraph (1) permits the
importation of those amounts of crude opium and coca leaves which
the Attorney General finds to be necessary to provide for medical,
scientific, or other legitimate purposes.

Paragraph (a)(2) continues the present policy of restricting imports
of narcotic substances other than opium. The only exceptions are to
meet an emergency supply situation in the United States, or an inade-
quately competitive situation which cannot be corrected by increasing
the number of registered domestic manufacturers.
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Paragraph (2) permits the importation of those amounts of any
schedule Ip or II substances or any narcotic drugs listed in schedule
III, IV, or V, which the Attorney General finds to be necessary to
%rovide for the medical, scientific, or other legitimate needs of the

nited States, but only (a) during an emergency situation in which
domestic supplies of such substances or drugs are found to be inade-
quate by the Attorney General, or (b) if the Attorney General finds
that competition among domestic manufacturers of such substances is
inadequate and will not be rendered adequate by registration of
additional manufacturers under section 303 of title 1I.

Subsection (b) makes unlawful the importation into the customs
territory of the United States from any place outside thereof (but
within the United States), and the importation into the United
States from any place outside thereof, of any nonnarcotic controlled
substance in schedule III, IV, or V, unless the substance is imported
for medical, scientific, or other legitimate uses, and pursuant to
notification or declaration requirements prescribed by regulations of
the Attorney General.

Subsection (c¢) authorizes the Attorney (eneral to permit the
importation of additional amounts of coca leaves, but requires all
cocaine and ecgonine (and all salts, derivatives, and preparations
from which cocaine or ecgonine may be synthesized or made) con-
tained in such additional amounts of coca leaves to be destroyed
under government supervision.

Section 1003. Exportation of controlled substances

Subsection (a) of this section makes unlawful the exportation
from the United States of any narcotic drug in schedule I, II, III, or
IV unless—

(1) it is exported to a country which is a party to one of four
international conventions relating to contro}f of narcotic drugs;

(2) the country has a system for the control of imports of
narcotic drugs which is in conformity with the requirements of the
conventions to which it is a party and which the Attorney General
deems adequate;

(8) certain import permits (or licenses) are issued by the coun-
try of import;

(4) the exporter furnishes to the Attorney General evidence
that (A) the narcotic drug is to be applied exclusively to medical
or scientific uses within the country of import, and (B) there is an
actual need for the narcotic drugs for medical or scientific uses
within such country; and

(5) a permit to export the drug has been issued by the Attorney
General.

Subsection (b) of this section permits the Attorney General to
authorize (notwithstanding subsection (a)) the exportation of narcotic
drugs for special scientific purposes in the country of destination, pro-
vided that the authorities of the country of destination will permit
the importation of the drug for such purposes.

Subsection (c¢) prohibits the exportation from the United States of
any nonnarcotic controlled substance in schedule I or IT unless—

(1) it is exported to a country which has an adequate system
for the control of imports of such substances;

(2) the substance is consigned to a holder of such permits or
licenses as may be requiredg under the laws of the country of
import;



(Y07 O 1491)
Case: 20-71433, 09/29/2020, ID: 11841671, DktEntry: 19-4, Page 210 of 286

76

(8) evidence is furnished the Attorney General that (A) the
substance is exclusively for medical, scientific, or other legitimate
uses within the country of import, (B) it will not be exported from
such country, and (C) there is an actual need for the substance
fordmedical, scientific, or other legitimate uses within the country;
an

(4) a permit to export the controlled substance has been issued
by the Attorney General.

Subsection (d) contains authority to permit exports for special
scientific purposes similar to that in subsection (b).

Subsection (e) prohibits the exportation from the United States to
any other country of any nonnarcotic controlled substance in schedule
II{OI' IV or any controlled substance in schedule V unless—

(1) there is furnished (before export) to the Attorney General
documentary proof that importation is not contrary to the laws
or regulations of the country of destination; and

(2) certain requirements respecting invoices are met.

Section 1004. Transshipment and in-transit shipment of controlled
substances

This section provides an exception to the rules of sections 1002 and
1003 (relating to imports and exports) for certain transshipments and
in-transit shipments of controlled substances. Persons who comply
with the requirements of this section would not be required to register
as importers or exporters. Under paragraph (1), a controlled substance
in schedule I may be imported into the United States for transship-
ment to another country, or be transferred or transshipped from one
vessel, vehicle, or aircraft to another vessel, Vehicﬁa, or aircraft
within the United States for immediate exportation, if and only if
it is so imported, transferred, or transshiped for scientific, medical,
or other legitimate purposes in the country of destination, and with
the prior written approval of the Attorney General.

Under paragraph (2), a controlled substance in schedule II, I1I, or
IV may be so imported, transferred, or transshipped if and only if
advance notice is given to the Attorney General in accordance with
regulations.

Section 1005. Possesston on board vessels, etc., arriving in or departing
Jrom United States

This section makes it unlawful for any person to bring or possess
on board any vessel or aircraft, or on board any vehicle of a carrier,
arriving in or departing from the United States or the customs territory
of the United States, a controlled substance in schedule I or II or a
narcotic drug in schedule IIT or IV, unless such substance or drug is
a part of the cargo entered in the manifest or part of the official
supplies of the vessel, aircraft, or vehicle.

Section 1006. Ezemption authority

Subsection (a) of this section authorizes the Attorney General, by
regulation, to exempt from sections 1002 (a) and (b), 1003, 1004, and
1005 any individual who has a controlled substance (except a sub-
stance in schedule I) in his possession for his personal medical use,
or for administration to an animal accompanying him, if he lawfully
obtained such substance and he makes such declaration (or gives
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such other notification) as the Attorney General may by regulation
require. As noted above, it is anticipated the Attorney General will
exercise his authority under this subsection.

Subsection (b) contains authority to exempt from this title par-
ticular compounds, etc., which is similar to the Attorney General’s
authority under section 202(d).

Section 1007. Persons required to register

Subsection (a) of this section prohibits any person from—

(1) importing into the customs territory of the United States
from any place outside thereof (but within the United States),
or importing into the United States from any place outside there-
of, any controlled substance in schedule I, II, III, IV, or V of
title IT, or

(2) exporting from the United States any controlled substance
in schedule I, II, III, or IV,

unless he is registered under section 1008, or is exempt from registra-
tion by reason of subsection (b).

Subsection (b) exempts from the registration requirements of
subsection (a) (1) agents and employees of registrants, (2) carriers and
warehousemen, (3) ultimate users, and, (4) importers and exporters
for whom the Attorney General has waived the registration require-
ments. Section 102(25) of the bill defines an ultimate user as a person
who has lawfully obtained, and who possesses, a controlled substance
for his own use or for the use of a member of his household or for an
animal owned by him or by a member of his household. Persons ex-
empted under this section may possess controlled substances for the
purpose for which the exemption is available.

Section 1008. Registration Requirements

Subsection (a) of this subsection directs the Attorney General to
register an applicant to import or export a controlled substance in
schedule T or IT if he determines that registration is consistent with
the public interest and with United States obligation under inter-
national treaties, conventions, and protocol in effect on the effective
date of section 1008. In determining the public interest, he is to con-
sider the same factors which he is required to consider in registering
manufacturers under section 303(a). Subsection (b) provides that
registration under subsection (a) does not entitle a registrant to
import or export controlled substances in schedule I or II other than
those specified in the registration.

Subsection (c¢) directs the Attorney General to register an applicant
to import a controlled substance in schedule III, IV, or V or to export
a controlled substance in schedule IIT or IV, unless he determines that
the issuance of such registration is inconsistent with the public interest.
In determining the public interest he is to consider the same factors
that he considers in registering manufacturers under section 303(d).

Subsection (d) provides that no registration may be issued under
part A of title IIT for a period in excess of one year, and that, unless
the regulations of the Attorney General otherwise provide, sections
302(f), 304, 305, and 307 will apply to registrants under this section
to the same extent such sections apply to registrants under section 303.

Subsection (e) authorizes the Attorney General to promulgate rules
and regulations and to charge reasonable fees relating to the regis-
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tration under this section. Subsection (f) provides that registrants
under this section may import or export (and for purposes thereof,
possess) controlled substances to the extent authorized by their
registration and in conformity with the other provisions of this title
and title II. Subsection (g) requires a separate registration at each
principal place of business where the applicant imports or exports
controlled substances.

Subsection (h) provides that, except in emergency situations
described in section 1002 (a)(2) (A), prior to issuing a registration under
this section to a bulk manufacturer of a controlled substance in sched-
ule I or II, and prior to issuing a regulation under section 1002(a)
authorizing the importation of such a substance, the Attorney General
must give manufacturers holding registrations for the bulk manufac-
ture of the substance an opportunity for a hearing.

Section 1009. Manufacture or distribution for purposes of unlawful
importation

This section makes it unlawful for any person to manufacture or
distribute a controlled substance in schedule I or II knowing or
intending that such substance be unlawfully imported into the
United States. This section is intended to reach acts of manufacture
or distribution committed outside the territorial jurisdiction of the
United States.

Section 1010. Prohibited acts A—penalties

This section sets penalties for any person who contrary to section
1002, 1003, 1005, or 1007 knowingly or intentionally imports or exports
a controlled substance, or brings or possesses on board a vessel, air-
craft, or vehicle a controlled substance, or who contrary to section 1009
manufactures or distributes a controlled substance for purposes of
unlawful importation.

Subsection (b)(1) provides that a violation with respect to a nar-
cotic drug in schedule I or IT will be punished by a fine of not more
than $25,000, or by imprisonment of not more than 15 years, or both.
If the sentence provides for imprisonment, it must include a special
parole term of not less than 3 years in addition to the term of imprison-
ment.

Subsection (b)(2) provides that a violation with respect to a con-
trolled substance other than a narcotic drug in schedule I or II will be
punished by a fine of not more than $15,000, or by imprisonment of
not more than 5 years, or both. If the sentence provides for imprison-
ment, it must, in addition to the term of imprisonment, include (A)
a special parole term of not less than 2 years if such controlled sub-
stance is in schedule I, IT or ITI, or (B) a special parole term of not less
than 1 year if such controlled substance is in schedule IV.

Subsection (c) provides that aspecial parole term imposed under this
section may be revoked if its terms and conditions are violated, and
sets out the consequences of such a revocation.

Section 1011. Prohibited acts B—penalties

This section sets penalties for persons who violate section 1004.
Paragraph (1) provides that any such person shall, with respect to
any such violation, be subject to a civil penalty of not more than
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$25,000. Sections 402 (¢)(1) and (c)(3) are applicable to civil penalties
assessed under this paragraph. However, if such a violation is pros-
ecuted by an information or indictment which alleges that the
violation was committed knowingly or intentionally and the trier of
fact specifically finds that the violation was so committed, then,
under paragraph (2) such person may be sentenced to imprisonment
for not more than 1 year or a fine of not more than $25,000 or both.

Section 1012. Second or subsequent offenses

This section provides that any person convicted of any offense
under this part is, if the offense is a second or subsequent offense,
punishable I‘t))y a term of imprisonment twice that otherwise author-
ized, by twice the fine otherwise authorized, or by both. In addition,
if the conviction is for an offense punishable under section 1010(b)
and if it is the offender’s second or subsequent offense, the court must
impose twice the special parole term otherwise authorized.

Under subsection (b) a person is considered to be convicted of a
second offense if, prior to the commission of such offense, prior con-
victions of him for a felony under any provision of this titEl)e or title
II of the bill or under any other law of the United States relating to
narcotic drugs, marihuana, or depressant or stimulant drugs, have
become final. Section 409 applies with respect to any proceeding to
sentence a person under this section.

Section 1013. Attempt and conspiracy

This section provides that any person who attempts or conspires to
commit any offense defined in this title is punishable by imprisonment
or fine or both which may not exceed the maximum punishment
prescribed for the offense, the commission of which was the object of
the attempt or conspiracy.

Section 1014. Additional penalties

This section provides that any penalty imposed for violation of this
title shall be in addition to, and not in lieu of, any civil or adminis-
trative penalty or sanction authorized by law.

Section 1015. Applicability of part E of title 11

This section provides that part E of title II applies with respect to
functions of the Attorney General (and of officers and employees of
the Bureau of Narcotics and Dangerous Drugs) under title III, to
administrative and judicial proceedings under title III, and to viola-
tions of title III, to the same extent that such part applies to those
functions, proceedings, and violations under title II.

Section 1016. Authority of Secretary of Treasury

This section provides that nothing in the bill shall derogate from the
authority of the Secretary of the Treasury under the customs and
related Jaws. This will assure the continuation of the responsibilities
within the jurisdiction of the Treasury Department regardpjng the un-
lawful importation of narcotics and dangerous drugs. Your committee
is informed that the words “customs and related laws” include over
40 separate existing statutes that Customs enforces or assists in
enforcing.
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Part B. AMENDMENTS AND REPEALS; TRANSITIONAL AND EFFECTIVE
Dare Provisions

Section 1101. Repeals

This section repeals the provisions of existing law which deal with
narcotics and or marihuana and which are presently within the juris-
diction of the Ways and Means Committee. The principal laws repealed
are the Harrison Narcotics Act (sections 4701-4736 of the Internal
Revenue Code of 1954), the Marihuana Tax Act (sections 4741-4762
of the 1954 Code), the Narcotic Drugs Import and Export Act (21
U.5.C. 171, 173, 174, 176-184, 185), and the Narcotics Manufacturing
Act of 1960 (21 U.S.C. 501-517).

Section 1102. Conforming amendments

This section makes conforming amendments to various provisions
of law within the jurisdiction of the Ways and Means C%mmittee
to reflect the enactment of the bill and the repeals in section 1101.

Section 1103. Pending proceedings

Subsection (a) of this section provides that prosecutions for any vio-
lation of law occurring prior to the effective date of the repealer section
(sec. 1101) will not be affected by, or abated by reason of, the repeals
or the conforming amendments made by section 1101 or 1102.

Subsection (b) provides that civil seizures or forfeitures and injunc-
tive proceedings commenced prior to such effective date will not be
affected by, or abated by reason of, the repeals or conforming amend-
ments.
Section 1104. Provisional registration

This section provides a provisional registration system for im-

orters and exporters which is similar to that provided by section 703
or persons required to register under title IT of the bill.

Section 1106. Effective dates and other transitional provisions

This section contains the effective date provisions for title ITI of
the bill. These provisions parallel those for title II. In general, title
IIT takes effect on the first day of the seventh calendar month that
begins after the day immediately preceding the date of enactment;
however, sections 1001, 1006, 1013, 1103, 1104, and 1105 take effect
on the date of enactment. A special provision provides for postponing
the effective date of the repeal of the licensing and quota provisions of
the Narcotics Manufacturing Act of 1960 for any period for which
the Attorney General postpones the effective date of the quota pro-
visions of section 306 of title IT of the Act. Subsection (d) contains a
provision, similar to section 705, extending the applicability of regula-
tions, etc., issued under existing law.

CuANGEs IN Existineg Law

Changes in existing law made by the reported bill are set forth in
part 2 of this report, printed as a separate document.
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ADDITIONAL VIEWS

The main report of this committee accurately states that drug
abuse in the United States is a problem of most serious concern. We
feel that it is serious and complex enough to deserve precise con-
gressional treatment, not the quick, rimfire legislative reflex action
often set off by dramatic events and emotional responses. Initially,
the evil involved here deserves accurate description. It is not ‘‘drug
abuse’’; it is abuse of people by misuse of drugs, and it is important
that we not further abuse people by misuse of law and process in
attempting to bring about reform.

It must be said, though, in behalf of the committee that its majority
was not impervious to constitutional criticism and to suggestions
going toward due—and fair—process. All of the presumptions of guilt
contained in the language submitted by the Justice Department which
appeared in the original bill have been omitted upon the suggestions
offered by the signers of these additional views. It must be said, too,
that the subcommittee and the full committee worked diligently to
present a framework upon which to build solid legislation for control
of narcotics, psychedelics, amphetamines, barbiturates, and tran-
quilizers in a single piece of legislation. We join in this endeavor, and
each of us joined in the unanimous vote to bring this matter to the
floor of the House.

Nevertheless, serious defects remain in the legislation as reported:
defects which may cause unnecessary and unjust pain particularly
to young people and their anxious parents, defects which may un-
necessarily place serious constitutional impediments in the way of
immediate enforcement, and defects which go against the grain of
Anglo-American concepts of due process.

Since other provisions of the biﬁ) are in general wholesome we will
pass at once to these defects. They fall in these categories:

I. Those provisions pertaining to the continuing criminal
activity section, and
II. Those provisions pertaining to the no-knock section.
Let us consider them in order:

I. Tue ConTiNUING CRIMINAL ACTIVITY PROVISION
A. ORIGIN OF CONTINUING CRIMINAL ENTERPRISE PROVISION

Three variations of the ‘“continuing criminal activity’” concept
appear in versions of legislation before Congress. The concept is
contained in S. 30, relating to the control of organized crime, in a
section called ‘“Dangerous Special Offender Sentencing.” The pro-
vision of that section most comparable to the provisions in this bill
appears in the language of title X, section 1001 of S. 30. It would

rovide & new section in chapter 227, title 18, United States Code,
ection 3575. Subsection (e) of that title would provide in part:

(81)
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(e) A defendant is a special offender for purposes of this
section if—
% * ¥* £ * * *

(2) The defendant committed such felony as part of a
pattern of conduct which was criminal under applicable
laws of any jurisdiction, which constituted a substantial
source of his income, and in which he manifested special
skill or expertise; * * *

This provision in the organized crime legislation deals with sentenc-
ing, as does the language of H.R. 18583 as originally introduced.

B. CONTINUING CRIMINAL ENTERPRISE PROVISIONS OF THIS BILL

The language in H.R. 18583 is somewhat different but is essentially
to the same effect. It is, as it appears in its final form in the bill, as
follows:

(b) For purposes of subsection (a), a person is engaged
in a continuing criminal enterprise if—
(1) he violates any provision of this title or title IIT
the punishment for which is a felony, and
(2) such violation is a part of a continuing series of
violations of this title or title III—

(A) which are undertaken by such person in
concert with five or more other persons with respect
to whom such person occupies a position of organi-
Zer, a supervisory position, or any other position
of management, ang

(B) from which such person obtains substantial
income or resources.

C. COMMON PROVISIONS OF BOTH BILLS

In both these bills, S. 30 and H.R. 18583 in its original form, the
prosecuting attorney is called upon, in order to institute the special
sentencing procedures, to file with the court an instrument specifying
that the c%eﬁandant falls in the category of a special offender, in which
case special procedures are provided for sentencing.

Both bills provide for a hearing before sentencing wherein the
defendant is permitted the ordinary representation and process, except
that he is to be afforded only “the substance of such parts of the pre-
sentence report as the court intends to rely upon” and this only if
there are not ‘“‘placed in the record compelling reasons for withholding
particular information.”

D. ORIGINAL CONTINUING CRIMINAL ENTERPRISE PROVISIONS

Though the original provisions of the continuing criminal enter-
rise section are not contained in the bill as finally reported (the
anguage quoted above is in the bill), it is important to discuss them
for three reasons:

(1) They show the history, development, and rationale of
the special offender concept which originated with the Justice
Department;
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(2) Some of the criticisms relating to them are also applicable
to the amended provision in the reported bill; and

(3) There is substantial Justice Department sentiment to
retain the language of the original bill, and members may be
called upon to choose between the original language and the
amended language.

Let us comment briefly on these three points:

First, there can be no doubt that the Justice Department in S. 30 .
and in H.R. 18583 and its precursors has shown little sensitivity
either toward constitutional rights or toward modern concepts of
penology and rehabilitation. Whatever bill is passed may be expected
to be enforced by a department affected by those predilections
reflected in its original recommendations. Therefore, it is necessary
for Congress to speak clearly and unambiguously in opposition to
peremptory sentencing practices if such are to be avoided.

Second, since some of the provisions are also applicable to the
amended provision in the reported bill, testimony by the American
Bar Association and the Association of the Bar of the City of New
York on S. 30 are applicable to the reported bill.

Third, if an amendment is offered in behalf of the administration,
1t is important for members to know that the Dingell Amendment—
though far from perfect—cures serious additional constitutional
defects contained in the original bill. These are discussed below-.

E. OBJECTIONS TO ORIGINAL PROVISIONS

The serious objections to the original language of H.R. 18583
- which were eliminated by the Dingeﬁ amendment are as follows:

(1) Under the original language the court would have before him,
in addition to the indictment, a statement that the defendant is a
person who has been involved in a continuing criminal enterprise,
which statement could contain material which neither the defendant
nor his counsel would ever see. The court would have the entire
presentence report before him and would determine what parts of
such report he intends expressly to rely upon. Only these would be
given to the defendant or his attorney and this would only be done at
the time of the sentencing hearing. Furthermore, even this would not
be available to the defendant or his attorney if the court found
“compelling reasons for withholding particular information.”

