



RESEARCH ETHICS BOARD

INSTRUCTIONS FOR REPORTING SERIOUS ADVERSE EVENTS

Complete the form in NO smaller than 12 point font; handwritten submissions are NOT acceptable

A Serious Adverse Event (SAE) is any adverse occurrence or response to a drug/intervention, whether expected or not, that requires in-patient hospitalization or prolongation of existing hospitalization, that causes congenital malformation, that results in persistent or significant disability or incapacity, which is life threatening or that results in death.

	TYPE OF STUDY
	REPORTING REQUIREMENTS FOR LOCAL SAEs

	a) The study is confined to a local site 
	· Submit local SAE on Local Serious Adverse Event Report form

	b) The local site is part of a multi-centre study
	· Submit local SAE on Local Serious Adverse Event Report form and most recent Data Safety Monitoring Board (DSMB) report or Sponsor-generated analysis (see below)


LOCAL SERIOUS ADVERSE EVENTS:

· Use the attached Local Serious Adverse Event Report form.

· All local Serious Adverse Events, whether expected or not, must be reported promptly to the Research Ethics Board, if in the opinion of the investigator the event may be related to the study drug/intervention.

· Prompt reporting of all locally occurring serious adverse events, drug-related or other, which requires reporting as follows:

a) If it is neither fatal nor life threatening, within 15 days after becoming aware of the information; and

b) If it is fatal or life threatening, within 48 hours after becoming aware of the information.

· The reporting of SAEs may not be deferred to the Annual Progress Report.

· In addition, local SAEs must be reported by the Local Principal Investigator to the study Sponsor or appropriate federal government agencies (e.g. Health Canada).

· If the local site is part of a multi-centre study, the Local Principal Investigator must also append the most recent Data Safety Monitoring Board (DSMB) or a Sponsor-generated Safety Report summarizing Serious Adverse Events to-date and any implications for the risk/benefit ratio, as described below.

NON-LOCAL SERIOUS ADVERSE EVENTS:

· If the local site is part of a multi-centre study, the Local Principal Investigator is responsible for providing regular (2 to 3 times per year) DSMB or Sponsor-generated Safety Reports to the REB Office, as described below.

DSMB AND SPONSOR-GENERATED SAFETY REPORTS:

· All DSMB Reports must be forwarded as soon as they are available accompanied by any correspondence regarding the findings and recommendations of the Data Safety Monitoring Board or Safety Monitoring Committee/body.
RESEARCH ETHICS BOARD

LOCAL SERIOUS ADVERSE EVENT REPORT

Complete the form in NO smaller than 12 point font; handwritten submissions are NOT acceptable
· This form is to be used to report Local Adverse Events ONLY.

· Use one form for each adverse event.

· Submit one copy of the Local Serious Adverse Event Report and supporting documents.








Date submitted to the REB:      
1.  Local Principal Investigator and contact information:       
2.  Research Project Title:       
3.  REB Project #       
4.  Protocol # (optional):       
Event #
     

Initial [ FORMCHECKBOX 
] or Follow-up Report [ FORMCHECKBOX 
]?

    # Enrolled Locally to-date      

# Enrolled Study-Wide to-date      
	5.  TYPE OF EVENT                                                                                                                         Check [(] all that apply

	SERIOUS ADVERSE EVENT (SAE)

A Serious adverse event must be reported to the REB as follows: (a) If it is neither fatal nor life threatening, within 15 days after becoming aware of the information; and (b) If it is fatal or life threatening, within 48 hours after becoming aware of the information.


	Death
	 FORMCHECKBOX 


	
	Life threatening
	 FORMCHECKBOX 


	
	Hospitalization – initial or prolonged
	 FORMCHECKBOX 


	
	Disability
	 FORMCHECKBOX 


	
	Congenital deformity
	 FORMCHECKBOX 


	
	Medically important event
	 FORMCHECKBOX 


	
	Other – detail under “Description of AE” 
	 FORMCHECKBOX 


	ADVERSE EVENT (AE)

Reporting is optional
	Any untoward event which significantly affects subject well-being and does not fit above criteria of SAE
	 FORMCHECKBOX 


	UNEXPECTED OR EXPECTED? 


	UNEXPECTED – not identified in protocol
	 FORMCHECKBOX 


	
	EXPECTED – identified in current study protocol, investigator brochure, or product monograph.
	 FORMCHECKBOX 


	
	EXPECTED – identified in Information Sheet/Consent Form
	 FORMCHECKBOX 


	
	EXPECTED – not likely related to study intervention, was the result of the natural progression of the person’s disease/illness and/or state of health
	 FORMCHECKBOX 



	6. PARTICIPANT ID # OR REF #

           
	SEX
	Female
	 FORMCHECKBOX 

	DATE(S) OF THE EVENT

     

	
	
	Male
	 FORMCHECKBOX 

	

	7. 
	AGE
	     
	


	7.  DESCRIPTION OF SAE/AE:

Please provide a description of the serious adverse event below.  Give the medical term of the event; describe the symptoms or event and the probable cause for the event, and the participant’s current medical status.  

