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INVESTIGATIONAL DRUGS & DEVICES in RESEARCH with HUMAN SUBJECTS

If you plan to use investigational drugs or devices, you must have the approval of both the VA Research & Development Committee and the Committee for the Protection of Human Subjects at Dartmouth College.  Please contact the VA Research office to begin the approval process.

1.  INVESTIGATIONAL DRUGS
a.  An investigational drug for clinical research use is one for which a sponsor has filed an Investigational New Drug (IND) application to, and has been given permission to proceed by, the FDA.

b.  The use of drugs in research must be carried out in a responsible manner. See Center Memorandum 119-99-04, “Research and Investigational Drugs”
c.  Prior to initiation of the research protocol, the Principal Investigator will:

(1)
Obtain approval from the FDA (Investigational New Drug Application).


(2)
Obtain approval from the R & D Committee (VA Form 10-9012).

(3)
Obtain approval from the Committee on Protection of Human Subjects (VA Form 10-1223 and 10-9012).  

(4)
Obtain approval from the Pharmacy and Therapeutic Agents Committee.

(5)
Provide the Pharmacy with:

(a) A supply of the Investigational Drug.

(b) A copy of approval from FDA.

(c) A copy of VA Form 10-9012 (Investigational Drug Information Record).  

(d) A copy of VA Form 1223 (Report of Subcommittee on Human Studies).  

(e) A copy of Protocol.

(f) A copy of signed VA Form 10-1086, (Informed Consent) for each patient. 

(The original goes to the patient's medical record.)

(g) A completed Action Profile for each transaction.  

d.  The PI must inform the Chief, Pharmacy Service, the IRB, and the R&D Committee when a study involving investigational drugs has been terminated.

e.  In the late stages of a drug's investigation, and in certain limited situations, the drug may be used as a humanitarian act outside the regular protocol in conjunction with specific INDs in individual cases.

(1) In such cases, patients must become participants in the research protocol (21 CFR 50.3(g)) and an emergency life-threatening situation must necessitate the use of the drug (21 CFR 50.23(a)).

(2) Use of an investigational drug, as a humanitarian act requires adherence to requirements in M-2, Part VII, Chapter 6, Investigational Drugs (or superseding document) and all applicable FDA regulations.

(3) Use of an investigational drug as a humanitarian act, outside an approved protocol requires authorization from the Chief of Staff, notification to the Medication Use Committee, and submission of a completed VAF 10-9012, Investigational Drug Information Record, to Pharmacy.

2.  INVESTIGATIONAL DEVICES
a.  An investigational device, as defined by the FDA, is a medical device which is the subject of a clinical study designed to evaluate the effectiveness and/or safety of the device.  A medical device is defined by the FDA as any health care product that does not achieve its primary intended purpose by chemical action or by being metabolized.

b.  Use of an investigational device in a clinical trial to obtain safety and effectiveness data must be conducted according to FDA’s Investigational Device Exemption (IDE) regulations, 21 CFR part 812 and other applicable FDA regulations.  

c.  The research protocol must also be approved by the IRB and the R&D Committee. The principal investigator must provide information on the Storage, Security and Dispensing of the device, specific to the protocol. 

d.  The Committee for the Protection of Human Subjects (www.dartmouth.edu/~cphs/cphs_protocol.htm)  / IRB, which reviews all investigational medical device protocols, has written procedures for conducting the reviews and reporting findings to the investigator.
e.  The Committee for the Protection of Human Subjects/IRB determines if the device represents a “significant risk” (SR) or “non-significant risk” (NSR) according to FDA guidance.  The CPHS will not approved a “significant risk” medical device study without written documentation that the study has received approval from the FDA.

f.  The institution evaluates compliance regarding the use of investigational devices, including storage, security and dispensing.  This is done as a component of PI (File) Review.  If noncompliance in the use of investigation devices is identified, the institution reviews the occurrence and implements corrective action to restore compliance. 
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