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US. Department of Justice
Drug Enforcement Administration



Office of the Administrator	Springfield, VA 22 I 52

June 17, 2026
Connor Mighell Patrick Kenneally Burke Law Group 1000 Main St.
Suite 2300
Houston, TX 77002
(847) 651-8525
patrick.kenneally@burkegroup.law connor.mighell@burkegroup.law

Dear Connor Mighell and Patrick Kenneally,

This is in response to your May 28, 2026 email and letter on behalf of MMJ requesting to participate in a hearing on the notice of proposed rulemaking (NPRM) to transfer marijuana from schedule I of the Controlled Substances Act (CSA) to schedule III of the CSA, which is currently scheduled to begin on June 29, 2026. See Schedules of Controlled Substances: Rescheduling of Marijuana, 89 FR 44597 (May 21, 2024) (NPRM); Schedules of Controlled
Substances: Rescheduling of Marijuana, 91 FR 22777 (Apr. 28, 2026) (Notice of Hearing). For the reason stated below, DEA denies your request to participate in the hearing.

As set forth in the Notice of Hearing, any "interested person" requesting to participate in the hearing must file a written notice, which must be in conformity with the requirements of 21 CFR l 308.44(b) and in the form prescribed in 21 CFR 1316.48. See Notice of Hearing, 91 FR at 22778. Among those requirements, such requests must: (1) state with particularity the interest of the person in the proceeding; (2) state with particularity the objections or issues concerning which the person desires to be heard; and (3) state briefly the position of the person regarding the objections or issues. Id. Further, as both the NPRM and the Notice of Hearing make clear, the purpose of the hearing is to "receive factual evidence and expert opinion regarding whether marijuana should be transferred to schedule III of the list of controlled substances." NPRM, 89 FR at 44599 (cleaned up); Notice of Hearing, 91 FR at 22778 (cleaned up).

In your request to participate in the hearing, you state that MMJ is comprised of three entities, MMJ International Holdings (MMJIH), MMJ BioPharma Cultivation, Inc. (MMJBC), and MMJ BioPharma Labs, Inc. (MMJBL). You state that MMJIH develops "pharmaceutical cannabinoid therapeutics" and "oversee[s] regulatory strategy, clinical development planning, chemistry, manufacturing, and controls preparation, and Investigation New Drug (IND) submission for cannabinoid-based treatments targeting Huntington's disease and multiple sclerosis." You further note that MMJIH has "initiated formal regulatory engagement" with the


U.S. Food and Drug Administration (FDA) regarding two cannabinoid drug candidates. You state that MMJBC "supports the cultivation and production of pharmaceutical-grade cannabis plant material required for extraction and formulation of the active botanical drug substance used in MMJIH's IND programs." You state that MMJBC has "submitted an application to the DEA for registration as a bulk manufacturer of marijuana,' and "MMJBC's bulk manufacturing registration application remains pending" Finally, you note that MMJBL performs "analytical testing, formulation support, and regulatory-grade characterization of botanical extracts used in MMJIH's drug development program," and has a "schedule I analytical laboratory registration."

You further note that "MMJ has invested over $10 million into advancing pharmaceutical cannabinoid therapeutics through the formal federal FDA botanical drug development pathway and the DEA controlled-substance registration framework." Describing MMJ's interest in the hearing, you state that the rescheduling of marijuana to schedule III ''will directly affect MMJ's pending DEA bulk manufacturing application, its existing DEA laboratory registration, the commercial viability of its FDA-pathways drug development programs, and its claims in[] pending federal litigation." You assert that "MMJ objects to the proposed rescheduling	"You further assert that the proposed rescheduling will cause MMJ
"competitive injury" by creating "a two-track regulatory system that advantages non-compliant entities at the expense of those who have pursued the established federal pathway."

You state in your participation request that, at the hearing, you wish to be heard on the following issues: (1) the proposed rescheduling's compliance with the 1961 Single Convention on Narcotic Drugs and "international obligations"; (2) "the proper application of the statutory scheduling factors under 21 U.S.C. 812(b), including whether the evidentiary record supports the proposed transfer to Schedule III"; (3) concern that the "DEA administrative proceedings ..
. suffer from significant constitutional defects under Article II of the United States Constitution"; and (4) concern that DEA may lack "lawful authority to adjudicate matters through an administrative process that is constitutionally defective." These issues present questions of law, and your request fails to address how your participation in the hearing on any of these issues would offer factual evidence or expert opinion regarding whether marijuana should be transferred to schedule III, including any of the factors set forth in 21 U.S.C. 81l(c) or the necessary findings under 21 U.S.C. 812(b)(3) to transfer marijuana to schedule III of the CSA.

In addition, MMJ wishes to be heard regarding an objection "to the proposed rescheduling to the extent that it does not address the disposition of pending DEA registration applications for bulk manufacturers of marijuana submitted under the current Schedule I framework." The disposition of pending DEA registration applications is beyond the scope of the NPRM's proposal to transfer marijuana from schedule I to schedule III of the CSA.

Upon review, DEA concludes that your participation request fails to sufficiently state with particularity relevant evidence on a material issue of fact that you intend to present during the hearing regarding whether marijuana satisfies the statutory requirements for placement in schedule III. See Schedules of Controlled Substances: Rescheduling of the Food and Drug Administration Approved Product Containing Synthetic Dronabinol [(-)-119-(trans)-Tetrahydrocannabinol} in Sesame Oil and Encapsulated in Soft Gelatin Capsules From
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Schedule II to Schedule III, 64 FR 35928 (July 2, 1999); Schedules of Controlled Substances: Placement of Pemoline in Schedule IV, 40 FR 4150 (Jan. 28, 1975). For this reason, DEA denies your request to participate in the hearing.


Sincerely,t�



��	�
Terrance C. Cole Administrator
