Form 3: Local SAE Report Version June 2008
Page 1 of 3



Conjoint Health Research Ethics Board

Form 3: CHREB LOCAL SAE Report

Instructions:
1. Do not use this form for protocol violations (use Form 4 protocol local violation form)

2. Do not use this form for non-local SAEs (use Form 5 non-local SAE 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 I form per SAE

Local Serious Adverse Event Report

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

Local SAEs must be sent to the CHREB within 24 hours of the PI being notified

	Ethics ID #



	Complete Study Title:



	Principal Investigator:


	Phone:                                 

Fax:

	Coordinator:
	Phone:    
Fax:




     Subject ID: _____________  Subject’s Initials:______________   Age: ___________    Sex: M / F

   Date of SAE:                                                                                 Date PI Notified of SAE:

If more than 48 hours have elapsed between the date of the SAE and the date of notification, please explain:

Initial Diagnosis of SAE:

SAE was:     Expected   □     Unexpected   □                              (Manufacturer's SAE #       )

This report is:
Initial     □
   Follow-Up    □  (#___)        Final
□
At the time of the SAE, the subject was:

Actively on Study   □                  On Follow-Up    □                     Off Study    □

	Outcome of SAE (indicate all that apply)
	Death
	

	
	Life Threatening
	

	
	Hospitalization – Initial or Prolonged
	

	
	Disability
	

	
	Congenital Anomaly
	

	
	Other (specify)
	


	In the opinion of the Principal Investigator, is this SAE related to the study drug, device or procedure?
	Definitely Related
	

	
	Probably Related
	

	
	Possibly Related
	

	
	Not Related
	

	
	Unknown
	

	
	
	

	Action taken as a result of the SAE (indicate all that apply)
	Hospitalization
	

	
	Study Treatment Altered  (e.g. drug dose changed)
	

	
	Study Treatment Temporarily Suspended
	

	
	Study Treatment Stopped (e.g. drug stopped or device removed)
	

	Comments:


	
	


If noted in "Action Taken" that study treatment was stopped, is the subject still being followed up according to the study protocol?                 YES/NO



YES
NO 
If NO, please comment:

	Synopsis of SAE:
Provide a brief narrative description of the SAE (symptoms, diagnosis if relevant).

(Simply to indicate “syncope” is not sufficient; you must also include diagnosis or reason for the event – e.g. “Syncope due to treatment-induced hypotension”)
If you feel a longer narrative would assist, write in letter format (on appropriate letterhead) and include with this form.

DO NOT include backup documents


	In the opinion of the Principal Investigator, does the SAE warrant?
	Closure of the study?
	Yes/No

	
	Changes to the Study Procedure?
	Yes/No

	
	Revisions to the Informed Consent Form (attach revised ICF)
	Yes/No

	
	Advising the subject verbally? (attach suggested script)
	Yes/No


	I have reviewed the clinical details pertaining to the SAE reported above.

Signatures:
Principal Investigator:

Date:
Study Coordinator:

Date

Prepared by:




	Thank you for the local SAE 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:
Further follow-up required?   Yes/No

If Yes, specify:

_________________________________     Date: DD/MM/YYYY ________________

Adverse Event Monitor (name)

Adverse Event Monitor’s Comments:





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


Glenys Godlovitch, BA, LL.B., Ph.D.


Chair, Conjoint Health Research Ethics Board 


Signature				 (date)	
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