[Authors' update, 5/13/24: Online petition updated with new form link: “Record of Requests to
Present Concerns”:

The FDA announced a June 4 advisory committee meeting in an official notice
published on May 8. If you would like to make an oral comment to the FDA meeting from
3-4pm ET on June 4, 2024, here is a link to the notice, which includes instructions on
how to register interest in speaking. Requests to speak must be sent to Joyce
Frimpong by Friday, May 17. All oral comments will be presented virtually. The notice
also includes instructions for submitting written comments by Thursday, May 23.

Since the announcement of this advisory committee, an FDA lawyer asked us to
withdraw this petition from the FDA, even though this petition’s requests for an extended
public hearing have not been met. We believe that the FDA should prioritize
“contributions from stakeholders who are concerned about the application’s
shortcomings and risks.” However, the notice indicates that the FDA “may conduct a
lottery” if the number of oral comment applicants exceeds the allotted time.

Because of these developments, we are collecting a “Record of Requests to Present
Concerns via Oral Comment at FDA's MDMA Public Hearings.” We ask that if you
intend to register interest in an oral comment to express concerns, please fill out this
form. This form functions as a record of oral comment applicants to compare to the
FDA's final list of speakers.”

The text of the original petition begins below:]

Petition for the FDA to Convene an
Open Advisory Committee Meeting to
Hear Concerns on MDMA-Assisted
Therapy


https://www.federalregister.gov/documents/2024/05/08/2024-10053/psychopharmacologic-drugs-advisory-committee-notice-of-meeting-establishment-of-a-public-docket
https://forms.gle/sNY9XEUpoKU6iWCd9
https://forms.gle/sNY9XEUpoKU6iWCd9

We, the undersigned, call for the FDA to schedule an open
advisory committee meeting on Lykos’ application for
MDMA-assisted therapy for PTSD. It is imperative that this meeting
prioritizes contributions from stakeholders who are concerned about
the application’s shortcomings and risks.

The approval of a drug-psychotherapy combination would be precedent-setting for the FDA.
This is a high-stakes decision with significant consequences. A public advisory committee
meeting is essential to preserve the FDA's mandate of protecting and promoting public health.
As such, we call for the FDA to organize an advisory meeting for MDMA-assisted therapy
(MDMA-AT) with an extended open public hearing (OPH).

The decision to extend the OPH beyond the minimum standard is at the discretion of the
committee Chairperson. Given the novelty and public interest of this application, the OPH must
include sufficient time for participants who can speak to the concerns identified in this petition.

We are aware that the FDA informed Lykos (formerly MAPS Public Benefit Corporation) of a
planned meeting in June 2024, but this meeting was not publicly announced by the time of
posting this petition. This advance notice allows Lykos to organize advocates in preparation for
the meeting. Although the EDA stipulates that meetings must be publicly advertised at least 15
calendar days before the meeting date, other stakeholders should also be afforded the
opportunity to prepare for this meeting. Additionally, given that some former clinical trial
participants are disabled, advance notice is a reasonable accommodation for their full
participation in the OPH. In light of strong public interest in FDA’s decision, this meeting should
also be made available by webcast.

If the FDA convenes an advisory committee OPH without sufficient notice or time allotted
for other stakeholders, the FDA would be risking public safety and favoring industry
interests. While the minimum OPH duration is set at 1 hour, the committee Chairperson has
wide latitude to establish a longer OPH schedule. The novelty of MDMA-AT necessitates an
extended OPH due to a constellation of special factors, including:

1. Novelty of the drug application: Since MDMA is a psychedelic/entactogen, this
application is the first in a new medicine class. As an additional novelty, the FDA has
never considered a drug-psychotherapy hybrid application. Further, Lykos purports that
MDMA-AT involves a new mechanism of action involving the “inner healing intelligence.”
MAPS/Lykos’ protocols explicitly theorize that “surrendering” to the “inner healer” is “the
method of therapeutic action.” This construct attributes healing to “ordinarily hidden
spiritual dimensions of existence” that are accessed through non-ordinary states of
consciousness (Grof, 2006).



