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Research Ethics Board
Terms of Reference
I. MANDATE 

In keeping with The Michener Institute’s strategic intent of BEST EXPERIENCE, BEST EDUCATION, Michener supports research endeavours both within the Institution and in collaboration with other community partners.  As a sub-group of the Institutional Research Review Committee (IRRC), the REB serves to address all research involving human subjects. Reporting to the Board of Directors, The Research Ethics Board (REB) will regulate the conduct of research involving human subjects for faculty, staff and students of the Michener Institute.  Although appointed on behalf of the Michener Institute, the REB maintains an arms-length relationship with the Institute and as such, independently reviews research projects.  The REB has the right to approve, reject, monitor, propose modifications to, or terminate any research involving human subjects conducted within or by faculty, staff or students of the Institute.  To that end, decisions made by the REB are to be based on scientific and ethical merit alone and shall not be influenced by the interests of the Institute.  The Michener Institute, however, retains the right to disallow, stop, or prevent the conduct of any research project, even those approved by the REB.  
The mandate of the REB is twofold:
1 Review proposed study submissions for science and ethics; 

2 Promote education pertaining to research ethics

1 Research Ethics Review–The REB will engage in an approval process to ensure that all research projects (this includes faculty, staff, students doing research in collaborative partnerships) involving human subjects conducted under the auspices of the Michener Institute meets current scientific, regulatory and ethical standards for the protection of human research participants.  (See Section XI-Reference Guidelines)
2 Research Ethics Education- The REB will make every effort to advance the collective knowledge of Michener faculty, staff and students regarding research ethics. 

II. FUNCTIONS AND RESPONSIBILITY
The functions and responsibility of the REB are:

1. To ensure that all research protocols submitted to the REB are appropriately reviewed and meet the highest standards of scientific rigor and ethics;

2. To ensure that all protocols have a favourable risk/benefit ratio for research subjects, that the benefits and burdens of research are equitably distributed, and that the rights, dignity and autonomy of research subjects is/are respected;
3. To ensure that all necessary records of scientific and ethical review are readily available for review;
4. To ensure timely REB review and allow investigators the opportunity to respond to REB concerns;
5. To monitor all on-going research activities at the Michener Institute to ensure ethical, regulatory and scientific standards are maintained throughout the course of the study including but not limited to:
a. An annual review of the research;
b. Ongoing review of Serious Adverse Events (SAE) and reports from Data Safety Monitoring Boards (DSMB);
c. Review and approval of amendments/modifications to the research;
6. To recommend policies and procedures governing:

a. Who may conduct research at The Michener Institute;

b. Access to research subjects;

c. Requirements for project approval;

d. Disciplinary action;

e. Other issues and topics related to the ethical conduct of research;
7. To participate in faculty, student and staff education through;

a. Ensuring all members of the REB are provided with basic education pertaining to research ethics review;

b. Providing continuing education to REB members in order to keep members informed of new and relevant issues pertaining to research ethics review;

c. Providing educational events, lectures, in-services for researchers, students, faculty and staff;
8. To act as a resource for researchers, other members of the faculty and staff, the public and other institutions.
III. MEMBERSHIP 
The REB will be composed primarily of Canadian citizens or permanent residents (as defined under the Immigration and Refugee Protection Act).  In accordance with Article 6.4 of the Tri-Council Policy Statement 2 (TCPS 2), the composition of the REB will consist of at least five (5) members including both men and women of whom:

· At least two (2) members have broad expertise in  research methodology covered by the REB;
· At least one (1) member who is knowledgeable in ethics;
· For biomedical research, at least one (1) member who is knowledgeable in the relevant law (advisable but not mandatory for other areas of research);
· At least one (1) member with no affiliation with the institution will be recruited from the community served by the institution.
The appointment of the REB Chair will be approved by the Board of Directors.   The term of the chair is three (3) years and is renewable.  The Chair of the REB may appoint a Vice-Chair who will assume the duty of the REB Chair in his/her absence.  

