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IN THE UNITED STATES DISTRICT COURT
FOR THE SOUTHERN DISTRICT OF IOWA
CENTRAL DIVISION

CLIMBING KITES LLC, et al.,
Plaintiffs,
V. Case No. 4:24-cv-00202-SMR-SBJ

STATE OF IOWA, et al.,
Defendants.

HW PREMIUM CBD, LLC, et al.,
Plaintiffs,
V. Case No. 4:24-cv-00210-SMR-SBJ

KIM REYNOLDS, Governor of lowa in her
official capacity, et al.,
Defendants.

DECLARATION OF OWEN PARKER

I, Owen Parker, declare under penalty of perjury that the following is true and correct:

1. I am over the age of 18 years. I have personal knowledge of the facts set forth in this
affidavit and would testify competently to those facts if called as a witness.

2. I am the Bureau Chief over the Bureau of Cannabis Regulation (“Bureau”) for the
Department of Health and Human Services (“HHS”). In that role, I oversee the
Department’s regulation of the State’s medical cannabis and consumable hemp programs.
I submitted a previous declaration on July 5, 2024, and hereby incorporate by reference the

paragraphs describing my knowledge, training, and experience in this area.



Case 4:24-cv-00210-SMR-SBJ Document 37-1 Filed 07/19/24 Page 2 of 19

3. T attended the hearing on July 11, 2024, on Plaintiffs” Motion for Preliminary Injunction
and heard Plaintiff Climbing Kites’ express concern that its hemp registration had been
“revoked” by the Department after July 1, 2024. Climbing Kites’ registration was not
revoked by HHS.

HHS Creates the Consumable Hemp Registrant Portal

4. For background, each consumable hemp manufacturer, establishment, or distributor in
Iowa, as defined by lowa Admin. Code r. 641—156.1, must obtain a consumable hemp
registration from HHS. The registration process is overseen by the Bureau. A consumable
hemp registration must be renewed annually, otherwise the registration expires. lowa
Admin. Code r. 641—156.2(5).

5. The Bureau has built, and maintains, a Consumable Hemp Registrant Portal (“Portal”) to
support registration, and specifically, a registrant’s ability to maintain its list of approved
products for sale pursuant to [owa Admin. Code r. 641—156.2(1)(c¢).

6. Iowa Admin. Code r. 641—156.2(1)(c) and 2(2)(c) were adopted on January 27, 2021, and

effective March 3, 2021, and implemented House File 2581. That regulation states, in part:

156.2(1) and 2(2)(c) (identical for manufacturers/distributors and retailers)
Consumable  hemp  manufactures/distributors. Consumable hemp
manufacturers shall register with the department at least 30 days prior to
manufacturing, processing, packing, holding, preparing, distributing, or
selling any consumable hemp product in Iowa or to purchasers located in
Iowa. The consumable hemp manufacturer shall:

c. Submit a complete list of all consumable hemp products the consumable
hemp manufacturer intends to manufacture, process, pack, hold, prepare,
distribute, or sell, along with documentation of the jurisdiction of origin for
each consumable hemp product.
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10.

11.

Since the inception of lowa’s consumable hemp industry, HHS has been allowed, by law
and regulation, to take up to 30 days to conduct its review when Registrants submit new
products for approval.
The Portal is a bespoke Salesforce system which was built in-house using a third-party
developer. The Portal was developed to support HHS’s unique and specific needs for
consumable hemp registration and evolving enforcement mandates. Substantial updates
were necessary to implement HF2605, so planning began in April 2024 in anticipation that
HF 2605 would become law.
The Portal is a useful tool for HHS to provide affirmative “approval” or “denial” of
products for Registrants.

Obligations of Registrants
When registering, or renewing their registration, on the Portal, each Registrant signs an
attestation indicating its understanding of the fundamental tenets of the lowa Hemp Act
and agrees to maintain compliance with state and federal law when selling their
consumable hemp products. Registrant attestations from the Portal in the pre- and post-
HF2605 era are provided as exhibits #1 and #2, respectively.
HHS’s approval process for consumable hemp products does not relieve Registrants of
their duty to comply with state and federal law.
When a new or revised product is pending HHS’s review—during HHS’s maximum 30-
day review period allowed by law—a Registrant could not continue or begin to sell a
product that violates state law simply because HHS had not yet processed the denial.

