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UNITED STATES DEPARTMENT OF JUSTICE

Drug Enforcement Administration

In the Matter of:
Schedule of Controlled Substances: DEA Docket No. 1362
Proposed Rescheduling of Marijuana Hearing Docket No. 26-96

MOTION FOR LEAVE TO FILE AMICUS CURIAE BRIEF

NOW COMES John J. Coleman, an interested party, who petitions this Court to grant
leave to submit the attached Amicus Curiae brief in support of parties proposing to maintain
marijuana that is not approved for medical use by the Food and Drug Administration in Schedule
I of the Controlled Substances Act. Concurrence for submitting this Motion and the attached
Brief has not been sought nor obtained from the parties to this Matter.

Respectfully submitted,

John J. Coleman

Amicus Curiae

6981 Tepper Drive

Clifton, VA 20124-1600

Tel: 703-338-5710

Email: john.coleman.phd@gmail.com
Granted

Denied




UNITED STATES DEPARTMENT OF JUSTICE

Drug Enforcement Administration

In the Matter of:
Schedule of Controlled Substances: DEA Docket No. 1362
Proposed Rescheduling of Marijuana Hearing Docket No. 26-96

AMICUS CURIAE BRIEF

Amicus is John J. Coleman, B.A., M.A., M.S., PhD, a retired Special Agent of the Drug
Enforcement Administration ("DEA"), having served as a Narcotic Agent in New York City, as a
Narcotics Attaché assigned to the American Embassy in Paris, France, as the Special Agent in
Charge of the Marseille (France) District Office, as the Associate Special Agent in Charge of
Chicago Field Division, as the Special Agent in Charge of the New England Field Division
(Boston), as the Special Agent in Charge of Training at the FBI Academy, as the Special Agent in
Charge of Newark Field Division, and as Assistant Administrator for Operations. Dr. Coleman's
career with the DEA spanned more than 32 years, from August 1965 to December 31, 1997, the
last six years of which were served at the highest level of the Senior Executive Service.

INTEREST OF AMICUS

Amicus is a published author, having written and published more than a score of peer-
reviewed articles for medical journals, contributed chapters to several books, and edited and co-
authored a book titled "Prescription Drug Diversion and Pain" (Oxford University Press, 2018).
Since 2002, Dr. Coleman has served pro bono as President of the Board of Directors of Drug
Watch International, Inc., a 501(c)(3) nonprofit global organization of parents and professionals

committed to reducing drug abuse through education, prevention, and treatment. Dr. Coleman is



deeply concerned about the policy implications of rescheduling marijuana from Schedule I to
Schedule III. When he was the DEA's Assistant Administrator, Dr. Coleman oversaw all the law
enforcement operations of the agency, including those of the then-Office of Diversion Control,
where his responsibilities included managing the DEA's regulatory program, including the
scheduling of controlled substances handled by more than 1.5 million DEA registrants, including
medical practitioners, pharmacies, drug distributors, drug manufacturers, and others. Dr.
Coleman brings to this Court more than six decades of hands-on experience in drug control
policy.

SUMMARY OF ARGUMENTS

The first issue before this Court, as stated in the Court's Preliminary Order of June 18,
2026, s “whether marijuana should be transferred to schedule III of the list of controlled
substances.”[1] As an amicus, [ will respect and address this Court's intended focus on the
"remainder of marijuana, as defined in the CSA," that is, marijuana that has not been rescheduled
to Schedule III of the Controlled Substances Act ("CSA") for medical purposes by the DEA's
Final Rule of April 28, 2026.[1, 2]

In my first argument, I will ask this Court to consider differential scheduling, leaving,
arguendo, marijuana approved for medical purposes in Schedule III but retaining marijuana that
is not approved for medical use by the Food and Drug Administration ("FDA") in Schedule I.

In my second argument, I will present this Court with the actual language in the 1961
United Nations Single Convention on Narcotic Drugs ("Single Convention") that obligates
signatories, including the U.S., to adopt and maintain domestic laws to prohibit marijuana (i.e.,

cannabis) produced and distributed for other than medical or scientific use.



