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1. Your not-for-funding study titled, "Ketamine Assisted Therapy of
Alcoholism," was reviewed and approved by the Research & Development
Committee on May 3, 1996.

2. Before veteran patients are admitted to the study, documentation of USF
Health Sciences Center IRB approval must be submitted to the Research Office
(151).

3. The RED Committee requires that each person agreeing to be a subject in
an approved human studies protocol certify to the committee, in writing,

that all aspects of the informed consent have been met at the time of

his/her enrollment in the study. This approval proviso is satisfied by
having each subject complete, sign, and through you, send the original copy
of the Memorandum of Certification to the Research Office (151).

4. If modifications in the protocol or consent form are required, or any
adverse reactions occur, please submit four copies to the Research Office
accompanied by a memo summarizing the modifications or reactions and
indicate whether the reaction is/is not related to the study medication.
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