Registrants may only sell in lowa consumable hemp products approved by HHS.
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12.

13

14.

But by this time, Registrants often would have an idea whether their product was
compliant. When Registrants are in research and development stages, they often engage
with HHS to discover whether their in-development products would comply with law and
rules. For example, it is my understanding that manufacturers typically develop new
products in small test batches. Rather than develop the product in large quantities that may
or may not be compliant, manufacturers work on small-test batches. Before and during this
research and development stage, they reach out to HHS with compliance inquiries. HHS
has often provided the requested guidance on what would be compliant. Outside of the rare
circumstance where HHS is a party to litigation over a new law or rules, this back-and-

forth is standard practice for HHS.

. Registrants who sell unapproved consumable hemp products will usually receive a cease-

and-desist order. HHS then conducts a follow-up inspection to monitor compliance with
the order. HHS’s standard spectrum of enforcement typically culminates in some
combination of confiscation of the noncompliant product, suspension or revocation of a
registration. Those harsher civil enforcement mechanisms typically are issued only after
repeated violations.
Pre-HF2605 Product Submission Requirements

Between July 1, 2023 and June 30, 2024, Registrants submitted products via upload on a
template Excel spreadsheet. HHS provided the template requiring the following

information pursuant to administrative rule:

A B (4 [} E F G H | ] K
Active Brand_Na SKU Product_hProduct_F Cannabinoids_per_Serving Cannabinoids per Container City_Manu State_Mar Manufacti COA
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15.

16.

17.

Before July 1, 2024, rules required Registrants to disclose the “cannabinoids per serving”
and “cannabinoids per container” somewhere on their product. So HHS requested
Registrants submit declarations affirming that this requirement was met when they
submitted a product for HHS approval.

As shown below, see § 33, the updated, post-July 1, 2024, template Excel spreadsheet
enforcing HF2605 substitutes these “cannabinoid” columns with “Total THC per serving”
and “Total THC per container.” “Cannabinoids” in these prior columns means the
aggregate of cannabinoids (THC, THCA, CBD, CBDA, CBN, synthetic cannabinoids, etc.)
per serving and container, while the updated Excel for HF2605 refers only to Total THC
(THC, THCA).

No Registrant—not even any of Plaintiffs here—ever complained that the pre-July 1
template’s use of “cannabinoids per serving” was confusing. Registrants knew that
“cannabinoids per serving” meant cannabinoids per serving of the product you put the
cannabinoid in. For a chocolate bar, it meant that Registrants should report the total amount
of cannabinoids per serving of the chocolate bar, and for a THC-infused carbonated
beverage, it meant the total amount of cannabinoids per serving of the THC-infused
carbonated beverage. That is how Registrants reported their products, and that is how HHS
enforced the disclosure requirement.

HHS provides a “Consumable Hemp Product List Upload Guide” on its website providing
Registrants with the necessary information to guide them on compliant product submission.

The upload guide for the pre-HF2605 portal is provided as Exhibit #3.
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HHS’s Standard Review Process

18. Once submitted via the Portal, HHS reviews every submitted product individually for its
compliance prior to issuing its decision. Since July 1, 2023, the Bureau has reviewed more
than 46,000 products submitted by the nearly 1,200 registered manufacturers and retailers;
an average of more than 38 products per registered facility.

19. When a Registrant initiates a product list update on the Portal, HHS provides receipt of
the submission via email. The receipt confirms HHS is reviewing the submission, and it
explicitly notifies the Registrant that HHS is allowed up to 30 days to review their

submission. Here is an example of such a notice:

o Woramank_coior_nariz_wet 300 ¥

Hzllo Paigs

The Product Lisi Uipdate for your Consumable Hemp Establishment has been
Teceived and 5 undsr revisw Fiease see crmical mionmation pertaning to your
Regisiration below

. Haalsuallnn Number: 227440
« Registation Owner: P

+ Business Namn-’{f[iﬂl 5 KITES RETAILER
Registration Type: Consum i Hetailer

. r ullty Address: 1925 High Strezt, Des Moinas, 14

I wci List Update may taks ug b lays
¥ your prodiuct Bst spdate requires aoditional information. or
products, you will receive o “Pending” emall indicali

updals you eubméted Aftar your product fst updats is revigwed, you will receivs an
“Approval” email