ARGUMENT 1

Precedent for differential scheduling of a controlled substance dates from 2000, with the
enactment of the "Hillory J. Farias and Samantha Reid Date-Rape Drug Prohibition Act of
2000."[3] The date-rape drug addressed by this Act is gamma hydroxybutyric acid ("GHB"), a
powerful central nervous system depressant. The Act is named for two teenage girls who died
after being given GHB surreptitiously in their soft drinks by male companions at a party.

To carry out the intent of Congress, on March 13, 2000, the DEA published a Final Rule
"placing gamma-hydroxybutyric acid (GHB) and its salts, isomers, and salts of isomers into
Schedule I of the Controlled Substances Act (CSA) pursuant to Public Law 106—172."[4]

Citing the same authority, the Final Rule placed FDA-approved versions of GHB in
Schedule II:

Public Law 106172 also imposes Schedule III physical security requirements for

storage on registered manufacturers and distributors of GHB when it is

manufactured, distributed or possessed in accordance with Food and Drug

Administration (FDA)-authorized Investigational New Drug (IND) exemptions

under the Federal Food, Drug and Cosmetic Act (FFDCA). In addition, this final

rule places FDA approved products containing GHB into Schedule III, if or when

they are approved.[4]

In 2002, the FDA approved a drug called Xyrem® (Jazz Pharmaceuticals, Inc.)
containing sodium oxybate, a salt of GHB.[5] The drug was approved and authorized for limited
distribution through a central pharmacy. To obtain the drug, patients must have a valid
prescription and be enrolled in an FDA-approved Risk Evaluation and Mitigation Strategy
("REMS") designed to reduce the potential for diversion and misuse of the drug.[6]

According to a DEA Fact Sheet, GHB is illicitly manufactured in both domestic and

foreign clandestine laboratories.[7] Between 1998 and 2025, the DEA's state forensic laboratory

database received 5,800 reports involving illicit GHB.[7] This averages out to about 214 reports



per year, a relatively small number for such an important and dangerous drug, suggesting that the
differential scheduling has worked to reduce its availability and abuse. By comparison, in 2018,
the same DEA database recorded 344,382 reports involving marijuana.
ARGUMENT I1

By rescheduling FDA-approved marijuana as a Schedule III controlled substance under
the CSA, the drug, when used for medical purposes, must be handled as any other Schedule II1
medicinal controlled substance, that is, subject to the myriad of regulatory controls that the CSA
imposes upon scheduled medicinal drugs.

Under the CSA, any person who manufactures, distributes, dispenses, imports or exports
any controlled substance must obtain a certificate of registration from the DEA.[8] To obtain a
DEA registration, an applicant must complete a DEA form and submit copies of "State medical
and/or controlled substances licenses, registrations."[9]

In addition, the DEA application states:

For mid-level practitioners, this includes supervisory agreements, with specific

authority for controlled substances, if required by your state. Failure to provide

VALID and ACTIVE state licenses will be cause to declare the application as

defective and it will be withdrawn WITHOUT refund.[9] [emphasis as in original]

Handlers of FDA-approved or state-licensed products covered by the DEA's Final Rule,
including online pharmacies that sell such products, are required by the CSA to be registered
with the DEA, which, in effect, means they also must be licensed or registered to conduct the
same activity by an appropriate State authority. The CSA rules and regulations governing the
commerce in lawfully produced and approved controlled substances follow the agreed-upon

provisions of the Single Convention closely. The DEA Final Rule confirms that this conforming

process, though expedited, will remain in effect ("[A]applicants shall submit, along with the



applicable DEA form or forms, proof of a state medical marijuana license in the form specified
by the Administrator.")[10]

While this poses numerous logistical challenges in curating traditional and non-traditional
pharmacies around the dispensing of a single drug, it is not the subject of this hearing and will
therefore be left for another time.

The object of this hearing — what to do about the remainder of marijuana that is not
approved by the FDA or a state licensing agency for medical use — cannot be cleanly separated
from the medical marijuana model. Based on common sense and our U.S. treaty obligations,
marihuana that is not approved for medical use by the FDA or state licensing authorities must be
prohibited, that is, designated as a Schedule I controlled substance. So-called recreational
marijuana, that is, marijuana not approved by the FDA or a state-licensing authority for medical
use, cannot, by CSA definition and U.S. treaty obligations, be placed in Schedule III.

