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Reporting Unanticipated Problems to the REB

Including
Local Serious Adverse Events (SAEs)

Instructions:
1. Download this application and complete it on your computer. Hand written reports will not be accepted.
2. Submit one (1) original of this completed, signed form with all attachments (if any) to:

Research Ethics
3rd Floor, Kenning Wing - Memorial Pavilion
Royal Jubilee Hospital

1952 Bay Street

Victoria, BC  V8R 1J8

3. If the report requires full Board review, you will be contacted to provide the necessary copies.
4. See Guidance Notes at the end of this form for more information.

For assistance, please contact our office at:  250-370-8620.
A. Study & Subject Information
1. VIHA File #:      
Protocol (Full) Title:      


2. Name of Local Principal Investigator:      
Email: 
     
3. Primary Contact for Correspondence Name:      
Telephone:      
Email: 
     
Fax:      


4. Research Subject ID:       
Initial Report:       
Follow-up Report (provide only new info):      
B.  Unanticipated Problem including Local Serious Adverse Event (SAE)
1. Please  provide a detailed description of the local event chronologically including the date and course of the event, action taken and outcome.   
     
C.  Local Principal Investigator Opinion (This section must be completed by PI):
1. The event is both serious and unexpected    FORMCHECKBOX 
 
Please elaborate on why it is both serious and unexpected:      
2. For SAEs - The event is related or potentially related to the study drug/procedure/device  FORMCHECKBOX 
 
Please elaborate on the causality:      
3. Implications of the SAE or unanticipated problem on the continuation of the study & any further action required to protect the safety, welfare or rights of the research subjects:
a. Halt the study  FORMCHECKBOX 

b. Change the study protocol  FORMCHECKBOX 
 e.g., amend inclusion/exclusion criteria, amend monitoring procedures etc.

i. Amended protocol   attached  FORMCHECKBOX 
   to follow  FORMCHECKBOX 
  
c. Change the informed consent  FORMCHECKBOX 


i. Amended consent form   attached  FORMCHECKBOX 
   to follow  FORMCHECKBOX 

d. Re-consent or inform current research subjects  FORMCHECKBOX 

e. No change – continue as per protocol   FORMCHECKBOX 

f. Other e.g., suspension of new enrollment awaiting further analysis/corrective action.
Please elaborate:      
	Signature of Principal Investigator
(or designated signing authority in PI absence)


	
	Date (month, day, year)


D. REB Response

 FORMCHECKBOX 

Acknowledgement of Receipt

 FORMCHECKBOX 

Further information required


 FORMCHECKBOX 

Other:  ​​​​​​​​​​​​​​​​___________________________________________________________________________________________
	Signature of REB Chair

(or designate)
	
	Date (month, day, year)
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Reporting Unanticipated Problems to the REB

Including
Local Serious Adverse Events (SAEs)
BACKGROUND
This guidance has been developed in response to the problem of over-reporting of individual non-local (external) serious adverse events to the VIHA REB. These reports often include little or no contextual information and analysis in order for the REB to make meaningful judgments concerning the risk to research subjects. 
In general, for multicentre studies, sponsors and/or data safety monitoring committees are in a better position to process and analyze adverse event information for the entire study. Indeed, individual REBs have neither the resources nor the necessary contextual information to adequately assess single case reports. Accordingly investigators should rely on the sponsor’s assessment and provide to the REB a periodic safety update report on non-local serious advents so that the REB can make more meaningful assessments. 
There is no Health Canada regulation for reporting external adverse events to the REB. ICH requirements will be met if unanticipated problems are reported to the REB as described in this guidance.
Individual local SAES and other unanticipated problems, on the other hand, warrant more immediate PI response and greater REB scrutiny. The principal investigator is required to report to the REB only those local adverse events that are deemed to be unanticipated problems (unexpected, related and involving greater risk).
GUIDANCE
Effective immediately the VIHA REB will only review local serious adverse events and other unanticipated problems reported on the enclosed form. The introduction of this form will standardize reporting to the VIHA REB, and ensure more meaningful information is included to assist the REB in its assessment.