Products will be reviewad by the Dapartment using the laws and regulations = sfflsc
on the dale the products are reviewed, Approval of product doss naot

indic tha praduct compliss with future I or reguiations
the regestrant io keep apprised of any cha 1 ihe bws and r

5 the masponsibilty of
ulations and to

update product lists sccord pdates to lews guiatio | bie featured o
our wabsile (hiips (s lowa goviprograms/programs-and-gervicas/consumabie-
hempg

Thank You

The Bureau of Cannates Regulation
Comglianc

5RO
fHEAN @nd HiFnan Iervices

Emall consumable hem p"n:';r owa Qo

20. Due to the volume of products submitted for review and the thoroughness of HHS’s review

process, instantaneous review is not possible. Between July 1, 2023, and June 30, 2024,
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21.

22.

across 1,600 open and closed product list updates, HHS averaged four days to issue its
decision.

No products are approved or denied without HSS providing notice to the Registrant.
When a product list update is approved, the Registrant receives a receipt of the approval
instantaneously. The Registrant may then view the product in its “approved product list”
in the Portal. Between July 1, 2023, and June 30, 2024, Registrants maintained access to
their approved product list and could submit new products or update existing products at
any time using the Portal. An example of an approval receipt and approved product list

visualization is provided below:

STATE OF IOWA DEPARTMENT OF KT R

Health~Human e

SERVICES

Hello Jaks

The product list update for the Consumabie Hemp Establishment listed below
has been Approved

Registration Number: 753235

Registration Owner: Jake Moran

Business Name (DB eway 933

Registration Type: Co able Hemp Relailer

Facility Address: 1007 Fremont Street, Shanandoan, 1A
51601

8 % &

The Consumabie Hemp producis submitied with this update are now eligible for sale
at your Consumable Hemp Establishmeant

Thank You

Bureau of Cannabis Regulation

Complance Division

lowa Department of Health and Human Services
Phonae: (877) 214-8313

Email consumable hempi@idph iowa gov
Website. hhs iowa gov/consumable-hemp

le Hemp FAQ

* What action would you like to take on this facility
®) View Current Product List
) Add or Update Product List

) Update Food License
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23.

24.

SKU Vv Active Brand Name Product Name v | Status Pro... Total THC pe... Total THC per ... City Manufactu... ¥ = State Manufac... Manufacturer v | COAT

An approved prod;ct list lremai.n.s in effect for one year. If a Registrant successfully renews
their registration—which they must do annually—the approved product list may carry into
the next effective period. When a Registrant submits a product list update during the
registration’s effective period, only newly submitted products are reviewed, while
previously approved products on the list are maintained (unless actively removed from the
list by the Registrant during the update).

If a product list update is reviewed, and certain products are denied, the Registrant receives
an email communication explaining which specific products were denied and why. No
products are denied without HHS giving such written notice to the Registrant. The notice
includes an Excel spreadsheet listing the specific denied products and explaining each
denial. Here is an excerpt from a denial and Excel explanation issued to Plaintiff Field Day
Brewing, and which is attached as Exhibit #9 (notice of denial) and Exhibit #10 (Excel

explanation of denial):



Case 4:24-cv-00210-SMR-SBJ Document 37-1

B @ D E
Brand_Nai SKU_c
Day DreanRHB8AO  Classic Raspberr Edible
Day Drean LGB8AO  Classic Lemon G Edible
Day Drean SC1010A0 Fly High Strawb Edible
Day Drean LG1010A0 Fly High Lemon « Edible
Day Drean RH1010AC Fly High Raspbei Edible
Day DreanRH44A0  Low Key Raspbe Edible
Day Drean 01055A0 Sunrise Edible
Day DreanSC77A0  Classic Strawber Edible
Day DreanLG77A0
Dav Drean RH77A0

Classic Lemon G Edible
Rasberry Hibisuc Edible
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STATE OF IOWA DEPARTMENT OF Kim R=ymolds
GOVERNOR
Adam Grego
Health~Human - MG
SERVICES i
Helio Joe,

The atiached product{s) isfare NOT lawfully permitted to be scld in lowa. This is
due to one or more reasons.