Board members will represent both Allied Health Care and non-Allied Health Care departments of the Institution, be actively involved in health related research and/or knowledgeable and interested in research ethics.     

Board members will serve three (3) years unless agreed otherwise in advance or until the member resigns.  Student members may be appointed for briefer periods.  New members will be nominated by relevant Institutional leaders or selected from the institution and the community by the Chair of the REB.
Members of the Michener Institute’s REB will include but are not limited to:
· Faculty representative(s) ( 2-4 to ensure representation at meetings) 
· Program Chair(s)
· Student (through Student Success Network)
· Staff 

· Ad hoc members as needed 

· Administrative Support (non-voting member)
IV. ROLES & RESPONSIBILITIES

Committee Chair:
· Chairs meeting
· Facilitates discussion

· Corresponds with investigator

· Reviews incoming submissions

· Determines proportionate review

· Approves amendments and monitors reports

· Invites individuals to become members of the REB

· Chooses the Vice-Chair

· Signing authority for the REB

Administrative Support:
· Schedules meetings

· Take notes and documents decision

· Circulates notes to committee members (if applicable)
· Notifies investigators of decision 

· Duties as assigned
Members: 
· Reviews incoming submissions as needed
· Contributes to the discussions and decisions (through email and/or meetings)

· Provide their expertise with research and ethics processes
· Commits to attending meetings
V. DECISION MAKING PROCESS/VOTING

The Michener Institute will provide proportionate review for all research protocols and as such reviews may be delegated or full-board.  For protocols that do not qualify for delegated review, decisions will be made via collective discussion / consensus.  In the absence of achieving consensus, decisions will be made by a majority vote of the members of the REB.

The Chair of the REB will determine which protocols qualify for expedited review.   The Chair is also delegated the authority to review and approve amendments and monitor Serious Adverse Event reports.  The REB may choose to delegate the Chair the responsibility of reviewing responses from investigators and approving modifications to protocol submissions.
REB members who are in conflict of interest will declare their conflict to the Chair and will leave the room during presentation and deliberation and will recuse themselves from voting.   A notation will be made in the minutes pertaining to the member in question leaving the room.
In special circumstances where a decision is required before the next scheduled meeting, the Chair of the REB may make a provisional decision.   The decision will be disseminated to the other members of the REB at the next meeting and a final decision will be made by the committee.

If necessary, the REB may form sub-committees to deal with specific issues more effectively.  These subcommittees will report their findings and provide recommendations to the REB.

At any time, the REB may choose to contract, utilize or accept the review of a study by another institutional REB provided that REB meets the current scientific, regulatory and ethical standards for the protection of human research participants.  (See Section XI-Reference Guidelines).  In instances such as these, the Chair of the Michener Institute’s REB will review the partner REB’s review and make a final decision of acceptance.
VI. MEETINGS AND ATTENDANCE
Meetings will be scheduled on an as needed basis by the Chair.  A quorum shall consist of at least five (5) members of the REB.  Inclusive in the determination of quorum will be the requirement that the composition of five REB members include the following: The REB Chair or Vice Chair, a person knowledgeable in relevant law (for biomedical research), a person with research ethics knowledge.  REB members will be required to attend at least 75% of all meetings.
VII. ACCESS TO MEETINGS
Meetings will be closed to non-committee members although students studying research ethics methodology or individuals acting as consultants may be given permission by the Chair to attend as observers only.
VIII. RECORDS AND DOCUMENTATION
All records for submission will be maintained by the Research Ethics Office.  All documentation must be complete for a submission to be reviewed and approved.  Submissions that are incomplete, poorly executed (grammar, spelling) will not be reviewed and will be returned to investigators for revision.   All correspondence with the REB will be through the Chair and the Research Ethics Office.   Agendas and Minutes (documenting discussions and decisions) of each REB meeting will be prepared by the administrative assistant.  These documents will be available for review by any relevant authority.   All submissions that are expedited or approval based by the Chair will be reported at the next REB meeting.

