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Bannatyne Campus Research Ethics Boards


P126-770 Bannatyne Avenue



Winnipeg, Mb R3E 0W3

Phone: (204) 
Phone: (204) 789-3255

Winnipeg, Mb 


BANNATYNE CAMPUS RESEARCH ETHICS BOARD

Local Adverse Event/Unanticipated Problems Form (Initial)
[Criteria and Instructions for submitting Unanticipated Problems that are Local Adverse Events]
Please review the new criteria and rules for submitting local adverse events and unanticipated problems to the REB on the Bannatyne Campus Research Ethics Board website.  
Definitions:
An adverse event (AE) is defined as any occurrence in the health or well being of a research participant who is administered an investigational product (drug, natural health product, or device) or any other procedure(s) involved in the research or participates in a research activity that may or may not be caused by the administration of an investigational product or any procedure(s) involved in research 

Unanticipated Problem: any incident, experience, or outcome that meets all of the following criteria:

· Unexpected (in terms of nature, severity, or frequency) given (a) the research procedures that are described in the protocol-related documents, such as the REB-approved research protocol and informed consent document, or the Investigator Brochure; and (b) the characteristics of the research participant population being studied; and
· Related or possibly related to participation in the research, (possibly related means there is a reasonable possibility that the incident, experience, or outcome may have been caused by the investigational product(s) or procedures involved in the research); and
· Suggests that the research places research participants or others at a greater risk of harm (including physical, psychological, economic, or social harm) than was previously known or recognized.

A serious adverse event (SAE) is an adverse event that:

· Results in death; or

· Is life threatening; or 

· Requires in-patient hospitalization or prolongation of existing hospitalization; or 

· Results in persistent or significant disability or incapacity; or 

· Causes congenital malformation/ birth defect; or 

· Any other adverse event that, based upon appropriate medical judgment, is an important medical event that may jeopardize the health (physical, psychological, economic, or social) of the research participant or may require medical intervention to prevent one of the outcomes listed above.

Local (Internal) adverse event:  local adverse events are those adverse events experienced by research participants enrolled by the investigator(s) at one or more centers under the jurisdiction of the University of Manitoba REB.  In context of a single-centre clinical trial, all adverse events would be considered local adverse events.

Criteria and Submitting Instructions:
· Report only those local adverse events that are considered unanticipated problems (i.e. unexpected, related or possibly related and places participants at greater risk).
· The reporting requirements apply to non-intervention trials as well as intervention (clinical) trials.
· Complete and submit two copies of the Bannatyne Campus Local Adverse/Unanticipated Problems Form (Initial) to the REB office.  Include a self addressed (postage attached for external mail) returned envelope.
· Submit all fatal or life-threatening adverse events that are unexpected and related or possibly related (i.e. unanticipated problems) to the REB within 7 days of becoming aware of the event.

· Submit all other unanticipated problems (local) and reportable adverse events to the REB within 15 days of becoming aware of the event.
· Serious adverse events must also be reported to the study sponsor as the sponsor is responsible for submitting safety information to applicable regulatory authorities.
· When the study is funded by the US Department of Health and Human Services (e.g. NIH, CDC, etc) the sponsor or lead PI is also responsible to report the unanticipated local adverse event and other local unanticipated problems to the applicable agency head (or designee) and the Office of Human Research Protections within 1 month of becoming aware of the event on behalf of the University of Manitoba or applicable institution.
· Incomplete submissions/documents or submissions that do not meet the criteria listed above will not be processed and will be returned to the sender.
· Changes required to the protocol or consent form as result of the unanticipated problem/ adverse event(s) must be submitted using the Bannatyne Campus Amendment Form. 
· Do not include a cover letter with the submission.
· Faxed or e-mail submissions are not accepted at this time.
BANNATYNE CAMPUS RESEARCH ETHICS BOARD
Local Adverse Event/Unanticipated Problem Form (Initial)
External Safety Report Submission Form
	If acknowledgement of receipt is required, please include 2 copies of this form and a self addressed (including postage) return envelope.
Do not include a cover letter with the submission.  FAX SUBMISSIONS or e-mails are not accepted at this time.



	1. Date of Report:
	
	2. Ethics Reference Number:
	

	3. Sponsor Protocol Number:
	
	4.  Sponsor:
	

	5. Study Title(s):
	

	6. Principal Investigator(s):
	


	Section A:   Serious Adverse Event or Unanticipated Problem


	7.  Affected Participant Study ID #
	
	8.  Age of participant
	


	9.  Description of the  Adverse Event/Incident/ Experience or Outcome

(including why it is considered an unanticipated problem)

Do not attach medical records, x-Ray reports, etc.  The REB will contact you if this information is required.
	