The products) contain a total THC level exceeding 4 mg total
THCiserving, 10 mg total THC/container, ar both. Per lowa Gode 204 2,
producis exceeding 4 mg total THC/serving and'or 10 mg total
THC/container are net censumable hemp producis and are Schedule 1
controlled substances under the lowa Conirolled Substances Act (lowa
Code Chapter 124). Possession. sale. or distribution of these products
may result in severe criminal or civil penalties; OR

The product(s) contain one or more synthetic cannabinocids. Synthefic
cannabinoids, such as Delta-5 THC. Delta-10 THC, HHC, THC-P, efc. are
nat permitted under fowa Code 204,144

The iotal THC conlent, including isomers, derivafives, and analogs,
exceads 0.3%. This violates lowa Code 124.204(7 k) and cannot be sold
in lowa.

The product is im a form that is prohibited. See lowa Code 204.2, 204 144
This product cannot be sold in lowa

The product confains an ingredient not approved for use in food {aminita,
kratom, etc.). Products with non-approved ingredienis are considered
aduiterated and cannot be sold in lowa under 641451 1AC 15631.3.

The product failed a toxicant imit set by 641 LAC 156.3(2)

The product submitied does not contain a consumable hemp ingredient
and does not fall under lowa Code 204. This product dees not need to be
included on the product list

This product failz the packaging and labeling requirements set forth in 641
1AC 156.4(1). This includes products intended for individual retail sale.
This product does nol meet the serving requirements established in fable
2 of 21 CFR 101 12 (See 641 1AC 156 1))

These preducis will automatically be removed from your product list.

If you believe that you made an emor on your product list that resulted in this
rejection (for example, you typed "44" instead of °47), please reach cul to us at
consumable hemp@idph. iowa. qov.

Thank ou,

The Bureau of Cannabis Regulaiion
Compliance Division
lowa Department of Health and Human Services

[ TS

=

Product_Name_ Product_F Total_THC Total_THC City_Man! State_Mar Manufacti COA__ ¢

4

EE Y

3.5
35

4 AT AA A Anan

6 H ! J K L M N o] P a R £ T u v w

Non_Com Other_Deseription__¢

8 North Libe 1A
8 North Libe 1A
10 North Libe 1A
10 North Libe 1A
10 North Libe 1A
4 North Libe 1A
10 North Libe A
7 North Libe 1A
7 North Libe 1A
7 North Libe 1A

https://fie https://fie Nonconforming Product:
https://fie https://fie Nonconforming Product:
https://fie https://fie Nenconforming Product:
https://fie https://fie Nonconforming Product:
https://fie https://fie Nonconforming Product:
https://fie https://fie Nenconforming Product:
https://fie https://fie Nonconforming Product:
https://fie https://fie Nonconforming Product:
https://fie https://fie Nenconforming Product:
https://fie httos://or Nonconforming Product:

Exceeds Serving/Container Maximums Permitted -
Exceeds Serving/Container Maximums Permitted -
Exceeds Serving/Container Maximums Permitted -
Exceeds Serving/Container Maximums Permitted -
Exceeds Serving/Container Maximums Permitted -
Exceeds Serving/Container Maximums Permitted -
Exceeds Serving/Container Maximums Permitted -
Exceeds Serving/Container Maximums Permitted -
Exceeds Serving/Container Maximums Permitted -
Exceeds Serving/Container Maximums Permitted -

Exceeds >4 mg total THC per serving and/or >10 mg total THC per container.
Exceeds »4 mg total THC per serving and/or >10 mg total THC per container.
Exceeds >4 mg total THC per serving and/eor >10 mg total THC per container.
Exceeds >4 mg total THC per serving and/or >10 mg total THC per container.
Exceeds »4 mg total THC per serving and/or >10 mg total THC per container.
Exceeds >4 mg total THC per serving and/or >10 mg total THC per container.
Exceeds >4 mg total THC per serving and/or >10 mg total THC per container.
Exceeds >4 mg total THC per serving and/or >10 mg total THC per container.
Exceeds >4 mg total THC per serving and/or >10 mg total THC per container.
Exceeds >4 ma total THC per serving and/or >10 mg total THC per container.
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25.

26.

27.

Product Potency Criteria (Pre- and Post-HF2605)

Before implementing HF2605, HHS’s primary criteria for review and approval or denial
of a product complied with the <0.3% THC threshold that the 2018 Farm Bill established.
The Excel sheet Registrants submitted to HHS did not include this information. It instead
asked about total cannabinoids per serving and per container. But HHS used information
from the Certificate of Analysis (COA) to confirm compliance.