(2) “Information” of all kinds, not only hearsay and rumor but
also, presumably, the fruits of unlawful searches or illegal wiretapping,
could be used and the defendant sentenced to life without any of the
real protections afforded by a jury trial. (See report of the Association
of the Bar of the City of New York, on S. 30, p. 92.)

(3) The right to cross examination is an illusory one because, even
if the probation officer who prepared the presentence report should be
present at the hearing, cross examination of him would be no substitute
for cross examination of the various people who provided the informa-
tion in the presentence report. (See 1bid, p. 93; “General Criticism of
Title X” in the association’s report further enlarges the points made
here, pp. 89-94.)

(4) Under the original provisions of H.R. 18583 respecting one of the
elements of a continuing criminal offense (that defendant had derived
substantial “income or resources” from the enterprise) the burden of
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proof would be on the defendant to show that any substantial income
or resources in his name or under his control were not derived from
lawful activities or interests. The Dingell amendment eliminated this
provision which held the defendant guilty of this element of the offense
unless he proved himself innocent.

Even the proponents of this special sentencing procedure had
constitutional doubts about it. The Justice Department conceded:
“The lack of direct precedent makes it virtually impossible to predict
whether these procedures would survive constitutional challenges.”
Senate Hearings on S. 30, page 377. The report on the propoesd
Organized Crime Control Act of 1969 (S. 30) by the Association of
the Bar of the City of New York says: “We think that it is unlikely
that )the proposed procedures would pass constitutional muster” (see
p- 91).

F. THE DINGELL AMENDMENT

The amendment offered by Mr. Dingell which was adopted by the
full committee corrected these defects. Instead of providing a post-
conviction-presentencing procedure, it made engagement in a con-
tinuing criminal enterprise a new and distinct offense with all its
elements triable in court.

Thus, it is seen that the Dingell amendment improved the con-
tinuing criminal activity section. All of the signers of these additional
views supported the Dingell amendment as preferable to the original
language. However, candor requires that it be pointed out that this
section still contains serious objections, objections which also apply
to the original provisions in the continuing criminal offense portion of
the bill. They are as follows:

h(1) The definition of what is a continuing offense is indefinite in
that—
(@) It 1s not at all clear what constitutes a “continuing series
of violations of this title or title IIT * * *.”

Suppose, for instance, that six young men attending a college reside
together in a cooperative boarding house. All of them have engaged
in the practice of smoking marihuana cigarettes and there has been,
on a day or more, free exchange between them of such forbidden drug.
Each incident of giving a cigarette to another constitutes a felony.
How long must this practice continue in order to constitute a ‘‘con-
tinuing series of violations”? Would a single day’s experiment with
smoking “pot’’ constitute a ‘‘continuing series of violations,” or would
it require a week, a month, or a year of such activities to make the
offenses ‘“‘continuing’?

(6) It is not at all clear what is meant by deriving ‘‘substaniial
wncome or resources’ from the enterprise.

Let us take the situation mentioned above. Suppose one of the young
men is the house manager of the boarding house. As such he s in a
general ‘‘supervisory position”’ or ‘“‘other position of management”
in the ordinary affairs of the house, but he has not ordinarily obtained
any ‘‘income or resources’”’ connected with the sale of marijuana. He
has only been paid for his general house management. On one occasion
he purchases $100 worth of marijuana and divides it with the other
five members, selling it to them at cost. Has he then obtained ‘‘sub-
stantial income or resources” in connection with the enterprise?
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Or what if such common purchase by one of the group is done each
week? Also, does ‘‘substantial income or resources’’ relate to profits or,
on the other hand, to mere receipt of money? Would “income or re-
sources’”’ include the advantage to the house manager of obtaining
his own share of the marijuana at a cheaper rate because it was
bought in bulk?

(2) The very severe penalty of the continuing criminal enterprise
section (a minimum of ten years and a maximum of life imprisonment)
is applicable to a broad range of criminal activities, some of which are
very mild and some of which are very serious, without discrimination.

The American Bar Association in its ‘“‘Standards Relating to Sen-
tencing Alternatives and Procedures,” approved: August 1968, stated
that the sentence imposed in special offender cases should not be
disproportionately more severe than a maximum sentence generally
provided by law for a given felony. Edward L. Wright, president of
the American Bar Association, objected to the language of the special
offender sentencing provisions of S. 30 because they violate such
standard. (See his testimony before Subcommittee No. 5 of the House
Judiciary Committee on July 23, 1970.)

The standard is even more flagrantly abused in the bill recommended
by this committee. The student house manager described in the
example above would have to receive at least a 10-year sentence if
convicted at all. The same sentence might be received by a member of
a ring of heroin peddlers operating wholly for profit. Indeed, it is
conceivable in cases where long-haired students are particularly
obnoxious that the student house manager—who is, say, also a black
activist—would receive a life sentence. In another community a hard-
working “straight”” heroin peddler, with a large family and a good
lawyer, might receive the 10-year sentence.

The point is that the range -of penalty, running as it does up to the
life sentence, is too wide to encompass offenses which range from
hardly more than student peccadillos to hardened crime. The duty of
the legislative body to bracket offenses and penalties is solely for the
purpose of creating uniformity and fairness as between different judges,
different juries, and different parts of the country in the application
of the criminal law intended to be enforced fairly and uniformly.

Since there is no field of criminal law which is more subject to
abuse—subject as it is to planting evidence, framing the accused or
stirring up the prejudice of the community—than that involving drug
abuse, it Is extremely important that we not leave the range of risk
and punishment to prosecutor’s discretion. Unfortunately, prosecutor’s
discretion is sometimes like the discretion of the hound on the scent
of the hare. It is our duty reasonably to constrain it.

(3) The mandating of a minimum penalty upon the Court presents
the dilemma of—

(a) Holding a person guilty of a minor or moderate crime not
guilty in order to avoid the inordinate sentence of 10 years, or

(b) Imposing a 10-year sentence upon one who is not %‘]}lﬂty of
a serious crime, not likely to be a repeater, and whose life may
be ruined by the conviction.
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I1. Tee No-K~xock ProvisioN

The bill as reported from the committee contains a no-knock
provision in the following language:

(b) Any officer authorized to execute a search warrant
relating to offenses involving controlled substances the
penalty for which is imprisonment for more than 1 year
may, without notice of his authority and purpose, break open
an outer or inner door or window of a building, or any part of
the building, or anything therein, if the judge or United
States magistrate issuing the warrant (1) is satisfied that
there is probable cause to believe that (A) the property
sought may and, if such notice is given, will be easily and
quickly destroyed or disposed of, or (B) the giving of such
notice will immediately endanger the life or safety of the
executing officer or another person, and (2) has included in
the warrant a direction that the officer executing it shall not
be required to give such notice. Any officer acting under such
warrant, shall, as soon as practicable after entering the prem-
ises, identify himself and give the reasons and authority for
his entrance upon the premises.

The no-knock provision of this bill is important because the no-
knock approach is appearing in various pieces of special legislation
apparently looking toward possible general adoption. It appeared in
the District of Columbia crime bill which passed and became Public
Law 91-358. It also appeared in the companion drug bill in the Senate,
S. 3246. The provision bristles with constitutional questions.

A. THE BASIC CONSTITUTIONAL RIGHT

The fourth amendment protects ‘‘the right of the people to be
secure In their persons, houses, papers, and effects, against unrea-
sonable searches and seizures * * *.” Upon the face of it, this
language would appear to embrace the mandate that people shall
not be broken in upon without a prior announcement of the purpose
and authority of the intrusion unless there is no other reasonable
way that law may be enforced.

here is a paucity of case authority, however, respecting whether
or not an officer is constitutionally required to announce his purpose
and authority when he forcibly enters premises to make an arrest.
One reason for this is that the Supreme Court has not been called upon
to answer the question in Federal cases upon a constitutional basis,
because since at least 1917, the Federal o%cer has been required by
statute to announce his purpose and authority. (See title 18, section
3109, United States Code.)

It is interesting to note that the language of section 3109 was
originally adopted as a World War I measure. The impetus behind
the action seems to have been to expedite search warrants seeking
evidence of subversion or espionage. Thus, the act was to broaden
authority to break in premises rather than to restrict. Obviously,
even before the passage of section 3190 the bresking into premises
without notice violated ‘“‘the notions of justice of English-speaking
peoples.”
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As early as Semayne’s case (5 Co Rep 91a, 91b, 77 Eng. Rep.194,
195 (1603)), it was declared that:

[iln all cases when the King is party, the Sheriff (if the doors
be not open) may break the party’s house, either to arrest
him, or to do other cxecution of the Kling]’s process, if other-
wise he cannot enter. But before he breaks it, he ought to
signify the cause of his coming, and to make request to open
doors * ¥ *,

Thus, as to the qualification “after notice of his authority and pur-
pose,” the statute merely restated the common law and Constitutional
law of the Nation.

There is no question but that the Constitution does not permit
breaking and entering into premises for the purpose of search and
seizure where the whole factual nexus shows action which offends
“those canons of decency and fairness which express the notions of
justice of English-speaking peoples even toward those charged with
the most heinous oftense.” Malinski v. New York, 324 U.S. 401 at 416.

B. UNANNOUNCED ENTRY UNDER KER V. CALIFORNIA

The case of Ker v. California (374 U.S. 23), is the case which sheds
the most light on the question. Its meaning is somewhat muddied by
the fact that Justice Clark’s opinion (joined by Justices Black, Stewart,
and White) is the majority opinion only through its section I (though
the results of the remainder are concurred in by the majority). Three
Justices join Justice Brennan in his outright denunciation of un-
announced instrusion, and Justice Harlan concurs in the result but
would return to Justice Frankfurter's view in Rochin v. California
(342 U.S. 165). Nevertheless, the opinion affords the following
standards and guides: In the case of unannounced intrusion without
warrant, as existed in Ker, the constitutional question of whether or
not there was a reasonable search and seizure is clearly raised. Justice
Clark and those who joined in the result of his opinion thought that it
was. He wrote:

Here justification for the officer’s failure to give notice is
uniquely present. In addition to the officer’s belief that Ker
was in possession of narcotics, which could be quickly and
easily destroyed, Ker’s furtive conduct in eluding them
shortly before the arrest was ground for the belief that he
might well have been expecting the police. We therefore hold
that in the particular circumstances of this case the officer’s
method of entry, sanctioned by the law of California, was
not unreasonable under the standards of the Fourth Amend-
ment as applied to the States through the Fourteenth
Amendment (at pp. 40, 41).

Justice Clark invoked chiefly the exception allowing unannounced
entry when officers have reason to believe that someone within is
attemptin% to destroy the evidence.

Justice Brennan, joined by the Chief Justice, Justice Douglas, and
Justice Goldberg, would have overtunred the conviction on grounds
that there was a lack of “‘evidence which shows that the occupants
were in fact aware that the police were about to visit them.” But,
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except for this difference as to the evidentiary standard, the four
judges who dissent seems to be in substantial accord with the four
judges who support the opinion on the propositions—
(1) That the question involved in such unannounced entry is
a constitutional one, and
(2) That search and seizure is unconstitutional unless there
exists probable cause for the arrest, and probably cause in the
case of an entry without notice is gu&rdedP within rather narrow
standards.
It is the dissenting opinion that sets out exceptions to illegality of
unannounced police intrusion into & private home as follows:

(1) Where the persons within already know of the officers’
authority and purpose, or

(2) Where the officers are justified in the belief that persons
within are in imminent peril of bodily harm, or

(3) Where those within, made aware of the presence of someone
outside (because, for example, there has been a knock at the door)
are then engaged in activity which justifies the officers in the
belief that an escape or the destruction of evidence is being
attempted.

THE FEDERAL EXCLUSIONARY RULE

Itisrecognized that ‘‘the Federal exclusionary rule is not a command
of the fourth amendment but is a judicially created rule of evidence
which Congress might negate.” (See Justice Black’s concurring opinion
in Mapp v. Ohio, 367 U.S. 643, at p. 1094.) Also, it must be understood,
as Justice Clark said in Ker v. California, supra at p. 33:

And although the standard of reasonableness is the same
under the fourth and fourteenth amendments, the demands
of our Federal system compel us to distinguish between
evidence held inadmissible because of our supervisory powers
over Federal courts and that held inadmissﬁ)le because pro-
hibited by the U.S. Constitution.

Therefore, of course Congress could establish standards for applying
the exclusionary rule so long as those standards did not trench upon
“the right of the people to be secure in their persons, homes, papers,
and ef%ects, against unreasonable searches and seizures * * * .
Also, in making provisions respecting when evidence would be ex-
cluded, Congress would be bound by the fifth amendment’s require-
ments of due process.

The close interrelationship between the fourth and fifth amend-
ments, as they apply to this problem, has long been recognized.
Mapp v. Ohio, 367 U.S. 643, at p. 662; Boyd v. U.S., 116 U.S. 616.
Indeed, the latter case considered the fourth and fifth amendments.
as running ‘“‘almost into each other.”

D. NO KNOCK PROVISION NOT CONSTITUTIONALLY DEFENSIBLE

The difficulty of Constitutional defense of the proposed no-knock
provision of this bill is as much, if not more, involved with the fifth
amendment as with the fourth. This provision provides a prior ad-
ministrative-type determination upon ex parte testimony of law en-.
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forcement authorities that an exceptional situation permitting un-
announced entry exists. The factors are stated in terms that ‘“‘there
exists probable cause to believe” that certain conditions exist. Such
determination in advance of development of the facts could not
possibly satisfy the standards enunciated by Justice Brennan and the
Chief Justice in the Ker case, because they insist upon evidence which
shows that the occupants were in fact aware that the police were
about to visit them. The entire rationale of this opinion is based upon
a demand that evidence exists, in fact, at the time of the entry, that
would justify the unannounced entry.

But reliance need not be placed wholly on the opinion of these four
judges who did not join in the majority opinion. The rationale of the
other four judges who signed the majority opinion is likewise based
upon the “circumstances within their [the officers’] knowledge” at the
time of the act itself. The justification of the reasonableness of the
arrest was based upon ‘“Ker’s furtive conduct in eluding [the officers]
shortly before the arrest,” not upon some general condition, or some
usual practices of the suspect which might give reason to believe,
under general policy, that it would be expedient to issue a warrant
permitting no-knock entry.

It is our belief that there is a basic difference between the admin-
istrative-type process, related as it is to a legislative or administrative

"process or a determination in equity in injunctive processes, and a
judicial-type process, relating to what the facts actually were at the
time. The former, we think, does not satisfy due process in affording
a means of determining whether or not the search or seizure was
reasonable under the existing circumstances. The question is not one
of condemning or exonerating officers for their acts, not one of judging
the reasonableness of their motives. It is one of protecting people in
their right to be secure in their persons, houses, papers, and effects
against unreasonable searches and seizures. This is not a question of
general policy as to the range of official authority to be determined
in advance. It is a question of whether or not officers, when they
invade the house of the accused and riffle through his papers and
effects, are then and there, under the actual circumstances existing at
the time, engaging in ‘“‘unreasonable searches and seizures.”

The no-knock provision of H.R. 18583 does not afford due process,
because it follows the former course and not the latter. The process
provided by this provision does not address the real question involved.
It does not assure that, if it is followed, people will be “‘secure in their
persons, houses, papers, and effects against unreasonable searches and
seizures”, but only that policemen will have to follow a certain form
which proves to a magistrate, in an ex parte procedure, that they are
at that time quite sincere in their beliefs that they should have a
broad mandate to engage in searches and seizures upon more or less
general policy grounds.

CoNCLUSION

The signers of these additional veiws, although agreeing in general
with the approach and terms of H.R. 18583, find that the two objec-
tionable provisions of the bill discussed in I and II above very sharply
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raise the warning expressed by Justice Brandeis in United States ex.
rel. Democratic Publishing Company v. Burleson (255 U.S. 407):
* * * In every extension of governmental functions lurks a
new danger to civil liberty.
Experience should teach us to be most on our guard to protect
liberty when the government’s purposes are beneficent.

The warning is particularly poignant when the two objectionable
provisions of this bill are seen to be applications, in a narrow field, of
rules which the Justice Department has espoused as far more general
propositions.

In view of this, these objectionable provisions are seen to be the
surveyor’s slash through the majectic wilderness of privacy which
may become the road that will despoil it.

JoEN E. Moss.

Joun D. DinGELL.
Brock Apams
BoB ECKHARDT
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STATEMENT OF HON. JOHN N. MITCHELL, ATTORNEY GENERAL,
AS PRESENTED BY JOHN W. DEAN III, ASSOCIATE DEPUTY AT-
TORNEY GENERAL FOR LEGISLATION, DEPARTMENT OF JUSTICE;
ACCOMPANIED BY JOHN E. INGERSOLL, DIRECTOR, BUREAU OF
NARCOTICS AND DANGEROUS DRUGS; MICHAEL R. SONNEN-
REICH, DEPUTY CHIEF COUNSEL; AND DR. EDWARD LEWIS,
CHIEF MEDICAL OFFICER

Mr. Deawn. Mr, Chairman, I am accompanied this morning by Mr.
John E. Ingersoll, Director of the Bureau of Narcotics and Dangerous
Drugs, and also Mr. Michael Sonnereich, Deputy Chief Counsel,
Bureau of Narcotics and Dangerous Drugs.

Mr. Jarman. We appreciate your being with us to lead off in this
important hearing on this seriously important subject.

Mr. Dean. Before I commence the reading of the Attorney General’s
statement, I would like to again express as he did in a letter to you this
morning, his regret that he is unable to appear personally this morn-
ing and his willingness to appear at a later date should the subcom-
mittee desire his appearance.

Mr. Jarman. Thank you very much.

Mr. Dean. “Mr. Chairman, members of the subcommittee, it is a
pleasure to appear before you today to discuss the need for effective
new legislation to control and regulate narcotics and dangerous drugs.
As you will recall, last July 14, the President sent a message to Con-
gress outlining a 10-point program to combat the national problem of
drug abuse. In that message the President called for:

“—A new Federal law to more effectively control the narcotics and
dangerous drug problem from the Federal level.

“—Developing model State drug legislation to provide an interlock-
ing trellis of laws to enable governments at all levels to more effec-
tively deal with the problem.

“_—Fxploration of new avenues of cooperation with foreign govern-
ments to stop the production of illicit drugs at the source.

“_—Initiating of a major new effort to guard the Nation’s borders and
plt))rts S,gainst the illegal entry of narcotics and dangerous drugs from
abroad.

“_New resources and men, and a redeployment of existing person-
nel, to focus a Federal crackdown on the major criminal enterprises
engaged in drug trafficking.

%A gathering of all authoritative information on the subject and a
presentation of a balanced and objective educational program regard-
g the abuse of drugs for all Americans—especially the young people.

% _Expanding existing rsearch efforts to acquire new knowledge and
a broader understanding in this entire area.

“—A concerted effort to develop promising programs in the field of
the rehabilitation of those addicted to drugs.
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“—A redoubling of special training programs in the field of nar-
cotics and dangerous drug enforcement for State and local law en-
forcement officials.

“—A series of nationwide conferences with law enforcement officials
of the various States and concerned Federal officials to obtain new
firsthand information on the scope of the problem, to discuss areas
where Federal assistance and aid can be most useful and to evaluate
and exchange ideas on mutual policies.

“All of these areas dealt with 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
groblem, since this is the area of major concern to the Department of

ustice. :

“Education, research, and rehabilitation are the long-term answers
to the drug abuse problem in the United States. But while we plan,
prepare, and explore in detail each of these areas, it is important that
we regulate the manufacture, importation and distribution of nar-
co}tlics and dangerous drugs through a logical and enforceable control
scheme.

“On July 15, 1969, the administration sent to Congress the pro-
posed ‘Controlled Dangerous Substances Act.’ This is the proposal
the President referred to in his message. This legislation, amended
during consideration in the Senate, passed that body last Wednes-
day by a vote of 82 to nothing. This bill (S. 3246) is presently pend-
ing before the House. The administration supports it wholeheartedly
and requests prompt and immediate action on it so that the law en-
forcement and regulatory tools it contains can be focused on the
drug abuse problem.

