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Regulations concerning the Creation and Operation of the Research Ethics Committee for the CRIR Institutions
Introduction

The institutions of the Centre de recherche interdisciplinaire en réadaptation du Montréal métropolitain (CRIR) (Greater Montreal Interdisciplinary Rehabilitation Research Centre) hereby express their intention to establish a common Research Ethics Board (REB). This intention arose from the ever-increasing development of research activities in the CRIR institutions. The identification and utilization of ethical safeguards constitutes added value to the benefit of all the CRIR institutions.

An essential element of the CRIR’s mandate is to promote joint action and accountability for research activities by the rehabilitation institutions, universities and funding bodies. Thus, the CRIR institutions acknowledge that such partnership can be accomplished through scientific excellence and the ethical conduct of research. Moreover, it is vital to the credibility of the entire CRIR organization that the research conducted in any of its institutions be of equal quality to that conducted in other institutions, in terms of both science and ethics.

The CRIR institutions view the creation of a common REB as the preferred means to achieve the following objectives: effective protection of research subjects, the establishment of a highly qualified ethics board, and a simple and faster ethics review process for research projects carried out in more than one CRIR institution.

Like all research involving human subjects, rehabilitation research must be conducted in accordance with the legal and ethical norms in force. It is now widely recognized that the scientific quality of research is inseparable from its ethical quality. The norms contained in the Standards du FRSQ en éthique de la recherche et en intégrité scientifique (Research Ethics and Scientific Integrity Guidelines) published by the Fonds de la recherche en santé du Québec (FRSQ) state that the quality of health care research shall be assessed on the basis of scientific and ethical standards as follows: 

“The expectations of the FRSQ greatly exceed the aspect of scientific validity, and encompass the protection of the dignity of persons who agree to participate as subjects, respect for persons involved with research implementation, and good governance of all resources utilized. In sum, the overall quality of health care research shall be assessed in terms of two categories of standards: scientific standards as well as standards for ethics and research integrity. The FRSQ adheres to the principles stated in diverse international documents such as the Nuremburg Code and the Declaration of Helsinki. We also recognize the general principles contained in the Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans, published in 1998 and revised in 2003”.
 (free translation)

The CRIR institutions consider that their common REB should render decisions based on the standards and principles stated in internationally recognized documents such as the Nuremberg Code and the Declaration of Helsinki.

In June 1998, the Quebec’s governement issued a Plan d’action ministériel en éthique de la recherche et en intégrité scientifique (Ministerial Action Plan on Research Ethics and Scientific Integrity (The Action Plan)). The Action Plan stipulates the various requirements and responsibilities for participation in health research activities, including the institutions that engage in research projects. 

The Action Plan begins by reminding all boards of directors of their legal and moral duties with regard to research conducted in the institution under their charge. It next calls upon the institutions to adopt a regulatory framework for their research activities. The Action Plan then sets out very specific measures for management and supervision as follows:

“The institutions and bodies in the health and social services network that engage in research activities must adopt a framework of regulations for research activities. This framework should establish explicit responsibilities as well as fair and transparent operating procedures.

As a point of reference, the framework should be harmonized with the guidelines set forth by Quebec’s funding bodies and the Tri-Council Policy Statement issued by the three Canadian research councils. At a minimum, this framework should contain standards for the following:

· Protection of human subjects
· Mandatory declaration of research activities
· Handling cases of scientific misconduct and ethical lapses
· Management of conflicts of interest, double remuneration and researchers’ business activities
· Financial management and the cost of research projects
· Management of data banks and research records
· Control of experimental medication
· Operation of the research ethics committees”. 
 (Free translation).
The present Regulations addresses the need to protect the dignity, wellbeing and rights of human research subjects. Thus, it provides for the creation and operation of a common REB for the CRIR institutions.

Beyond respecting the applicable laws of Quebec, the REB shall conduct all its activities such that reviews of research projects are undertaken in accordance with the Tri-Council Policy Statement published in Ottawa in 1998 and revised in 2003. Moreover, the CRIR institutions shall strive to ensure that research projects under their direction are undertaken in compliance with the guiding principles of bioethics, namely autonomy, fairness and justice, and non-malfeasance. 

The CRIR institutions wish to support research projects involving minors and legally aged persons unable to give consent without having to go through the Central Committee appointed by the Minister. The CRIR institutions have agreed to apply for a common REB to be designated by the Minister by virtue of Section 21 of the Code civil du Québec (Civil Code of Quebec).