The COA would either expressly list the product’s THC by weight, or listed the product’s
specifications thus allowing HHS to calculate the THC by weight. The calculation HHS

uses to determine Total THC is “Total THC = Delta-9 THC + (0.877 X THCa).” See lowa

Admin. Code r. 641—156.3 (outlining COA testing and documentation requirements).

Additionally, for a manufacturer to receive compliant testing analysis of a product, and
thus a sufficient COA, the manufacturer must either declare the weight of the product to
the laboratory and/or the laboratory doing the testing will weigh the product itself to
provide accurate results and to assess the product’s compliance with the federal 0.3% THC
threshold. Here is an example of a compliant COA, in which the product’s Total THC is

clearly indicated and calculatable:

10
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28.

CKOO09 ORANGE MANGO

Ingestible, Beverage

' 0.001% 0.002 % 0.002%%
\ 2.4 mg/serving 5.6 mg/serving 8.0 mg/serving
Total THC Total CBD Total Cannabinoids
annabinoids oss T 11142023
.E-nm X EP g/ mgherving
CRC <00 <Ly «L0g W00
CBD G anis anis L s n
CROa L) LN it} L0
chHov “0q =L 00 L0}
CBG =L0g <LiOe0y «LEG <L)
CBGa =100 <100 100 00
CBL 2100 <L} 2100 <L)
CBN aLo0 =L 200 L0
AB-THC <LO0 “LDG ALo0 D0
ARTHE oo Qo7 ooy 2442 I
THCa “L0Q L0 L U] “L0g
THCWa 0g =L :l._DQ L0
Mathint ML Todal Cannabircick | ppreseris e pus of ol Carosbiio e i o Ealig S
Todal THIE = THCa " DURTY & &5 THC Nenid¥i arn poportd o s dry sgit Banie Camvalbinaid 8. {1 0 mlllluﬂmllmt'ﬂr!l!l LW g meglil ;s mwabarcidy ®
Teetaad 1803 = CI0Ns ™ l" g BEIEY & Lbmed i Chrrai lllulm
Summary
Pass
Pesticides
Pass Pass
Mycotowns Heavy Metaly
ALS0 Pt Awe § " Corhdert Cannabia
Fargn NO - el Al Bights Brserved
(118 §97-4367 ¥ T L BACMA (500 005800
el Johin Schmidt
nginapection com
This gr a.J r.nm-e- e By Ailarw Iy J it Pesting wsieg valic teaning methe .u.uﬁ I(.!ICI!!I\I!!.I apghy nely to the prod) cesled e only a0 e ...-u e e Aduns
| e Tenting mudars s R e 1 Ut efhcacn safe Dy of obher rivks Siecisned wilh sey deteied o rordeteved level of any comesaancs reporied teoeey. The Certicate ahail nut e
|.n.ad.|| ur.-.nnl thal LllM"u.-!l'-'u'll i aparaval of Adams Independent Testing Tests u.ar.- IJ-IF’.HLFNHH reponind using ihe Oregon Hea Muh P.nu.ﬂ wth Dlwvion

Chapier 333-007 0230, effecise LLA02E, Reguits above ihe Limit will e corsdered Fal e sdte nred This & for Informational purpates ooy and cas De Chunged ugan reguet
Mascrament Lincertanty nﬁx“-_ia pasutall condtions but svallable vpom reguest

HHS gave examples of these Total THC calculations, pursuant to HF2605, as in its June 7
FAQ:

e A gummy product contains 3 mg per serving of Delta-9 THC and 1 mg THCa
per serving. There are 2 gummies per package, and the serving size is
designated as 1 gummy per serving. The total THC per serving would be
3.877 mg. The total THC per container would be 7.754 mg. This product
would be permissible.

e A tablet contains 1 mg of Delta-9 THC, and the serving size is designated as 1
tablet per serving. There are 10 tablets per bottle. The total THC per serving
would be 1 mg, and the total THC per container would be 10 mg. This product
would be permissible.

e A chocolate bar contains 4 mg of Delta-9 THC per square, and there are 12
squares per chocolate bar. The serving size designated is 1 square per serving.

11
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29.

30.

31.

32.