“I would like to briefly highlight the major features of the Con-
trolled Dangerous Substances Act and shall ask Mr. Ingersoll, Di-
rector of the Federal Bureau of Narcotics and Dangerous Drugs, to
explain the details of this proposal with more specificity. The pro-
posed legislation will, for the first time, bring about a unified ap-
proach to enforcing the narcotics and dangerous drug laws. It will
vest—as does present law—the authority and responsibility with re-
spect to the control of narcotics and dangerous drugs with the Attor-
ney General. It will coordinate and codify the present diverse drug
laws into one comprehensive law. It will improve drug law enforce-
ment by giving Federal law enforcement officers the necessary tools

- to take effective, fast and fair action. Finally, the proposed new law
will establish a realistic penalty structure for drug offenses.

“I would now like to mention some of the modifications and changes
that the administration’s proposal underwent. while being acted upon
in the Senate and point out that most of these changes were made with
the full support and assistance of this administration.

“The hearings held before the Senate Juvenile Delinquency Sub-
committee of the Senate Judiciary Committee were extensive and,
I think, illuminating. Those hearings started September 15, 1969, and
concluded Qctober 20, 1969. Testifying before the subcommittee were
members of the Department of Justice, the Department of Health,
Education, and Welfare, members of the legitimate drug industry,
city and State officials, and members of the medical professions. All
segments of the bill were carefully analyzed and compared with
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the other pending legislation. The discussions during the hearings,
as well as those before the full Senate Judiciary Committee and on
the floor of the Senate, shaped and refined the bill to where, I be-
lieve, it has become a meaningful new step toward combating drug
abuse in this country.

“QOne provision that was inserted in the Senate, to which the ad-
ministration subseribes, is title VIII, which provides for the estab-
lishment of a committee on marihuana. This committee will be jointly
appointed by the Secretary of Health, Education, and Welfare and the
Attorney General, and its study will review and analyze in depth
the medical, legal, and law enforcement knowledge on marihuana
and determine the effects and dangers. This new committee will,
within 24 months of the effective date of the act, submit to the Presi-
dent and to the Congress, a comprehensive report on its findings
and give its recommendations with respect to the degree of control
to be exercised over marihuana. When appearing before the Senate
Judiciary subcommittee on September 15, I supported such a commit-
tee and I support it now.

“Another major area that was discussed and analyzed in the Senate
was with regard to the penalties to be placed on traflicking and use
of these controlled dangerous substances. The Department of Justice
submitted three alternative penalty schemes to the subcommittee for
its consideration. One of those schemes is presently in the Senate-
passed bill. Under this penalty structure, a clear differentiation is
made between the trafficking offenses on one hand and simple posses-
sion offenses on the other. Federal penalties are scaled according to
the type of offense involved; for example, trafficking in narcotic
drugs listed in schedules I and IT carries a penalty of up to 12 years’
imprisonment, whereas trafficking in all other controlled dangerous
substances, except those in schedule IV, carries a penalty of up to
5 years’ imprisonment. Schedule IV, which covers the over-the-counter
combination drugs and exempt narcotic preparations carries a penalty
of up to 1 year for trafficking in these drugs. I should add that
marihuana is no longer placed in the same posture as narcotic drugs
and instead is treated as a hallucinogenic substance.

“With regard to simple possession offenses, the maximum term im-
posed is up to 1 year’s imprisonment with a proviso, at the judge’s
discretion, allowing first offense treatment for those persons who
have never been convicted of a prior offense. The thrust of this
approach is to allow the judge to tailor the penalty to fit the par-
ticular defendant before him, based on the presence or absence of
mitigating factors that the court considers to be meaningful.

“While possession offenses are not the major thrust of the Federal
law enforcement efforts, the penalties must have enough ‘teeth’ in
them to have a meaningful deterrent effect on those inclined toward
illegal use of drugs. The greatest enforcement problem with the exist-
ing penalty structure is that it is too severe in relation to the culpabil-
ity of the user and the dangers of the drugs. Also, the severity of the
penalties, given the violation, are out of step with the rest of the
Federal criminal sanctions in the U.S. Code. The result has been a
reluctance on the part of prosecutors to prosecute and judges to
sentence offenders under the existing penalty structure. The new
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penalty structure will increase the credibility of the law and the
resultant deterrent effect while at the same time providing sufficient
flexibility to allow the punishment to fit the crime and the offender.

“In conclusion, the administration supports and recommends en-
actment of the Senate bill, S. 3246, which 1s presently pending before
this House. Any proposed legislation which does not place together
the narcotic, marihuana, and other dangerous drugs under one regu-
latory and penal scheme will not enable law enforcement to maximize
its efficiency in this area and to handle the drug problem in the best
way possible. To maximize effectiveness, the new Bureau of Narcotics
and Dangerous Drugs was created out of two other agencies which
had, in the past, divided Federal law enforcement responsibilities
in this area. The same is now needed in the statutory tools this new
Bureau must work with.

“I have left to Mr. John E. Ingersoll, Director of the Burcau of
Narcotics and Dangerous Drugs, the task of explaining in more detail
some of the provisions of the ‘Controlled Dangerous Substances Act.’
I only want to reassert that the ‘Controlled Dangerous Substances Act’
is a Jaw enforcement measure and deals with research, education, and
training only as they affect the needs of law enforcement in regulating
the legitimate industry’s commerce in controlled dangerous substances,
and in maximizing the overall law enforcement capabilities of the
Department of Justice. We need new tools to better meet the growing
drug abuse problem. The ‘Controlled Dangerous Substances Act’ is the
kind of tool we need.”

Mr. Chairman, I believe that Mr. Ingersoll has a prepared state-
ment at this time to follow.

Mr. Jarman. Yes. We would be glad to hear from Mr. Ingersoll
and then I am sure the subcommittee will have questions for you

gentlemen.
STATEMENT OF JOHN E. INGERSOLL

Mr. IngersoLn. Thank you, Mr. Chairman and members of the
subcommittee.

In addition to the Bureau of Narcotics and Dangerous Drugs deputy
chief counsel Michael Sonnenreich, who has been introduced to you,
I have another member of my staff here, Dr. Edward Lewis, the
bureau’s chief medical officer, who is seated right back of me and will
also be available to assist usin our testimony.

I, too, am pleased to have this opportunity to appear before you
today. I would like to echo the Attorney General’s feelings by reiterat-
ing the urgent need for modernization of present Federal narcotic,
marihuana, and dangerous drug laws.

Recent arrest statistics are one indication of the upsurge in drug
abuse over the last few years. For 1968, the uniform crime reports reveal
that 162,177 persons were arrested by State and local authorities for
narcotic and marihuana drug violations. This figure represents a 322-
percent increase over the number of drug arrests made in 1960. Be-
tween 1967 and 1968 alone, the rate of increase in narcotic and mari-
huana drug violations was 64 percent. Part of this increase can be
attributed to increased numbers of arrests for marihuana offenses
alone, but the rise is still completely out of proportion with the arrest
rates for other types of offenses.
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Of the total number arrested in 1968, 43,200 were under the age of
18 and 6,243 were under the age of 15. Little explanation is necessary
except to say that these figures do not truly reflect the total drug
abuse picture. For every individual apprehended, countless scores go
undetected.

Because it is a highly conspicuous topic these days, I am sure you
have been convinced that the Nation is facing an ever-increasing drug
abuse problem. So, in the interest of time I will not indulge in a further
statistical exposition to prove the point. If you would like, I will be
happy to provide any statistical data available to us. Suffice it to say
for now that arrest statistics, death and injuries from drug abuse, in-
creased fear and confusion all literally cry out for new innovations,
new resolve and new legal tools to regain control.

While the primary interests of the Department of Justice in the
drug abuse area stem from its law enforcement responsibilities, it is
fully recognized that a law enforcement response alone would by no
means provide the ultimate solution to the drug abuse dilemma. Its
eradication as a sociopathic problem is going to require varied ap-
proaches utilizing education, research, and rehabilitation to help the
victims of drug abuse as well as law enforcement to control the prod-
ucts of their abuse. Law enforcement at best can only push back, and,
hopefully, eliminate the all-vital illicit distribution lines of the drug
trafficker, perhaps the most sophisticated criminal of our times, This
is by no means an easy task and for some time has required new legal
tools and new objectives and investigative methods. But it is essential
such an effort succeed so that the long-range educational, research, and
rehabilitation programs have an opportunity to be successful, and so
that they can operate, Mr. Chairman, in an atmosphere free of the
proselytism of drug abuse. At least we must have the means to hold
the line, while these other programs are moving to the total solution.

Mr. Chairman, while there are other bills pending before this sub-
committee, such as H.R. 18473 and H.R. 11701, I would prefer to direct
my comments tothe Controlled Dangerous Substances Act (S. 3246),
which is the bill supported by the administration to cover all dangerous
substances and which was just passed unanimously by the Senate and
introduced into the House. To my way of thinking, this is the most
comprehensive piece of enforcement legislation drafted to date in this
narcotic and dangerous drug area and holds out great promises of
being the most effective.

One of the underlying reasons necessitating revision of the Federal
drug laws is that current law on the subject of narcotics, marihuana,
and dangerous drugs is fragmented and often divergent. There are
some seven separate major pieces of legislation covering the subject.
Some of the reasons compelling change are as follows:

1. The penalties are inconsistent. They make an improper distinction
between some substances and often little or no distinction between
various criminal acts.

2. The regulatory controls over the manufacture and distribution of
non-narcotic substances are inadequate to meet and deal with present
problems of diversion.

3. Dangerous substances are not logically classified.

4, Many of the enforcement tools available to our agents need up-
dating and refinement to meet current realities.
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Any new legislation must be designed to coordinate and to unify the
Federal approach, at least in the enforcement and regulatory areas.
Bifurca,teg legislation will not suffice. Also, enforcement legislation
must be enforceable to be effective. To be enforceable, it must be ra-
tional both in the intellectual and jurisdictional sense. To meet the
test of rationality, therefore, such legislation must include all the nar-
cotic and dangerous drugs within the framework of a unified law.

I am sure, Mr. Chairman, you are familiar with the recent floor
debates concerning S. 8246 in the Senate. I would like at this time to
discuss some of the issues raised in the Senate so they can be placed
in better perspective.

You may recall an amendment introduced on the floor which would
have permitted the Attorney General to bring any particular drug
under control only upon a recommendation from the Secretary of
Health, Education, and Welfare or the Scientific Advisory Committee
established under title VI of the bill. This amendment failed to pass,
and S. 8246, as presently written, allows the Attorney General upon his
own motion or on the petition of an interested person to bring a drug
under control. However, he is authorized to do so only after requesting
the advice in writing of the Secretary of Health, Education, and Wel-
fare and the advice In writing of the Scientific Advisory Committee.

The intent of the amendment was to insure that the scientific and
medical information necessary for a determination of whether a
substance should be brought under control was available. However,
the legislation already insured that there would be sufficient medical
and scientific input into any control decision by requiring that the
Attorney (zeneral consider the advice of the Secretary of HEW and
the Scientific Advisory Committee. Requiring the Attorney General
to wait for a recommendation to control from sources outside of
his direction would considerably slow down the control process with-
out adding any more scientific or medical data. The Attorney Gen-
eral must have the ability to initiate the quest for the scientific in-
formation when there exists a potential or actual abuse problem. It
is for this reason that he needs the authority to start the process on
his own motion. The Attorney General has, and will continue to have,
the facilities of the Bureau of Narcotics and Dangerous Drugs at
his disposal. These presently include a chief medical officer—and I
might add parenthetically that he will soon receive an assistant—a
number of scientists, including pharmacologists, and a staff of
chemists. In addition, the Bureau maintains five regional laborato-
ries, scattered about the country in strategic cities. These laboratories
daily process samples of drugs with abuse potential. So, the Depart-
ment of Justice does have the scientific capability to detect abuse
potential. In addition, its agents throughout the United States are in
unique positions to recognize and document actual abuse. This, plus
other sources of expertise available to him, qualify the Attorney Gen-
eral to make the best policy decision respecting the control of danger-
ous drugs.

I would like to now focus on some of the regulatory provisions
governing the activities carried on by the legitimate drug industry.
Unless specifically exempted, all individuals who manufacture, dis-
tribute, or dispense controlled dangerous substances must meet strict
criteria for registration. Since the Federal Government’s interest in
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this area stems primarily from the need to protect against drug
diversion it becomes absolutely essential to know who is dealing in
these substances and how they are dealing in them. Registration 1s
perhaps the most effective and least cumbersome way to insure this.

Incumbent on all registrants are the requirements for biennial in-
ventories of all stocks of controlled dangerous substances on hand.
To expedite matters and to lessen the burden, the bill requires that
these inventories are to be conducted at the time of the registrant’s
regular fiscal inventory. Through advanced methods of conducting
accountability audits, these provisions should serve as an effective
deterrent against drug diversions since such diversion will be much
more easily detected and pinpointed. Also, for the first time, the act
will permit the screening of persons seeking registration and permit,
under objective criteria, the Attorney General to suspend, revoke,
or deny registration. This will insure the integrity of the system
and will allow greater reliance to be placed on the legitimacy of those
registered.

Tighter restrictions also are imposed on the importation and ex-
portation of controlled dangerous substances than are found under
existing Federal law. Finished narcotic drugs may be imported for the
first time, but only in certain designated situations. The Attorney
General must make a finding that either an emergency exists and
domestic supplies of these drugs are inadequate to meet that circum-
stance, or that competition among domestic manufacturers is inade-
quate and cannot be remedied ﬁhrough registration of additional
manufacturers. These provisions, of course, are intended to protect the
interest of the consumer who has a legitimate need for these drugs.

Exportation of narcotic drugs can be carried out only pursuant to an
export permit issued by the Attorney General. Several factors, such
as the control system imposed by the country of destination and the
ultimate use for a particular drug, must be considered before an export
permit can be issued.

Before stimulant and depressant drugs can be exported, a triple
invoice must be forwarded to the Attorney General identifying all
parties to the shipment and the means of shipping. This is designed
to allow the Attorney General, prior to actual exportation, to ascertain
whether or not the drugs are being exported to a legitimate establish-
ment. It will also enable him to ascertain the extent of any domestic
manufacturer or distributor’s export trade and thus pinpoint pos-
sible sources of diversion abroad. We feel that these controls will go
a long way toward curtailing the illicit flow of these drugs at our
borders and back and forth across them. Further, if the United States’
position on illicit traffic of drugs like heroin and marihuana is to re-
main credible in the world community, it must take great care to
assure that we do not become a source of illicit traffic in drugs manu-
factured here.

You may recall, Mr. Chairman, the recent Senate debate over the
Attorney (i’eneral’s authority under S. 3246 to carry on educational and
research programs. A proposed amendment, coupled with the floor
debate which explained its intent, would have divested the Attorney
General of his authority to establish methods for accurately assessing
the effects of controlled dangerous substances and identifying those
substances having a potential for abuse. He would have also been de-
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prived of his authority to enter into contracts with public and private
institutions for research hearing on the abuse of controlled substances.
It should be noted that these powers set out for the Attorney General
‘are presently being exercised by him under existing law.

This amendment was opposed and failed to pass because the ma-
jority felt it necessary that the Attorney General have at his disposal
the authority to gather the necessary information and data which go
into making any decision to bring a drug under control. Depriving
him of this ability would compel him to operate in the dark or else
draw upon other sources, over which he has no control, for infor-
mation.

I would like to turn now to some of the regulatory and enforce-
ment provisions contained in S. 3246 to give you a better idea of why
we consider this piece of legislation most effective from the law en-
forcement standpoint.

ORDER FORMS AND QUOTAS

The Controlled Dangerous Substances Act has two very important
regulatory provisions v%fich will allow, when necessar{r, very tight con-
trols over the output and distribution of legitimately manufactured
drugs which are subject to abuse. Section 306 of the bill allows for
the establishment of quotas for all controlled dangerous substances in
schedules I and II. This has the effect of allowing supply to be kept
in line with legitimate needs, thereby avoiding overproduction and the
consequent increased potential for diversion. Section 308 provides
order forms for substances in schedules I and II. The existing order
form requirements over narcotics have proven extremely effective in
controlling against diversion of these drugs from legitimate channels.

Both of these provisions maximize (Gfovernment control over legiti-
mate production and distribution. Given the flexibility of the Con-
trolled Dangerous Substances Act in shifting substances between
schedules where the public interest dictates, substances meeting the.
criteria of schedules I and IT could be placed in either of those sched-
ules and trigger the quota and order form requirements of the act.
This ability to tighten regulatory controls over substances deserving
of such treatment is a necessary and useful diversion preventive
measure.

“NO-ENOCK” AUTHORITY

Apparently the most controversial provision in the bill which was
contested during the Senate floor debates concerned subsection 702 (b),
which would allow certain Federal officers, under defined circum-
stances, to execute a search warrant without first knocking and an-
nouncing their authority and purpose. Parenthetically let me add that
we do not regard this as a controversial subject, but the debate in the
Senate was lively and generated much public notice.

More commonly referred to as “no-knock,” this provision has been
misconstrued by a great number of people. The standards imposed
for obtaining a no-knock warrant are quite stringent and, I think,
deserving of special mention here. First, this authority is restricted to
special agents of the Bureau of Narcotics and Dangerous Drugs.
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Secondly, the officers must first have grounds for obtaining a con-
ventional search warrant, which requires meeting the constitutional
standard of probable cause. Third, the search warrants must relate
to offenses involving controlled dangerous substances, the penalty for
which is imprisonment for more than 1 year. Fourth and last, a judge
or magistrate must make a specific finding that there is probable cause
to believe that if notice were given, either the evidence sought would be
quickly and easily destroye(i or that the officers would be placed in
danger of physical harm. An additional proviso, not commented on
before, requires that officers executing a no-knock warrant identify
themselves and their purpose as soon as practicable after gaining
entry.
'I%s provision is really only a codification of the common law rule.
Under the common law, the officer could find, on the basis of probable
cause, that if notice were given, it would lead to the quick destruction
of the evidence sought or endanger his life. The Bureau of Narcotics
and Dangerous Drugs feels that a neutral judge or magistrate should
make such a finding before allowing an agent executing a search
warrant to enter without announcing his authority and purpose when
he believes that evidence may be quickly or easily destroyed. We also
feel that this judicial review will protect the investigation and sub-
sequent prosecution.

There is little doubt that this provision will prove to be a most
effective law enforcement tool which will enable the arrest and suc-
cessful prosecution of many major drug violators who, before, were
virtually immune due to their ability to destroy evidence quickly. At
the same time, however, I sincerely feel that adequate safeguards are
incorporated, which prevent it from being abused or used indiscrimi-
nately. Based on existing case law, T share our legal counsel’s con-
viction that the provision meets the test of reasonableness under the
fourth amendment of the Constitution.

ADMINISTRATIVE INSPECTIONS AND WARRANTS

Succinctly stated, this provision is a codification of two recent
United States Supreme Court decisions (Camara v. Municipal Couwrt
of the City and County of San Francisco and See v. City of Seattle)
which held that, in the absence of consent or imminent danger to the
public health and welfare, an administrative inspection must be con-
ducted pursuant to a warrant, even though there may be a statute
authorizing such an inspection. The provision sets out the standards
and procedures which must be complied with for obtaining these
warrants and the method by which they are to be executed.

As a point of clarification for those who have confused these war-
rants with conventional search warrants, administrative inspection
warrants and conventional search warrants differ dramatically. As
determined by the Supreme Court, the facts necessary for establishing
probable cause in each case are different, and the procedures for their
execution are different. While a conventional search warrant under
S. 3246 may be executed at any time of the day or night, an adminis-
trative inspection warrant can only be executed during normal business

42-121—70—pt. 1—7
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hours. While there may be instances where a conventional search
warrant will authorize unannounced entries, an administrative inspec-
tion warrant can be executed only after the officers have shown the
warrant and their credentials to the person in control of the premises.
There is no instance that I can think of where a no-knock entry
can be authorized for the purpose of executing an administrative
inspection warrant. Such warrants are designed to permit the checking
of controlled premises, which are defined as follows:

(a) places where persons registered or exempted from registration require-
ments under this Act are required to keep records ; and

(b) places including factories, warehouses, establishments, and conveyances
where persons registered or exempted from registration requirements under this
Act are permitted to hold, manufacture, compound, process, sell, deliver, or
otherwise dispose of any controlled dangerous substances.

Such warrants will be used when necessary in our routine and spot
check accountability audits to insure proper recordkeeping, inventory
control, and plant security of persons registered or exempted under
this act. Such warrants are not intended for use in investigating
clandestine operations. In those cases, regular search warrants will
be sought.

IMMUNITY

The next topic I would like to discuss is the one of witness immunity.
The immunity provisions found in S. 3246 generally conform to those
found in S. 80, the Organized Crime Control Act, which was also
recently passed by the Senate. The granting of immunity from certain
types of prosecutions should be of great value and assistance to law
enforcement since it will permit the compelling of testimony in any
proceedings involving violations of the Federal drug laws. This will
be most useful in allowing us to move into the hierarchy of organized
criminal syndicates engaged in the illicit drug traffic, by immunizing
the lesser luminaries and compelling information as to the larger
criminal conspiracy.