All institutions providing health care and social services bear legal and ethical responsibility for what transpires within the institution as well as inside its legal entity. This institutional responsibility extends to research activities. This responsibility is one of the reasons that the local REB must report directly to the board of directors of the institution. In addition, the board of directors shall appoint members to the REB.

The creation of a common REB for the CRIR institutions does not release any of the institutions from its legal or ethical responsibilities for what transpires within the institution’s legal entity. Respect for the standards in force and the statement of autonomy of the REB require that the common REB report directly to the boards of directors of each CRIR institution, and that its members be appointed by the board of directors of each institution.

1. Mandate and Jurisdiction

The REB’s mandate is three-fold, as follows: assessment of research projects, continuing ethics review of ongoing projects, and ethics training for the staff of the CRIR institutions.

The REB’s mandate extends to research projects involving minors and disabled person.

The REB undertakes to assess and monitor all research projects conducted in their entirety or in part in one or more of the CRIR institutions. The REB has the authority to approve, modify, terminate or reject all research projects.

By virtue of its authority, the REB has the right and duty to make decisions on research projects involving human subjects. The REB shall examine all research projects involving humans and having at least one of the following characteristics in connection with a CRIR institution:

· The project is at least partially conducted in the institution
· Subjects are to be recruited from the users served by the institution or from files retained by the institution
· Project proponents or researchers confirm or imply the participation of the institution
· Proponents or researchers confirm or imply their affiliation to the institution
· The project makes use of human resources, materials or funding from the institution
· The project makes use of personal information contained in the files retained by the institution.
The REB shall fulfill its obligation for providing ethics training jointly with the Research Ethics Coordinator of the CRIR institutions and the administrative officers of each institution. Ethics training activities shall be provided to all institutional staff and management, but shall also provide greater support to researchers.

2. Succession

Upon taking up its duties, the REB shall assume the mandates of the existing research ethic committees in the CRIR institutions. As of that time, the REB undertakes to manage and supervise all ongoing research projects.

3.
Composition and Appointment of Members

3.1 

The REB shall be composed as follows:

· One person with expertise in psychosocial rehabilitation
· One person with expertise in biomedical rehabilitation
· One clinical practitioner with expertise in auditory or visual sensory impairment
· One clinical practitioner with expertise in motor or neurological impairment
· One ethics specialist
· One legal expert
· persons with full decision making capacity
· One person not affiliated with a CRIR member institution and representing the clientele of minors or persons unable to give consent
· One person representing the general public, who may also be a user of the institution’s services
· One representative from Université de Montréal
· One representative from McGill University
· One representative from Université du Québec à Montréal
· The Research Ethics Coordinator, with no voting rights.
The REB shall be composed of at least one person with expertise in each of the following areas: motor impairment, visual impairment, auditory impairment, and language and communication impairment.

Representatives of the general public shall constitute at least 20% of the REB membership at all times. For purposes of this provision, non-affiliated clients shall be considered as representatives of the general public.

3.2 

In order to fill vacancies, the REB shall have recourse to a pool of human resources. The President of the REB may request the collaboration of said persons. The CRIR institutions shall constitute the bank by providing the names of persons belonging to the three following groups: clinical practitioners, researchers and the community served by the institution.

3.3 

REB members, including the President, are appointed by the board of directors of each CRIR affiliated universities, on the recommendation of the CRIR Board of Directors.

A member’s mandate may only be revoked by the same process.

Moreover, each affiliated university shall designate only one representative.
3.4 

REB members shall be mandated for a two-year term, renewable indefinitely. However, half the members in the first appointed group shall be chosen at random to serve an initial three-year mandate.

3.5

Members and substitute members who withdraw or are unable to perform their duties shall be replaced for the duration of their term by a person appointed by the CRIR Board of Directors.

3.6

Members of the boards of directors’ concerned, directors-general and any other directors of the CRIR institutions, and legal advisors for any of the institutions are prohibited from serving on the REB in whatever capacity.

3.7

Any changes in the composition of the REB shall be notified to the Minister as they occur. Such notice shall be accompanied by the curriculum vitae of the new member and a document attesting to his or her appointment by the CRIR Board of Directors or by the boards of directors of the institutions, as the case may be.

4. Research Ethics Coordinator

4.1

The Research Ethics Coordinator is mandated to carry out the following duties:

· Receive research projects for REB review
· Ensure that the examination of the scientific quality and of the institutional suitability of the project were done
· Draw up, jointly with the parties concerned, the required procedures and forms for REB approval
· Maintain and update the REB human resources pool
· Coordinate research project monitoring
· Share pertinent information with the CRIR and the university authorities
· Implement training activities for research ethics within the CRIR institutions.

