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Purpose:
The purpose of this standard operating policy and procedure (SOP) is to describe the process for submission
and review of amendments to Research Ethics Board (REB) approved research.
Scope:
This SOP pertains to REBs that review human participant research in compliance with applicable regulations
and guidelines.
Description:
In addition to the formally scheduled continuing ethics review, the REB must receive and review all new
information and changes (amendments) generated throughout the course of the research. The REBs has
adopted a proportionate approach to ethics assessment based on the general principle that the more invasive
or harmful the proposed and ongoing research, the greater the care in assessing the research.
Proportionate review reserves the most intensive scrutiny, and correspondingly more protection, for the most
ethically challenging research. Changes to an existing protocol may constitute a new research study and
application, as opposed to an amendment, when there are significant changes to:
• the Research Question
• the Recruitment strategy or eligibility criteria
• the Risk to participants
Procedure:
•

The investigator is responsible for submitting to the REB any changes to the approved research in the
form of an amendment. Changes to the approved research include modifications including
modifications to the research, to the consent form, to the Investigator Brochure (IB) or product
monograph (PM), changes in participant materials (e.g., wallet cards, diary cards, recruitment
materials), a change in the Investigator etc.

•

When the amendment includes a change to the consent form, the Investigator must indicate his/her
recommendation for the provision of the new information to current and/or past research participants

•

The Investigator must indicate the type of review being requested (i.e., Full Board, delegated review
or acknowledgement for a minor correction). Supporting correspondence documentation and/or
background information may be appended to the amendment submission

•

The REB Chair or designee reviews the amendment to determine the appropriate level of REB review
required (i.e., Full Board or delegated review)

•

The REB Chair or designee also may use delegated review procedures for review of amendments
when the conditions are met
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•

If the proposed change represents more than minimal risk, it must be reviewed by the REB at a Full
Board meeting. Amendments that may be classified as more than minimal risk may include:

-

Addition of genetic testing, new genetic tests, or tissue banking where genetic testing may or will be
performed
Addition of an open label extension phase following a randomized trial
Emergency amendments that arise because of participant safety and may include, but are not limited
to: a) A change in drug dosing/duration of exposure b) A change in recruitment that may affect
confidentiality or the perception of coercion c) A change in experimental procedure or research
population

-

•

For amendments requiring Full Board review, the responsible REB Office Personnel assigns the
amendment to the next available Full Board meeting. For amendments that meet the criteria for
delegated review, the responsible REB Office Personnel will forward the amendment to the
designated reviewer in consultation with the REB Chair

•

When an amendment involves a revised consent, the REB will consider the recommendations of the
investigator in determining if, how and when the new information should be provided to the research
participants and whether re-consent is required

•

The REB must find that the criteria for approval are still met in order to approve the amendment

•

The amended research may not be implemented prior to the REB review and approval, except when
necessary to eliminate immediate hazards to participants. If changes are made to eliminate immediate
hazards, the investigator must notify the REB Chair immediately. The REB Chair will notify the REB
membership of the modifications at the next convened REB meeting

•

REB review activities related to any amendments will be documented, filed and retained by the REB
office as per REB operational procedures (Refer to REB-SOP- Document Management).

•

Research Ethics Board notice of approval or changes required to obtain continuing approval will be
distributed to Principal Investigator in a timely manner by the REB office

Responsibility:
This SOP applies to the REB Chair, all REB members, REB staff, Principal Investigator and research teams
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