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HEALTH SCIENCES CENTRE





Research Ethics Board (REB) 

Guidelines for using the Amendments, Notifications, Ongoing Communications Form
SUBMISSION PROCEDURES
The Amendments, Notifications, Ongoing Communications Form must be submitted with all new or revised documents and communications directly related to a Sunnybrook REB approved research study requiring approval, acknowledgement or receipt. REB approval of amendments must be granted prior to implementation, except where necessary to eliminate immediate hazards to participants.
What you need to know when submitting to the Research Ethics Office (REO):

· A separate form must be submitted for each study.

· Provide 1copy of each document that has been checked off in question 1.
· All industry-sponsored/supported studies that were invoiced during initial review will be invoiced a fee when both a protocol AND consent form are submitted for REB review.
· This form is not to be used for submission of internal serious adverse events, external safety reports, study renewals, study closures, studies not yet approved by the REB.
· Delegated review: Documents requesting delegated review may be submitted to the REO at any time. The REB Chair/delegate may direct a delegated review request to the full Board for review. 
· Full Board review: Documents requiring full board review must be received by the REO no later than 4:00 pm on the 15th of the month for consideration at the meeting held the following month.  
HEALTH CANADA REGULATED RESEARCH
If Health Canada approved the initial protocol, an amendment or notification must be filed with Health Canada as per the following requirements:

Amendment: when the proposed changes to the protocol
· affect the selection, the criteria for selection, monitoring, or dismissal of a clinical trial subject;
· affect the evaluation of the clinical efficacy of the drug;
· alter the risk to health of a clinical trial subject;
· affect the safety evaluation of the drug;
· extend the duration of the clinical trial.


Notification: when the proposed changes include
· changes to the protocol that do not affect the safety of trial participants (as outlined above);

· information on site closure of completion of the clinical trial;

· discontinuation of the clinical trial in its entirety or at any clinical trial site for reasons not related to the safety of participants (i.e. administrative, lack of recruitment etc.);
· changes to Quality (Chemistry and Manufacturing) information that do not affect quality or safety of the drug.

Externally sponsored clinical trial amendments:

· The REB will issue approval for a Health Canada regulated amendment when the “no objection letter”, “investigational testing authorization” or “notice of authorization” has been received.
Sunnybrook Investigator-initiated clinical trial amendments:
· Submit to the REB prior to Health Canada submission,
· The REB will issue Provisional Approval to allow for submission to Health Canada,
· Final REB approval of the amendment will be granted when the “no objection letter”, “investigational testing authorization” or “notice of authorization” has been received.
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