4.2

The CRIR Research Ethics Coordinator shall be appointed by the CRIR Board of Directors, and shall report directly to the Board. The Research Ethics Coordinator shall participate at REB meetings in a secretarial and support role for the work of the Committee.

4.3

The appointed Research Ethics Coordinator must have relevant expertise in legal and ethical matters.

5. Drafting of the Regulations for Internal Management

Except as provided for under the present Regulations, the REB shall have the authority to establish procedures for the following:

· REB operations, notices of meetings, minutes, meeting schedule and work plans
· Management of conflicts of interest among the REB membership
· Nature and content of mandatory documentation that research project heads are required to submit prior to REB review
· Constituent components of the research project review process
· Constituent elements of the research project, including the mandatory disclosure of information by the researcher to the REB
· Expedited ethics review for certain projects.

6. Meeting Procedures

6.1 

The REB shall meet on a regular basis. REB activities shall include training sessions for its members. 

6.2

The President shall oversee the work of the REB and preside over its meetings. The President shall also represent the REB to all concerned parties.

6.3

The quorum for meetings is seven members. 

The quorum for a full ethics review for research projects is seven members, to include the five following persons at a minimum:
· Two persons with knowledge of the research methods and disciplines practiced at the CRIR institutions
· One ethics specialist
· One legal expert
· One client or representative of the general public who is non-affiliated with the institution.
6.4

Any person who has participated in the scientific assessment of a research project may not participate in the REB project review.

6.5

The REB is at liberty to consult with the research project heads.

6.6 

Any member in a conflict of interest situation, or who foresees being in such a situation, in connection with an REB review of a research project must disclose the conflict to the other REB members and withdraw from the review process.

6.7

The Committee forms decisions on research projects by consensus arising from discussion. If consensus proves unattainable, the Committee shall proceed to a vote, with the President casting the deciding vote.

6.8

All Committee members must undertake to scrupulously respect the confidentiality of REB deliberations and documents. All members shall sign an agreement to this effect.

7. Review Process

The essential mandate of the REB is to protect the dignity, well-being and rights of human research subjects. REB approval and follow-up of research projects must constitute a public guarantee of safety for the subjects who participate.

The REB must ensure the scientific validity, institutional suitability and ethical compliance of the research projects submitted for review.

7.2

The REB has a legal and moral obligation to provide itself with the mechanisms required to fulfill its mandate. Thus, the REB undertakes to review research projects in conjunction with the applicable laws and regulations as well as international, Canadian and Quebec prescriptive documents. Among the prescriptive documents, the REB must pay particular attention to the Tri-Council Policy Statement and the FRSQ norms.

As part of its research project review, the REB must, at a minimum:

a) Ensure the scientific validity and relevance of the study as well as the qualifications of the researchers
b) Determine whether there is an adequate balance and distribution of harms and benefits for research subjects and, where appropriate, determine the potential impact of the project on the health of persons presenting the same characteristics (age, disease or handicap) to the experimental subjects
c) Examine the subject recruitment method and assess the informed consent process
d) Pay particular attention to confidentiality; in addition, special attention should be paid to the consequences for the participants of the introduction of new medications as part of therapy, where applicable.

7.3

The REB may perform an expedited ethics review in the following three situations:

a) Research protocols involve no more than minimal risk for voluntary subjects
b) The researcher proposes a minor modification to a research project that the REB has previously approved
c) Annual renewals of ongoing projects.

The expedited review does not apply to initial ethics assessments of research projects involving disabled or minor subjects.

The President and one other REB member may conduct an expedited ethics review.

7.4

The REB shall make a motivated decision, and must present a report to the researchers with justifications.
A decision in writing is sent to the researcher, as far as possible within two weeks following the date of the meeting at which the project was reviewed. This letter shall include the following elements:

a) Title of research project reviewed
b) Clear identification of the research project or proposed amendment, date and version number, as the case may be
c) Name and identification numbers of documents examined, including the briefing note and proposed participant consent form
d) Name and status of researcher
e) Designated research site(s)
f) Place and date of decision
g) REB decision
h) Clear description of the decision
i) Any further recommendations by the REB
j) In case of a conditional decision, a description of all requirements imposed by the REB along with suggestions for review and the procedures for proposal reassessment
k) In case of approval, a statement of the proponent’s responsibilities, e.g., confirmation of the acceptance of the requirements imposed by the REB, submission of research progress reports, requirement to advise the REB of any changes in protocol (other than modifications involving solely administrative or research logistics aspects), requirement to advise the REB of any modifications involving recruiting conditions, data on potential participants or the informed consent form, requirement to record all serious adverse and unforeseeable incidents in connection with the research undertaking, requirement to record unexpected circumstances, termination or suspension of the research or other significant decisions made by the REB, information requested by the REB in order to proceed with the review in progress, and final summary or final report
l) REB review plan or schedule
m) In case of denial, clearly stated justifications for the decision
n) Dated signature of the President of the REB or other duly authorized person.

The section dealing with ethics monitoring stipulates the obligation of the researcher to advise the REB in the following cases:

a) Any new information liable to change the harm/benefit balance of the research
b) Premature termination of the project
c) Project completion
d) Any issues noted by a third party in the course of follow-up (internal or external audits), and any suspension or withholding of approval in connection with the project by a funding body or regulatory agency.

7.5

Researchers have the right to request that the REB reconsider its decision for approval of the research project in its entirety or in part.

7.6

The REB’s decision on total or partial approval of a research project may be reviewed by an appeal board. 

The appeal is heard by the research ethics committee to which the researcher would normally appeal if he or she sought to obtain the approval of the appropriate authority within his or her university of affiliation. 

7.7

An ethics review decision that rejects a research project may not be overturned by an institution.

7.8

Assessment fees are charged for ethics reviews of research projects submitted and funded by private companies (e.g., pharmaceutical, biotechnical, or orthotics/prostheses companies).

For purposes of this provision, the term “ethics review” shall encompass three stages of the ethics review process as implemented in the CRIR: scientific assessment, examination of institutional appropriateness and the ethics review itself.

Upon receiving a private proposal, the Research Ethics Coordinator shall bill the company submitting the proposal. This bill must be paid before the REB is called upon to make a decision on the ethics of the project; otherwise the ethical review shall be deferred to a later date.

8. Scientific Assessment

8.1 

Scientific evaluation is conducted by a scientific evaluation committee (the Committee) responsible for reviewing research projects. The Committee is in charge of the preliminary scientific evaluation of all research projects submitted to the REB, except those that have already been examined for quality and scientific relevance by a recognized peer review committee.

A recognized peer review committee can be one of the following: 

1. A scientific committee of an institution that has a research centre subsidized by a Quebec or Federal funding organization

2. A scientific committee of a funding organization recognized by the Fonds de la recherche en santé du Québec (FRSQ)

3. A scientific committee of a university
4. A scientific committee of a recognized organization located in a country that is a member of the Organisation for Economic Co-operation and Development (OECD) (e.g., INSERM, NIH).

The President of the Committee may also recognize any other external scientific evaluation of a research project, provided that the evaluation was carried out according to criteria similar to those used by the Committee.

8.2

The Committee is composed of a President, four biomedical researchers and four psychosocial researchers. The President and other members are mandated for a period of two years, renewable indefinitely.

8.3 

The CRIR’s Scientific Directors are responsible for establishing the Committee by appointing the members and supervising its proper conduct.

8.4

The President receives research projects submitted for review. The President assigns two Committee members to assess each research project. All research projects must be approved by the President and the two assigned members in accordance with the review criteria in force.

The President may seek the advice of an expert who is not a member of the Committee, if appropriate.

8.5
The findings of the scientific evaluation are sent in writing to the Research Ethics Coordinator.

9. Assessment of Institutional Suitability

9.1

Institutional suitability means the appropriateness of the implementation of the project in a particular institution. Each institution that supports a research project, even partially, must assess the three following aspects:

· Linkage potential between the project and institutional directions
· Practical capacity of the institution to support the project (e.g., qualified staff, adequate equipment)
· Potential for certain targeted subjects to be inappropriately or unfairly recruited, which is incompatible with the justice principle.

The institutional suitability committee must also ensure that the financial evaluation and financial management have been performed by the institution.

9.2

The CRIR institutions shall appoint a person or committee to oversee the examination of institutional suitability.

9.3

The findings of the institutional suitability examination shall be sent in writing to the Research Ethics Coordinator.

10. Annual Report

The President of the REB shall submit an annual report to the CRIR Board of Directors, the boards of directors of each CRIR institution, the authorities of the universities represented on the REB and the ministre de la Santé et des Services sociaux (Minister of Health and Social Services (the Minister)).

