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	Fraser Health Research Ethics Board

Department of Evaluation and Research Services
#400, 13450 102 Avenue, Surrey, BC  V3T 0H1
Phone:  604.587.4436  Fax:  604.930-5425


	LOCAL SAE


	FHREB # 

	Received Date:


REPORTING OF SERIOUS ADVERSE EVENTS* THAT HAVE OCCURRED

INSIDE OF FRASER HEALTH

ATTACH THE SERIOUS ADVERSE EVENT REPORT OR ANY OTHER DOCUMENTATION RELATED TO THE LOCAL SERIOUS ADVERSE EVENT
PLEASE SUBMIT THIS COMPLETED FORM IN DUPLICATE – ONLY 1 COPY OF THE ATTACHMENT IS REQUIRED AND ENSURE IT IS TYPE WRITTEN

WHEN REPORTING A NON-LOCAL SAFETY REPORT USE THE NON-LOCAL SERIOUS ADVERSE EVENT FORM
ICH GCP  4.11.1 STATES  “ALL SERIOUS ADVERSE EVENTS (SAES) SHOULD BE REPORTED IMMEDIATELY TO THE SPONSOR EXCEPT FOR THOSE SAES THAT THE PROTOCOL OR OTHER DOCUMENT (E.G., INVESTIGATOR’S BROCHURE) IDENTIFIES AS NOT NEEDING IMMEDIATE REPORTING”.  IN ADDITION, “THE INVESTIGATOR SHOULD ALSO COMPLY WITH THE APPLICABLE REGULATORY REQUIREMENT(S) RELATED TO THE REPORTING OF UNEXPECTED SERIOUS ADVERSE DRUG REACTIONS TO THE REGULATORY AUTHORITY (IES) AND THE IRB/IEC”.
	1.  STUDY NAME (Include Protocol No. and Date):



	2.  PRINCIPAL INVESTIGATOR’S SURNAME, GIVEN NAME(S):


	3.  PHONE NUMBER:

    EMAIL:


	4.  INDICATE THE INSTITUTION(S) WHERE THE RESEARCH IS BEING CARRIED OUT:

     (Please double click on any tick-box on this form to mark with ‘x’)
  FORMCHECKBOX 
BH          FORMCHECKBOX 
RCH           FORMCHECKBOX 
ERH           FORMCHECKBOX 
RMH            FORMCHECKBOX 
MSA         FORMCHECKBOX 
CGH          FORMCHECKBOX 
FCH

  FORMCHECKBOX 
LMH       FORMCHECKBOX 
PAH           FORMCHECKBOX 
SMH          FORMCHECKBOX 
DH                FORMCHECKBOX 
COMMUNITY SITE 

  FORMCHECKBOX 
PRIVATE PHYSICIAN OFFICE       FORMCHECKBOX 
OTHER:  ____________________           ___



	5.  PLEASE CHECK ACTION PROPOSED BY  PRINCIPAL INVESTIGATOR: 

               Change to Protocol                                                   Change to Investigators’ Brochure                                                       Change to Consent                                                                 Trend Report/Stop Study Report by Safety Board



	6.  Report Date


	7.  Initial
	8.  Follow-up
	9.  Serious & Unexpected? 

Do not submit if answer is “No”
	10.  RELATED to Study Drug or Device?
R = Related

P = Possibly Related
	 11.  Should  the Study Continue?
	12.  Should the Consent be Revised?
	13. REACTION OR EVENT DESCRIPTION

Please attach clinical details including study reporting documentation, hospital information and consultation report as required.

Brief Clinical Description

	              /                 /

   yyyy        mm           dd
	 FORMCHECKBOX 

	 FORMCHECKBOX 

	Yes  FORMCHECKBOX 
  No  FORMCHECKBOX 


	
	Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 

	Yes  FORMCHECKBOX 
   No  FORMCHECKBOX 

	


	REB #:       

	14.   INVESTIGATOR’S COMMENTS (Please address all of the following):
· The status of the study and summary of participants enrolled

· Justification of the Investigator opinion that the event is both serious and unexpected as indicated in section 9

· Justification of the Investigator opinion that the event is related or potentially related to the study drug/procedure/device as indicated in section 10

· A statement of the study team response to the event and the patient outcome of the SAE 



	15. CONTACT PERSON FOR CORRESPONDENCE :

       PHONE:

       EMAIL:




SIGNATURE OF PRINCIPAL/CO-INVESTIGATOR





PRINTED NAME

HOSPITAL FACILITY & DEPARTMENT






DATE

* NOTE – A Serious Adverse Event is defined as an event that:

1) Results in death.  2) Is immediately life-threatening.  3) Results in persistent or significant disability or incapacity.  4) Requires inpatient hospitalization or prolongs and existing hospitalization.  5) Is a congenital anomaly ( in an offspring of a subject taking the product regardless of the time of diagnosis).  6) Is medically significant based upon the medical judgment of an investigator or the sponsor.  Similar criteria should be used for local adverse events, but the documentation will need to be of the highest clinical standards.

FOR THE FRASER HEALTH RESEARCH ETHICS BOARD USE ONLY:

I have reviewed the above noted adverse events that occurred outside Fraser Health.


 This Adverse Event is acknowledged by the FHREB; no further action required

 Consent or other study modification required


 This Adverse Event is not of a clinical nature, or does not have any contained risk; action is not required
_________ This Adverse Event is an expected clinical outcome for this study population; action is not required

_________ A letter will be sent to the Investigator
DR S. PEARCE or Delegate








DATE OF SIGNATURE

(Signature of FHREB co-Chair)
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