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CONJOINT HEALTH RESEARCH ETHICS BOARD
Form 5: NON-LOCAL SERIOUS ADVERSE EVENT REPORT
Instructions:

1. Do not use this form for local SAEs (for Local SAEs use Form 3, LOCAL SAE form)
2. Non-local SAEs may be sent to nonlocal@ucalgary.ca in monthly batches

3. Complete this form and attach it to an email to : nonlocal@ucalgary.ca
4. On the Email subject line indicate only the Ethics ID #

This form is to be used to report NON-LOCAL Serious Adverse Events ONLY

	Ethics File #:

	Complete Study Title:



	Principal Investigator:


	Phone:       
Email:

Fax:

	Coordinator:
	Phone:
Email:

Fax:


	Manufacturer’s SAE#
	Country
	E-Expected,  U-Unexpected
	Age of Subject
	Diagnosis of SAE

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	

	
	
	
	
	


An important rationale for batching non-local SAEs is so that the local PI will review the summaries from around the world and check for the development of possibly harmful trends in the subject population which may be related to the research intervention (i.e. a causal relationship between the SAE and the research intervention cannot be ruled out by the investigator)

	As the Principal investigator  I have examined the above  non-local SAEs and see a trend to be concerned about:

(Attach letter specifying the possible harmful trend)
	
	P.I.s Signature

	
	Definitely
	

	
	Probably
	

	
	Possibly
	

	
	Unknown
	

	
	No
	


	I have reviewed the above SAEs and:
	
	P.I.s Signature

	
	Local ICF is still satisfactory
	

	
	Local ICF needs to be modified (new version attached)
	


	Prepared by:

Signature:

Date:




	For CHREB office use only:
Thank you for the non-local SAE Report  for Ethics ID #    ________ .  Your report will be added to your file.  Automatic acknowledgment of receipt will be generated by nonlocal@ucalgary.ca.  Signed formal acknowledgement will follow in the ordinary course of correspondence from the Chair.
Comments:

_______________________________        Date: _________________
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 
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