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in accordance with the “abbreviated requirements” of the IDE regulation (21 CFR 
812.2(b)). 

(g) The PI is responsible for preparing and submitting appropriate documents for review to 
the IRB with regards to an IND or an IDE. The IRB will not grant final approval until the 
IND or IDE number has been received and verified, unless documentation is provided 
that the project meets criteria for exemption.  

(h) Ensures proper utilization of the investigational agent or device as outlined in the 
approved protocol. 

(i) The PI must inform the chief, pharmacy service and the research pharmacy and the IRB 
in writing when a study involving investigational drugs has been suspended, terminated, 
or closed.   

 
 b.  Pharmacy Protocol File 

 
(1)  The research pharmacy will establish and maintain a protocol file of all studies involving 

investigational drugs or devices to include the following: appropriate approval 
documentation, any sponsor and drug source-related correspondence, all correspondence 
from the FDA (and other involved authorities) specific to the investigational drug(s) or 
device(s), any investigator correspondence, all versions of approved and dated Informed 
Consent Forms and protocols, VA From 10-9012(s), shipping invoices, drug/device 
accountability records, individual dispensing records if applicable, clinical research impact 
statements, letters of understandings if applicable, and contractual agreements if applicable.  
This protocol file is to be retained until approval for destruction by the R&D office has been 
received.   

 
(2) Documentation of a properly-approved clinical investigation includes: an approval letter 

signed by the ACOS for Research; an approval letter signed by the IRB Chairperson or 
designee, a copy of VA Form 10-9012, Investigational Drug Information Record; and a copy 
of the approved protocol. 

 
c.  Research Pharmacy Operations 

 
(1) Investigational drugs approved for a research protocol must be identified in the drug file as 

an investigational drug.  If the medication is already listed as a formulary agent, a second 
entry in the drug file identifying the medication as an investigational drug or supply is 
required.  The Drug Enforcement Agency (DEA) special handling field needs to be noted as 
investigational for this entry. This is to be accomplished prior to study initiation in order to 
prevent a veteran’s co-payment from being assessed at the time of dispensing.  NOTE: The 
Research Pharmacist will work with the Pharmacy Automated Data Processing Applications 
Coordinator (ADPAC) to identify investigational drugs as such in the drug file.  

 
(2) Source  

 
(a) All investigational drugs, devices and supplies that are not commercially available 

must be provided by the study sponsor.  Commercially available study drugs are to be 
provided by the study sponsor or procured in accordance with the Research Standard 
Operating Procedures (SOP) Research Pharmacy Drug and Supply Procurement. 
 
