The total THC per serving would be 4 mg. The total THC per container would
be 48 mg. This chocolate bar would NOT be permissible.

HHS had authority and responsibility to continue to approve products meeting the pre-
HF2605 standards until July 1, 2024. And HHS had no authority to approve or deny
products submitted for review under HF2605’s new standards before that law’s July 1,
2024 effective date. To ensure a timely rollout of the updated Portal and template, HHS
began planning then working on the substantial updates necessary to implement HF2605
in April 2024.
To support enforcement of the “4 mg THC per serving” and “10 mg THC per container”
potency limits prescribed by HF2605, HHS was required to build and implement
substantive, and technical, updates to the Portal ahead of the bill’s effective date. This took
hard and extensive work by HHS and third-party web developers. Despite the challenges,
HHS timely completed the necessary updates, which rolled out on the Portal at midnight
on July 1, 2024.
Updates to the Portal included the new requirement that Registrants disclose “Total THC
per Serving” and “Total THC per Container,” instead of total cannabinoids, for any
products submitted after July 1, 2024.

HHS Rolls Out Updated Portal on July 1, 2024
When entering the Portal starting July 1, 2024, a banner existed on the homepage flagging
the substantial changes to the law, highlighting that the changes “will be in effect on July

1,2024,” and providing resources for Registrants. Here is what that homepage looked like:

12
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Hello Paige,

Welcome to the Consumable Hemp Registrant Portal.

On May 17, 2024, Governor Reynolds signed HF2605 into law. The draft rules and FAQ have been provided to current and prospective
Consumable Hemp Registrants on the consumable hemp website to help them understand regulatory changes to the program that will
be in effect on July 1, 2024. Additional rules affecting compliant product submission will be effective at a later date.

Actionable  Active  All Resistrations
= Start here to create a new —
el Registration, or Renew an existing
Registration
D’p Update a Product List or Food
License for an Active Reglstration
® Update your Profile information,
- and create or manage Delegates
Active Registered Facilities » &
rams » Sorte oy Euminess Fiame (DAL » e oy A raciitns -Stana » Updated 3 v ecends age 3 Swiech thia B ®- ®B-|C
Business Name (DRA) T ~  Registration Type ~ | Registration Number  + | Registration Dxpination... »  Status v | Fachlity Address St

33. Beginning July 1, 2024, Registrants logging into the Portal to submit a new product or
update an existing product were presented with a new template that requests the new
information required under HF2605, and a revised “Consumable Hemp Product List

Upload Guide” explaining what was required. Here is the new template Excel spreadsheet:

A B Cc D E E G H I 1 K I M N
Active " Brand Nar SKU Vproduct NY Product F3 Total THC per Serving‘ Total THC per Container ~ City Manu) State Man) Manufacts COA h |
Yes Climbing K 50047-906 4MG - Mix Edible 4 4 Cincinnati QH https://art https://wwweclimbingkites.com/batches
Yes Climbing K 50047-906 4MG - Pea Edible 4 4 Cincinnati OH https://art https://www.climbingkites.com/batches
Yes Climbing K 50047-906 4MG - Pin¢ Edible 4 4 Cincinnati QH https://art https://wwwe.climbingkites.com/batches

34. The upload guide outlines the changes for Registrants’ per serving and container THC
declarations and explains why products may be denied by HHS. The post-HF2605 upload
guide is contained within the Portal and attached here as Exhibit #4. Here is a key excerpt

from the upload guide explaining the new “Total THC per serving” requirement:

13
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35.

36.

37.

38.

6. “Total THC per Serving"”
Pursuant to 641—156.1, if THC is contained within, or marketed for the product by the
Manufacturer the amount of THC per serving must be provided in milligrams (mg). Consumable
hemp products containing more than 4 mg per serving 2 Delta-9 THC + (0.877 X THCa) total
tetrahydrocannabinol (THC) per serving will be prohibited from sale in lowa on July 1, 2024.
Examples of Total THC per Serving may be “2," "2.5," or “4," etc. Enter the total THC rounded

to the nearest decimal.

Note: Products containing "synthetic cannabinoids,” including but not limited to Delta-8, Delta-
10, THC-F, HHC, THC-O etc., may no longer be sold in lowa on july {, 2024. Please refer to

the product container for this information,or contact the manufacturer.

