Form 4 Local Violation Report

Ethics ID# ___________   PI’s Name _______________

Subject ID# __________   Subject’s Initials __________

CONJOINT HEALTH RESEARCH ETHICS BOARD
Form 4: LOCAL PROTOCOL VIOLATION REPORT
Instructions:

1. Do not use this form for local SAEs (use Form 3, local SAE form)

2. Do not use this form for non-local SAEs (use form 5, non-local SAEs form)

3. Complete this form and send it as an attachment to localsae@ucalgary.ca
4. On the Email subject line put only the Ethics ID #

5. Use 1 form per violation report

                                 Protocol Violation Report

This form is to be used to report Protocol Violations ONLY 

	Ethics ID #

	Complete Study Title:

	Principal Investigator:
	Phone: 
Email:

Fax:

	Coordinator:
	Phone:
Email:

 Fax:


Subject ID: ______________     Subject Initials: ________________ Age: _____________       Sex: M /F
Date of this Report (DD/MM/YYYY):

Date of Violation (DD/MM/YYYY):
Date PI aware of Violation (DD/MM/YYYY):

Brief Description of Violation:

Explanation of any delay in reporting:
	At the time of the protocol violation, the subject was:    
In pre/screening phase □    Actively on Study □         On  follow-up □          Off study   □


	

	Comments, if required
	

	In the opinion of the Principal Investigator, does this protocol violation compromise the scientific integrity of the 

study?

	YES

NO


	If YES, please comment:
	

	
	

	In the opinion of the Principal Investigator, did this protocol violation increase the possible risk to the subject? 
	YES   NO

	If YES, please comment:


	

	
	

	Was the protocol violation the result of an error or incorrect action by the sponsor, investigator(s) or his/her staff? 

YES
	YES    NO

	If YES, please comment on what measures will insure this will not occur in the future:

 YES, please comment on what measures will insure this will not occur in the future:
	


Was the violation due partially or wholly to actions of the subject?
   YES   NO 

If YES, please comment on what measures will insure this will not occur in the future:

Attach a copy of the sponsor's protocol deviation reporting form to this report if available. Other supporting

documentation should be retained by the Principal Investigator and be made available upon request.

I have reviewed the clinical details pertaining to the protocol violation reported above. 

Signatures

__________________________________________                                                    ________________________

Principal Investigator
Date

__________________________________________                                                    ________________________

Coordinator
Date

Prepared by  ________________________________
Date

	Thank you for the local protocol violation report which will be added to your file.  Automatic acknowledgment of receipt will be generated by localsae@ucalgary.ca.  Signed formal acknowledgement (below) will follow in the ordinary course of correspondence from the Chair.




For office use only:

Follow up required?             YES/NO
If yes, provide details

__________________________________________________(date)

Signature

Adverse Events Monitor 

______________________________________________

Adverse Event Coordinator
Acknowledged and accepted.  Your report will be received by the board at its meeting on  ______________(date).

Glenys Godlovitch BA(hons), LL.B. Ph.D.

Chair, Conjoint Health Research Ethics Board 

Signature



 (date)
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