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BANNATYNE CAMPUS RESEARCH ETHICS BOARDS                    



MAJOR PROTOCOL DEVIATION FORM  


	Is Acknowledgement of Receipt Required?   Yes  FORMCHECKBOX 
      No  FORMCHECKBOX 

(If yes, please include an extra copy of this form to be used as the receipt, and supply a self-addressed return envelope or mailing label.)

	study information

	Ethics Number:
	     
	Principal Investigator:
	     

	date of Report:
	     
	Type of Report:
	Initial   FORMCHECKBOX 

	Follow-up   FORMCHECKBOX 


	Date of occurrence:
	     
	Date site notified:
	     

	sponsor:
	     
	Protocol No.:
	     

	study Title:
	     

	description of major PROTOCOL DEVIATION and subsequent actionS taken

Type of Major Protocol Deviation (Check all that apply.)

 FORMCHECKBOX 
 Intentional Change to eliminate immediate Hazard               FORMCHECKBOX 
 Failure to report AE and/or follow safety monitoring plan
 FORMCHECKBOX 
 Enrollment Deviation                                                              FORMCHECKBOX 
 Major Breach of Confidentiality
 FORMCHECKBOX 
 Consent Deviation                                                                   FORMCHECKBOX 
 Findings of multiple minor protocol deviations

 FORMCHECKBOX 
 Procedural Deviation                                                               FORMCHECKBOX 
 Other:      _________
 FORMCHECKBOX 
 Drug/Device Administration Deviation
 (Include a brief description of the major protocol deviation and subsequent actions taken)

	
	     

	Signature of Principal or co-Investigator:

	I, the undersigned, attest that I have reviewed this Protocol Deviation Report.  I will discuss this Protocol Deviation with all co-investigators and research staff, if appropriate.



	Signature:
	
	Date: _____________________

	NOTE:  Signature must be that of the Principal or Co-investigator.

	FOR REB USE ONLY

	Approved:                                                                 FORMCHECKBOX 
  Yes     FORMCHECKBOX 
 No

Revisions and/or additional information required:   FORMCHECKBOX 
  Yes     FORMCHECKBOX 
 No

Deviation Requires Full Board Review                    FORMCHECKBOX 
  Yes     FORMCHECKBOX 
 No

Comments:

_____________________________________________________________________________________________________________
__________________________________________________________________________________________________________________________________________________________________________________________________________________________
REB Review Signature:__________________________________________  Date:_____________________
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