The annual report shall encompass the following items:

· A list of the members and their qualifications
· The number of meetings held by the Committee during the year
· All rules and procedures adopted during the year
· A list of projects that have been submitted for review, each accompanied by the name of the researcher, project summary, funding sources and the Committee’s decision
· A general description of all ethics follow-up activities undertaken by the Committee
· A description of the ethics training activities carried out
· Any other items that the REB deems relevant for the information of the CRIR Board of Directors, the boards of directors of the CRIR institutions, the authorities of the universities represented on the REB or the Minister.

11. Access to REB Documents

REB documents shall be retained for a period of five years at the Research Ethics Office and kept in a locked file. The CRIR Research Ethics Coordinator shall grant access to the operating rules of the REB to all persons who so request, as well as any other document establishing standard operating procedures (including researcher guidelines for proposal preparation and procedures for proposal submission).
Researchers shall have access to the REB’s list of members and their qualifications (profession and affiliation) and role on the REB, and may obtain copies of extracts of the minutes of REB meetings that detail consideration of their proposal.

An updated list of REB members, including their qualifications and roles on the REB, shall be provided to the Minister’s representative, the promoter, the funding body and the regulatory agency. All REB records shall be made available, for audit and monitoring purposes, to the representative of the CRIR Board of Directors and to all the institutions, the Minister, the funding bodies and the regulatory agencies.

12. Administrative and Financial Support

The boards of directors of the CRIR institutions have an obligation to provide the REB with the means necessary to fulfill its mandate in terms of administrative and financial support.

13. Continuing Education

The boards of directors of the CRIR institutions have an obligation to provide support in the form of continuing education to the REB members as well as the researchers, clinical practitioners and students, and CRIR 

Continuing education may consist of attendance at courses, conferences and symposiums addressing research ethics issues.

14. Operational Assessment

The CRIR Board of Directors shall undertake an operational assessment of the REB every two years. This assessment shall include consultation with the administrative officers of the institutions, the researchers, REB members and any other parties or authorities concerned. 

An Operational Assessment Report shall be submitted to the CRIR Board of Directors, the board of directors of each CRIR institution and the authorities of the universities represented on the REB.

15. Date of Coming into Force of the Regulations

The present Regulations shall enter into force on the fourth day of September, 2002.

Regulations for Internal Management
Regulations for Internal Management
PREAMBLE

Whereas
The Research Ethics Board’s mandate is to ensure that all research involving humans takes place in accordance with ethical principles;

Whereas
Te Research Ethics Board is also responsible for ensuring that a preliminary independent, multidisciplinary review of all projects submitted to the Committee is undertaken prior to granting authorization for implementation or continuance;

Whereas
The ethical norms Standard as de FRSQ **** have been prescribed in the Tri-Council Policy Statement
 and in the norms contained in the FRSQ’s Guide d’éthique de la recherche et l’intégrité scientifique
 (Research ethics and scientific integrity guidelines);

Whereas 
Section 5 of the Règlement portant sur la création et le fonctionnement du Comité d’éthique de la recherche des établissements du CRIR (Regulations Concerning the Creation and Operation of the Research Ethics Board for the CRIR Institutions) (hereinafter the Regulations) stipulates that the Research Ethics Committee has the authority to establish its operating procedures.

The research ethics Board for the CRIR institutions (hereinafter the REB) proposes and ADOPTS the following regulations for internal management.

SECTION 1 — GENERAL PROVISIONS

Scope and Purpose

The purpose of the present Regulations for Internal Management is to define the mandate, composition and operating rules of the Research Ethics Board for the Institutions of the Centre de recherche interdisciplinaire en réadaptation du Montréal métropolitain (Greater Montreal Interdisciplinary Rehabilitation Research Centre) (CRIR).

Preamble

The preamble is an integral part of these regulations.

Definitions

In the present regulations, unless otherwise indicated by the context in which it is used, the expressions and terms below shall have the following meanings:

Investigator

Any person who initiates a research project.

Conflicts of interest

In the present regulations, a conflict of interest means any situation where a member has, or appears to have, private, personal, professional or institutional interests such that his or her objective judgement in the exercise of official duties may be influenced or appear to be influenced.
Board of Directors

The board of directors for each of the CRIR institutions.

Institution

Any of the CRIR institutions.

