Anticipated Timeline of processes & milestones for the
Controlled Study of Psilocybin vs. LSD for the 
Treatment of Cluster Headaches
(A work-in-progress document)
(Word doc w/graphic timeline posted  under Files > Cluster Information)
November meetings between ClusterBusters, MAPS, and McLean Hospital provided sufficient information to construct a timeline of our study covering the next twelve months. As we progress, this document will be updated and presented to the group. 
(by Dan for the CB Advisory Committee)
Milestone #1 Nov 23, 2006 – 12/08/2006: COMPLETE
        Design draft revision by MAPS per meeting of 11/20/06 and submit draft to John
        Halpern by Dec 8, 2006
Process – A Dec 8, 2006 – Jan 31, 2007: 
        Final Decision on scope and design type (open label or double blinded,  hybrid, etc)
Dr. Halpern and staff review design draft and compile final design documents in cooperation with ClusterBusters and Jack Sandweiss. 
Milestone #2 Jan. 31, 2007
        Design protocol package is complete.
Milestone #3 Mar. 30, 2007
        Anticipate 2 subjects completing the MDMA study by this date.
Dr. Halpern received the final approval documents for the MDMA study on November 21st and expects to start the research very soon. 
(Building administrative confidence in this, the first psychedelic study at McLean is an important milestone).
Milestone #4 Apr 1, 2007 – Jun 1, 2007:
        Submit study design to McLean IRB  
        (date of submission is dependant upon Milestone #3 during the ‘confidence-      building’ phase of the MDMA study)
Milestone #5 Jun. 1, 2007
        Proposal for study by McLean Hospital presented to ClusterBusters. 
Jay Livingston will compile and present a study proposal package to ClusterBusters. (Milestone date is dependant upon Milestone #4)
Process – B May 4, 2006 – June 1, 2007:
        Submit study design to ‘study partner’ MA General’s IRB unless the study will be        conducted at McLean and the MA General’s IRB is not involved.
        ( date is dependant upon Milestone #4)
Milestone #6 Aug. 1, 2007
        McLean IRB and, if needed, MA General IRB grants approval.
Process – C Aug 1, 2006 – Sep 1, 2007:
        Submit study design to FDA.
        (date is dependant upon Milestone #6)
Milestone #7 Sep. 15 to Oct. 15, 2007
        FDA grants approval. (FDA must respond within 30 days, the extra 15 days are in         case FDA has some concerns which can be addressed and resolved within an        additional 15 days)
Process – D Aug 1, 2006 – Nov 1, 2007:
        DEA Schedule 1 license background checks & approval period for multiple         licensees at MA General.
Milestone #8 Nov. 1, 2007
        DEA grants approval for the Controlled Study of Psilocybin vs. LSD for the 
Treatment of Cluster Headaches
Milestone #9 Nov. 30, 2007
        Commence Study of Psilocybin vs. LSD for The Treatment of Cluster Headaches.
(Drugs can be shipped only after DEA grants approval, so the study can not actually start until drugs are ready to be administered.
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