https://www.fda.gov/advisory-committees/about-advisory-committees/common-questions-and-answers-about-fda-advisory-committee-meetings
https://www.ecfr.gov/current/title-21/chapter-I/subchapter-A/part-14/subpart-B/section-14.29
https://www.ecstaticintegration.org/p/the-inner-healer-and-the-inner-critic
https://maps.org/wp-content/uploads/2022/05/MDMA-Assisted-Psychotherapy-Treatment-Manual-V8.1-22AUG2017.pdf
https://docs.google.com/document/d/1FJWsoERrQngUI4LIpRQAQqczPE6gBGrBKEyHO3egVa8/edit
https://books.google.com/books?id=hlSzEAAAQBAJ&pg=PT457&dq=%22ordinarily+hidden+spiritual+dimensions+of+existence%22&hl=en&newbks=1&newbks_redir=0&sa=X&ved=2ahUKEwiCwYGB0KeFAxVAMlkFHfSPAv4Q6AF6BAgHEAI#v=onepage&q=%22ordinarily%20hidden%20spiritual%20dimensions%20of%20existence%22&f=false

2. Significant safety concerns: Evidence from multiple sources indicates that the sponsor
has engaged in a pattern of systematic and deliberate omission of adverse events from
the public record while minimizing documented harms. This creates “substantial
concerns about the validity of the results” submitted to the FDA (ICER, 2024).
Although we take no position on the ultimate approval of MDMA or MDMA-AT, we have
serious concerns about the safety of the therapeutic adjunct to MDMA proposed by
Lykos.

3. Unresolved scientific issues regarding safety/efficacy: The March 2024 Institute for
Clinical and Economic Review (ICER) report catalogs numerous issues with

MAPS/Lykos clinical trials, including issues with blinding, unvalidated uses of
psychometric tools, boundary violations, and inadequate trial designs. As a result of
these issues, trial reporting is “unlikely to represent all adverse effects” or to reflect
actual treatment efficacy (ICER, 2024).

4. Strong public interest requiring transparency and public input: There are indications that
coordinated industry narratives may be skewing public perception of MDMA-AT’s safety

and efficacy. MAPS/Lykos employs former participants to engage in public relations and
political lobbying campaigns, which raises concerns about the impartiality and objectivity
of advocacy efforts. These concerns are heightened by reports from veterans who
described feeling “used” as political pawns by MAPS/Lykos. There are also allegations
that MAPS’s lobbying campaign was kickstarted by funds acquired through elder abuse
employing the drug under review.

The urgency of convening an advisory committee meeting is also supported by the FDA’'s own
2008 draft guidance document, which identifies three determining factors. If “one or more” of
these factors is met, the issue “should generally be referred to an advisory committee.” All three
factors are met by Lykos’ MDMA-AT application:

1. ls the matter at issue of such significant public interest that it would be highly beneficial
in th Vi f an advi mmi f th ncy’s r I

decision-making process? — Yes. If approved, MDMA-AT would be offered to some of
the most vulnerable patient groups. Applications for psychedelic-assisted therapy are
also anticipated to be transdiagnostic, which means that marketing is anticipated for
large cross-sections of the public. As a result, this matter holds significant public interest,
and the FDA has a responsibility to ensure the safety of potential patients

2. ls the matter at issue so controversial that it would be highly beneficial to obtain the
advice of an advisory committee as part of the agency’s requlatory decision-making

process? — Yes. Lykos’ application is highly controversial due to evidence (reported
below) of data fraud and systematic misreporting of adverse events. Lykos’ MDMA-AT
protocol is also controversial due to concern that the therapy increases risks to
participants.



https://icer.org/wp-content/uploads/2024/03/PTSD_Draft-Report_For-Publication_03262024.pdf
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3. Is there a special type of expertise that an advisory committee could provide that is
needed for the agency to fully consider a matter? — Yes. Personal, professional, and

financial conflicts of interest permeate the research at MAPS/Lykos. As a result, the FDA
should solicit testimony from cross-disciplinary experts without such industry ties. The
FDA should also hear from trial participants whose experiences are not reflected in
official reports. The FDA should not rely on accounts from researchers who are
personally and financially invested in the MAPS/Lykos spiritual ideology of the “inner
healing intelligence.”

The stakes of this petition are emphasized by recent disclosures from a former MAPS PBC
employee, who prefers to maintain anonymity at this juncture. The identity of the former
employee is known to two of the undersigned authors, and we share this information with their
consent. We consider the former employee’s accounts to be highly credible.

We believe that these accounts from the former MAPS PBC employee, combined with our
collective research and personal experiences, are essential for understanding the implications
of regulating the model of MDMA-AT proposed by Lykos. We emphasize that this petition is
agnostic to the ultimate decision of the FDA on regulating MDMA-AT. However, we believe
that the FDA and the public should be informed about the current evidence base for the
proposed psychotherapeutic adjunct.