FORFEITURES

The forfeiture provisions found in S. 3246 were essentially carried
over from existing law with the exception that their scope of coverage
has been expanded to include dangerous drugs as well as narcotics
and marihuana. Effective law enforcement demands that there be a
means of confiscating the vehicles and instrumentalities used by the
drug trafficker in carrying on his trade. The trafficker must merchan-
dise his froduct, and to do so, he needs mobility. Seizure and for-
feiture of the vehicles he uses in carrying on his illicit trade will pre-
vent their use in subsequent offenses and restrict mobility, which in
many cases is vital to the illicit trafficker’s success.

These, then, are some of the important regulatory and law enforce-
ment tools within the Controlled Dangerous Substances Act. These
are necessary tools if we are to make headway against the widespread
drug abuse facing the country. Again, Mr. Chairman, I reiterate that
this measure does not preempt the field nor does it pretend to encom-
pass all that is needed in the total Federal effort against drug abuse
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and misuse but, in order of priorities, it is needed now so that law
enforcement can better perform its role within the context of this
problem. Education, research, pre and postrehabilitative efforts all
are hopes for the future. But, while postulating this future, we must
live in and deal with the present.

Law enforcement is called upon to handle a problem. Drug abuse
is a problem. To handle the problem effectively, fairly and fffexlbly,
new legal tools are urgently needed. The Controlled Dangerous Sub-
stances Act is the tool we need. I, therefore, recommend prompt con-
sideration and adoption of that measure by the House of Representa-
tives.

Thank you, Mr. Chairman, for your patience in listening to this
rather long statement.

Let me also add that our bureau is prepared to assist you and the
subcommittee in any way possible during your consideration of new
drug control legislation. My staff and I shall be pleased to try to
answer any questions that you might have.

Mr. JarmanN. Thank you very much, gentlemen, for comprehensive
testimony on this broad and complicated subject.

I think one question that I would ask at this point of Mr. Dean
and any comment that any of you might have would be with refer-
ence to the provisions relating to criminal penalties, and I would-refer,
%f course, to the House bill F.R. 13743, but also the Senate bill,

. 3246.

Does the Department recommend the penalties as set out in cither
bill or does the Department recommend any modification of them?

Mr. DeaN. As the Attorney General mentioned in his testimony that
I read, we submitted three alternative penalty schemes to the Senate
subcommitte that was considering the legislation, and the subcom-
mittee and full committee adopted one of those schemes and it was
ultimately adopted by the Senate on the floor.

I believe it would be the scheme that is now contained in the Senate-
passed bill that the Department would recommend and suggest to the
subcommittee.

Mr. Jarman. Of the three proposals that you made to the Senate
Committee, then, the one adopted would be the one that you would
recommend to this committee?

Mr. Dean. That is correct.

Mr. Chairman, it might be of interest to the subcommittee to see
the alternatives we suggested to the subcommittee and the Senate so
that you could look at the alternatives that were offered to them that
we suggested as being viable penalty schedules for the proposed legis-
lation. I would be happy to submit those for your consideration.

Mr. Jarman. Yes. I think that would be helpful. Of course, the rec-
ord in the other body will be available to us.

Mr. Dean. Correct.

Mr. Jarman. But we would like to have direct transmittal to this
committee, if you will.

Mr. Dean. Correct.

(The following information was received for the record:)
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Mr. Rocers. Education, I think you covered.

Mr. INGERSOLL. Yes.

Mr. Rogers. Do you feel that the basic education program should
be in the Department of Education or National Institutes of Health ?

Mr. IngErsorL. I think the basic education program belongs in the
Department of HEW and, as I have testified, our activities are in-
tended to supplement those activities.

Mr. Rocers. How are they coordinated ? .

Mr. IngersorL. Are you speaking of the interagency coordination ?

Mr. Rocers. I don’t know how you coordinate it. That is what I
want to know. How do you coordinate your education activities with
those carried on by

Mr. Ixeersorr. Through the White House, Mr. Chairman.

Mr. Roeers. You make the White House coordinate that?

Mr. Incersorr. The White House has established an ad hoc com-
mittee to coordinate these programs, which are interagency in nature.

Mr. Rosers. Including education as well as your scientific?

Mr. InceErsOLL. Yes, SIT.

Mr. Rocgers. There was something in the bill Iwanted to check out.

‘What about over-the-counter drugs. You classify them how?

. ‘;\/Ir. IncersoLL. Schedule IV. In the new bill these will be schedule

Mr. Rocers. How do you handle them presently ?

N Mr. IncErsoLL. Mr. Sonnenreich is the technician. I will refer it to
im.

Mr. Son~ENReICH. That is a proviso in the new law for the exemp-
tion of new admixtures. That doesn’t mean we are going to cover all
over-the-counter preparations. What we are going to do is probably
continue the way we are under the existing Drug Abuse Control
Amendments, and that is we will publish the list of exempt over-the-
counter preparations. Then what we will do is any specific over-the-
counter preparations that do cause abuse, have the abuse potential,
if they are determined that way, then we would go through the admin-
istrative proceedings.

The major drugs that are covered in schedule I'V right now are the
over-the-counter exempt narcotic preparations—paragoric, some of
your cough syrups, terpinhydrate, and so forth. These are covered
under existing law and we have just recently passed on January 4 a
new regulation to tighten up the controls at the pharmacy level in
terms that you cannot—there must be a showing of proof of age. The
person must be over 18 years of age. He is only limited to buy a certain
quantity in a given 48-hour period.

We did this because of the fact that some of these substances are
being heavily abused.

Mr. Rogers. Well, now, it seems to me this would be verg broad—you
will simply find, say, that over-the-counter drugs are subject to abuse
but anyone can basically come in and buy over-the-counter drugs, can
they not?

)%r. Sox~eExREicH. No. What we wanted to do with this act was
create maximum flexibility. The over-the-counter drugs will not be
put under prescription, or anything of that nature. What we will do,
and we are talking now about exempt narcotic preparations, the people
must sign a log and we want to make certain that certain of these com-
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Mr. Rocers. Plus the language, “Such other factors as may be rele-
vant to and consistent with public health and safety.”

Mr. SonnenreicH. Correct.

Mr. Rocers. And also in the beginning it says in determining the
public interest, the following shall be considered, and he also in 28
says if he determines that such registration is consistent with the
public interest, treating of international regulations. He sets forth
the rules and regulations which I presume can give him pretty wide
authority here.

Mr. Sox~enreicH. Well, it certainly gives him authority. It gives
him flexibility. These are the provisions that were set out. We are
talking right now about schedules T and IT and these were the pro-
visions that are presently existing in the Manufacturing Act of 1960,
which is the Narcotic Manufacturing Act.

One of the other factors that he must consider when he is talking
about schedules I and II is the fact that you also have a problem of
inadequate competition where there is a potential of inadequate compe-
tition, and this is a determination he must make in seeing whether
or not the price to the consumer is fair and whether or not we don’t
have an antitrust problem.

M. Rocers. You are putting antitrust in this, too.

Mr. SONNENREICH. Yes, sir.

Mr. Rocers. Now, as I understand it in your categorizing 1, 2, 3,
and 4—page 17—page 14—I notice on page 14, and I think this is
true of schedule I and perhaps schedule II, in determining that a
substance comes within this schedule, schedule I, the Attorney Gen-
eral shall find, (1), a high potential for abuse.

Mr. SONNENREICH. Y es, SIr.

Mr. Rocers. This may be a way for you to do it by having your
agents report.

(2) No accepted medical use in the United States, and (3) a lack
of accepted safety for use under medical supervision.

I would think those three determinations, which are two out of the
three, would have such an orientation toward the science community
and toward the medical community that it would be much easier for
HEW to make that determination.

Mr. Son~eNREICH. I would disagree with that, Congressman. No. 1
is clearly the street abuse problem or the abuse problem as found by
agents of the Bureau of Narcotics and Dangerous Drugs. Two is a
factual determination and normally where we get such information
is through the AMA or WHO. You don’t have to be a doctor to find
out whether or not it has an accepted medical use in the United States
or not. So the fact that you are asking whether it has got accepted
medical use is something that a lawyer can find out as well as a doctor.
I mean it is not something that you are going out to create research on.

Mr. Rocers. Well, in turn, the HEW could simply get the reports
on your activity sent over from your agents on what is being abused.

Mr. Son~eNReICH. No. They would have to then start directing our
agents. ’

Mr. Rocers. No.

Mr. IncersoLL. May I—that is a very practical consideration,
Mr. Chairman.
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Mr. Rocers. Now I would like for you to tell us on your schedules
you determine what drugs fall within which schedule which is a legal
or a medical determination. Start with schedule I on page 12. It is
actual or relative potential for abuse.

Mr. SoNNENREICH. Are we talking about the first criteria or the sec-
ond one?

Mr. Rogers. We might as well go to 14.

Mr. SoNnNENREICH. That is just a fact in Schedule I; it either is or
isn’t. We don’t have to get any extra information. Heroin is not
medically accepted now. They say it isn’t and it isn’.

High potential for abuse wouﬁld be considered pretty much as a law
enforcement provision. We would have to go out and see what is hap-
pening. With heroin we would not.

Mr. Rocers. What about the characteristics of the drugs? Would
that be a consideration ?

Mr. SonveNreIcH. Almost all of the drugs you have in the narcotic
category of schedule I are known already in terms of their addictive
quality and things of this nature, but what we are talking about here
is their high potential of abuse.

Mr. Rocers. No, this is already determined because we are classify-
ing these drugs as such. This 1s for new substances that you may
classify.

Mr. Sox~ExNREICH. But there are two criteria: One is potential and
one is actual, the high potential for abuse. If it is a new drug and we
want to classify it, the first question is does it have any potential for
abuse and that is theoretical, that is a scientific determination. Then
we have the second part of the determination, is there any actual abuse?
If it is a known drug, we have to go out and find out whether or not
there is actual abuse and that is a law enforcement determination.

Now if it is a theoretical drug that is not out on the streets, the
answer is purely hypothetical an§ medical. If it is a known drug that
1s on the street, of course we have to collect the other information and
point out diversion.

Mr. Rocers. We hope that you categorize most of them that we know
about on the street now, haven’t you?

Mr. SonnENREICH. Yes, sir.

Mr. Rocers. So mainly it would be scientific because it would be
a new substance ?

Mr. SonvENREICH. Mainly our feeling is that the trigger on your
schedule I drugs which are really different from your LI, ITT, and
IV drugs. Tt is this basic determination that is not made by any part
of the Federal Government. It is made by the medical communnity as
to whether or not the drug has medical use or doesn’t.

Mr. Rocers. If it has medical use Food and Drug probably would
have authorized it, wouldn’t they ?

Mr. Sox~ENREICH. I assume so, sir.

Mr. Rocers. Now No. 2, no accepted medical use in the United
States; 3, a lack of accepted safety for use under medical supervision,
that is not legal.

Mr. SoNNENREICH. No, Sir.

Mr. Rocers. On Schedule IT on page 18, 1, a high potential for abuse.
We have discussed that.

Mr. SoxxexreICH. No, sir, it is different here. Now you are talking
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STATEMENT OF JURISDICTION
Petitioner “secks a writ of mandamus directing the Attorney General, [the
Drug Enforcement Administration (DEA)], or its Acting Administrator to issue a

29>

‘notice of application’” for petitioner’s application to grow marijuana “by 90 days
from the date of service of this amended petition or fifteen days after the writ issues,
whichever is later.” Am. Pet. 4. DEA published that notice of application on August
27,2019. 84 Fed. Reg. 44920, 44923. Accordingly, as explained in the Argument
section below, the petition for mandamus is now moot.
STATEMENT OF THE ISSUE
Whether the petition for a writ of mandamus is moot because the agency has

granted the petition’s request for relief.

STATEMENT OF THE CASE

1. STATUTORY AND REGULATORY FRAMEWORK

The Controlled Substances Act, 21 U.S.C. {§ 801-971, establishes a
comprehensive federal scheme to regulate the manufacture and distribution of
controlled substances. The Act divides controlled substances into five schedules,
based on their potential for abuse, medical uses, and risk of physical or psychological
dependence. Id. § 812(a)-(b). Generally speaking, a schedule I substance has no
accepted medical use and a high risk for abuse, while schedule II-V substances have

accepted medical uses and decreasing risk of abuse and dependence. Id. § 812(b).
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Congress designated marijuana as a schedule I substance. See Pub. L. No. 91-513; title
IT § 202(c) (sched. I(c)), 84 Stat. 1242, 1249 (1970)."

As particularly relevant here, Congress granted the Attorney General authority
to register applicants who seek to manufacture controlled substances under schedule I
or schedule II of the Act. 21 U.S.C. § 823(a). The Attorney General, in turn,
delegated this authority to the Administrator of DEA. 28 C.F.R. § 0.100. The
Administrator will register an applicant to manufacture a controlled substance, like
marijuana, “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.” 21 U.S.C. § 823(a). In determining the public
interest, the Administrator must consider how to maintain “effective controls against
diversion” of controlled substances by limiting their “bulk manufacture” to “a
number of establishments which can produce an adequate and uninterrupted supply
*** under adequately competitive conditions for legitimate medical, scientific,
research, and industrial purposes.” Id. § 823(a)(1). The Administrator must also
consider compliance with state and local laws, the applicant’s prior convictions
relating to controlled substances, the promotion of technical advances and

development of new substances, the applicant’s manufacturing experience and

"The Controlled Substances Act uses the term “marihuana,” but this brief uses
the contemporary spelling except in direct quotations.

2
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effective controls against diversion, and “such other factors as may be relevant to and
consistent with the public health and safety.” Id. § 823(a)(2)-(0).

If an applicant seeks to manufacture a schedule I or schedule II controlled
substance “for use only in a clinical trial,” the Administrator will “issue a notice of
application not later than 90 days after the application is accepted for filing.” 21
U.S.C. § 823(1)(2). The notice will allow for a comment period, and 90 days after the
comment period ends, the Administrator will “register the applicant, or serve an order
to show cause upon the applicant in accordance with” section 824(c). Id. 1f the
Administrator issues a show cause order, then the Administrator will provide “a
statement of the basis for the denial” of the application, will direct the applicant to
appear at a hearing, and will notify the applicant “of the opportunity to submit a
corrective action plan on or before” the hearing date. Id. § 824(c)(2). A hearing under
the show cause order is governed by the Administrative Procedure Act. Id.

§ 824(c)(4).
II. PETITIONER’S APPLICATION TO MANUFACTURE MARIJUANA

Petitioner Scottsdale Research Institute submitted an application to
manufacture marijuana on October 1, 2016. Am. Pet. A2-4. DEA asked Scottsdale
to answer a series of questions concerning its application, and Scottsdale submitted

those answers on January 24, 2017. Am. Pet. A7.
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On June 6, 2019, Scottsdale filed a petition for mandamus, seeking to compel
DEA “to issue a ‘notice of application.”” Pet. 4. Scottsdale argued that, under 21
U.S.C. § 823(1)(2), it was entitled to have DEA publish “a notice regarding its
application in the Federal Register to commence the process for determining whether
[Scottsdale] should be registered under the Act.” Pet. 21. Scottsdale later filed an
amended petition that seeks the same relief based on the same arguments. See Am.
Pet. 4, 21.

ITII. DEA’S ADMINISTRATIVE ACTIONS

In 2016, DEA issued a policy statement that provided information on how it
intended to expand the number of registrations for bulk manufacturers of marijuana,
and described in general terms the way it would oversee those additional growers. 81
Fed. Reg. 53846 (Aug. 12, 2016). Since issuing that policy statement, DEA has
received 33 pending applications to grow marijuana, marijuana extract, and
tetrahydrocannabinols in bulk, with the most recent application filed May 2, 2019.

On August 27, 2019, DEA published a notice of petitionet’s application to
manufacture marijuana extract. 84 Fed. Reg. 44920, 44923. In the same document,
DEA also published notices for 32 other applicants who seek to manufacture
marijuana, marijuana extract, and tetrahydrocannabinols. Id. at 44922-23. DEA
explained that it “anticipates evaluating the applications” and, of those that are legally

compliant, “granting the number that the agency determines is necessary to ensure an
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adequate and uninterrupted supply of the controlled substances at issue under
adequately competitive conditions.” Id. at 44921.

DEA also explained that, as a result of an inter-agency “policy review process
to ensure that the marithuana growers program is consistent with applicable laws and

) <<

treaties,” “adjustments to DEA’s policies and practices related to the marihuana
growers program may be necessary.” 84 Fed. Reg. at 44921. “Accordingly, before
DEA completes this evaluation and registration process, DEA intends to propose
regulations in the near future that would supersede the 2016 policy statement and
govern persons seeking to become registered with DEA to grow marihuana as bulk
manufacturers, consistent with applicable law.” Id. That notice of proposed
rulemaking was submitted to the Office of Management and Budget for review on
August 22, 2019. Office of Information and Regulatory Affairs, Office of
Management and Budget, Pending EO 12866 Regulatory Review for Proposed Rule re:
Controls to Satisfy the Requirements of the Controlled Substances Act Applicable to the
Manufacture of Maribuana, https:/ /go.usa.gov/xVjk2 (accessed August 28, 2019); see also
Executive Order No. 12866, 58 Fed. Reg. 51735, 51737 § 2(b) (Oct. 4, 1993)

(coordinating review of proposed agency rules within the Office of Management and

Budget).
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SUMMARY OF ARGUMENT

This action is moot because DEA has published a notice of Scottsdale’s
application, thereby granting the relief requested by the mandamus petition. As the
preceding discussion indicates, DEA has sent to the Office of Management and
Budget a draft notice of proposed rulemaking that may bear on subsequent action on
applications, including Scottsdale’s. As relevant here, however, the agency has taken

the only action sought in the mandamus petition.

STANDARD OF REVIEW

Whether a case is moot is a question of law the Court determines de novo. Gu/
v. Obama, 652 F.3d 12, 15 (D.C. Cir. 2011). “The burden of establishing mootness
rests on the party that raises the issue.” Motor & Equip. Mfrs. Ass'n v. Nichols, 142 F.3d
449, 459 (D.C. Cir. 1998).

ARGUMENT

THE PETITION IS MOOT BECAUSE DEA HAS PUBLISHED A NOTICE OF
PETITIONER’S APPLICATION IN THE FEDERAL REGISTER

Under Article IIT of the Constitution, federal courts may exercise jurisdiction
over a case only if a litigant has “suffered, or [been]| threatened with, an actual injury
traceable to the defendant and likely to be redressed by a favorable judicial decision.”
Lewis v. Continental Bank Corp., 494 U.S. 472, 477 (1990). Thus, there is “no case or
controversy, and a suit becomes moot, when the issues presented are no longer live or

the parties lack a legally cognizable interest in the outcome.” Chafin v. Chafin, 568 U.S.
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165, 172 (2013) (quotation marks omitted). Accordingly, this Court has held that a
mandamus action becomes moot when “all substantive objectives which could be
served by a writ of mandamus have been served.” Gordon v. Gray, 193 F.2d 367, 367
(D.C. Cir. 1951). In particular, a mandamus action that seeks to compel agency action
becomes moot when the agency takes the requested action. See In re American Fed'n of
Gov't Employees, AFL-CIO, 837 F.2d 503, 505 (D.C. Cir. 1988) (holding that
mandamus petition to compel an agency to decide certain “appeals within thirty days
is moot” because “all the negotiability appeals listed in the petition have been
decided”).

The relief requested in Scottsdale’s petition is to require DEA to publish a
notice of Scottsdale’s application to manufacture marijuana. See Am. Pet. 4 (petitioner
“secks a writ of mandamus directing the” respondents “to issue a ‘notice of
application’”); id. at 5 (describing the issue presented as whether “this Court [should]
issue a writ of mandamus under 28 U.S.C. § 1651(a) to compel the agency to issue the
statutorily required notice”); 7. at 37 (concluding with a request that the “Court issue
a writ of mandamus compelling” respondents “to issue a ‘notice of application’”).
DEA has granted that relief by publishing a notice of Scottsdale’s application in the

Federal Register. 84 Fed. Reg. 44920, 44923 (Aug. 27, 2019). Because “the court can
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grant no meaningful relief” beyond that which DEA has already granted, “the case
must be dismissed as moot.” Pulphus v. Ayers, 909 F.3d 1148, 1152 (D.C. Cir. 2018).2
The petition notes that “[t|he agency still maintains discretion to deny or delay
the application.” Am. Pet. 37. As discussed above, that process may be affected by
DEA’s forthcoming notice of proposed rulemaking, which may result in changes that
could affect DEA’s consideration of applicants who seek to manufacture marijuana.
See supra p.5. As relevant here, however, the only requested action has been taken,

and the petition to compel that action is moot.

