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OBJECTIVE: 
1. To provide guidance for investigators who wish to study, in human subjects, either an unapproved drug or an approved drug being given being given in an unapproved route, dose or indication.  This procedure is written for those studies in which there is no sponsor outside of UVa (e.g .protocol written by commercial drug company ).  
· Note: if the study is operating under an IND that is held by someone other than the UVa PI such as a commercial sponsor, manufacturer or another PI, the UVa investigator need only supply the IRB-HSR with the IND number.  No supporting documentation is required.  
2. To provide guidance for the Institutional Review Board-Health Sciences Research (IRB-HSR) and administrative staff regarding the approval of studies requiring an investigator-initiated IND, and for the receipt, review, and processing of IND updates and annual reports.


GENERAL INFORMATION

PROCEDURE:

What does the UVa Investigator/IND Holder need to submit to the IRB?
If the UVa investigator is also the IND holder, the following additional items will be required at the time of initial submission.  
· The IND # 
· or a letter from the FDA stating it is exempt from IND 

· or guidance from the SOM CTO regarding the need for an IND FDA, including a copy of the 1571 or submission letter.
IRB-HSR Administrative Staff Responsibilities:  

1. If a protocol is submitted using an unapproved drug or for an approved drug being given in an unapproved route, dose or indication, the administrative reviewer must look for either 
· an IND number 
· OR documentation from the FDA that the study is exempt from IND regulations  
· OR documentation from the investigator / SOM CTO that they feel an IND is not indicated.  
Unapproved combinations of approved concurrent therapies may also require an IND.

2. If the study is using any drug/biologic in a manner that is considered investigational, the REGULATORY page in the IRB-HSR database should be updated to reflect this information by ticking the box for Investigational Drug, Biologic, or Unapproved Use.
3. All copies of IND documentation will be stamped with an acknowledgement of receipt, and a copy forwarded to the study team.  An event will be entered into the database to document the receipt and the documents will be filed in the IRB-HSR files for which the documentation was submitted.
DOCUMENTATION:

The IRB keeps all documentation in the protocol files kept in a secure location within the IRB-HSR Office
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