MAPS/Lykos are alleged to have an internal culture of silence that explains the organizations’
limited public acknowledgment of pervasive issues with MAPS/Lykos’ data collection and

reporting, despite being known to many MAPS/Lykos employees. Accounts have described a
“culture of fear” surrounding widely-recognized concerns about the organization’s operations.

These concerns include an organizational culture that normalized violations of IRB, HHS,
and FDA regulations. An account provided by the former MAPS employee suggests that
clinical trial investigators would phone Rick Doblin (then MAPS Executive Director) in the event
of an incident so that Doblin could determine whether an adverse event should be reported. In
turn, Doblin would often respond with justifications for why adverse events should not be filed.

In one account from a clinical trial session involving MDMA, a participant made a serious suicide
attempt during a dosing session. Doblin reportedly instructed the investigators not to report
the incident, since he attributed the suicide attempt to the participant’s personal
circumstances rather than to the MDMA. Despite Doblin’s alleged instructions, this event
would have qualified as an “unexpected serious adverse event related to the study” based on
the definitions from 21 CFR 312.32(a) (FDA. 2023), which legally obligated MAPS to notify
regulatory authorities within seven (7) calendar days. Further, according to the United States
Department of Health and Human Services, this event would meet requirements for
classification as an “unanticipated problem” or “unanticipated adverse event” and require
reporting under HHS regulations at 45 CFR 46.103(a) and 46.103(b)(5) (HHS, 2018; HHS, 2007).

In another alleged unreported incident, a participant was kept overnight for observation because
they remained in a “regressed” state at the end of the MDMA dosing session.



https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfcfr/cfrsearch.cfm?fr=312.32
https://www.hhs.gov/ohrp/regulations-and-policy/regulations/45-cfr-46/revised-common-rule-regulatory-text/index.html#46.103
https://www.hhs.gov/ohrp/regulations-and-policy/guidance/reviewing-unanticipated-problems/index.html#Q1

In addition to the internal reports of unreported adverse events, Rick Doblin asserted during a
March 2024 SXSW presentation that suicidality only increased in participants in the placebo
groups. However, we are aware of records that Doblin was directly informed of increased
suicidality in participants in the MDMA groups. We also note that on the public record, multiple
participants have described increased suicidality attributable to MDMA therapy.

In another March 2024 panel at SXSW, Lykos CEO Amy Emerson described that increased
suicidal ideation is “actually part of the process” involved in psychedelic therapy, but that the
existing medical and regulatory systems need to be “taught” to embrace this.

Based on the preceding information, we cannot rule out the possibility that MAPS/Lykos
manipulated clinical trial data to hide adverse events from regulatory agencies, motivated
in part by a belief that these agencies would not understand that these adverse events are a
necessary part of their MDMA-AT.

There are additional concerning signs of unacknowledged safety issues in the
MAPS/Lykos therapy protocol itself, to the extent that several experts suggest that Lykos’
MDMA-AT protocols may increase the risk of harm from MDMA relative to other forms of
therapeutic support. Multiple researchers have raised concerns that the protocol’'s emphasis on
the “inner healing intelligence” establishes a vocabulary for minimizing participant complaints
when real harm is occurring. Multiple accounts of harm in MAPS's clinical trials have already
been associated with the spiritually-rooted “inner healer” construct, which has never been
scientifically validated.

The MAPS/Lykos therapeutic manual encourages patients to “let go” and “surrender” to the
inner healing intelligence, which may amplify the risk of harm associated with increased
openness and vulnerability from the effects of MDMA. Directing patients to let go of boundaries
is not consistent with contemporary trauma-informed practice, which emphasizes building
personal boundaries and increasing a sense of control in patients who have experienced
trauma.

There are several well-documented cases of high-profile therapists who have exploited the
increased vulnerability of patients in MDMA therapy, including incidents of entrapment, sexual
abuse, and coercive control. In the aforementioned case of elder abuse, MAPS board chair
Vicky Dulai sent records to George Sarlo’s family about his participation in a MAPS clinical trial.
These records included the dates of three MDMA dosing sessions between September and
December 2020. When Sarlo’s health care agent later requested his medical records, MAPS
lawyers denied the existence of this trial. This incident raises concerns that clinical trial records
might have been hidden, or that a MAPS clinical trial might have been faked as part of a sales
pitch to a MAPS funder.

