VA PITTSBURGH HEALTHCARE SYSTEM

INSTITUTIONAL REVIEW BOARD
Exception Request Form

Instructions: This form must be completed when requesting IRB approval for an anticipated deviation from the approved protocol. This form should be submitted at least 3 business days prior to the exception.
Principal Investigator:
     
MIRB Number:
     
Protocol Title:
     
Current Status of Protocol (check only one):

 FORMCHECKBOX 

open to additional enrollment


 FORMCHECKBOX 

closed to additional enrollment but subjects continue to undergo research-related activities

 FORMCHECKBOX 

closed to additional enrollment and all subjects have completed research-related activities 


but the research remains active for long-term follow up of subjects (e.g., vital status)  

 FORMCHECKBOX 

the only research activity is data analysis

1.
Requested exception to the currently-approved protocol/consent form(s):


     
2.
Rationale/Justification for change:

     
3.
Is this exception being made due to a subject safety issue or the addition of risks?


No   FORMCHECKBOX 
      Yes   FORMCHECKBOX 
( IF YES, attach copies of any relevant adverse events

Please note that if the above exception is likely to occur more than once or for more than one research subject, a formal modification must be submitted to the IRB. Also note that requests for protocol exceptions should be made to the IRB Chair at the same time the request for exception is submitted to the sponsor.

__________________________________________

_______________________

Signature of Principal Investigator 



Date

*************************************************************************************************************************************
For IRB Use Only:

□
Exception Granted 


□
Exception Denied

□
Refer to Fully Convened Board

□
Additional Information Required (please specify): 
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