     



	8.  In the opinion of the local principal investigator, is this event related to the study drug, device or procedure?

Check one only
	YES-Related
	 FORMCHECKBOX 


	
	YES - Probably or possibly related
	 FORMCHECKBOX 


	
	NO – Unlikely related
	 FORMCHECKBOX 


	
	NO – Not related
	 FORMCHECKBOX 


	
	Other – Detail under “Description of SAE/AE”
	 FORMCHECKBOX 



	9.  ACTION TAKEN

Check all that apply
	Hospitalization – initial or prolonged
	 FORMCHECKBOX 


	
	Study treatment altered (e.g. drug dose changed)
	 FORMCHECKBOX 


	
	Study treatment stopped (e.g. drug stopped or device removed)
	 FORMCHECKBOX 


	
	Study blind broken
	 FORMCHECKBOX 


	
	Other – detail under “Description of SAE/AE”
	 FORMCHECKBOX 



	10.  OUTCOME

Check all that apply
	Complete resolution
	 FORMCHECKBOX 


	
	Ongoing/Unresolved
	 FORMCHECKBOX 


	
	Partial recovery
	 FORMCHECKBOX 


	
	Disability or impairment (permanent)
	 FORMCHECKBOX 


	
	Disability or impairment (may improve with time)
	 FORMCHECKBOX 


	
	Death
	 FORMCHECKBOX 


	
	Other – detail under “Description of SAE/AE”
	 FORMCHECKBOX 



	11.  Did the participant remain in the study on protocol?
	Yes
	 FORMCHECKBOX 


	
	No
	 FORMCHECKBOX 


	
	If NO, is the participant’s clinical status being monitored?
	Yes
	 FORMCHECKBOX 


	
	
	No
	 FORMCHECKBOX 



	12.  In the opinion of the local principal investigator, does the event warrant…
	Continuation of the study?
	Yes
	 FORMCHECKBOX 


	
	
	No
	 FORMCHECKBOX 


	
	Changes to study procedures and protocol?

(If YES, submit an Amendment Request)
	Yes
	 FORMCHECKBOX 


	
	
	No
	 FORMCHECKBOX 


	
	Revisions to Information/Consent documents?

(If YES, submit an Amendment Request)
	Yes
	 FORMCHECKBOX 


	
	
	No
	 FORMCHECKBOX 



	13.  Attach the most recent Data Safety Monitoring Board (DSMB) Report or forward a Sponsor-generated analysis of Serious Adverse Events to-date.
	Attached
	 FORMCHECKBOX 


	
	To follow
	 FORMCHECKBOX 



     








     
__________________________________________________
____________________________________


Signature of Local Principal Investigator

Date

Name of Local Principal Investigator
(A designate signature will not be accepted)




(Please Print Name)

Submit one (1) copy of the Local Serious Adverse Event Report and supporting documentation to the NHS Research Ethics Board at the addresses noted below (DO NOT FAX OR EMAIL):


Attention:  

Research Ethics Board Office

NHS – Welland Hospital Site

65 Third Street


Welland, Ontario


L3B 4W6

LOCAL SERIOUS ADVERSE EVENT REPORT

(This box to be completed by the Investigator)
REB Project #:      

  Local Principal Investigator:      
Title of Study:      
Event #:      
REVIEW BY REB PHARMACIST REPRESENTATIVE

(This box to be completed by the Research Ethics Board Pharmacist Representative)


[ FORMCHECKBOX 
] Further review is NOT required by the REB


[ FORMCHECKBOX 
] Further review is required by the REB


COMMENTS:


     

     






     

________________________________________
_____________________________


Signature of REB Pharmacist Representative

Date

FURTHER REVIEW OF ADVERSE EVENT BY REB

(This box to be completed by REB Chair only for projects requiring further review)

Recommendations:


Protocol change:

[ FORMCHECKBOX 
] YES
[ FORMCHECKBOX 
] NO


Consent Form change:
[ FORMCHECKBOX 
] YES
[ FORMCHECKBOX 
] NO

Description of Changes Required:

     
Final Disposition by Research Ethics Board following further review:

[ FORMCHECKBOX 
] Approved for continuation

[ FORMCHECKBOX 
] Approved conditional on changes

[ FORMCHECKBOX 
] Suspended pending further review


     






     

____________________________________

__________________________


Signature of Chair, Research Ethics Board

Date


OR Designate
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