An opinion by the Office of Legal Counsel ("OLC") in 2018 titled "Licensing Marijuana
Cultivation in Compliance with the Single Convention on Narcotic Drugs," noted:

[TThe Single Convention requires parties either to prohibit marijuana cultivation

altogether or, if they permit cultivation, to establish “a single government agency”

to oversee marijuana growers and generally to monopolize the wholesale trade in

the marijuana crop. Id. arts. 22, 23(3), 28(1).[11]

The Final Rule of April 28, 2026, designates the DEA as the single government agency to
oversee the cultivation of marijuana for medical and scientific purposes, as required by the
Single Convention and noted by the OLC. The treaty does not permit the cultivation of
marijuana for other than medical and scientific purposes. This obligation is expressed multiple
times throughout the Single Convention, including:

e Desiring to conclude a generally acceptable international convention

replacing existing treaties on narcotic drugs, limiting such drugs to medical
and scientific use, and providing for continuous international co-operation



and control for the achievement of such aims and objectives.
[Preamble][12]

e A Party shall, if in its opinion the prevailing conditions in its country render
it the most appropriate means of protecting the public health and welfare,
prohibit the production, manufacture, export and import of, trade in,
possession or use of any such drug except for amounts which may be
necessary for medical and scientific research only, including clinical trials
therewith to be conducted under or subject to the direct supervision and
control of the Party. [Article 2, paragraph 5b][12]

e The parties shall take such legislative and administrative measures as may
be necessary: ... ¢) Subject to the provisions of this Convention, to limit
exclusively to medical and scientific purposes the production, manufacture,
export, import, distribution of, trade in, use and possession of drugs. [Article
4, paragraph ¢)][12]

e The Board, in co-operation with Governments, and subject to the terms of
this Convention, shall endeavour to limit the cultivation, production,
manufacture and use of drugs to an adequate amount required for medical
and scientific purposes, to ensure their availability for such purposes and
to prevent illicit cultivation, production and manufacture of, and illicit
trafficking in and use of, drugs. [Article 9, paragraph 4][12]

e The Parties shall furnish to the Board each year for each of their territories,
in the manner and form prescribed by the Board, estimates on forms
supplied by it in respect of the following matters:

a) Quantities of drugs to be consumed for medical and scientific
purposes. [Article 19, paragraph A][12]

e The total of the quantities of each drug manufactured and imported by any
country or territory in any one year shall not exceed the sum of the
following:

a) The quantity consumed, within the limit of the relevant estimate,
for medical and scientific purposes; [Article 21, paragraph a][12]

e f) The use of cannabis for other than medical and scientific purposes must
be discontinued as soon as possible but in any case within twenty-five years
from the coming into force of this Convention as provided in paragraph 1
of article 41. [Article 49, paragraph f][12]

These selections show that the parties to the Single Convention, including the U.S.,

intended to create a binding pact to reduce the misuse of certain drugs, including cannabis, by
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limiting their access to medical and scientific purposes. Thus, given the Final Rule of the DEA
and Acting Attorney General to schedule FDA-approved marijuana products in Schedule III of
the CSA to comply with changes in the Single Convention, policy consistency and U.S. treaty
obligations additionally demand that this Court apply the same reasoning to keep marijuana that
is not FDA-approved in CSA Schedule I.

CONCLUSION

For the reasons stated herein, this Court should find and recommend to the DEA
Administrator that the above-described model of differentially scheduling GHB should be used
to decide how to address the matter of the "remainder of marijuana, as defined in the CSA." As
in the case of GHB, marijuana that is not approved by the FDA for medical use should remain a
Schedule I controlled substance, while marijuana approved by the FDA for medical purposes
remains in Schedule III.

In addition, to comply with U.S. obligations under the Single Convention, this Court
should find and recommend to the DEA Administrator that marijuana in any form that is not
approved by the FDA for medical and scientific use be considered a prohibited substance and
maintained in CSA Schedule 1.

Respectfully submitted,

John J. Coleman

Amicus Curia

6981 Tepper Drive

Clifton, VA 20124-1600

Tel: 703-338-5710

Email: john.coleman.phd@gmail.com
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