CONCLUSION
The petition should be dismissed as moot.

Respectfully submitted,

JOSEPH H. HUNT
Assistant Attorney General

MARK B. STERN

[ s/ Daniel Aguilar

DANIEL AGUILAR
Attorneys, Appellate Staff
Civil Division, Room 7266
U.S. Department of Justice
950 Pennsylvania Ave., NW
Washington, DC 20530
(202) 514-5432

August 2019

*>The Court has routinely dismissed mandamus actions against government
agencies as moot when the respondent agency subsequently grants the requested
reliet. See Schirripa v. Sharpless, 2019 WL 3229439, at *1 (D.C. Cir. June 25, 2019);
Bundy v. Sessions, 2018 WL 4147462, at *1 (D.C. Cir. July 23, 2018); _Abdussamadi v.
Harris, 2003 WL 880993, at *1 (D.C. Cir. Feb. 25, 2003).
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CERTIFICATE AS TO PARTIES, RULINGS, AND RELATED CASES

A. Parties

Petitioner is Scottsdale Research Institute, LLC. Respondents are William P.
Barr, in his official capacity as Attorney General; Uttam Dhillon, in his official
capacity as Acting Administrator of the Drug Enforcement Administration (DEA);
and DEA. Amicus Iraq and Afghanistan Veterans of America have filed a brief in
this matter. There have been no intervenors.

B. Rulings Under Review

Petitioner seeks a writ of mandamus compelling DEA to publish a notice of its
application to manufacture a controlled substance under 21 U.S.C. § 823(i)(2).

C. Related Cases

This case has not previously been before this Court or any other court, and
there are no related cases pending in this Court or any other court. See D.C. Cir. R.
28(a)(1)(C) (defining “any other court” to mean a U.S. Court of Appeals or a court in

the District of Columbia).

Add. 1
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57 FR 10499-02, 1992 WL 57777(F.R.)
NOTICES
DEPARTMENT OF JUSTICE
Drug Enforcement Administration
(Docket No. 86-22)

Marijuana Scheduling Petition; Denial of Petition; Remand

Thursday, March 26, 1992

AGENCY: Drug Enforcement Administration, Justice.

ACTION: Final order.

SUMMARY: This is a final order of the Administrator of the Drug Enforcement Administration (DEA) concluding the plant
material marijuana has no currently accepted medical use and 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.
EFFECTIVE DATE: March 26, 1992.

FOR FURTHER INFORMATION CONTACT: Office of Congressional and Public Affairs, 202-307-7363.
SUPPLEMENTARY INFORMATION:

Background

On December 21, 1989, the former Administrator of DEA, following rulemaking on the record, which included a hearing before
an administrative law judge, issued a final order concluding the plant material marijuana has no currently accepted medical use,
and denying the petition of NORML to reschedule marijuana from Schedule I to Schedule IT of the Controlled Substances Act.
54 FR 63767. On April 26, 1991, the United States Court of Appeals for the District of Columbia Circuit remanded the matter
to the Administrator for clarification of DEA's interpretation of the term “currently accepted medical use in treatment in the
United States.” Alliance for Cannabis Therapeutics v. DEA, 930 F.2d 936.

Following a review of the entire record in this matter, and a comprehensive re-examination of the relevant statutory standard, I
conclude that marijuana has no currently accepted medical use and must remain in Schedule I. Further hearings are unnecessary
since the record is extraordinarily complete, all parties had ample opportunity and wide latitude to present evidence and to brief
all relevant issues, and the narrow question on remand centers exclusively on this Agency's legal interpretation of a statutorily-
created standard.

Summary of the Decision

Does the marijuana plant have any currently accepted medical use in treatment in the United States, within the meaning of the
Federal Controlled Substances Act, 21 U.S.C. 801, et seq.? Put simply, is marijuana good medicine for illnesses we all fear,
such as multiple sclerosis (MS), glaucoma and cancer?

The answer might seem obvious based simply on common sense. Smoking causes lung cancer and other deadly diseases.
Americans take their medicines in pills, solutions, sprays, shots, drops, creams and sometimes in suppositories, but never by
smoking. No medicine prescribed for us today is smoked.
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With a little homework, one can learn that marijuana has been rejected as medicine by the American Medical Association, the
National Multiple Sclerosis Society, the American Glaucoma Society, the American Academy of Ophthalmology the American
Cancer Society. Not one American health association accepts marijuana as medicine.

For the last half century, drug evaluation experts at the United States Food and Drug Administration (FDA) have been
responsible for protecting Americans from unsafe and ineffective new medicines. Relying on the same scientific standards used
to judge all other drugs, FDA experts repeatedly have rejected marijuana for medical use.

Yet claims persist that marijuana has medical value. Are these claims true, What are the facts?

Between 1987 and 1988, DEA and NORML, under the guidance of an administrative law judge, collected all relevant
information on this subject. Stacked together it stands nearly five feet high. Is there reliable scientific evidence that marijuana
is medically *10500 effective, If it has medical value, do its benefits outweight its risks? What do America's top medical and
scientific experts say? Would they prescribe it for their patients, their families, their friends?

As the current Administrator of Drug Enforcement, and as a former United States District Judge, | have made a detailed review
of the evidence in this record to find the answers.

There are significant short-term side effects and long-term risks linked to smoking marijuana. Marijuana is likely to be more
cancer-causing than tobacco; damages brain cells; causes lung problems, such as bronchitis and emphysema; may weaken
the body's antibacterial defenses in the lungs; lowers overall blood pressure, which could adversely affect the supply of
blood to the head; causes sudden drops in blood pressure (orthostatic hypotension), rapid heart beat (tachycardia), and heart
palpitations; suppresses luteinizing hormone secretion in women, which affects the production of progesterone, an important
female hormone; causes anxiety and panic in some users because of its mind-altering effects; produces dizziness, trouble with
thinking, trougle with concentrating, fatigue, and sleepiness; and impairs motor skills.

As a plant, marijuana can contain bacteria capable of causing serious infections in humans, such as salmonella enteritidis,
Klebsiella pneumoniae, group D Streptoccoccus and pathogenic aspergillus.

Several of these risk stand out. The immune systems of cancer patients are weakened by radiation and chemotherapy, leaving
them susceptible to infection. If they experiment with marijuana to control nausea, they risk weakening their immune systems
further and exposing themselves to the infection-causing bacteria in the plant. It is estimated, for example, that at Memorial
Sloan-Kettering Cancer Center 60 patients die each year from pathogenic aspergillus infections.

Glaucoma patients face possible blindness caused by very high fluid pressures within their eyes. If they experiment with
marijuana to lower their eye fluid pressure, it can cause dramatic drops in their blood pressure and reduce the blood supply
to their heads. Glaucoma experts testified this reduced the blood supply to the optic nerves and could speed up, rather than
slow down, their loss of eyesight.

MS, glaucoma and cancer patients who have undiagnosed heart problems risk heart palpitations, very rapid heart beats and
sudden dramatic drops in blood pressure if they experiment with marijuana. For MS and glaucoma patients who must take
medications for the rest of their lives, experimenting with marijuana poses the additional risks of lung cancer, emphysema,
bladder cancer and leukemia.

Many risks remain unknown. Marijuana contains over 400 separately identified chemicals. No one knows all the effects of
burning these chemicals together and inhaling the burnt mix. Are these risks outweighed by medical benefits?

There are scientific studies showing pure THC (Delta-9-Tetrahydrocannabinol), one of the many chemicals found in marijuana,
has some effect in controlling nausea and vomiting. Pure THC is pharmaceutically made in a clean capsule form, called Marinol,
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and is available for use by the medical community. More information on Marinol can be found in the “Physicians' Desk
Reference,” available in most libraries.

Since marijuana contains THC, you might think marijuana also would be effective. However, the effect of taking a drug in
combination with other chemicals is seldom the same as taking just the pure drug. As already noted, marijuana contains over
400 other chemicals, not just THC. There are no reliable scientific studies that show marijuana to be significantly effective in
controlling nausea and vomiting. People refer to the Sallan study as proving marijuana's effectiveness. They are mistaken. The
Sallan study involved pure THC, not marijuana. People refer to the Chang study to support marijuana's effectiveness. They also
are mistaken. Doctor Chang tested the combination of pure THC and marijuana to treat nausea and vomiting. The preliminary
results he got were probably due to the THC, not the marijuana. Because he tested the combination, we cannot tell just what
effects can be attributed to marijuana alone. People cite a third study, done by Doctor Levitt, as proof marijuana is effective.
They are mistaken. Doctor Levitt compared marijuana to THC in controlling nausea and vomiting, and he concluded that THC
was the more effective drug.

A librarian can help locate copies of thes studies should you want to see them for yourself. Sallan, et al., “Antiemetic
Effect of Delta-9-Tetrahydrocannibinol in Patients Receiving Cancer Chemotherapy,” 293 New England Journal of Medicine
795-797 (1975); Chang, et al., “Delta-9-Tetrahydrocannabinol as an Antiemetic in Cancer Patients Receiving High-Dose
Methotrexate,” 91 Annals of Internal Medicine 819-824 (1979); Levitt, et al., “Randomized Double Blind Comparison of
Delta-9-Tetrahydrocannabinol (THC) and Marijuana As Chemotherapy Antiemetics,” (Meeting Abstract) 3 Proceedings of the
Annual Meeting of the American Society of Clinical Oncology 91 (1984).

During the 1970's and 1980's, a number of states set up research programs to give marijuana to cancer and glaucoma patients,
on the chance it might help. Some people point to these programs as proof of marijuana's usefulness. Unfortunately, all research
is not necessarily good scientific research. These state programs failed to follow responsible scientific methods. Patients took
marijuana together with their regular medicines, so it is impossible to say whether marijuana helped them. Observations or
results were not scientifically measured. Procedures were so poor that much critical research data were lost or never recorded.
Although these programs were well-intentioned, they are not scientific proof of anything.

Some people refer to a study by Doctor Thomas Ungerleider as proof marijuana reduced nausea in bone marrow transplant
patients. Unfortunately, Doctor Ungerleider neglected to follow responsible scientific methods in his study. Like the state
programs, it proves nothing. Doctor Ungerleider chose not to publish his study evidently because of its serious weaknesses. He
admitted as much when questioned under oath.

Those who say there are reliable scientific studies showing marijuana is an effective drug for teating nausea and vomiting are
wrong. No such studies exist.

Our nation's top cancer experts reject marijuana for medical use. Doctor David S. Ettinger, a professor of oncology at the Johns
Hopkins University School of Medicine, an author of over 100 scholarly articles on cancer treatment, and a nationally respected
cancer expert, testified:

There is 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.

Doctor Richard J. Gralla, a professor of medicine at Cornell University Medical College, an associate attending physician at
the Memorial Sloan-Kettering Cancer Center, and an expert in cancer research, testified:

Most experts would say, and our studies support, that the cannabinoids in general are not very effective against the major causes
of nausea and vomiting.
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*10501 Doctor Gralla added:

I have found that because of the negative side effects and problems associated with marijuana * * * most medical oncologists
and researchers have little interest in marijuana for the treatment of nausea and vomiting in their patients.

Doctor John Laszlo, Vice President of Research for the American Cancer Society, an expert who has spent 37 years researching
cancer treatments, and who has written a leading textbook on the subject, “Antiemetics and Cancer Chemotherapy,” testified
there is not enough scientific evidence to justify using marijuana to treat nausea and vomiting. Not one nationally-recognized
cancer expert could be found to testify on marijuana's behalf.

To be an effective treatment for glaucoma, a drug must: (i) Lower the pressure within the eye (intraocular pressure), (ii)
for prolonged periods of time, and (iii) actually preserve sight (visual fields). Five scientific studies are cited as evidence
marijuana is an effective glaucoma treatment. Those who cite these studies are mistaken. These studies tested pure THC, not
marijuana. W.D. Purnell and J.M. Gregg, “Delta-9-Tetrahydorcannabinol, Euphoria and Intraocular Pressure in Man,” 7 Annals
of Ophthalmology 921-923 (1975); M. Perez-Reyes, D. Wagner, M.E. Wall, and K.H. Davis, “Intravenous Administration
of Cannabinoids on Intraocular Pressure,” The Pharmacology of Marijuana 829-832 (M.C. Braude and S. Szara eds.
1976); J.C. Merritt, S.M. McKinnon, J.R. Armstrong, G. Hatem, and L.A. Reid, “Oral Delta-9-Tetrahydrocannabinol in
Hyperogeneous Glaucomas,” 12 Annals of Ophthalmology 947 (1980); K. Green and M. Roth, “Ocular Effects of Topical
Administration of Delta-9-Tetrahydrocannabinol in Man,” 100 Archives of Ophthalmology 265-267 (1982); and W.M. Jay and
K. Green, “Multiple-Drop Study of Topically Applied 1% Delta-9-Tetrahydrocannabinol in Human Eyes,” 101 Archives of
Ophthalmology 591-593 (1983).

Threee studies show very heavy doses of marijuana, taken for short periods of time, can reduce eye pressure. R.S. Hepler,
L.M. Frank, and T.J. Ungerleider, “Pupillary Constriction After Marijuana Smoking,” 74 American Journal of Ophthalmology
1185-1190 (1972); R.S. Hepler, .M. Frank, and R. Petrus, “Ocular Effects of Marijuana Smoking,” The Pharmacology of
Marijuana 815-824 (1976); and J.C. Merritt, W.J. Crawford, P.C. Alexander, A.L. Anduze and S.S. Gelbart, “Effect of Marijuana
on Intraocular and Blood Pressure in Glaucoma,” 87 Ophthalmology 222-228 (1980)

Unusally large doses or marijuana were needed in these three studies to achieve the desired effect. Heavy marijuana use produces
dizziness, trouble with thinking, impaired motor skills, fatigue and sleepiness. The 1976 study by Doctors Hepler, Frank and
Petrus emphasized “Our subjects were sometimes too sleepy to permit measurement of intraocular pressures * * * 3 hours after
intoxication.” If a glaucoma patient were to smoke marijuana 8 to 10 times every day for the rest of his life, would he be alert
and energetic enough to live a relatively normal life? Would he develop other diseases? No scientific studies exist to answer
these questions. Robert Randall claims to have saved his sight by smoking 8 to 10 marijuana cigarettes every day. Under oath
he admits he stays at home most days, follows no daily schedule or routine, and has not held a regular job in over 15 years. He
also has avoided having a comprehensive medical examination since 1975.

No scientific studies have shown marijuana can reduce eye pressure over long periods of time.
No scientific studies have shown marijuana can save eyesight.

America's top glaucoma experts reject marijuana as medicine. Doctor Keith Green is a professor of Ophthalmology who
serves, or has served, on the editorial boards of eight prestigious eye journals (Ophthalmic Research, Oftalmo Abstracto,
Current Eye Research, Experimental Eye Research, Investigative Opthalmology, American Journal of Ophthalmology, Archives
of Ophthalmology, and Survey of Ophthalmology). Doctor Green has conducted extensive basic and clinical research using
marijuana and THC to treat glaucoma patients. He has authored over 200 books or research articles in ophthalmology and is
a highly respected expert on this subject. Doctor Green testified:
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There is no scientific evidence * * * that indicates that marijuana is effective in regulating the progression of symptoms
associated with glaucoma. * * * It is clear that there is no evidence that marijuana use prevents the progression of visual loss in
glaucoma. * * * The quantities of the drug required to reduce intraocular pressure in glaucoma sufferers are large, and would
require the inhalation of at least six marijuana cigarettes each day. * * * Smoking is not a desirable form of treatment for many
reasons * * * (M)arijuana . . . has little potential future as a glaucoma medication.

Doctor George Spaeth is the Director of the Glaucoma Service at Wills Eye Hospital in Philadelphia, the largest service in the
United States devoted to researching and treating glaucoma and to teaching other doctors about this disease. Doctor Spaeth
is President of the American Glaucoma Society. He is a professor of ophthalmology, the editor of a scholarly eye journal
(Ophthalmic Surgery), and the author of over 200 research articles on glaucoma. He testified:

I have not found any documentary evidence which indicates that a single patient has had his or her natural history of the disease
altered by smoking marijuana.

Amputees and victims of MS can suffer from extreme muscle spasms. It is claimed marijuana is useful in treating spasticity.
Three unusually small, inconclusive studies have tried using pure THC, not marijuana, to treat spasticity. D.J. Petro and
C. Ellenberger, “Treatment of Human Spasticity with Delta-9-Tetrahydro-cannabinol,” 21 Journal of Clinical Pharmacology
413S-416S (1981) (included only nine patients). Two of the studies are mere abstracts, or short digests, without much detail.
Hanigan, Destee & Troung Abstr. B45, Clin. Pharmacol. Ther. 198 (1986) (included only five patients), and Sandyk, Cannoe,
Stern and Snider Abstr. PP 331, 36 Neurology 342 (1986) (included only three patients).

No scientific studies exist which test marijuana to relieve spasticity.

National experts on MS reject marijuana as medicine. Doctor Kenneth P. Johnson is Chariman of the Department of Neurology
at the University of Maryland School of Medicine. He manages that Maryland Center for MS, one of the most active MS
research and treatment centers in the United States. He sits on the editiorial boards of noted medical journals related to MS
(Neurology and Journal of Neuroimmunology). He is the author of over 100 scientific and medical articles on MS. Doctor
Johnson has spent most of his long career researching MS and has diagnosed and treated more than 6,000 patients with MS.
Doctor Johnson testified:

At this time, I am not aware of * * * any legitimate medical research in which marijuana was used to treat the symptoms of
multiple sclerosis. * * * To conclude that marijuana is therapeutically effective without conducting rigorous testing would be
professionally irresponsible.

Doctor Stephen Reingold is Assistant Vice President of Research for the National Multiple Sclerosis Society, which spends
over $7 million each year *10502 on MS research. Only the Federal Government spends more. Doctor Reingold testified:

I could find no actual published research which has used marijuana * * * In the existing research using THC, the results were
inconclusive * * * In the absence of any well-designed, well-controlled research * * *, the National Multiple Sclerosis Society
** * does not endorse or advocate its use * * *.

Doctor Donald H. Silberberg is Chairman of the Department of Neurology at the University of Pennsylvania School of Medicine
and Chief of the Neurology Service at the Hospital of Pennsylvania. Doctor Silberberg is on the editorial board of Annals of
Neurology and is President of the National Medical Advisory Board for the National Multiple Sclerosis Society. He has been
actively researching and treating MS for most of his career, has written over 130 medical articles on MS and is Co-Director of
a large MS research center at the University of Pennsylvania. Doctor Silberberg testified:

I have not found any legitimate medical or scientific works which show that marijuana * * * is medically effective in treating
multiple sclerosis or spasticity. * * * The long-term treatment of the symptoms of multiple sclerosis through the use of marijuana
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could be devastating. * * * (T)he use of (marijuana), especially for long-term treatment * * * would be worse than the original
disease itself.

The only favorable evidence that could be found by NORML and DEA consists of stories by marijuana users who claim to
have been helped by the drug. Scientists call these stories 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. We all have heard of the
placebo effect. Patients have a tendency to respond to drugs as they believe is expected of them. Imagine how magnified this
placebo effect can be when a suffering person experiments on himself, praying for some relief. Many stories no doubt are due
to the placebo effect, not to any real medical effects of marijuana.

Second, most of the stories come from people who took marijuana at the same time they took prescription drugs for their
symptoms. For example, Robert Randall claims marijuana has saved his sight, yet he has taken standard glaucoma drugs
continuously since 1972. There is no objective way to tell from these stories whether it is marijuana that is helpful, or the proven,
traditional medicines. Even these users can never know for sure.

Third, any mind-altering drug that produces euphoria can make a sick person think he feels better. Stories from patients who
claim marijuana helps them may be the result of the mind-altering effects of the drug, not the results of improvements in their
conditions.

Fourth, long-time abusers of marijuana are not immune to illness. Many eventually get cancer, glaucoma, MS and other diseases.
People who become dependent on mind-altering drugs tend to rationalize their behavior. They invent excuses, which they
can come to believe, to justify their drug dependence. Stories of marijuana's benefits from sick people with a prior history of
marijuana abuse may be based on rationalizations caused by drug dependence, not on any medical benefits caused by the drug.
Robert Randall, for example, admits under oath to becoming a regular user in 1968, four years before he showed the first signs
of, and was diagnosed as having, glaucoma. Since then he has smoked marijuana 8 to 10 times every day.

