PROTOCOL DEVIATION FORM

PROTOCOL #:  ______________________
     PRINCIPAL INVESTIGATOR ​​​​​​​​​​​​​​​​_______________________                                                                                                           

SUBJECT ID #: ______________________

Complete a new form for each departure from protocol.  Place original in subject’s record and forward copies to Principal Investigator and GCRC Research Subject Advocate.

Date of Protocol Deviation:                 /           / ____          

                                                   MM      DD      YY    

Departure from Protocol and Reason for Departure:                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                                         
Steps taken to resolve this deviation:

How will similar deviations be avoided in the future:

FORM COMPLETED BY:                                                                                          /           / ____        









                 MM     DD      YY                    
Investigator Evaluation:
Will the subject continue with the trial?
 No
     Yes

Does the deviation have an impact on the rights or safety of the subject(s) or the scientific integrity of 

the study?
 No
     Yes

If yes, explain:                                                                                                                                                      

If Yes, IRB notified:             /           /                                    Sponsor notified:             /           /                           


            MM      DD      YY            Init.                                         MM      DD       YY           Init.

Investigator’s Signature:                                                                                  /           / ____          










    MM      DD      YY

*Please send a copy of the completed form to the GCRC RSA 