Non-local event reporting must be submitted as periodic safety updates (normally prepared by the sponsor) including an analysis and corrective action plan. Incomplete submissions will be returned to the investigator with a copy of this guidance document. Effective immediately the VIHA ‘SAE Summary Report’ form is no longer in use and should not be submitted to the REB. 
DEFINITIONS
Serious adverse event (SAE) is an event that:
· Is fatal or life threatening;
· Results in persistent or significant disability/incapacity;
· Requires in-patient hospitalization or prolongation of existing hospitalization;
· Results in congenital deformity;
· Requires a medical or surgical intervention to prevent one of the above;
· Could relate to a device failure or deterioration and has led to death or serious deterioration in health.
Unexpected adverse event is an event that is:
· Not identified in the Investigator’s Brochure, Product Monograph or protocol;
· Not the result of the natural progression of the disease/state of health;
or

· Is an expected event that occurs with more than the expected frequency.
Unanticipated Problem is any incident, experience or outcome that is unexpected (in terms of nature, severity or frequency) + related or possibly related + places subjects at a greater risk of physical or psychological harm.
Local SAE is an SAE that occurs at sites for which the VIHA REB is the board of record, and involves VIHA facilities or VIHA research subjects. Reporting to the REB should be prompt but in any case no later than 15 calendar days of the PI becoming aware of the SAE; 7 days if the SAE is fatal or life-threatening.
Non-local SAE is an SAE that occurs at sites external to VIHA for which the VIHA REB is not the board of record. When these are reportable (see guidance below #8) reporting to the REB should be within 15 days of the Health Canada CTA holder becoming aware of or receiving the report.
Sponsor-Issued Safety Report is a summary report created by the sponsor that includes a concise summary highlighting the main points of concern, analysis, and the evolving safety profile of the investigational product. 

PROCEDURES
1. The principal investigator is required to report to the REB only those local adverse events that are deemed to be serious unanticipated problems. These events should be reported within 15 calendar days of the principal investigator becoming aware of them. Fatal or life-threatening events should be reported within 7 calendar days. 
2. In addition to serious adverse events, other unanticipated problems requiring local reporting could include lack of efficacy with an investigational product used in treating life-threatening disease, breaches of privacy and confidentiality, protocol deviations that impact data integrity or the safety of the research.

3. For reports requiring review by the full REB at its next meeting, the investigator will be contacted by REB office staff for additional copies.
4. Follow-up reports should be submitted by the PI only if the research subject’s condition worsens and/or the relationship of the adverse event to the study drug/device/natural health product has changed.
5. Local SAEs and other unanticipated problem reports will be acknowledged following REB review. 

6. Effective immediately, reporting of non-local events to the REB will only be accepted as part of a periodic safety summary report (normally prepared by the sponsor) including an analysis and corrective action plan. This summary report must be accompanied by a short interpretive note from the VIHA principal investigator explaining the significance of the report in the context of the VIHA trial with particular reference to research subject safety. Periodic safety reports should be reported to the REB within 15 calendar days of the sponsor (Health Canada CTA holder) receiving the report. 
7. Incomplete submissions or individual non-local event reports will not be accepted and will be returned to the investigator with a copy of this guidance document. Individual non-local reports will not be acknowledged by the REB office. 
8. Please note: The REB will only accept individual non-local SAE reports in exceptional circumstances ie., if the SAE is unexpected and strongly associated with drug or device exposure. These reports must also contain sponsor analysis and a corrective action plan. 
REFERENCES
· Health Canada – Food & Drug Act: Division 5 Part C  
· FDA (USA) – Food and Drug Act: Title 21

· ICH Good Clinical Practice (ICH GCP) Guidelines
· Canadian Association of Research Ethics Boards (CAREB) “Guidance on Reporting of Unanticipated Problems including Adverse Events to Research Ethics Boards in Canada” July 2010
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