A century ago many Americans relied on stories to pick their medicines, especially from snake oil salesmen. 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.

There are doctors willing to testify that marijuana has medical uses. NORML found over a dozen to testify in this case. We have
a natural tendency to believe doctors. We assume their opinions are entitled to respect. But what if a doctor is giving an opinion
beyond his professional competence? Evaluating the safety and effectiveness of drugs is a specialized area. Does the doctor
have this specialized expertise? Is he familiar with all the published scientific studies? Or is he improperly basing his opinion on
mere stories or anecdotal evidence? Does he really know what he is talking about? Does he have a personal motive to exaggerate
or lie? Questions like these led the United States Supreme Court, in 1973, to warn about the opinions of doctors concerning the
value of drugs as medicine, when not supported by rigorous scientific testing, Weinberger v. Hynson, Etc., 412 U.S. 609, 639:

(Dmpressions or beliefs of physicians, no matter how fervently held, are treacherous.

Nearly half the doctors who testified for NORML are psychiatrists. They do not specialize in treating or researching cancer,
glaucoma or MS. One is a general practitioner who works as a wellness counselor at a health spa. Under oath he admits to
using every illegal, mind-altering drug he has ever studied, and he prides himself on recommending drugs that would never be
recommended by medical schools or reputable physicians. Another is a general practitioner who quit practicing in 1974. He
admits he has not kept up on new medical and scientific information about marijuana for 18 years.
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Only one of the doctors called by NORML is a nationally-recognized expert. Doctor John C. Merritt is a board-certified
ophthalmologist and researcher who has authored articles on the use of marijuana and cannabinoids to reduce eye pressure. He is
in private practice and sees mostly children who suffer from glaucoma. Doctor Merritt testified, “(M)arijuana is a highly effective
IOP-lowering drug which may be of critical value to some glaucoma patients who, without marijuana, would progressively go
blind.” The last scientific study using marijuana in glaucoma patients, published by Doctor Merritt in 1979, concluded:

It is because of the frequency and severity with which the untoward events occurred that marijuana inhalation is not an ideal
therapeutic modality for glaucoma patients.

One year later, in 1980, Doctor Merritt gave the following testimony, under oath, before the United States Congress, House
Select Committee on Narcotics Abuse and Control:

For me to sit here and say that the lowering pressure effects occurred repeatedly, day in and day out, I have no data, and neither
does anyone else, and that is the real crux of the matter. When we are talking about treating a disease like glaucoma, which is
a chronic disease, the real issue is, does the marijuana repeatedly lower the intraocular pressure? I have shown you no * * *
studies, and to my knowledge there is no data to that effect.

Doctor Merritt was unable to explain, under oath, the contradictory positions he has taken on this subject.

Each of NORML's doctors testified his opinion is based on the published scientific studies. With one exception, none of them
could identify under oath the scientific studies they swore they relied on. Only one had enough knowledge to discuss the
scientific technicalities involved. Eventually, each *10503 one admitted he was basing his opinion on anecdotal evidence, on
stories he heard from patients, and on his impressions about the drug.

Sadly, Doctor Ivan Silverberg, an oncologist from San Francisco, exaggerated while on the witness stand. At first he swore
“there is voluminous medical research which shows marijuana is effective in easing nausea and vomiting.” Pushed on cross-
examination to identify this voluminous research, Doctor Silverberg replied, “Well * * * I'm going to have to back off a little bit
from that.” How far would Doctor Silverberg back off? Was he aware, at least, of the approximate number of scientific studies
that have been done using marijuana to treat nausea? Under oath, he replied, “I would doubt very few. But, no, I'm not.”

Beyond doubt, the claims that marijuana is medicine are false, dangerous and cruel.

Sick men, women and children can be fooled by these claims and experiment with the drug. Instead of being helped, they risk
serious side effects. If they neglect their regular medicines while trying marijuana, the damage could be irreversible. It is a cruel
hoax to offer false hope to desperately ill people.

Those who insist marijuana has medical uses would serve society better by promoting or sponsoring more legitimate scientific
research, rather than throwing their time, money and rhetoric into lobbying, public relations campaigns and perennial litigation.

Clarification of Currently Accepted Medical Use

The Controlled Substances Act of 1970 divides the universe of all durgs of abuse into five sets or schedules. Drugs in Schedule
I are subject to the most severe controls, because they have a high potential for abuse and no currently accepted medical use in
treatment in the United States. 21 U.S.C. 812 (b)(1). Drugs of abuse which have currently accepted medical use in treatment in
the United States are placed in Schedules II, III, IV and V. Regrettably, the Controlled Substances Act does not speak directly
to what is meant by “currently accepted medical use.”

A century before the Controlled Substances Act was enacted, the determination of what drugs to accept as medicine was totally
democratic and totally standardless. Each patient and each physician was free to decide for himself, often based on no more
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than anecdotal evidence. This state of affairs became unsatisfactory to a majority of the American people. In 1906, Congress
intervened with the passage of the Food, Drug and Cosmetic Act (FDCA). A shift began away from anecdotal evidence to
objectively conducted scientific research, away from uninformed opinions of lay persons and local doctors to expert opinions
of specialists trained to evaluate the safety and effectiveness of drugs, and away from totally democratic decision-making to
oversight by the Federal Government.

By 1969, Congress had developed detailed Federal statutory criteria under the FDCA to determine whether drugs are acceptable
for medical use. Those deemed acceptable can be marketed nationally. Those deemed unacceptable are subject to Federal seizure
if marketed interstate. The FDCA is a very complex regulatory scheme not easily summarized. However, it is fair to say that
drugs falling into one of four FDCA categories were accepted by Congress for medical use.

First, Congress accepted new drugs which have been approved by FDA's experts as safe and effective for use in treatment,
based on substantial scientific evidence. 21 U.S.C. 321(p) and 355 (so-called “NDA-approved drugs”).

Second, Congress accepted those drugs “generally recognized, among experts qualified by scientific training and experience
to evaluate the safety and effectiveness of drugs, as safe and effective,” based on substantial scientific evidence. 21 U.S.C.
321(p) and 355; Weinberger v. Bentex Pharmaceuticals, Inc., 412 U.S. 645 (1973). An acronym for this category is “human
GRASE drugs” (Generally Recognized As Safe and Effective). These drugs achieve acceptance through rigorous scientific
proof, through a past history of widespread use in treatment in the United States, and through recognition by a consensus of
drug experts outside the FDA.

Third, Congress accepted for use in veterinary medicine those drugs “generally recognized, among experts qualified by scientific
training and experience to evaluate the safety and effectiveness of animal drugs, as safe and effective,” based on substantial
scientific evidence. 21 U.S.C. 321(w) and 355. An acronym for these is “animal GRASE drugs.” They achieve acceptance
through rigorous scientific evidence and through recognition by a consensus of drug experts outside the FDA. Unlike human
GRASE drugs, animal GRASE drugs need not have a past history of widespread use.

Finally, Congress accepted those drugs marketed prior to 1938 which had been subject to the 1906 provisions of the FDCA,
provided these very old drugs retain their exact formulations and are never promoted for new uses. 21 U.S.C. 321(p) and (w).
These are politically “grandfathered” drugs. They need not meet modern standards for safety and effectiveness.

A fifth group of drugs was accepted for research use only, not for use in treatment of patients. 21 U.S.C. 355(i) (so-called “IND
or approved investigational new drugs”).

Drugs intended for medical use and shipped interstate are subject to Federal seizure under the FDCA if they do not fit within
one of the above accepted sets or groupings. It seems fair to say that seizable drugs were rejected by Congress for medical uses.

In enacting the Controlled Substances Act in 1970, could Congress have intended to create a totally new Federal standard for
determining whether drugs have accepted medical uses? Or did Congress intend to rely on standards it had developed over the
prior 64 years under the FDCA? There is nothing in the Controlled Substances Act, its legislative history, or its purposes that
would indicate Congress intended to depart radically from existing Federal law.

Indeed, it seems likely that the core standards developed under the FDCA represent a long-term consensus of expert medical
and scientific opinion concerning when a drug should be accepted by anyone as safe and effective for medical use.

Fortunately, there is a way to corroborate what Congress intended. Congress did more than just announce criteria for scheduling
drugs of abuse under the Controlled Substances Act; Congress applied those criteria to an initial listing of drugs that it placed
into the original five schedules of the Act.
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NDA-approved drugs were placed by Congress into Schedules II, III, IV and V of the Act. For example, pethidine (also
known as meperidine) received New Drug Application (NDA) approval in 1942. Congress put it into Schedule II(b)(14).
Methamphetamine had an approved NDA. Congress put it into Schedule III(a)(3). I am not aware of any drug with an approved
NDA that Congress originally put into Schedule 1.

Drugs with medical uses, but without approved NDA's also were placed by Congress into Schedules II, III, IV and V. For
example, cocaine was put into Schedule II(a)(4). Codeine combinations were put into Schedules I1I(d)(1) and V. Morphine
combinations were put into Schedule ITI(d)(8). Phenobarbital was put into Schedule IV(11). Barbiturates were put into Schedule
MI(b)(1). Amphetamines were put into Schedule ITI(a)(1).

The Court of Appeals for the First Circuit was correct when it decided in *10504 Grinspoon v. DEA, 828 F.2d 881 (1987) that
NDA approval is not the only method by which drugs can achieve Federal recognition as having medical uses. Congress put

both GRASE drugs and pre-1938-grandfathered drugs into Schedules II, I1I, IV and V of the CSA.

Drugs recognized under the FDCA for research use only, not for use in treatment, such as alphacetylmethadol and marijuana,
were placed by Congress into Schedule 1.

Unfortunately, Federal records are not complete enough to do a comprehensive mathematical mapping, tracing every drug in
the initial Controlled Substances Act schedules back to its legal status under the FDCA. Nevertheless, determining legislative
intent does not require mathematical certainty. Probability based on circumstantial evidence, on samplings, and on inductive
reasoning can suffice, especially when there is nowhere else to turn.

The pattern of initial scheduling of drugs in the Controlled Substance Act, viewed in light of the prior legal status of these
drugs under the FDCA, convinces me that Congress equated the term “currently accepted medical use in treatment in the United
States” as used in the Controlled Substances Act with the core FDCA standards for acceptance of drugs for medical use.

This is not to say that every FDCA requirement for GRASE status, or for NDA approval, is pertinent to scheduling
determinations under the Controlled Substances Act. There are differences. But the core FDCA criteria appear to have guided

the Congress in the decisions it made concerning the initial scheduling of drugs in the Act.

These same core FDCA criteria served as the basis for an eight-point test used by my predecessor as Administrator to describe
drugs with currently accepted medical uses. 54 FR 53783 (December 29, 1989):

1. Scientifically determined and accepted knowledge of its chemistry;

2. The toxicology and pharmacology of the substance in animals;

3. Establishment of its effectiveness in humans through scientifically designed clinical trials;

4. General availability of the substance and information regarding the substance and its use;

5. Recognition of its clinical use in generally accepted pharmacopeia, medical references, jounals or textbooks;
6. Specific indications for the treatment 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.
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Some uncertainty remains over the precise meaning and application of parts of this test. Therefore, the Court of Appeals for
the District of Columbia Circuit remanded these proceedings for a further explanation. In addition to addressing those parts
of the test that concerned the Court of Appeals, it would be useful to clarify the entire test, pinpoint its origins, and identify
which elements are both necessary and sufficient to establish a prima facie case of currently accepted medical use. This is not
an effort to change the substantive law. The statutory meaning of currently accepted medical use remains the same as enacted
by Congress in 1970. My purpose simply is to clarify this Agency's understanding of the law.

A. The Drug's Chemistry Must Be Known and Reproducible

The ability to recreate a drug in standardized dosages is fundamental to testing that drug and to using it as a medicine.
Knowing the composition, properties, methods of production, and methods of analysis of a drug is essential to reproducing it in
standardized dosages. To be GRASE or to receive NDA approval, a drug's chemistry must be known and reproducible. See e.q.,
21 CFR 314.50(d)(1) and 314.126(b)(7)(d); Dorovic v. Richardson, 749 F.2d 242, 251 (7th Cir. 1973). The listing of a drug in
a current edition of one of the official compendia normally satisfies this requirement. 21 U.S.C. 321(j); 21 CFR 314.50(d)(1).

The first element of our eight-point test, namely, “scientifically determined and acccepted knowledge of its chemistry,” should
be clarified to read:

The substance's chemistry must be scientifically established to permit it to be reproduced into dosages which can be standardized.
The listing of the substance in a current edition of one of the official compendia, as defined by section 201(j) of the Food, Drug
and Cosmetic Act, 21 U.S.C. 321(j), is sufficient generally to meet this requirement.

Acceptance of this knowledge will be discussed elsewhere.

B. There Must Be Adequate Safety Studies

No drug can be considered safe in the abstract. Safety has meaning only when judged against the intended use of the drug, its
known effectiveness, its known and potential risks, the severity of the illness to be treated, and the availability of alternative
therapies. Hess & Clark Division of Rhodia, Inc. v. FDA, 495 F.2d 975, 993 (D.C. Cir. 1974). To know the risks, there must be
adequate studies, by all methods reasonably applicable, to show the pharmacological and toxicological effects of the drug. 21
CFR 314.125(b)(2). This includes animal studies and clinical trials in large numbers of humans. 21 CFR 312.21. The studies
need not be well-controlled, but they must be adequate. Edison Pharmaceuticals Co. v. FDA, 600 F.2d 831 (D.C. Cir. 1979). Short
term (acute) studies of a drug intended to treat long-term (chronic) illnesses, such as glaucoma or MS, are clearly inadequate.
United States v. Naremco, Inc., 553 F.2d 1138, 1143 (8th Cir. 1977). The second element of our eight-point test, namely, “the
toxicology and pharmacology of the substance in animals,” should be clarified as follows:

There must be adequate pharmacological and toxicological studies, done by all methods reasonably applicable, on the basis of
which it could fairly and responsibly be concluded, by experts qualified by scientific training and experience to evaluate the
safety and effectiveness of drugs, that the substance is safe for treating a specific, recognized disorder.

It must be emphasized that while the existence of adequate safety tests is a separate analytical question, the ultimate
determination of whether a drug is safe for a specific use is not a distinct issue. Safety and effectiveness are inextricably linked
in a risks-benefits calculation. A determination that a drug is ineffective is tantamount to a determination that it is unsafe. United
States v. Rutherford, 442 U.S. 544 (1970).

The scheduling criteria of the Controlled Substances Act appear to treat the lack of medical use and lack of safety as separate
considerations. Prior rulings of this Agency purported to treat safety as a distinct factor. 53 FR 5156 (February 22, 1988). In
retrospect, this is inconsistent with scientific reality. Safety cannot be treated as a separate analytical question.
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Marijuana Scheduling Petition; Denial of Petition; Remand, 57 FR 10499-02

C. There Must Be Adequate and Well-Controlled Studies Proving Efficacy

Since 1962, Congress has prohibited the FDA to approve an NDA unless the applicant submits adequate, well-contolled, well-
designed, well-conducted, and well-documented studies, performed by qualified investigators, which prove the efficacy of a
drug for its intended use. 21 U.S.C. 355(d); 21 CFR 314.126. Similarly, a drug cannot be considered GRASE unless it is
supported by this same quantity and quality of scienfitic proof. 21 CFR 314.200(e)(i); Weinberger v. Hynson, Etc., 412 U.S.
609, 629 (1973).

*10505 Studies involving related, but not identical, drugs are irrelevant. United States v. Articles of Food & Drug, 518 F.2d
743, 747 (5th Cir. 1975). Studies involving the same drug combined with other drugs are irrelevant. United States v. Articles of
Drug * * * Promise Toothpaste, 826 F.2d 564, 570 (7th Cir. 1987). Incomplete studies are insufficient. United States v. Articles
of Food & Drug, supra. Uncontrolled studies are insufficient. 21 U.S.C. 355(d); Cooper Labs v. FDA, 501 F.2d 772, 778 (D.C.
Cir. 1974). Statistically insignificant studies are insufficient. 21 CFR 312.21, 314.50(d)(6) and 314.126(b)(7). Poorly designed
studies are insufficient. 21 CFR 314.126(b)(2). Poorly conducted studies are insufficient. 21 CFR part 58—Good Laboratory
Practices. Poorly documented studies are insufficient. 21 CFR 312.58 and 314.200(e)(4). Studies by investigators who are
not qualified, both to conduct and to evaluate them are insufficient. 21 U.S.C. 355(d). Moreover, since scientific reliability
requires a double examination with similar results, one valid study is insufficient. There must be two or more valid studies
which corroborate each other. See 1 J. O'Reilley “Food and Drug Administration” 13-55 n.12 (1985).

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. 21 CFR 314.126(e); Weingerger
v. Hynson, Etc., 412 U.S. 609, 630 (1973).

Element three of our eight-point test, namely, “establishment of its effectiveness in humans through scientifically designed
clinical trials,” should be restated as:

There must be adequate, well-controlled, well-designed, well-conducted and well-documented studies, including clinical
investigations, by experts qualified by scientific training and experience to evaluate the safety and effectiveness of drugs, on
the basis of which it could fairly and responsibly be concluded by such experts that the substance will have the intended effect
in treating a specific, recognized disorder.

D. Acceptance by Qualified Experts Is Required

The opinions of lay persons are totally irrelevant to whether a drug is GRASE or meets NDA requirements. The observations
and opinions of medical practioners who are not experts in evaluating drugs also are irrelevant to whether a drug is GRASE or
meets NDA requirements. Weinberger v. Hynson, Etc., 412 U.S. 609, 619 (1973). By explicit requirements in the FDCA since
1938, the only body of opinion that counts is that of experts qualified by scientific training and experience to evaluate the safety
and effectiveness of drugs. 21 U.S.C. 321 (p) and (w).

From this, one would conclude that expert acceptance of a drug as safe and effective for its intended use is essential to a drug
having a currently accepted medical use under the CSA. How widespread must this expert acceptance be?

To be GRASE, a drug must be “generally recognized” among experts as safe and effective for its intended use. The drug must
be known or familiar to the national community of relevant experts. United States v. Articles of Drug* * * Furestrol Vaginal
Suppositories, 294 F. Supp. 1307, 1309 (N.D. Ga. 1968) aff'd, 415 F.2d 390 (5th Cir. 1969). To determine if a drug is known
to the community of experts, courts have looked to whether there is widely available scientific literature about the drug, Premo
Pharmaceutical Laboratories, Inc. v. United States, 629 F.2d 795, 803 (2d Cir. 1980), whether it is widely taught in medical
schools, Lemmon Pharmaceuticals Co. v. Richardson, 319 F. Sup. 375, 378 (E.D. Pa. 1970), and whether it is widely discussed
by experts. United States v. Bentex Ulcerine, 469 F. 2d 875, 880 (5th Cir. 1972).
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The recognition of a drug as GRASE need not be universal. General recognition is sufficient. United States v. 41 Cartons* *
*Ferro-Lac, 420 F.2d 1126, 1132 (5th Cir. 1970). The Supreme Court has interpreted this to mean a consensus of experts is
familiar with and accepts a drug as safe and effective. Weinberger v. Hynson, Etc., 412 U.S. 609, 629 (1973). However, if there
is a serious dispute among the experts, a drug cannot be considered GRASE. United States v. An Article of Food***Coco Rico,
752 F.2d 11, 15 (1st Cir. 1985); Merrit Corp. v. Folsom, 165 F. Supp. 418, 421 (D.D.C. 1958).

During the NDA process, the FDA may reach out to the expert community for its views. 21 CFR 314.103(c)(3). The FDA need
not determine that a drug is generally known and accepted by the expert community. Nor must the FDA develop a consensus
of opinion among outside experts. The FDA has both the experts and the statutory mandate to resolve conflicts over the safety
and efficacy of new drugs. Weinberger v. Bentex Pharmaceuticals, Inc., 412 U.S.C 638, 653 (1973).

In drafting the Controlled Substances Act, Congress appears to have accommodated, rather than chosen from these different
FDCA standards. Clearly, the Controlled Substances Act does not authorize the Attorney General, nor by delegation the DEA
Administrator, to make the ultimate medical and policy decision as to whether a drug should be used as medicine. Instead, he is
limited to determing whether others accept a drug for medical use. Any other construction would have the efect of reading the
word “accepted” out of the statutory standard. Since Congress recognized NDA-approved drugs as having currently accepted
medical uses, without any need for a national consensus of experts, FDA acceptance of a drug through the NDA process would
seem to satisfy the Controlled Substances Act. And, since Congress recognized GRASE drugs as having currently accepted
medical uses, without the need for NDA approval, acceptance of a drug by a national consensus of experts also would seem
to satisfy the Act.