On July 1, 2024, HHS had more than 46,000 approved products on-file, but because those
were approved under the prior regulatory regime, HHS did not have “per serving” and “per
container” THC information for those products. So HHS made the operational decision to
require any Registrant entering the Portal on or after July 1, 2024, whether seeking to renew
a registration or make a product list update, to submit an entirely new product list in
accordance with the portal updates and newly-effective law. In requiring submission of a
new product list, HHS sought administrative efficiency. HHS expected Registrants—
consistent with their continuing obligation under their Registrant attestations to comply
with state and federal law—to sift out any products that were clearly noncompliant with
the new law.

So after July 1, 2024, a Registrant logging on to the Portal to engage in an active process
(renewal, product list update), would have observed that its on-file, pre-July 1 approved
product list was archived by HHS after they submitted their new product list update. That
prior approved list was no longer viewable by the Registrant while the new product list
was under review.

I have reviewed Plaintiffs filings in this case, including allegations that HHS has de-
approved many of Plaintiffs’ previously approved products. That is not true.

Previously approved products were not “denied” by HHS. No denial communication was

sent to any Registrant, even if the product did not comply with the plain language of the
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39.

40.

new law. And HHS does not issue denials without giving Registrants notice. HHS
maintains access to any archived approved product lists.

For example, in the case of Plaintiff Climbing Kites, which had valid registrations most
recently approved on February 28, 2024, for Manufacturing/Distribution (Registration#
227439), and May 6, 2024, for Retail (Registration # 227440) (and still in effect as of the
date of this filing), any products it sold or manufactured that HHS had (1) previously
approved and (2) which complied with the new requirements set forth in HF2605, can still
be sold in lowa. That goes for all Plaintiffs, and all Registrants.

Registrants who, since July 1, 2024, have not actively initiated a renewal registration or
submitted a product list update are still able to view their pre-July 1, 2024, product list as
previously approved by HHS. That is not to say that those products, approved pre-July 1,
necessarily comply with the new law’s 4 mg THC per serving and 10 mg THC per container
limits, or would inevitably be approved upon resubmission. Those previously approved
products have not yet been addressed by the Registrant under their responsibility pursuant
to Iowa Admin. Code r. 641—156.2(1)(c) and 2(2)(c) to ensure their products maintain
compliance with the new law. As the updated Upload Guide requires, registrants must now
submit documentation indicating the amount of THC per serving and THC per container

for their products (excerpted here, and attached as Exhibit #4):

7. !"Total THC per Container”
Pursuant to 641—156.1, a registrant must submit documentation indicating the aggregate

amount of all THC per container as provided by the manufacturer. Consumable hemp products
containing more than 10 mg per container 2 Delta-9 THC + (0.877 X THCa) will be prohibited
from sale in lowa on July |, 2024, Examples of Total THC per Container may be "2," "7.5," or

“10,”. Enter the total THC rounded to the nearest decimal.
Note: Products containing “synthetic cannabinoids, " including but not limited to Delta-8, Delta-

10, THC-F, HHC, THC-O etc., may no longer be sold in lowa on fuly I, 2024, Please refer to

the producr container for this information,or contact the manufacturer.
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41.

42.

43.

44,

45.

HHS maintained compliance with the 30-day review period for new or updated products.
HHS is allowed by regulation up to 30 days to review product list updates. And it has not
exceeded that timeframe for any of the pending or recently processed submissions. HHS
has timely processed all submissions initiated between July 1 and July 17, 2024.

HHS had no obligation to begin issuing approvals and denials before July 1, 2024, so long
as it continued to follow the law. The post-July 1 standards were not finalized in the
administrative rules until July 17, 2024. Leading up to July 1, HHS still had the
responsibility to process submissions within 30 days, and the pre-July 1 standards still
governed. Processing products based on HF2605 before July 1 would have risked sending
the signal to the public that HHS was enforcing the law before the law was even in effect.

As a matter of resources and staffing, HHS could not double its Portal-derived workload—
having to review the same product under both the pre- and post- July 1 standards—all while
working hard to ensure a clean rollout at midnight on July 1, 2024.

As of a July 16 Administrative Rules Review Committee (ARRC) meeting, Administrative
Rules for the implementation of HF2605 have been adopted and became effective as of
July 17. Those Final, and now-effective, Rules, are attached here as Exhibit #5. The Rules
are materially the same as the draft rules noticed on June 12.

