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McGill University Health Centre

Research Ethics Board

- Protocol Violation Report -
1.
Research Identification

Study Title: 

     
MUHC Study Code:       Sponsor Protocol Number:       (as applicable)

Principal Investigator:       Study Coordinator:      
· This symbol indicates that a supplementary document may be required to complete the review.

2.
Protocol Violation


a) 
As Principal Investigator I am advising the REB that a divergence or departure from expected study conduct that meets criteria of a Protocol Violation occurred on:
DD/MM/YYYY
b) The Protocol Violation involved (number)       subject(s).  
3.
Description of the Protocol Violation


     
4.
Details of the Protocol Violation


a) 
Was the protocol violation a result of an urgent action required to eliminate an apparent and immediate hazard to a study subject?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
b) Have you reported the Protocol Violation to the Sponsor of the study? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
c) Was the Protocol Violation reported as a Serious Adverse Event (SAE)? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
If Yes, when was the local SAE reported to the REB?
DD/MM/YYYY
d) Was the Protocol Violation recorded in the subject’s Medical Record? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
e) Was the subject informed of the Protocol Violation? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
If Yes, did the subject agree to continue “on-study?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
f) Has a similar Protocol Violation occurred previously on the study?
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
If Yes, what is the date of the previous Protocol Violation Report:
DD/MM/YYYY
g) Are you appending a Protocol Amendment as a proposed corrective action to eliminate repetition of the Protocol Violation? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
· Submit the application form “Revision to an Approved Study” with the Protocol Amendment.
h) Does the Protocol Amendment revise the current Consent Document? 
 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 N/A
· If Yes, please append a revised Consent Document.

i) Instead of a Protocol Amendment to eliminate repetition of the event, the following action is proposed to correct the study non-compliance:
or
 FORMCHECKBOX 
 N/A
     
As the Principal Investigator, I have reviewed and agree with the contents of this report.

Signature:   





Date:   
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