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Phase II clinical trial testing the safety and efficacy of 3,4-
methylenedioxymethamphetamine (MDMA)-assisted psychotherapy in subjects with

chronic posttraumatic stress disorder (PTSD).

Study # 63-384
February 10, 2003

This study is a randomized, placebo-controlled, double-blind investigation of the safety
and efficacy of 3,4-methylenedioxymethamphetamine (MDMA, “Ecstasy”) along with
psychotherapy in subjects with a diagnosis of treatment-resistant posttraumatic stress
disorder (PTSD).  Individuals enrolled in this study receive 10 to 12 non-drug
psychotherapy sessions and two MDMA or placebo assisted sessions, along with a
variety of measurement tests.

By signing this form, I hereby permit the exchange of otherwise private information
related to my mental or physical health between my treating therapist and the study
investigators.   .

This information may consist of records or notes on my physical and mental health, on
the causes of and prior treatment I have received for PTSD, and any other information
that is relevant to my potential participation in this research study.  The study
investigators may also exchange information concerning my experiences during and after
each experimental (MDMA or placebo) session. Personal information cannot be shared
unless it relates to whether I might qualify to participate in the study and, if so, how I am
reacting to being in the study.  No information concerning whether I was in the MDMA
or placebo group will be shared until the study has been completed unless I experience an
adverse event that demands immediate medical intervention.

I hereby permit the release of information relevant to my potential participation in this

study and to my mental and physical health as it relates to this study. I authorize my

therapist/physician ________________________________ to share this information, and

only this information, with Dr. Michael Mithoefer MD, likewise I authorize Dr.

Mithoefer to share information with _____________________________

_________________________________ __________________
 Signature of Participant Date


