Department of Veterans Affairs	Memorandum No. D&T-119-9
VA Healthcare Network	October 25, 2005
Upstate New York at Albany	Attachment A
INVESTIGATIONAL DRUGS

1. PURPOSE:  To define the policy and procedures for the prescribing, dispensing, administration and storage of investigational drugs.  An investigational drug is (1) a new chemical compound which has not been released by the Food and Drug Administration (FDA) for general use, or (2) an approved drug that is being studied for an approved or unapproved use, dose, dosage form, administration schedule, or under an Investigational New Drug (IND) application in a controlled, randomized, or blinded clinical trial. The use of investigational drugs in clinical research must be in accordance with a protocol approved by the Institutional Review Board Committee (IRB) and Research and Development Committee (R&D) of the VA Medical Center.

2. POLICY:  Investigational drugs will not be administered to patients unless approved by the Pharmacy and Therapeutics Committee; the VACO Executive Committee on Therapeutic Agents; or the Stratton VA Medical Center R&D Committee.  All investigational drugs are to be secured in the pharmacy and dispensed on the basis of a prescription or order from a prescriber specifically authorized to do so.  All forms required for a particular study will be properly submitted to the appropriate services for each patient/subject enrolled in the protocol.

3. RESPONSIBILITIES:  

a. The Principal Investigator(s) (PI) must:

1. Allow Pharmacy the opportunity to review each study to determine feasibility.
This review must be done before submission to the Research Office. Such review will be documented via the Pharmacy Investigational Drug Service Billing Agreement. This Agreement will be signed by the PI and the Chief of Pharmacy Service. 

2. Provide the following to the Pharmacy Manager or designee. 

a. A copy of the protocol as approved by the R & D Committee and the IRB. This includes all updates to the protocol. 

b. Documentation of initial R&D approval.

c. Initial IRB approval and all continuing reviews.

d. A completed Investigational Drug Information Record, VA Form 10-9012 (Attachment A), will be required for each medication meeting the definition of an investigational drug. This will include commercially available drugs under investigation. All updates must be forwarded to Pharmacy as well. 

e. A signed copy of FDA Form 1572, Statement of Investigator, for any study conducted under IND. For studies not conducted under IND, the PI must provide a letter indicating one is not required. All updates must be forwarded to Pharmacy as well. 

f. A blank copy of the currently approved Consent Form, VA Form 10-1086. If changes are made to previously approved consent forms, the P.I. will provide a copy of the amended form to the pharmacy. 

g. Secure informed written consent on VA Form 10-1086 for each patient/subject enrolled in accordance with the procedures described in M-3 Part I chapter 9.  Receipt of signed patient consent form is required before Pharmacy will dispense investigational drug. 

h. Procure the investigational drug from the manufacturer and deliver, or make arrangements to have the properly identified drug delivered to the Pharmacy/Pharmacy Manager or designee, in accordance with the provisions of 21 CFR 312.

i. Coordinate all monitoring visits with Pharmacy to ensure participation. 

j. Inform the Pharmacy Manager, or designee, when a study involving investigational drugs has been terminated and provide written direction for the disposition of any remaining drug.

b. Prior to administration, the nurse must:

1. Be familiar with all pertinent information made available by the investigator regarding the dosage, usage, toxicity, precautions, etc. as indicated on the Drug Information Form (VA Form 10-9012).

2. Verify that a patient consent form has been completed and placed in the medical record (VA Form 10-1086).

3. Store the investigational drug under lock.

4. Return all vials, remaining doses, etc. to the Pharmacy upon termination of the use of the investigational drug on the ward.

5. Accurately document all administered doses.

c. The Pharmacy Manager or designee must:

1. Receive all investigational drugs into inventory and provide clearly identified separate storage in a locked, secure area. Pharmacy will not procure or dispense investigational medication(s) until all documents required by this Memorandum are received. 

2. Maintain a perpetual inventory and a complete record of all transactions associated with each investigational drug including, but not limited to the study protocol and a list of principal investigators and authorized prescribers.

