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MDMA hasn’t always been illegal — it hasn’t even been illegal since the 

passing of the Controlled Substances Act (CSA) of 1971. In fact, the U.S. Drug Enforce-

ment Administration (DEA) only first proposed placing MDMA in Schedule I in July 

of 1984. In response, MAPS Founder Rick Doblin, Ph.D., organized a group of psychi-

atrists and psychotherapists to request DEA hearings seeking to maintain MDMA’s 

legal medical use which had rapidly spread over the preceding years. These hearings 

were granted, but despite positive media attention, DEA’s Acting Administrator John 

Lawn placed MDMA on Schedule I using emergency scheduling powers, based in part 

on concerns about “potential neurotoxicity and the lack of accepted medical use or 

established safety for use of MDMA.” 

In May 1986, after two years of hearings, the DEA’s Administrative Law Judge 

Francis Young recommended against placing MDMA on Schedule I. Notably, his opin-

ion disagreed with the DEA’s claim that Food and Drug Administration (FDA) approval 

of a drug was, “binding on the medical profession with respect to what is, or is not, 

accepted medical… use” and also acknowledged MDMA’s past use in therapy, recom-

mending that MDMA be placed in Schedule III. Despite the weight of the evidence 

undermining MDMA’s placement in Schedule I, and the fact that the DEA had acted 

outside of its authority when it emergency scheduled MDMA, Lawn overruled Young 

and classified MDMA as Schedule I in October of 1986.

In 1987, Dr. Lester Grinspoon, a psychiatrist on the faculty of Harvard Medical 

School, sued the DEA on the grounds that DEA had ignored MDMA’s medical use. The 

federal court agreed, finding DEA Administrator Lawn’s ruling “unpersuasive.” This 

decision vacated MDMA’s Schedule I status. A month later, Lawn intervened again 

and reverted MDMA to its Schedule I placement, dismissing the expert testimony of 

psychiatrists discussing over 200 cases of MDMA-assisted therapy because they were 

not published in medical journals.
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For the last thirty-six years, MDMA has stayed in Schedule I. And today, closer 

than ever to potential FDA approval, we confront a big question: If MDMA is 
approved for medical use, how will it be scheduled?

Normally, when a drug seeking FDA approval is approved and subsequently rec-

ommended for scheduling in Schedules II–V by the Secretary of Health and Human 

Services (“HHS”), the DEA has ninety days from the later of those two dates to issue 

what is called an interim final rule, placing the drug on a schedule according to federal 

scheduling criteria. 

Unlike drugs with medical uses recognized by the FDA, drugs in Schedule I are de-

termined by DEA to have “no accepted medical use.” Substances in Schedule I may only 

be used in government-approved research projects, and are not eligible for prescrip-

tion, dispensation, and/or administration to any patient other than a qualified research 

participant. Sometimes, when one of these Schedule I substances is the active ingredi-

ent basis for an FDA-evaluated drug product, the DEA will schedule that drug product 

in one of Schedules II–V, or remove it from scheduling altogether.  Dronabinol, or 

synthetic THC, is an example: tetrahydrocannabinols (some of the active ingredients in 

cannabis) are in Schedule I, but FDA-approved dronabinol drug products are in Sched-

ules II and III. Similarly, Epidiolex is a cannabis-derived cannabidiol drug product that 

was bifurcated completely out of federal scheduling controls after its approval by FDA. 

Each state maintains a system of controlling some substances, similar to the 

federal CSA.  So, in addition to the FDA-approval-triggered federal scheduling, which 

permits federal marketing and use of a once-Schedule I-controlled drug, each state 

— if similarly controlling that drug in their Schedule I equivalent — will also need to 

schedule the approved drug product in a manner that permits medical use in that state 

(i.e. in a schedule other than Schedule I). Most neatly, and very often, this means each 

state and Washington, D.C., controls newly-approved drugs, whether bifurcated or 

not, consistently with the federal scheduling decision—achieving what we call “parity” 

between the state and federal system. 