	10.  Outline (if applicable) concomitant disease, medications, past medical history and relevant tests/labratory data, etc.:
Do not attach medical records, x-Ray reports, etc.  The REB will contact you if this information is required.
	     


	11. Start Date
	
 FORMTEXT 

     
          (yyyy/mm/dd)                          not known



	12. Date research team became aware of event
	


	13. How did research team become aware of event?

	 FORMCHECKBOX 
  Reported by participant
	 FORMCHECKBOX 
  Reported by another health care provider

	 FORMCHECKBOX 
  Noted during a chart review
	 FORMCHECKBOX 
  Discovered by monitor/sponsor

	 FORMCHECKBOX 
  Other  (specify)       


	14.  Causality of Event: Was the event caused by or exacerbated by study procedures and/or interventions?

If the event is not related or possibly related to study participation, it does not need to be reported to the REB?

	                 Investigator’s opinion
	  FORMCHECKBOX 
 Possibly related             FORMCHECKBOX 
  Related

	                 Sponsor’s opinion
	  FORMCHECKBOX 
 Possibly related             FORMCHECKBOX 
  Related              FORMCHECKBOX 
  Pending


	15.  Seriousness of the event: Which of the following criteria apply?

If the event does not meet any of these criteria then it does not need to be reported to the REB.

	 FORMCHECKBOX 
Resulted in Death
	 FORMCHECKBOX 
Life Threatening
	 FORMCHECKBOX 
Required inpatient hospitalization or prolonged existing hospitalization

	 FORMCHECKBOX 
 Resulted in persistent or significant disability/incapacity
	 FORMCHECKBOX 
 Caused congenital malformation/ birth defect  

	 FORMCHECKBOX 
 An important event that may jeopardize the research participant’s well being and/or suggests the research places the participant at greater harm(including physical, psychological, economic, or social harm) and/or may require intervention to prevent one of the outcomes listed above.




	16 Expectedness:  Is the nature, severity, and frequency of the event consistent with the risks described in the study protocol, consent form and /or applicable product information?

	       FORMCHECKBOX 
   Yes:  the event was expected

	       FORMCHECKBOX 
   No, the event was unexpected  (i.e. it is an “unanticipated problem)


	17.  Outcome/Consequence of Event

	       FORMCHECKBOX 
  Ongoing
	 FORMCHECKBOX 
   Unknown

	       FORMCHECKBOX 
  Recovered Completely
	End Date:         (yyyy/mm/dd)

	       FORMCHECKBOX 
  Recovered with sequelae
	

	       FORMCHECKBOX 
  Death
	


	18.  Action(s) planned/taken to address this event
   (e.g. study procedures/drugs suspended(identify time frame if reintroduced), participant withdrawn from the study, no action)

	     


	19.  Action(s) planned/taken to reduce the likelihood of the event happening again(e.g. study protocol/and or consent form to be amended, study to be closed, no action) 

Amended documents for approval must be formally submitted on Bannatyne Campus Amendment Form.

	     


	Section B.  Signature:


	Signature of Principal Investigator or Co Investigator
I, the undersigned, attest that I have reviewed this Local Adverse Event Report/Unanticipated Problems Form.

	
	

	Signature
	Date(yyyy/mm/dd)


	For Research Ethics Board Use Only

	The local adverse event that is unexpected (i.e. an unanticipated problem) or other unanticipated problem has been reviewed with the Research Ethics Board (REB) Chair by the (REB)Coordinator and is conditional to the following:


	Signature of REB Coordinator(acknowledging review with Chair):

	
	

	Signature
	Date(yyyy/mm/dd)


	Additional review required?
	 FORMCHECKBOX 
 No – does not meet submission criteria

 FORMCHECKBOX 
 No – other (please specify): _____________________________________
 FORMCHECKBOX 
  Yes – further information is required from PI prior to submitting to REB Chair for review.  REB coordinator will contact PI for additional information outlined below.
 FORMCHECKBOX 
 Yes – PI has also indicated amendment will be submitted.

 FORMCHECKBOX 
 Yes, by REB Chair/Designate REB member 

 FORMCHECKBOX 
 Yes, by other (please specify): ___________________________________



	REB Coordinators Notes Chair/Designated REB member:

     



	REB Chair/Designated REB member Review(if applicable as per above notes):

	Unanticipated problem (unexpected; related or possibly related; places participants/others at greater risk of harm than previously known)?
	 FORMCHECKBOX 
 Yes (Notify committee via appendences)

 FORMCHECKBOX 
 Yes (Place on full board agenda for discussion)  

 FORMCHECKBOX 
 No (Full Committee review not required)

	Additional actions/information needed?
	 FORMCHECKBOX 
 No   FORMCHECKBOX 
 Yes 
If yes, please specify:______________________________________




	REB Chair/Designated REB member Signature:

	
	

	Signature
	Date(yyyy/mm/dd)
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