3. Create a study binder including but not limited to the IRB and R&D approvals, FDA for 1572, VA Form 10-9012, currently approved Protocol and Consent Form, Investigational Drug Inventory, Pharmacist Instruction Sheet and all related communications. 

4. Prepare a letter to the Investigator indicating the Pharmacy is prepared for study enrollment to begin. Pharmacy will not send the letter until all required documents are received. The letter may include attachments such as sample prescriptions, sample pharmacy labels, a copy of the Pharmacist Instruction sheet and any other pertinent documents. 

5. When necessary, provide nursing with VA Form 10-9012, duly completed for each investigational drug used in the protocol.

6. Dispense all investigational drugs, properly and individually labeled for each enrolled patient/subject.  Labeling will include the legend "Caution: New Drug-Limited by Federal Law to Investigational Use” and other precautionary labeling deemed necessary.

7. Ensure a signed copy of the consent form is received prior to dispensing and annotate in the patient’s VISTA pharmacy profile that consent was received.

4. PROCEDURES:

a. All investigational drugs for use in humans will be ordered from Pharmacy on a properly completed prescription form VA 10-2577f or Doctor's Order Form VA 10-1158 and signed by an authorized prescriber.

b. Controlled Substances for use in research will be order in accordance with D&T 119-38, Controlled Substances for Use in Non-Human Research. This includes controlled substances used according to non-human research protocols. Such controlled substances will be requested from Pharmacy on a prescription form VA 10-2577f completed by the ACOS for Research or designated Physician. 

c. The data contained on VA Form 10-9012 will serve as a protocol abstract.  A copy of this form will be forwarded by Pharmacy, or the research coordinator, for inclusion in the medical record of each patient enrolled in the study.

d. Investigational drugs used by the laboratory for research laboratory will be dispensed to laboratory personnel only upon receipt of a written authorization signed by the principal investigator.

e. VA Cooperative Studies:
 
1. In the case of a VA Cooperative Study employing investigational drugs, the Cooperative Studies Program Clinical Research Pharmacy at the Albuquerque VAMC will prepare the Investigational Drug Information Record and include the name, address, and social security number of the study chairperson as it appears on the Project Data Sheet VA Form 10-1436.  After the Investigational Drug Information Record has been signed by the Participating Investigator, one copy will be sent to the Pharmacy Manager of the Participating Investigator's Medical Center, and one copy will be filed with the protocol copy maintained in the Medical Center's Research Office.  The Cooperative Studies Program Clinical Research Pharmacy will also provide the Pharmacy Manager of the Participating Investigator's Medical Center with copies of Forms F.D. 1571, the IND letter from the FDA and Statement of Investigator Form 1572 for the respective Participating Investigator.  A copy of the "Report of Subcommittee on Human Studies" which indicates approval of the study must be forwarded from the Research Office to the appropriate Cooperative Studies Program Coordinating Center assisting the study.
		
2. The Cooperative Studies Program Clinical Research Pharmacy will be responsible for obtaining the investigational drug from the manufacturer and distribution to the Pharmacy Manager or designee of each authorized participating VAMC.  The Pharmacy of each participating VAMC will maintain records on the investigational drug dispensed and will make arrangements in accordance with applicable VA and FDA regulations for disposition of the unused drug when participation in the cooperative study is terminated.  

4.  REFERENCES: VHA Handbook 1200.05
	VHA Handbook 1108.04
	Code of Federal Regulations, Title 21, Chapter I, Part 312

5. RESCISSION:   Memo No. 119-02, dated February 19, 2009

6. FOLLOW-UP RESPONSIBILITY:  Pharmacy Manager, D&T Careline, Ext. 2344

7. AUTOMATIC RESCISSION DATE:  August 30, 2014



                                                                                      //SIGNED HARD COPY ON FILE//
	LINDA WEISS, FACHE
	Director
Attachment A

Department of Veterans Affairs	Memorandum No. D&T-119-09
VA Healthcare Network	Pharmacy	
Upstate New York at Albany	August 30, 2011 (Updated Copy)
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