When a drug lacks NDA approval and is not accepted by a consensus of experts outside FDA, it cannot be found by the Attorney
General or his delegate to have a currently accepted medical use. To do so would require the Attorney Genral to resolve complex
scientific and medical disputes among experts, to decide the ultimate medical policy question, rather than merely determine
whether the drug is accepted by others.

Because the recognition of a drug by non-experts is irrelevant to GRASE status, to NDA approval, and to currently accepted
medical use under the Controlled Substances Act, points seven and eight of our eight-point test should be combined and restated
as follows:

The drug has a New Drug Application (NDA) approved by the Food and Drug Administration pursuant to the Food, Drug
and Cosmetic Act, 21 U.S.C. 355. Or, a consensus of the national community of experts, qualified by scientific training and
experience to evaluate the safety and effectiveness of drugs, accepts the safety and effectiveness of the substance for use in
treating a specific, recognized disorder. A material conflict of opinion among experts precludes a finding of consensus.

This restatement also incorporates the component of part one of our eight-point test concerning “accepted knowledge of its
chemistry.”

E. The Scientific Evidence Must Be Widely Available

Nothing in the FDCA, nor in FDA's regulations, requires that scientific evidence supporting an NDA be published. This stems
from the fact that a consensus of experts outside FDA is *10506 not required for NDA approval. In contrast, most courts have
held that a drug cannot be considered GRASE unless the supporting scientific evidence appears in the published scientific and
medical literature. Without published studies, it would be difficult for the community of experts outside FDA to develop an
informed acceptance of a drug for medical use. Cooper Labs Inc. v. FDA, 501 F.2d 772, 786 (D.C. Cir. 1974).

Point four of the eight-point test focuses, in part, on the “general availability of information regarding the substance and its
use.” This should be clarified to read:


http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=1970116351&pubNum=350&originatingDoc=I84BA34A033AF11DAAECA8D28B8108CB8&refType=RP&fi=co_pp_sp_350_1132&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_350_1132
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=1970116351&pubNum=350&originatingDoc=I84BA34A033AF11DAAECA8D28B8108CB8&refType=RP&fi=co_pp_sp_350_1132&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_350_1132
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=1970116351&pubNum=350&originatingDoc=I84BA34A033AF11DAAECA8D28B8108CB8&refType=RP&fi=co_pp_sp_350_1132&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_350_1132
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=1970116351&pubNum=350&originatingDoc=I84BA34A033AF11DAAECA8D28B8108CB8&refType=RP&fi=co_pp_sp_350_1132&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_350_1132
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=1973126429&pubNum=780&originatingDoc=I84BA34A033AF11DAAECA8D28B8108CB8&refType=RP&fi=co_pp_sp_780_629&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_780_629
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=1973126429&pubNum=780&originatingDoc=I84BA34A033AF11DAAECA8D28B8108CB8&refType=RP&fi=co_pp_sp_780_629&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_780_629
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=1985103430&pubNum=350&originatingDoc=I84BA34A033AF11DAAECA8D28B8108CB8&refType=RP&fi=co_pp_sp_350_15&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_350_15
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=1985103430&pubNum=350&originatingDoc=I84BA34A033AF11DAAECA8D28B8108CB8&refType=RP&fi=co_pp_sp_350_15&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_350_15
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=1985103430&pubNum=350&originatingDoc=I84BA34A033AF11DAAECA8D28B8108CB8&refType=RP&fi=co_pp_sp_350_15&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_350_15
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=1985103430&pubNum=350&originatingDoc=I84BA34A033AF11DAAECA8D28B8108CB8&refType=RP&fi=co_pp_sp_350_15&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_350_15
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=1958109280&pubNum=345&originatingDoc=I84BA34A033AF11DAAECA8D28B8108CB8&refType=RP&fi=co_pp_sp_345_421&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_345_421
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=1958109280&pubNum=345&originatingDoc=I84BA34A033AF11DAAECA8D28B8108CB8&refType=RP&fi=co_pp_sp_345_421&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_345_421
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000547&cite=21CFRS314.103&originatingDoc=I84BA34A033AF11DAAECA8D28B8108CB8&refType=SP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_b1b5000051ac5
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000547&cite=21CFRS314.103&originatingDoc=I84BA34A033AF11DAAECA8D28B8108CB8&refType=SP&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_b1b5000051ac5
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=21USCAS355&originatingDoc=I84BA34A033AF11DAAECA8D28B8108CB8&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)
http://www.westlaw.com/Link/Document/FullText?findType=L&pubNum=1000546&cite=21USCAS355&originatingDoc=I84BA34A033AF11DAAECA8D28B8108CB8&refType=LQ&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=1974111665&pubNum=350&originatingDoc=I84BA34A033AF11DAAECA8D28B8108CB8&refType=RP&fi=co_pp_sp_350_786&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_350_786
http://www.westlaw.com/Link/Document/FullText?findType=Y&serNum=1974111665&pubNum=350&originatingDoc=I84BA34A033AF11DAAECA8D28B8108CB8&refType=RP&fi=co_pp_sp_350_786&originationContext=document&vr=3.0&rs=cblt1.0&transitionType=DocumentItem&contextData=(sc.UserEnteredCitation)#co_pp_sp_350_786

(1Uz/7 01 L491)
Case: 20-71433, 09/29/2020, ID: 11841671, DktEntry: 19-4, Page 270 of 286

Marijuana Scheduling Petition; Denial of Petition; Remand, 57 FR 10499-02

In the absence of NDA approval, information concerning the chemistry, pharmacology, toxicology and effectiveness of the
substance must be reported, published, or otherwise widely available, in sufficient detail to permit experts, qualified by scientific
training and experience to evaluate the safety and effectiveness of drugs, to fairly and responsibly conclude the substance is
safe and effective for use in treating a specific, recognized disorder.

FE. General Availability of a Drug Is Irrelevant

The second component of point four of the eight--point test involves the “general availability of the substance” for use in
treatment. The second component of point eight focuses on “use of the substance by a substantial segment of the medical
practitioners in the United States.” These elements justifiably concerned the Court of Appeals, leading to the remand in this case.

Under the FDCA, a human GRASE drug must have a material history of past use in treatment in the United States. 21 U.S.C.
321(p)(2) (which has * * * otherwise than in such investigations, been used to a material extent or a material time); Weinberger
v. Hynson, Etc., 412 U.S. 609, 631 (1973). Rigorous scientific proofs and current unanimous acceptance by the medical and
scientific community are not enough for a human drug to be GRASE. Tri-Bio Labs, Inc. v. United States, 836 F.2d 135, 142
n.8 (3d Cir. 1987). The general availability of a drug for use in treatment is a factor courts have considered to determine if a
human drug is GRASE.

In contrast, a drug can achieve current acceptance for human medical use through the NDA process without a past history of use
in treatment. Also, animal drugs can become accepted as GRASE without any past history of medical use. Given this conflict
in FDCA standards, which did Congress choose when drafting the CSA?

As the Court of Appeals points out, requiring a material history of past use in treatment before recognizing a drug as having
a currently accepted medical use, would permanently freeze all Schedule I drugs into Schedule 1. 930 F.2d at 940. Clearly,
Congress did not intend this result. Moreover, the use of the word “currently” before the term “accepted medical use” would
indicate Congress rejected the human GRASE requirement of past material use in treatment. I conclude that the general
availability of a drug is irrelevant to whether it has a currently accepted medical use in treatment within the meaning of the
Controlled Substances Act.

G. Recognition in Generally Accepted Texts Is Irrelevant

Point five of the eight-point test deals with “recognition of its clinical use in generally accepted pharmacopeia, medical
references, journals or textbooks.” The listing of a drug in an official compendium is sufficient to show its chemistry is
scientifically established. This appears in my clarification to point one. The requirement that information concerning the
chemistry, pharmacology, toxicology and effectiveness of the substance be reported, published or otherwise widely available,
is explained adequately in revised point four. To the extent the scheduling of a drug directly influences its recognition in
publications, this element is subject to the same criticism identified by the Court of Appeals concerning point four. Therefore,
this should not be treated as a distinct requirement.

H. Specific, Recognized Disorders Are the Referent

It is impossible to judge the safety and effectiveness of a drug except in relation to a specific intended use. A drug cannot
obtain NDA approval or GRASE status except in relation to the treatment of a specific, recognized disorder. This is an essential
aspect of whether a drug has currently accepted medical use. Rather than standing alone, this requirement will be more clearly
understood by incorporating it into the other critical elements.

To summarize, the five necessary elements of a drug with currently accepted medical use in treatment in the United States are:

(i) The Drug's Chemistry Must Be Known and Reproducible
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The substance's chemistry must be scientifically established to permit it to be reproduced into dosages which can be standardized.
The listing of the substance in a current edition of one of the official compendia, as defined by section 201(j) of the Food, Drug
and Cosmetic Act, 21 U.S.C. 321(j), is sufficient generally to meet this requirement.

(ii) There Must Be Adequate Safety Studies

There must be adequate pharmacological and toxicological studies done by all methods reasonably applicable on the basis of
which it could fairly and responsibly be concluded, by experts qualified by scientific training and experience to evaluate the
safety and effectiveness of drugs, that the substance is safe for treating a specific, recognized disorder.

(iii) There Must Be Adequate and Well-Controlled Studies Proving Efficacy

There must be adequate, well-controlled, well-designed, well-conducted and well-documented studies, including clinical
investigations, by experts qualified by scientific training and experience to evaluate the safety and effectiveness of drugs on
the basis of which it could fairly and responsibly be concluded by such experts, that the substance will have its intended effect
in treating a specific, recognized disorder.

(iv) The Drug Must Be Accepted by Qualified Experts

The drug must have a New Drug Application (NDA) approved by the Food and Drug Administration, pursuant to the Food,
Drug and Cosmetic Act. 21 U.S.C. 355. Or, a consensus of the national community of experts, qualified by scientific training
and experience to evaluate the safety and effectivenss of drugs, must accept the safety and effectiveness of the substance of use
in treating a specific, recognized disorder. A material conflict of opinion among experts precludes a finding of consensus.

(v) The Scientific Evidence Must Be Widely Available

In the absence of NDA approval, information concerning the chemistry, pharmacology, toxicology and effectiveness of the
substance must be reported, published, or otherwise widely available in sufficient detail to permit experts, qualified by scientific
training and experience to evaluate the safety and effectiveness of drugs, to fairly and responsibly conclude the substance is
safe and effective for use in treating a specific, recognized disorder.

Together these five elements constitute prima facie evidence that a drug has currently accepted medical use in treatment in the
United States. In the interest of total clarity, let me emphasize those proofs that are irrelevant to the determination of currently
accepted medical use, and that will not be considered by the Administrator:

(i) Isolated case reports;

(i) Clinical impressions of practitioners;

(iii) Opinions of persons not qualified by scientific training and experience to evaluate the safety and effectiveness of the
substance at issue;

(iv) Studies or reports so lacking in detail as to preclude responsible scientific evaluation;
*10507 (v) Studies or reports involving drug substances other than the precise substance at issue;
(vi) Studies or reports involving the substance at issue combined with other drug substances;

(vii) Studies conducted by persons not qualified by scientific training and experience to evaluate the safety and effectivness
of the substance at issue;
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(viii) Opinions of experts based entirely on unrevealed or unspecified information;

(ix) Opinions of experts based entirely on theoretical evaluations of safety or effectiveness.

Bad Medicine By Any Standard

My predecessor as DEA Adminstrator developed and relied upon an eight-point test to determine whether marijuana has
accepted medical uses. 54 FR 53783 (December 29, 1989):

1. Scientifically determined and accepted knowledge of its chemistry;

2. the toxicology and pharmacology of the substance in animals;

3. Establishment of its effectiveness in humans through scientifically designed clinical trials;

4. General availability of the substance and information regarding the substance and its use;

5. Recognition of its clincial use in generally accepted pharmacopeia, medical references, journals or textbooks;

6. Specific indications for the treatment 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.

The Court of Appeals remanded the decision of my predecessor for clarification of what role factors (4), (5) and (8) of the initial
eight-point test played in his reasoning. For ease of discussion, these factors can be divided as follows:

(4)(a) General availability of the substance * * *;

(4)(b) General availability of * * * information regarding the substance and its use;

(5) Recognition of its clinical use in generally accepted pharmacopeia, medical references, journals or textbooks;

(8)(a) Recognition * * * of the substance by a substantial segment of the medical practitioners in the United States; and

(8)(b) (U)use of the substance by a substantial segment of the medical practitioners in the United States.

I have found no evidence indicating initial factors (4)(a) or (8)(b) played any role in my predecessor's decision. In light of
my understanding of the legal standard involved, these factors are irrelevant to whether marijuana has a currently accepted
medical use.

My predecessor emphasized the lack of scientific evidence of marijuana's effectiveness, and the limited data available on its
risks, as reflected in the published scientific studies. He also emphasized the importance of this data to the conclusions reached
by experts concerning the drug. 54 FR 53783. I take this to mean that, under initial factor (4)(b), he believed the information

available to experts is insufficient for them responsibly and fairly to conclude the marijuana is safe and effective for use as
medicine.
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Marijuana is not recognized as medicine in generally accepted pharmacopeia, medical references and textbooks, as noted by my
predecessor. 54 FR 53784. I take this to mean, under initial factor (5), that he determined that marijuana's chemistry is neither
known, nor reproducible, as evidenced by its absence from the official pharmacopeia. Finally, my predecessor concluded, under
initial factor (8)(a), that the vast majority of physicians does not accept marijuana as having medical use. 54 FR 53784. Along
the way, he found that highly respected oncologists and antiemetic researchers reject marijuana for use in controlling nausea
and vomiting, 54 FR 53777, that experts experienced in researching glaucoma medications reject marijuana for use in treating
glaucoma, 54 FR 53779, and that noted neurologists who specialize in treating and conducting research in spasticity reject
marijuana for use by MS patients, 54 FR 53780. I take this to mean my predecessor found no national consensus of qualified
experts accepts marijuana's value as medicine.

Certainly I cannot know my predecessor's unstated reasoning. However, I have reviewed the entire record de novo, and I am
convinced that his application of the initial eight-point test to this record correctly resulted in the conclusion that marijuana has
no currently accepted medical use in treatment in the United States. Therefore, I adopt in their entirety the findings of facts and
conclusions of law reached by the former Administrator in his final order of December 21, 1989, 54 FR 53767.

Pursuant to the remand of the Court of Appeals, I have condensed and clarified the initial standard into a five-point test. My
application of the refined, five-point test to this record is set out briefly below.

First, marijuana's chemistry is neither fully known, nor reproducible. Thus far, over 400 different chemicals have been identified
in the plant. The proportions and concentrations differ from plant to plant, depending on growing conditions, age of the plant,
harvesting and storage factors. THC levels can vary from less than 0.2% to over 10%. It is not known how smoking or burning
the plant material affects the composition of all these chemicals. It is not possible to reproduce the drug in dosages which can
be considered standardized by any currently accepted scientific criteria. Marijuana is not recognized in any current edition of
the official compendia. 21 U.S.C. 321(j).

Second, adequate safety studies have not been done. All reasonably applicable pharmacological and toxicological studies
have not been carried out. Most of the chronic animal studies have been conducted with oral or intravenous THC, not with
marijuana. Pharmacological data on marijuana's bioavailability, metabolic pathways and pharmacokinetics in inadequate.
Studies in humans are too small and too few. Sophisticated epidemiological studies of marijuana use in large populations are
required, similar to those done for tobacco use. Far too many questions remain unknown for experts fairly and responsibly to
conclude marijuana is safe for any use.

Third, there are no adequate, well-controlled scientific studies proving marijuana is effective for anything.

Fourth, marijuana is not accepted for medical use in treatment by even a respectable minority, much less a consenus, of experts
trained to evaluate drugs. The FDA's expert drug evaluators have rejected marijuana for medical use. No NDA has been approved
by FDA for marijuana. The testimony of nationally recognized experts overwhelmingly rejects marijuana as medicine, compared
to the scientifically empty testimony of the psychiatrists, a wellness counselor and general practitioners presented by NORML.

Fifth, given my conclusions on points one, two and three, it follows that the published scientific evidence is not adequate to
permit experts to fairly and responsibly conclude that marijuana is safe and effective for use in humans.

A failure to meet just one of the five points precludes a drug from having a currently accepted medical use. Marijuana fails
all five points of the test.

NORML has argued, unsuccessfully, that the legal standard for currently accepted medical use should be whether a respectable
minority of physicians accepts the drug. The key to this medical malpractice defense is that the minority opinion must be
recognized as respectable, as competent, by members of the profession.
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In the absence of reliable evidence adequately establishing marijuana's chemistry, pharmacology, toxicology and effectiveness,
no responsible physician could conclude that marijuana *10508 is safe and effective for medical use. To quote Doctor Kenneth
P. Johnson, Chairman of the Department of Neurology at the University of Maryland, and the author of over 100 scientific and
medical articles on MS: “To conclude that marijuana is therapeutically effective without conducting rigorous testing would be
professionally irresponsible.”

By any modern scientific standard, marijuana is no medicine.

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), the Administrator hereby orders that marijuana remain in Schedule I as listed in 21 CFR 1308.11(d)(14).

Dated: March 18, 1992.

Robert C. Bonner,

Administrator.

(FR Doc. 92-6714 Filed 3-25-92; 8:45 am)

BILLING CODE 4410-09-M
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Opinion

JUDGMENT

This cause came on to be heard on a petition for review
of an order of the Drug Enforcement Administration,
briefs and other pleadings, including a motion for partial
remand, were filed by the parties, and the case was
called for oral argument. Counsel for the parties were
asked to address the Court as to the present status of
this case and did so. In view of respondents' motion for
partial remand of this case to the Drug Enforcement
Administration, this Court finds, sua sponte, that
reconsideration of all the issues in this case would be
appropriate. Upon consideration of the foregoing, it is

ORDERED AND ADJUDGED, by this Court, that this
case be remanded in its entirety to the Drug
Enforcement Administration. It is

FURTHER ORDERED, that the Drug Enforcement
Administration refer all the substances at issue to the
Department of Health and Human Resources for that
Department's scientific and medical findings and
recommendations on scheduling, [*2] as provided by
21 U.S.C. § 811(b) (1976). These proceedings shall
take into account new evidence concerning medical use
of the substances at issue, and shall be consistent with
both this order and the prior decisions of this Court in
National Organization for the Reform of Marijuana Laws
v. Drug Enforcement Administration, 182 U.S. App. D.C.
114, 559 F.2d 735 (D.C. Cir. 1977), and National
Organization for the Reform of Marijuana Laws V.
Ingersoll, 162 U.S. App. D.C. 67, 497 F.2d 654 (D.C.
Cir. 1974). We regrettably find it necessary to remind
respondents of an agency's obligation on remand not to
"do anything which is contrary to either the letter or spirit
of the mandate construed in the light of the opinion of
[the] court deciding the case." City of Cleveland v.
Federal Power Commission, 182 U.S. App. D.C. 346,
561 F.2d 344, 346 (D.C. Cir. 1977) (quoting Yablonski v.
UMW, 147 U.S. App. D.C. 193, 454 F.2d 1036, 1038
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(D.C. Cir. 1971), cert. denied, 406 U.S. 906, 31 L. Ed.
2d 816, 92 S. Ct. 1609 (1972).

Per Curiam

For the Court

End of Document

Matt Zorn
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(Slip Opinion)

Licensing Marijuana Cultivation in Compliance
with the Single Convention on Narcotic Drugs

Under the Controlled Substances Act, the Drug Enforcement Administration may register
an applicant to cultivate marijuana only if the registration scheme is consistent with
the Single Convention on Narcotic Drugs. To comply with the Single Convention,
DEA’s licensing framework must provide for a system in which DEA or its legal agent
has physical possession and ownership over the cultivated marijuana and assumes con-
trol of the distribution of marijuana no later than four months after harvesting.

June 6, 2018

MEMORANDUM OPINION FOR THE ACTING CHIEF COUNSEL
DRUG ENFORCEMENT ADMINISTRATION

Under the Controlled Substances Act, the Attorney General is author-
ized to license marijuana cultivation if he determines that it would be
“consistent with the public interest and with United States obligations
under international treaties, conventions, or protocols in effect on May 1,
1971.” 21 U.S.C. § 823(a). Such obligations include those under the
Single Convention on Narcotic Drugs (“Single Convention”), Mar. 30,
1961, 18 U.S.T. 1407. As relevant here, the Single Convention requires
parties either to prohibit marijuana cultivation altogether or, if they permit
cultivation, to establish “a single government agency” to oversee marijua-
na growers and generally to monopolize the wholesale trade in the mari-
juana crop. Id. arts. 22, 23(3), 28(1). That single agency must strictly
regulate any lawful cultivation of marijuana by, among other things, “pur-
chas[ing] and tak[ing] physical possession of [the] crops as soon as possi-
ble, but not later than four months after the end of the harvest.” Id. art.
23(2)(d).

