Pharmacy Requirements for the Principal Investigator


In Conducting Investigational Protocols





This document explains the role of the Clinical Research Pharmacy in these three stages:


1. Protocol Development and Approval


2. Opening a Protocol 


3. Closing a Protocol





1. Protocol Development and Approval 





1.  The Principal Investigator will coordinate medication-related aspects of the protocol with the Chief, Clinical Research Pharmacy –, Room 2P02, Telephone 202-782-3835.





2.  All drug protocols require an Impact Statement from pharmacy.  The benefits of the Impact Statement are as follows:


         a.  Needs for storage, refrigeration, or freezer space are addressed.


         b.  Manpower requirements are calculated.


         c.  Material requirements, if applicable, are calculated.


         d.  Special procedures or processes are addressed.


         e.  Financial costs are addressed.





3. The investigator should submit a copy of the “Application for Clinical Investigation


Project” to pharmacy as a guideline for formulating the pharmacy impact statement.  Also, any proposed budget as part of a CRDA or foundation proposal (e.g., Henry M. Jackson Foundation) should be submitted at this time.





4.  Many protocols require use of an active drug and placebo. Pharmacy has limited means to supply drug and placebo capsules. It is important to coordinate material requirements with pharmacy before proceeding with the protocol. It saves a lot of time and effort for the Investigator.





5.  The Principal Investigator, manufacturer’s representative, and/or study coordinator should meet with the clinical research pharmacy staff to explain what is required of the pharmacy. Some protocols require special procedures that must be anticipated prior to initiating the protocol. This should be accomplished prior to approval by the Human Use Committee.








2. Opening a Protocol





1.  Once a protocol is approved by the Human Use Committee, the investigator must supply the clinical research pharmacy with a copy of the DCI Approval Letter and a copy of the approved protocol.





2.  A protocol procedure is written by the pharmacy for every protocol approved. This procedure outlines the steps to be taken for dispensing a protocol drug. It also states what is required on a prescription as well as any special procedures and precautions to be taken. The Pharmacy requires two weeks of time after receiving the DCI Letter of Approval to initiate an auditing/tracking system and receive/dispense the required medication.





3.  According to Pharmacy’s SOP, only the Clinical Research Pharmacy --- not the Principal Investigator or the clinical coordinator --- is authorized to receive and dispense drugs. This will be strictly enforced.





4.  All medications used in the protocol are physically segregated primarily in the Clinical Research Pharmacy.





5.  Protocol prescriptions must be signed by the Principal Investigator or co-investigators who are listed in the DCI-approved protocol.  Protocol prescriptions written by other physicians will not be honored. 





6.  The Clinical Research Pharmacy will only accept written prescriptions for the protocol. Oral and electronic prescriptions will not be honored.





7.  The Investigator will coordinate with the manufacturer and/or foundation to deposit funds in pharmacy’s account as the patients are being enrolled.





8.  Copies of any drug invoices sent to the Principal Investigator or clinical coordinator by the sponsor will be submitted to the pharmacy for appropriate record keeping.





9.  Pharmacy will not use the auditing sheets supplied by the drug’s manufacturer because auditing sheets vary widely from protocol to protocol and create confusion. Pharmacy will formulate a standard auditing sheet for all protocols. The information placed on these sheets usually exceeds the manufacturer requirements.  In our experience this added information is essential when there is an FDA inspection.





10.  Study coordinators must notify pharmacy at least one week in advance of setting up an appointment with the manufacturer or agent for auditing the protocol. The purpose of the visit must be specified. Visits will be scheduled Tuesday, Wednesday and Thursday afternoons. With the exception of an FDA or DCI visit, “surprise” visits will not be honored. The FDA usually provides the pharmacy with sufficient advance notice.





11.  The pharmacy will see the investigator at any time when it is convenient for both parties. With the exception of the blinded code, the Principal Investigator is welcome to all information the pharmacy has. The blinded code will be accessible only in cases of emergency or at the time of protocol closure.








3. Closing a Protocol





1.  The pharmacy will provide copies of any documents as required.  All prescriptions and documents generated in the pharmacy will remain in the pharmacy.





2.  Study coordinators must notify pharmacy at least one week in advance of setting up an appointment with the manufacturer or agent for closing the protocol. Visits will be scheduled Tuesday, Wednesday, and Thursday afternoons.                                 





3.  The Pharmacy will assist the Investigator in returning the closed protocol.














COL, MC                                                                     Pharmacist 
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