


                        

Niagara Health System
             SAFETY INFORMATION AND
Research Ethics Board                UNANTICIPATED PROBLEM COVER PAGE   

                                                        (Including IND Safety Reports)

Use this form for all Safety Information and Unanticipated Problems that occur external to the PI’s site and meet meeting the NHS REB’s reporting requirements  Please note:  Most IND Safety Reports do not need to be submitted to the NHS REB. 
STUDY INFORMATION
	SPONSOR
	
	PROTOCOL NUMBER
	

	PRINCIPAL INVESTIGATOR
	
	REB ASSIGNED NUMBER
	

	CLINICAL SITE/
CENTER NAME
	
	PHONE
	

	NAME OF PERSON COMPLETING THIS REPORT
	
	TODAY’S DATE
	


	PLEASE CHOOSE ONE OPTION

	 FORMCHECKBOX 
  This report is being submitted by the Principal Investigator listed above.

	 FORMCHECKBOX 
  This report is being submitted by the Sponsor or CRO on behalf of all investigators for the protocol listed above.

	 FORMCHECKBOX 
  This report is being submitted by the SMO on behalf of one or more investigators for the protocol listed above.


TYPE OF EVENT
	Please select type of Safety Information/Unanticipated Problem.  All submission must include the actual reported safety information.
	MFR # or Name of Report
	Date of Report

	 FORMCHECKBOX 
  IND Safety Report (External SAE report)

NOTE:  Most IND Safety Reports likely do not need to be submitted to the NHS REB.  NHS REB requires that an IND Safety Report be submitted only if it meets any one of the reporting criteria listed below.
	
	

	 FORMCHECKBOX 
  Medical Device Report or Final Device Report (according to 21 CFR 812.150 (b) (7))
	
	

	 FORMCHECKBOX 
  New or Updated Study Product Safety Information (e.g. Investigator Brochure, Package Insert, Device Manual) and Summary of Changes for all study drugs associated with the study.
	
	

	 FORMCHECKBOX 
  DSMB Summary
	
	

	 FORMCHECKBOX 
  FDA Safety Alert (e.g. FDA Drug Warnings, Dear Healthcare Professional Letter)
	
	

	 FORMCHECKBOX 
  Correspondence to PI from FDA or sponsor communicating early study termination, marketing withdrawal, or clinical hold.
	
	

	 FORMCHECKBOX 
  Publication in literature.
	
	

	 FORMCHECKBOX 
  Other Safety Information or Unanticipated Problem
	
	

	
	
	

	
	
	


REPORTING CRITERIA:  IS THIS EVENT AN UNANTICIPATED PROBLEM INVOLVING RISK TO PARTICIPANTS OR OTHERS?

	Check all that apply to this study.
Note:  The NHS REB does not require sites to submit IND Safety Reports unless, in the investigator’s opinion, the event meets one of the first three criteria listed below.  As a service to our customers, the NHS REB provides acknowledgement of all IND Safety Reports submitted by investigators.

	 FORMCHECKBOX 
  This Unanticipated Problem results in an increased risk to participants or others

	 FORMCHECKBOX 
  This Unanticipated Problem affects the rights, safety or welfare of the participants

	 FORMCHECKBOX 
  This Unanticipated Problem affects the integrity of the study

	 FORMCHECKBOX 
  None of the above 

	 FORMCHECKBOX 
  Submitting to satisfy Sponsor or Site reporting requirements.

	RATIONALE (optional):

	

	

	

	


RECOMMENDATIONS

The NHS REB values the investigator’s opinion.  If the investigator believes the event requires a change to this study, please complete the section below.  If no changes are recommended at this time, this section can be left blank.  Check all that apply.

	Do you recommend a change to the protocol?

(If yes, please attach recommended changes.)
	 FORMCHECKBOX 
 YES     

	Do you recommend a change to the site’s consent form?
(If yes, please attach a tracked consent form and sponsor approval.  If sponsor does not agree with recommended changes, please include sponsor rationale as to why the change is not necessary.)
	 FORMCHECKBOX 
 YES     

	Do you recommend a change to the study-wide consent form?
(If yes, please attach a tracked consent form and sponsor approval.  If sponsor does not agree with recommended changes, please include sponsor rationale as to why a change is not necessary.)
	 FORMCHECKBOX 
 YES     


Please submit this document directly to :
Niagara Health System
or fax to:
     (905) 732-2628
         Thank you!
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65 Third Street






Welland, Ontario
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