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Guidance on Research Studies Using Investigational Drugs

1. Medical Center Policy Memorandum No. 11-82, dated July 9, 1997, SUBJECT: Research and Investigational Drugs spells out Pharmacy Service’s role in the review process both before a study is submitted and during the Research Committee/Subcommittee review process.

2.  Principal Investigators who wish to initiate a study that will use investigational drugs must coordinate directly with Pharmacy prior to submission of the initial study package for Committee/Subcommittee review.  The issues that need to be addressed are included in the referenced document.  The R&D Committee will not approve any proposal that involves investigational drugs unless the Chief, Pharmacy Service, or her delegate, determines that the Pharmacy’s resources are adequate or that satisfactory provisions have been made for reimbursement (when applicable).    For these studies, the signature of the Chief, Pharmacy ervice, or her delegate, is required on the second page of the project data sheet (PDS) or a letter of support/collaboration must be provided by the Pharmacy. A copy of the PDS with the signature area highlighted is enclosed.   

3.  If you have any questions or concerns regarding this policy, please contact David Hoffman, Research Pharmacist at (212) 686-7500, extension 4047 or the Administrator, R&D Program at (212) 951-3357.