We hold serious concern that these allegations of entrapment, sexual abuse, and
coercive control are directly connected to the organisational culture and psycho-spiritual
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beliefs around “healing” that are encoded in the MAPS/Lykos protocol. Aspects of the
psycho-spiritual beliefs associated with the MAPS/Lykos protocol have been employed by
high-control therapy groups, where patterns of harm have been linked to their framing of
distress as a necessary component of healing and spiritual development.

Since the expertise necessary to evaluate these risks lies outside of the FDA’s purview,
the FDA must solicit input from outside researchers in order to evaluate the full risks of
this protocol. We urge the FDA to investigate the psychotherapeutic protocols while
considering the application for MDMA-AT.

We also concur with the ICER report on the current evidence base for MDMA-AT. We do not
have high confidence in the validity or accuracy of MAPS/Lykos’ reporting to FDA. While
MDMA-AT may have potential therapeutic utility, there are numerous indications that Lykos’
experimental protocol poses significant risks to vulnerable patient groups.

The FDA must take action to ensure that this does not amount to another regulatory
scandal like the opioid crisis, where widespread harm retroactively illuminated
substantial requlatory failures. If the FDA again prioritizes industry interests over public
health, the outcome could mirror the trajectory of OxyContin, which was also once promoted as
a wonder drug offering relief from chronic suffering. If an unsafe therapeutic adjunct is
sanctioned by the FDA, the resulting harm could result in corrective restrictions that ultimately
limit MDMA's potential utility as a therapeutic.

Even if MDMA-AT is approved, the FDA should hold a public hearing to discuss latitude on the
psychotherapeutic component. As this petition illustrates, there are serious potential risks in
tying the administration of MDMA to the Lykos protocol.

Other concerned parties who support a thorough vetting of the MAPS/Lykos MDMA-AT
application by the FDA are encouraged to sign the petition. Click here to become a

signatory.

Signed by Authors:

Nese Devenot, PhD
Senior Lecturer
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Meaghan Buisson
Independent Researcher

Alaina M. Jaster, PhD
Virginia Commonwealth University


https://journalofethics.ama-assn.org/article/how-fda-failures-contributed-opioid-crisis/2020-08
https://forms.gle/a7o5RE8R8cLwpzX39
https://forms.gle/a7o5RE8R8cLwpzX39

Kayla Greenstien
PhD Candidate
University of Sydney

Brian Pace, PhD
Lecturer
The Ohio State University

List of Signatories:

w

© N OA

10.
. Steven Hassan, PhD, Freedom of Mind Resource Center, Inc.
12.
13.
14.
15.
16.
17.
18.

11

19.
20.
21.
22.
23.
24.
25.
26.
27.
28.
29.
30.

Sasha Sisko, Independent Journalist/Researcher

Rev. Joe Welker

Joar @veraas Halvorsen, Associate Professor and Consultant Clinical Psychologist,
Norwegian University of Science and Technology and St. Olav's University Hospital
Hilary Marusak, PhD, Assistant Professor of Psychiatry, Wayne State University
Damian Gordon

Mike Rabin, Lead Researcher, Corporate Purpose Project

Russell Hausfeld, Senior Writer, Psymposia

Uma R. Chatterjee, M.S., MHPS, Ph.D Student, University of Wisconsin School of
Medicine & Public Health

Philip Corlett, Associate Professor, Psychiatry, Yale University

Eiko Fried, PhD, Leiden University

Elizabeth S. Geisler, PhD Student, Virginia Commonwealth University

Jimmy Smrz, Psyched 4 News

Jules Evans, Director, The Challenging Psychedelic Experiences Project

Aaron Davis, BS Chemistry, CSU Long Beach

Ifetayo Harvey, Executive Director, People of Color Psychedelic Collective

Sarah Catherine Gillard, MSc, University of Edinburgh

Lindsay P. Cameron, PhD, Postdoctoral Scholar, Department of Psychiatry, Stanford
University

James Davis, MPA, Executive Director, Bay Staters for Natural Medicine

Kai River Blevins, PhD Candidate, George Washington University

Joseph Holcomb Adams, MA, Independent Bioethics Researcher

Mitsumi Mio

Petr Kopet

Patrick Coll, FRCPC, University of Calgary

Peter C Ggtzsche, Professor, Institute for Scientific Freedom, Copenhagen
Madelaine Elia, BFA BEd, SD no.71

Will Hall, MA, DiplPW, Maastricht University School for Mental Health and Neuroscience
loana Cristea, PhD, University of Padova, Italy

Boris Heifets, MD, PhD, Assistant Professor, Stanford University School of Medicine
Roberto De Filippo, PhD, Charité — Universitatsmedizin Berlin



31.
32.
33.
34.
35.
36.
37.
38.