HHS has also issued a revised FAQ guidance document, attached here as Exhibit #6, which
explains the final Rules and, in some instances, addresses concerns raised by community
members during the public comment period. For example, public comment revealed
requested clarification as to how the serving and container limits should apply to topical
products that are not ingested (those products that are not eaten). HHS explained that

“serving” relates only to “products intended to be ingested (“eaten”) or contain food.”
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47.

48.

Because topical products—Iike lotions, creams, and salves—are not eaten, the revised FAQ
guidance document explains that the serving limit does not apply to them. Topical products
must not “contain >10 mg Total THC per container.”

HHS Timely Processes Post-July 1 Portal Submissions
Between July 1 and July 17, 2024, Registrants have submitted via the Portal 186 product
list updates, 8 new applications for registrations, and 14 renewal applications for HHS’s
review under the new standards. As of today, July 19, 2024, HHS has processed all such
submissions. Notices of approval or denial have been sent out. In the case of a denial, HHS
explained to registrants why it determined their product did not comply with HF2605 and
administrative rules, per HHS’s standard practice as detailed above.
Many of these post-July 1 submissions came from Plaintiffs in these cases. HHS has had a
series of communications with these Plaintiffs, per HHS’s standard operating procedures
described above.
First, each Plaintiff that submitted new products for approval since July 1 received an email
confirming receipt of their submission and stating that their product is under review by
HHS. Attached as Exhibit #7 is an example of one such receipt, confirming that HHS had
received Plaintiff Climbing Kites’s submission of an updated product list for review. This
receipt was emailed to Climbing Kites’s representative the day of the submission, July 9,
2024. HHS’s internal analytics reveal that Climbing Kites’s representative opened this
email on July 11, 2024. Each Plaintiff that has submitted products for HHS’s approval
since July 1, 2024, has received a similar email confirming that review is ongoing, as do

all Registrants.
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49.

50.

Second, each Plaintiff that submitted new products for approval since July 1 has received
notice that their product was either approved or denied. Attached as Exhibit #8, is an
example of one such approval notice, issued July 18, 2024, confirming that HHS has
determined that several of Plaintiff Climbing Kites’s products complied with HF2605 and
so were approved. For example, HHS approved Climbing Kites’s product “4MG -
Pineapple Passion Fruit,” which is a 12-0z carbonated beverage that includes 4 mg of THC
per serving and 4 mg of THC per container. The 12-0z can complies because it contains 4
mg or less of THC in the one serving of carbonated beverage.

And for each of Plaintiffs’ products that were denied, HHS issued written explanation of
that denial in the form of a notice and Excel sheet, as detailed above. Attached as Exhibit
#9 is a notice of denial issued July 18, 2024, in response to Plaintiff Field Day Brewing’s
products list submission. And attached as Exhibit #10 is the Excel sheet explaining why
each product in that submission was denied. Field Day Brewing had several products
denied. The first product denial detailed in the Excel sheet—the Day Dreamer Classic
Raspberry Hibiscus, a 12-0z can of carbonated beverage—was denied because it contained
more than 4 mg of THC in the 12-o0z can, which violates the definition of serving. It did
not matter that Field Day reported the product contained 4 mg of THC per serving and 8
mg of THC per container. A 12-0z can of carbonated beverage cannot contain more than 4
mg of THC, and this product contained 8 mg of THC. Another Field Day Brewing
product—the Day Dreamer Low Key Raspberry Hibiscus—was denied because, although
it was reported on the Excel template that the 12-0z carbonated beverage product contained

4 mg of THC per serving, and 4 mg of THC per container, the testing did not match that
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reporting. The Certificate of Analysis revealed that the product contained 4.62 mg of THC
per serving, thus exceeding the per-serving limit.

51. HHS has followed its standard operating procedures, reviewing each Registrant and
product submission similarly. All pending product list updates and renewal applications—
including those submitted by Plaintiffs in this case—have been processed by HHS. And
HHS has issued the requisite notice of either approval or denial to all respective
Registrants.

52. Despite the substantial changes required to the Portal and review process, HHS has
processed all pending product list updates and renewal applications—including all of

Plaintiffs’ submissions—within the 30-day period required by law.

THE DECLARANT FURTHER SAYETH NOT.

Executed this 19 day of July, 2024.

OWEN PARKER
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