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Adverse Event REB Notification Form

(Please submit three copies of this form.)

(To be completed electronically, printed, signed and submitted to Research Ethics Board.  Adverse events from this site should be reported to REB at the same time as reporting to sponsor.  Serious Adverse Events occurring at this site will be reviewed by the Research Ethics Monitor.)

Date:

Re:
REB #

Protocol Title:

Number of participants recruited to date at SMH:

Anticipated number of participants to be recruited at SMH:

List of safety reports #s 

Dear (REB Chair),

Please find enclosed (#) safety reports prepared by (sponsoring agency) issued between (start date) and (finish date).  I, (Principal Investigator’s name) have reviewed the reports and determined the following:









YES


NO


Are these Adverse Events from this site? 



(please provide details below)

Is this a follow-up report to initial report?


 FORMCHECKBOX 



 FORMCHECKBOX 

If yes, indicate date of initial report:

Do these Adverse Events require changes to the protocol?

Do these Adverse Events require changes to the consent form?









Should Participants be notified of these Adverse Events?





Is this agent/drug used for other purposes outside this study?
 FORMCHECKBOX 



 FORMCHECKBOX 

Should the hospital pharmacy be made aware of 

these Adverse Events?





 FORMCHECKBOX 



 FORMCHECKBOX 

Is a full REB review required?

Principal Investigator’s further comments:

If you have any concerns or questions about these reports, please call me at (contact phone #).  

Thank you.

Sincerely,

Principal Investigator




Research Co-ordinator


TO BE COMPLETED BY THE RESEARCH ETHICS BOARD:

I acknowledge that the St. Michael’s Hospital Research Ethics Board has received the documents listed above. 

Research Ethics Board member signature:

Printed name:

Position of Research Ethics Board member:

Date: 

Information Sheet and Instructions

for Completing the Adverse Event REB Notification Form
This form was drafted for use by Principals Investigators (hereinafter "PI") and their staff to assist in streamlining the notification process for Adverse Events (hereinafter "AE").  This will also ensure consistency in the type of information received, and assist the REB in assessing the impact of the Adverse Event.

All Serious Adverse Events at this site require immediate notification to the REB.  Detailed information regarding the nature of the event must accompany this form.  The PI may submit the Sponsor's documentation at their discretion.  All Serious Adverse Events at this site will be followed by the Research Ethics Monitor.

Three copies of this form must be submitted.  A reviewing member of the REB will sign and date two copies of this Adverse Event REB Notification Form.  One copy will be retained for our files and the other copy will be returned to you for your files. The final copy will be stamped, and returned to you at the time of submission – this will serve as your proof of submission of the Form to the REB.
The Adverse Event REB Notification Forms will comply and fulfill current regulations in reporting Adverse Events / Investigational New Drug Safety Reports and will verify receipt of the documents.

If the PI recommends changes to the protocol or to the information and consent form, then please provide one copy with highlighted changes, and one clean copy for our files.

Other documents which should accompany this form include:  Adverse Event Forms, and any other information deemed by the PI to be of assistance to the REB in this matter.

Thank you.
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