This opinion considers whether the Drug Enforcement Administration
(“DEA”), which exercises the Attorney General’s licensing authority,
must alter existing licensing practices to comply with the Single Conven-
tion. At present, DEA does not purchase or take physical possession of
lawfully grown marijuana at any point in the distribution process. Instead,
the only currently licensed marijuana cultivator grows and distributes the
marijuana itself pursuant to a contract with, and under the supervision of,
the National Institute on Drug Abuse (“NIDA”), a component of the
Department of Health and Human Services’ National Institutes of Health.
In 2016, DEA revised this process and announced that it would increase
the number of licensees and supervise the additional growers itself.

1
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See Applications To Become Registered Under the Controlled Substances
Act To Manufacture Marijuana To Supply Researchers in the United
States, 81 Fed. Reg. 53,846, 53,848 (Aug. 12, 2016) (“Applications To
Manufacture Marijuana™). Under the new policy, DEA would not pur-
chase or possess the marijuana before licensees distributed it to govern-
ment-approved researchers. Several entities have applied for licenses
under the new policy, but no applications have been approved.

We conclude that DEA must change its current practices and the policy
it announced in 2016 to comply with the Single Convention. DEA must
adopt a framework in which it purchases and takes possession of the
entire marijuana crop of each licensee after the crop is harvested. In
addition, DEA must generally monopolize the import, export, wholesale
trade, and stock maintenance of lawfully grown marijuana.t There may
well be more than one way to satisfy those obligations under the Single
Convention, but the federal government may not license the cultivation of
marijuana without complying with the minimum requirements of that
agreement.

The Single Convention entered into force for the United States on June
24,1967, after the Senate had given its advice and consent to the United
States’ accession. See Single Convention, 18 U.S.T. 1407. The Conven-
tion requires parties to impose stringent controls on the cultivation, manu-
facture, and distribution of narcotic drugs, including “cannabis,” which it
defines as “the flowering or fruiting tops of the cannabis plant (excluding
the seeds and leaves when not accompanied by the tops) from which the

1 In preparing this opinion, we considered the views of DEA, the Office of the General
Counsel of the Department of Health and Human Services, and the Department of State’s
Office of the Legal Adviser. See Applications To Manufacture Marijuana, 81 Fed. Reg. at
53,846-48 (discussing requirements of the Single Convention applicable to licensing
marijuana cultivation); Lyle E. Craker, PhD, 76 Fed. Reg. 51,403, 51,409-11 (DEA Aug.
18, 2011) (same); Lyle E. Craker, 74 Fed. Reg. 2101, 2114-18 (DEA Jan. 14, 2009)
(same); Memorandum for Steven A. Engel, Assistant Attorney General, Office of Legal
Counsel, from Matthew S. Bowman, Deputy General Counsel, Department of Health and
Human Services (Apr. 13,2018) (“HHS Mem.”); Office of Law Enforcement and Intelli-
gence and Office of Treaty Affairs, Single Convention Analysis (Jan. 29, 2018) (“State
Mem.”); Letter for Steven A. Engel, Assistant Attorney General, Office of Legal Counsel,
from Jennifer G. Newstead, Legal Adviser, Department of State (Apr. 17, 2018) (“State
Supp. Mem.”).
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resin has not been extracted, by whatever name they may be designated.”
Single Convention art. 1(1)(b). Parties must, among other things, establish
guotas on the import and manufacture of cannabis, generally prohibit the
possession of cannabis, and adopt penal provisions making violations of
those controls punishable offenses. Id. arts. 21, 33, 36.

Article 28 of the Single Convention requires that any lawful cultivation
of the cannabis plant be subject to the same system of strict controls “as
provided in article 23 respecting the control of the opium poppy.” Id. art.
28. The cross-referenced provisions in Article 23 provide as follows:

1. 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 (hereafter in this
article referred to as the Agency) to carry out the functions re-
quired under this article.

2. Each such Party shall apply the following provisions to the culti-
vation of the opium poppy for the production of opium and to
opium:

a. The Agency shall designate the area in which, and the plots of
land on which, cultivation of the opium poppy for the purpose
of producing opium shall be permitted.

b. Only cultivators licensed by the Agency shall be authorized to
engage in such cultivation.

c. Each license shall specify the extent of the land on which the
cultivation is permitted.

d. All cultivators of the opium poppy shall be required to deliver
their total crops of opium to the Agency. The Agency shall pur-
chase and take physical possession of such crops as soon as
possible, but not later than four months after the end of the har-
vest.

e. The agency shall, in respect of opium, have the exclusive right
of importing, exporting, wholesale trading and maintaining
stocks other than those held by manufacturers of opium alka-
loids, medicinal opium, or opium preparations. Parties need not
extend this exclusive right to medicinal opium and opium prep-
arations.
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3. The governmental functions referred to in paragraph 2 shall be
discharged by a single government agency if the constitution of
the Party concerned permits it.

The agency’s “exclusive right[s]” over the harvested marijuana need not
extend to “medicinal” marijuana or marijuana “preparations,” but the
national cannabis agency must still purchase and take physical possession
of all marijuana grown for such purposes. Id. art. 23(2)(d)(e); see Report
of the International Narcotics Control Board for 2014, at 35 (Mar. 3,
2015) (“2014 INCB Report”); Secretary-General of the United Nations,
Commentary on the Single Convention on Narcotic Drugs, 1961, at 284,
314 (1973) (“Commentary”).?

Three years after the United States acceded to the Single Convention,
Congress in 1970 enacted the Controlled Substances Act (“CSA”™), 21
U.S.C. § 801 et seq., “a comprehensive statute designed to rationalize
federal control of dangerous drugs.” Nat’l Org. for Reform of Marijuana
Laws (NORML) v. DEA, 559 F.2d 735, 737 (D.C. Cir. 1977). “[ A] number
of the provisions of [the CSA] reflect Congress’ intent to comply with
the obligations imposed by the Single Convention.” Control of Papaver
Bracteatum, 1 Op. O.L.C. 93, 95 (1977); see, e.g., 21 U.S.C. §8 801(7),
811(d)(1), 958(a); see also S. Rep. No. 91-613, at 4 (1969) (“The United
States has international commitments to help control the worldwide drug
traffic. To honor those commitments, principally those established by
the Single Convention on Narcotic Drugs of 1961, is clearly a Federal
responsibility.”).

The CSA imposes strict controls on marijuana, which is defined to in-
clude “all parts of the plant Cannabis sativa L.” and all compounds and
derivatives thereof, with certain exceptions not relevant here. 21 U.S.C.
8 802(16). The statute classifies marijuana as a schedule I substance, the
most stringent classification available, reflecting a determination that
marijuana “has a high potential for abuse” and “no currently accepted
medical use.” 21 U.S.C. § 812(b); see Craker v. DEA, 714 F.3d 17, 19
(1st Cir. 2013); 21 C.F.R. § 1308.11. The CSA makes the unauthorized

2 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. Economic
and Social Council Resolution 1962/914(XXXIV)D (Aug. 3, 1962).

4
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possession, manufacture, and distribution of marijuana a crime punishable
by severe penalties. 21 U.S.C. 88 841, 844,

Although federal law recognizes no currently accepted medical use for
marijuana, see United States v. Oakland Cannabis Buyers’ Co-0p., 532
U.S. 483, 491 (2001), it does permit the cannabis plant to be cultivated
lawfully for research purposes pursuant to a DEA license. See 21 U.S.C.
88 822(a)(1), 823(a); 21 C.F.R. pt. 1301.2 Since its founding in 1973,
DEA has licensed only one such grower to supply researchers with mari-
juana—the National Center for Natural Products Research (‘“National
Center”), a division of the University of Mississippi. See Lyle E. Craker,
74 Fed. Reg. at 2104; Applications To Manufacture Marijuana, 81 Fed.
Reg. at 53,846. The National Center cultivates marijuana pursuant to a
contract administered by NIDA. Besides overseeing the cultivation of
marijuana, NIDA also plays a role in determining which researchers may
obtain marijuana for medical or scientific use. See 21 U.S.C. § 823(f);
Announcement of Revision to the Department of Health and Human
Services Guidance on Procedures for the Provision of Marijuana for
Medical Research as Published on May 21, 1999, 80 Fed. Reg. 35,960
(June 23, 2015).

The current contract between NIDA and the National Center, which
became effective on March 23, 2015, provides that the National Center
will, among other things, “cultivate and harvest, process, analyze, store,
and distribute cannabis . . . for research.” Award/Contract Issued by Nat’1
Inst. on Drug Abuse, to the University of Mississippi, Contract No.
HHSN271201500023C, at 4 (effective Mar. 23, 2015) (“2015 NIDA
Contract”). The National Center must also “[p]rovide an adequate DEA
approved storage facility” for the harvested cannabis and may ship it to
researchers only “as required by NIDA.” Id. at 17. All work under the
contract is to be “monitored” by the Government Contracting Officer’s
Representative, an employee at NIDA’s headquarters in Bethesda, Mary-
land. 1d. at 16, 34. The contract requires the NIDA representative to
monitor technical progress based on the National Center’s monthly pro-
gress reports, to evaluate the National Center’s work, to perform technical
evaluations and inspections of a sample of the marijuana shipped to
NIDA, and to assist in resolving technical problems. Id. at 17, 26, 34.

3 Sections 822(a) and 823(a) vest authority over registration for such licenses in the
Attorney General. Pursuant to 21 U.S.C. § 871(a), the Attorney General delegated this
function to DEA. 28 C.F.R. § 0.100(b).
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In 2016, in response to increasing public interest in marijuana research,
DEA announced a new policy reflecting its intention to increase the
number of federally authorized growers. See Applications To Manufacture
Marijuana, 81 Fed. Reg. at 53,846-48. Under the new policy, a grower, if
approved for a license, would “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 ap-
proval from DEA.” Id. at 53,848. NIDA would not be involved in moni-
toring the additional licensees. We understand that DEA has several
currently pending requests from entities that seek to register as marijuana
growers under that policy.

Under the CSA, DEA may register an applicant to cultivate marijuana
only if the registration scheme is consistent with the Single Convention.
We address whether DEA’s practices and policy for licensing marijuana
cultivation comply with the Single Convention and, if not, what changes
DEA must make to conform to the treaty.

A.

An international agreement has the force of domestic U.S. law if it
is self-executing or if Congress has implemented it by legislation. See
Medellin v. Texas, 552 U.S. 491, 504-05 (2008). Here, Congress has
executed the Single Convention in the CSA. In that Act, Congress provid-
ed that the Attorney General “shall” license the cultivation of marijuana
“if he determines that such registration is consistent with . . . United
States obligations under international treaties, conventions, or protocols
in effect on May 1, 1971.” 21 U.S.C. § 823(a).* The Attorney General is
thus required to determine that the licensing scheme is consistent with the
Single Convention before exercising his authority to register an applicant
to cultivate marijuana. See Control of Papaver Bracteatum, 1 Op. O.L.C.
at 99; Memorandum for John E. Ingersoll, Director, Bureau of Narcotics
and Dangerous Drugs, from Mary C. Lawton, Deputy Assistant Attorney
General, Office of Legal Counsel, Petition to Decontrol Marihuana—

4 The Single Convention was amended by a 1972 protocol, but the amendments are not
material to the obligations discussed in this opinion. See Protocol Amending the Single
Convention on Narcotic Drugs, Mar. 25, 1972, 26 U.S.T. 14309.

6
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Interpretation of Section 201 of the Controlled Substances Act of 1970,
at 4 (Aug. 21, 1972) (“[I]n making determinations as to the fitness of
registrants to receive licenses for manufacture or export and import of
controlled substances, the Attorney General is instructed to ensure con-
sistency ‘with United States obligations under international treaties.’”).

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. See Single Convention art.
23(2)(a)—(e). Under current regulations and practice, DEA satisfies the
first three requirements. The Convention specifies that the agency must
designate the land on which cannabis cultivation is permitted, limit culti-
vators to those licensed by the agency, and specify the extent of the land
on which cultivation is permitted. Id. art. 23(2)(a), (b), (c). Federal regula-
tions implement those requirements by mandating that a marijuana manu-
facturer obtain a DEA license annually for each physical location at which
marijuana is grown. 21 U.S.C. § 822(a)(1); 21 C.F.R 88 1301.11(a),
1301.12(a). DEA establishes annual production quotas for lawful mari-
juana cultivation, and it has exercised that authority by setting the annual
quotas for the National Center, the only entity ever registered by DEA to
grow marijuana to supply researchers in the United States. 21 U.S.C.
§826; 21 C.F.R. § 1303.11. DEA has ample authority under this frame-
work to specify the areas and circumstances under which a licensee may
cultivate marijuana and in fact satisfies the first three requirements of
Acrticle 23(2) of the Single Convention in registering applicants under the
CSA pursuant to those requirements.

Acrticle 23 of the Single Convention also imposes control requirements
beyond those currently carried out by DEA. Under Article 23(2)(d), “all
cultivators shall be required to deliver their total crops” to the agency, and
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 har-
vest.” Article 23(2)(e) requires the agency to “have the exclusive right of
importing, exporting, wholesale trading and maintaining stocks.” The
United States currently attempts to comply with those requirements
through NIDA’s contract with the National Center, under which NIDA’s
contracting officials supervise the National Center’s cultivation of marijua-
na and distribution of marijuana to researchers. Article 23’s final require-
ment, however, provides that the “governmental functions” in Article
23(2) must be “discharged by a single government agency if the constitu-
tion of the Party concerned permits it.” Single Convention art. 23(3).

7
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We conclude that the existing licensing framework departs from Article
23 in three respects. First, the division of responsibilities between DEA
and NIDA, a component of the Department of Health and Human Services
(“HHS”), contravenes Article 23(2)’s requirement that all Article 23
functions be carried out by a single government agency. Second, neither
of the two government agencies “take[s] physical possession” of the
marijuana grown by the National Center, as required by Article 23(2)(d).
Third, no federal agency exercises a monopoly over the wholesale trade in
marijuana, as required by Article 23(2)(e). We discuss each departure in
turn.

1.

Current practice diverges from the Single Convention’s requirement
that a single agency undertake each of the listed control functions unless
the constitution of the treaty party forbids it. As explained, DEA is re-
sponsible for the controls required by Article 23(2)(a), (b), and (c) be-
cause it effectively designates the area where marijuana cultivation is
permitted, limits cultivators to those licensed by the agency, and speci-
fies the extent of the land on which cultivation is permitted. NIDA, for
its part, attempts to satisfy the physical-possession and government-
monopoly-control requirements of Article 23(2)(d) and (e) by supervising
cultivation under its contract with the National Center. That division of
authority is contrary to Article 23(3), because nothing in the Constitution
would preclude the United States from discharging all of those controls
through one government agency.

DEA agrees that “the United States fails to adhere strictly” to the single
government agency provision because “both DEA and HHS carry out
certain functions set forth in article 23, paragraph 2.” Lyle E. Craker,
PhD, 76 Fed. Reg. at 51,409.° For the current framework to be in compli-

5 Members of Congress and the American Bar Association have also recognized that
the division of regulatory responsibilities among federal agencies fails to comply with the
Single Convention. See 129 Cong. Rec. 7434 (Mar. 24, 1983) (Rep. McKinney) (recog-
nizing that the current division of responsibilities is in “violation of the [S]ingle
[Clonvention” and introducing a bill that would create an “Office for the Supply of
Internationally Controlled Drugs” within the Department of Health and Human Services
to “comply[] with the [S]ingle [Clonvention on [N]arcotic [D]rugs”); Report No. 1 of the
Section of Administrative Law, 109 Ann. Rep A.B.A. 447, 482 (1984) (noting that the
Single Convention “requires that a single government agency license all domestic pro-

8
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ance with the single-agency requirement of the treaty, we would have to
view NIDA as performing the physical-possession and government-
monopoly functions on behalf of DEA. See State Mem. at 5. But we do
not believe that NIDA acts for DEA, and it is unlikely that DEA could
lawfully supervise NIDA in the performance of its functions. We are
aware of no statute that gives DEA that authority. And the President may
not delegate to DEA his constitutional authority to supervise NIDA in the
exercise of its statutory responsibilities. See Centralizing Border Control
Policy Under the Attorney General, 26 Op. O.L.C. 22, 24-25 (2002).

2.

We turn next to the requirement that the single government agency
“purchase and take physical possession” of the marijuana. Single Conven-
tion art. 23(2)(d). As noted above, NIDA contracts with, and partially
oversees, the cultivation of marijuana by the National Center, which is
licensed by DEA. But under that contractual arrangement, neither NIDA
nor DEA takes physical possession of the marijuana. Rather, the National
Center itself stores the marijuana on the premises of the University of
Mississippi and ships it to researchers approved by DEA. Neither NIDA
nor DEA accepts delivery of the harvested crops. That contractual ar-
rangement does not satisfy the United States’ obligations under Article
23(d). The contract at most results in a federal government agency’s hav-
ing constructive, rather than physical, possession of the marijuana crop.

a.

The Single Convention does not define “physical possession.” In con-
struing that term we should “begin with the text of the treaty and the
context in which the written words are used.” Water Splash, Inc. v. Men-
on, 137 S. Ct. 1504, 1508-09 (2017) (internal quotation marks omitted);
see also Restatement (Third) of the Foreign Relations Law of the United
States § 325(1) (Am. Law Inst. 1987) (“Restatement of Foreign Rela-
tions”) (“An international agreement is to be interpreted in good faith
according to the ordinary meaning to be given to its terms in their context
and in light of its object and purpose.”); Vienna Convention on the Law of

duce[r]s of marijuana, specify the particular plots of land on which it is to be grown, and
collect the crops of all domestic producers of marijuana” and that “at present the authority
to control marijuana production is split between” government agencies).

9
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Treaties art. 31(1), opened for signature May 23, 1969, 1155 U.N.T.S.
331(“Vienna Convention™) (similar).®

We think it evident from the treaty’s text and context that “physical
possession” requires growers licensed under the CSA to transfer the crops
to the physical, and not merely legal, control of the federal government.
Article 23(2)(d) says that “cultivators” must “deliver their total crops” to
the government—a clear indication that the treaty contemplates the physi-
cal transfer of control from one party to another. The Single Convention’s
Commentary reinforces that point in emphasizing that “the time between
the harvest and delivery of the crop should be as short as possible” and
recommending that parties “set a final date after which possession of
harvested [crops] by a private cultivator is in any event illegal and [the
crop] subject to confiscation.” Commentary at 283 (emphasis added). And
this understanding of the words used in the Single Convention is further
confirmed by the decisions of U.S. courts, which have consistently distin-
guished constructive possession from physical possession, with the latter
requiring direct physical control over the item in question.’

One might argue that NIDA, through its contract, satisfies the treaty
requirements of physical possession via the pervasive influence and
control NIDA exercises over the National Center’s cultivation operations.
See State Mem. at 5; State Supp. Mem. at 2. NIDA’s contract does pro-
vide that the National Center serves as “NIDA’s cannabis drug reposito-
ry.” 2015 NIDA Contract at 16. DEA regulations also include detailed
specifications for the material, size, and accessibility of the storage facili-
ty. See 21 C.F.R. 8§ 1301.71-1301.76. The contract further specifies
particular temperatures for the storage facility and notes that “[1Jocal DEA
agents will determine the exact type of security required.” 2015 NIDA

6 The United States is not a party to the Vienna Convention, but this Office has relied
on Article 31 as generally reflecting customary international law and practice. See Inter-
pretation of Article 17 Bis of the US-EU Air Transport Agreement, 40 Op. O.L.C. __,
at *5 (Apr. 14, 2016); “Protected Person” Status in Occupied Iraq Under the Fourth
Geneva Convention, 28 Op. O.L.C. 35, 53 n.21 (2004).

7 See, e.g., United States v. Hunter, 558 F.3d 495, 503-04 (6th Cir. 2009) (“Actual
possession exists when an individual knowingly has direct physical control over a thing at
agiven time[.]”); United States v. Derose, 74 F.3d 1177, 1185 (11th Cir. 1996) (defining
“actual possession” as “physical possession or . . . actual personal dominion over the thing
allegedly possessed”); United States v. Raper, 676 F.2d 841, 848 (D.C. Cir. 1982) (find-
ing constructive possession even though the drugs were in another’s “physical posses-
sion”); United States v. Moreno, 649 F.2d 309, 313 (5th Cir. Unit A June 1981) (same).
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