39.
40.
41.
42.
43.
44.
45.
46.
47.
48.
49.
50.
51.

52.
53.
54.
55.
56.
57.

58.
59.
60.
61.
62.

63.
64.
65.
66.
67.
68.
69.
70.

Dr. Lee E. Dunlap

Daniel Garcia, SSDP, Attorney

Victoria Litman

Sophie Rogers, PhD Candidate, University of Pennsylvania

Rafaelle Lancelotta, PhD Student, The Ohio State University

Justin Pitts

Brenna Gebauer, Psychedelic Coach and Guide

Zoé Dodd, MES, MAP Centre for Urban Health Solutions, St. Michael’'s Hospital,
Toronto, ON

Connor Haggarty, PhD. Wayne State University

Lara Bertolino, Clinical Psychologist, Liminal Place

Alexandre Alt, Psychiatrist

Joseph R. VanDamme, U.S. Army (Retired)

Jen Holmberg, PhD Candidate, UC Berkeley

Kelsey Armeni, Research Assistant

Carly Melancon, APRN, PMHNP-BC, Independent Researcher

Jacqueline Goldman, ScM, Program Director, Brown University School of Public Health
Castilleja Kuzis

Tess Durham, MS Student, University of Wisconsin-Madison

Susie Sarlo

Ethan DiNapoli, Biological Researcher, California State University Sacramento
Olivia Mancini, Registered Social Worker, Co-Founder of Substance Overdose
Prevention and Education Network (SOPEN)

Tina A. Williams, Director, Dysphoric Project

Carly Major

Robert Forte Independent Scholar, Researcher, & Editor

Micaela Hobbs, Science Educator, Mental Health Advocate

Tanner Anderson, PhD Candidate, University of Kentucky

Gillinder Bedi, Associate Professor and Clinical Psychologist, The University of
Melbourne

Jesse Luke, Biomedical Writer (Psy/Neurosci), Independent

Christine Rabinak, PhD, Wayne State University

Coryn Mayer, Graduate Student, Georgetown University

Maya Gaines-Smith, MS, Neuroscience PhD Student, Virginia Commonwealth University
Tahlia Harrison, MA, MFTA,; Therapist, Bioethicist, and PhD Candidate, University of
Ottawa

Treasure Lundskog, Clinical Social Work Intern, The Ohio State University
Carmen Ostrander, MA, Narrative Therapist, Independent Practice

Katherine Kaelin, U.S. Army Veteran

Nakul Raval, Postdoctoral Associate, Yale University

Magen Todd Southam

Ethan Solomon, MD, PhD, Resident Psychiatrist, Stanford Health Care
Andrea Mander, MAS-PHM

Harriet de Wit, PhD, Professor, University of Chicago



71.
72.
73.
74.
75.
76.
77.
78.
79.
80.
81.
82.
83.
84.
85.
86.
87.
88.

Jessica Gonzalez

Pilar Hernandez-Wolfe, PhD

Erin Harrell, LPC

Marija Franka Zuljevié, MD, PhD, University of Split, Croatia

Naomi Shifman, BS, Drexel University

Edward Dzierwa

Stephanie Dacre, Independent Citizen

Amanda Rose Pratt, PhD, Assistant Professor, Kennesaw State University
Elyse Smith, PhD Student, University of Connecticut

Oli Genn-Bash, Co-Founder of the University of Kent Canterbury Psychedelics Society
Bernardo Parrella, Freelance Journalist and Translator

Nadine Nugent, PhD, Independent Researcher

Jessica Goodnight, PhD, Practice Owner, Anxiety and Trauma Clinic of Atlanta
Bret Bartlo, Independent Researcher

Anne Priest, D.O.

Anonymous, Independent journalist and translator

Bianca Schnarr, MS

Breyanna Thompson, Survivor of Psychedelic Therapy Harm



	Petition for the FDA to Convene an Open Advisory Committee Meeting to Hear Concerns on MDMA-Assisted Therapy 

