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In clinial trials sponsored by the Multidisciplinary Association for Psychedelic Studies (MAPS),
such as our ongoing Phase 3 trials of MDMA-assisted psychotherapy for posttraumatic stress disorder (PTSD), we perform protocol development, regulatory submission, funding, study monitoring,
and other functions related to the responsibilities of the Sponsor role in clinical research.
In Investigator-Initiated Trials (IITs) the Investigator is also the Sponsor (or Sponsor-Investigator, SI). Therefore, the S-I has the responsibility to comply with federal regulations applicable to
both the Sponsor and the Investigator. The U.S. Food and Drug Administration (FDA) defines the
S-I as “an individual who both initiates and conducts a clinical trial, and under whose immediate
direction the investigational drug is administered.”
For an IIT, the SI must adhere to Sponsor obligations with federal regulations which include
(but are not limited to) the following:
• The submission and maintenance of their regulatory authority applications and reports
(i.e. an Investigational New Drug Application (IND) with the FDA, for studies conducted in the U.S.)
• Ensuring that the study is funded adequately
• Monitoring their study for adherence to their country regulations and Good Clinical
Practice (GCP)
MAPS and MAPS Public Benefit Corporation (MAPS PBC) are pleased to guide and aid
researchers across the globe in their IITs studying MDMA. IITs are important in growing product
knowledge and providing important safety data for continual research. Data from IITs can be pivotal in establishing a pipeline for concepts with MDMA treating various indications.
The following is a partial list of MAPS-supported IITs now enrolling, or in the planning
stages for new research:

POSTTRAUMATIC STRESS DISORDER
•

•
Rebecca Matthews

•
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(Preparing for initiation) The effects of MDMA on Prefrontal and Amygdala Activation
in Posttraumatic Stress Disorder
o Location:Yale University - New Haven, Connecticut, US
o
Researcher: Benjamin Kelmendi, MD
o Anticipated Start: Q4 2019
(Under regulatory/ethics review) Open-label Phase 2 Study of MDMA-Assisted Psychotherapy in Veterans with Combat-Related, Refractory PTSD
o Location: VA Loma Linda Healthcare System – Loma Linda, California, US
o Researchers: Shannon Remick, MD and Allie Kaigle, PharmD, BCPP
o Anticipated Start: Q2 2020
(Preparing for regulatory/ethics review) A Phase 2 Open-Label Treatment Development
Study of MDMA-Assisted Psychotherapy in Conjunction with Cognitive Processing
Therapy (CPT) for Chronic Posttraumatic Stress Disorder (PTSD)
o Location: Remedy – Toronto, Ontario, Canada
o Researcher: Anne Wagner, Ph.D., Candice Monson, Ph.D., Michael Mithoefer,

Winter 2019

M.D., Annie Mithoefer, B.S.N., and Emma Hapke, M.D.
o Anticipated Start: Q2/Q3 2020

ALCOHOL USE DISORDER
•

(Enrolling) MDMA-Assisted Psychotherapy for the Treatment of Detoxified Patients with Alcohol Use Disorder
o Locations: The Blackberry Centre and Colston Fort (Avon and Wiltshire Mental Health Partnership NHS Trust),
Clinical Research and Imaging Centre (CRIC Bristol), University of Bristol – London, England
o Researchers: Benjamin Sessa, M.D., Laurie Highbed, Ph.D., Professor David Nutt, Claire Durant Ph.D., and Tim
Williams, M.D.
Several other MDMA research concepts have also been presented to MAPS for support across various clinical indications, including:
• PTSD (Liberia, England, US, Colombia)
• Alcohol Use Disorder (US)
• Autism Spectrum with Social Anxiety (Australia)
• Grief (Canada)
• Depression (Norway)
• Mood and Anxiety in Advanced Stage Cancer (New Zealand)
• Multiple Sclerosis (New Zealand)
These concepts are still developing, and will be reviewed by MAPS PBC once proposals are provided by the researchers.
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