Today, twenty-seven states have laws or regulations that trigger parity with the 

federal government upon or at some point after the federal scheduling decision. In 

other words, when the federal government places a substance or a pharmaceutical 

drug product into a schedule of the Controlled Substances Act, those states duly 

conform and place the substance into the same schedule of their state drug control 

statutes. Because those states automatically schedule controlled substances based 

on federal scheduling by DEA, that means that when DEA places MAPS’ MDMA drug 

product in a schedule, the entities responsible for regulating controlled substances in 

these states will follow suit.

In the remaining twenty-three states that do not automatically maintain parity 

with federal scheduling decisions, scheduling of controlled substances is determined 

through a state-level legislative, regulatory, or administrative process. Thus, in order 

to facilitate timely access to MDMA-assisted therapy in these states following poten-

tial FDA approval, MAPS PBC needs to coordinate with the relevant state authorities 

to ensure the MDMA-containing drug product — though for the reasons above, not 

uncontrolled MDMA itself — is placed in a schedule other than Schedule I as quickly 

as possible after federal rescheduling. In states that require legislation to schedule or 

reschedule a controlled substance, we will work with state legislators, advocates, and 

other stakeholders to develop and pass legislation that ensures that FDA-approved 

drug products containing MDMA intended for medical use be excluded from Schedule 

I and placed in another appropriate schedule. By automatically triggering the appro-
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priate scheduling of our MDMA drug product upon FDA approval, this kind of legisla-

tion would allow for legal commercial sale (for medical and therapeutic use only) in the 

state as soon as possible after DEA rescheduling.  

In states that require action by a regulatory or administrative body, we are 

working to educate the relevant decision-makers about the scientific evidence behind 

MDMA-assisted therapy and the need for timely action on their part to appropriately 

schedule the drug product following potential FDA approval. 

We have begun this work in several states where legislative action is required. 

In Colorado and New York, we worked with state legislators who saw a major unmet 

need for PTSD treatments for their constituents, and introduced bipartisan legislation 

to ensure timely rescheduling of medicinal MDMA upon potential FDA approval. In 

both of those states, the bills were swiftly passed by both legislatures. In California, 

we are collaborating with a diverse coalition of advocates to advance a bill which 

would decriminalize the personal use of some psychedelics, create a commission to 

study the possibility of future regulated use, and also ensure that all drug products 

derived from Schedule I substances are appropriately scheduled. Our goal is for timely 

rescheduling to be secured in as many states as possible in 2022, and to pass similar 

bills in the remaining states that require legislative action in 2023, prior to prospective 

FDA approval. 

To be sure, this issue extends beyond MDMA. Any Schedule I drug that gets de-

veloped into an approved drug product will have to look at examples like Epidiolex, 

Xyrem, and — soon — MAPS’ MDMA to make similar changes to avoid confusion and 

delay for prescribing and use by practitioners at the state level. Whenever possible, 

MAPS hopes to create legal pathways that benefit the public by supporting the entire 

field of psychedelic healthcare - not just our products. Different jurisdictions with 

different political environments require different approaches and — as we can see 

with the wide variety of state-level reforms moving forward — have different tempos 

of reform. In some places, we’ll have to focus our advocacy narrowly to ensure that at 

least MDMA will be able to be prescribed as soon as possible. In others, we’ll be able to 

carve out larger permissions that will benefit the entire field. 

In addition to creating medical access to psychedelic substances, MAPS was also 

founded to usher in a post-prohibition environment for the safe and responsible use 

of psychedelics for spirituality, exploration, and personal growth. Even with medical 

scheduling, this will not be possible as long as psychedelics remain criminalized. Cur-

rently, prosecutors and judges look to the U.S. Sentencing Commission (USSC) to make 

decisions about what consequences to associate with behavior related to psychedel-

ics and other drugs and related activities. While MAPS PBC works toward ensuring 

appropriate scheduling of a future MDMA drug product, MAPS has simultaneously 

worked toward changing sentencing guidelines by reducing the punishment for people 

using, manufacturing, or distributing presently-illicit MDMA.

In 2017, the USSC almost reviewed the MDMA sentencing guideline — MAPS 

submitted a testimony at the time — but the review didn’t occur, and the USSC hasn’t 

had a quorum since then. Perhaps soon, science will prevail over politics and the sen-

tencing guidelines will be reviewed — even as the first psychedelic drug product is 

placed somewhere in the CSA (other than Schedule I).
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