IX. DESIRED OUTCOMES 
The outcomes expected as a result of the contributions of this committee will be as follows:
· Ensure all research projects conducted at / with Michener, involving human subjects have been reviewed and meet current scientific, regulatory and ethics standards; 
· Increased research and scholarship capacity at Michener.

X. REVIEW PROCESS

1. Investigators submitting an ethics review should complete the REB Submission Form (FORM 1) and send it to the Chair of the Research Ethics Board (REB) at the Michener. 

2. In keeping with the principles of proportionate review, the Chair of the REB will determine whether expedited review or full review is required:
a) Delegated review is conducted by one member of the REB and the Chair; 

b) Full review is the default process meaning that the ethics submission is reviewed by all members of the REB.  If full review is required the REB will convene a meeting.  One (1) member of the REB will be designated as primary reviewer for a given protocol.  The primary reviewer will review all the necessary information submitted with the application and prepare a review submission.  All other REB members will be asked to review the submission and be prepared to add additional commentary during the primary reviewers presentation of his/her review.  The investigators may be asked to submit additional information in writing or in-person to explain matters arising from the submission;
3. The decision and comments of the REB will be communicated in full to the investigators via the Chair of the REB not later than five weeks from receipt of the submission.  Any modification required by the REB should be resubmitted and must be approved prior to the start of the project;
4. Approval will be valid for twelve (12) months unless otherwise stipulated.  The investigator must seek a renewal approval for another 12 months prior to current approval expiration;
5. Reconsiderations for approval are submitted to the Chair of the REB.  The investigator may be required to present their reconsideration concerns to the board and may be asked to respond to questions.   The investigator will not be present during deliberation of reconsideration or decision making of the board;
6. The investigators is required to submit an interim report as part of the renewal process annually (using the REB Continuing Renewal Form-FORM 3) and a final report on completion of the involvement of the participants (using the REB End-of- Study Report-FORM 9).  A copy of any publication derived from the research work should be sent and filed with the REB. 
XI. REFERENCE GUIDELINES

The Michener Institute REB will adhere to current scientific, regulatory and ethical standards for the protection of human research participants.  In keeping with this mandate the REB will follow the following guidelines, standards and policies:
1. Tri-Council Policy Statement (TCPS 2).  Ethical Conduct for Research Involving Humans, Medical research Council of Canada 2010.
http://www.pre.ethics.gc.ca/eng/policy-politique/initiatives/tcps2-eptc2/Default/ 
2. ICH Harmonized Tripartite Guideline.  Good Clinical Practice: Consolidated Guideline (E6)1996. 

http://www.hc-sc.gc.ca/dhp-mps/prodpharma/applic-demande/guide-ld/ich/efficac/e6-eng.php
3. Health Canada (Division 5, Part C) Food and Drug Act 2001.
4. https://www.canada.ca/en/health-canada/services/drugs-health-products/compliance-enforcement/good-clinical-practices/regulations/amending-food-drug-regulations-1024-clinical-trials.html
5. Ontario Personal Health Information Protection Act (PHIPA) 2004.
http://www.e-laws.gov.on.ca/html/statutes/english/elaws_statutes_04p03_e.htm
6. The University of Toronto.  Guidelines on the use of human subjects.  http://www.sgs.utoronto.ca/facultyandstaff/Pages/Research-Involving-Human-Subjects.aspx 
7. The Health Care Consent Act, S.O. 1996, c. C.2. 

https://www.ontario.ca/laws/statute/96h02 

8. Part 4 of the Natural Health Products Regulations 2003

http://laws-lois.justice.gc.ca/eng/regulations/SOR-2003-196/
9. Part 3 of the Medical Devices Regulations 1998

http://laws-lois.justice.gc.ca/eng/regulations/SOR-98-282/ 

10. CIHR Best Practices for Protecting Privacy in Health Research (2005)

http://www.cihr-irsc.gc.ca/e/29072.html 
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