Research ethics

A set of guidelines for conduct designed to regulate research such that the subject’s dignity and integrity are preserved.
Research project

For purposes of these regulations, a research project means any investigation carried out in one or more of the institutions, structured in several stages and following a logical order, and intended to establish facts, principles or generalizable knowledge. Research projects may be funded or non-funded.

Guiding ethical principles

The cardinal principle of modern research ethics is Respect for Human Dignity. This principle, which aspires to protecting the multiple and interdependent interests of the person—from bodily to psychological to cultural integrity—forms the basis of the following ethical obligations:
a) Respect for Free and Informed Consent
b) Respect for Vulnerable Persons
c) Respect for Privacy and Confidentiality
d) Respect for Justice and Inclusiveness
e) Balancing Harms and Benefits
f) Minimizing Harm
g) Maximizing Benefit.

As part of any ethics review, the REB shall take into account these guiding principles.

SECTION 2 — MANDATE AND JURISDICTION
Mandate

As specified in Section 1 of the Regulations, the REB’s mandate is three-fold, as follows:

1. Assessment of research projects

2. Follow-up of ongoing projects

3. Ethics education.

The REB’s mandate extends to research projects involving minors and legally incompetent persons.

Powers and duties

The REB undertakes to assess and monitor all research projects conducted in their entirety or in part in one or more of the CRIR institutions. The REB has the authority to approve, modify, terminate or reject all research projects.

Authority

By virtue of its authority, the REB has the right and duty to make decisions on research projects involving human subjects. The REB shall examine all research projects involving humans and having at least one of the following characteristics in connection with a CRIR institution:

· The project is at least partially conducted in the institution
· Subjects are to be recruited from among the community served by the institution or from files retained by the institution
· Project proponents or researchers confirm or imply the participation of the institution
· Proponents or researchers confirm or imply their affiliation to the institution
· The project makes use of human resources, materials or funding from the institution
· The project makes use of personal information contained in the files retained by the institution.

SECTION 3 — COMPOSITION

Composition 

The REB shall be composed as follows:

· One person with expertise in psychosocial rehabilitation
· One person with expertise in biomedical rehabilitation
· One clinical practitioner with expertise in auditory or visual sensory impairment
· One clinical practitioner with expertise in motor or neurological impairment
· One ethics specialist
· One legal expert
· One person not affiliated with a CRIR member institution and representing clientele of minors or persons unable to give consent
· One person representing the general public, who may also be a user of the institution’s services

· One representative from the University of Montreal

· One representative from McGill University

· One representative from Université du Québec à Montréal

· The Research Ethics Coordinator, with no voting rights.

The REB shall be composed of at least one person with expertise in each of the following areas: motor impairment, visual impairment, auditory impairment and language and communication impairment.

Representatives of the general public shall constitute at least 20% of the REB membership at all times. For purposes of this provision, non-affiliated clients shall be considered as representatives of the general public.

8.1
Restrictions on membership

Members of the Boards of each CRIR’s institution, directors-general and any other directors of any CRIR institutions, and legal advisors for any of the institutions are prohibited from serving on the REB in whatever capacity.

Appointment of members

REB members, other than university representatives, are appointed by the boards of directors of each CRIR institution, on the recommendation of the CRIR Board of Directors. 

University representatives, for their part, are appointed by their respective universities for a two-year term. 

9.1
Changes in composition

Any changes in the composition of the REB shall be notified to the “Ministre de la Santé et des Services sociaux” (Minister of Health and Social Services (the Minister)) as they occur. Such notice shall be accompanied by the curriculum vitae of the new member and a document attesting to his or her appointment by the CRIR Board of Directors and by the Boards of Directors of each CRIR’s institution, as the case may be.

Terms of office

REB members shall be mandated for a two-year term, renewable indefinitely. However, half the members in the first appointed group shall be chosen at random to serve an initial three-year mandate.

Section 4 — OFFICERS
Executive committee

The REB shall be headed by an Executive Committee composed of a President, a Vice President and a Secretary.

President

The President of the REB is also the Chief Executive Officer of the Board, and represents the REB to all concerned parties.

The President shall carry out the following duties:

· Chair Board meetings
· Oversee the work of the Board
· Sign the Board’s official records, minutes, reports and documents
· Participate in expedited REB reviews, as required
· Jointly with the Research Ethics Coordinator, ensure follow-up on Committee decisions
· Represent the Committee to institutions and bodies involved in the research projects
· Prepare annual reports for submission to the CRIR Board of Directors
· Carry out any other duties that may be assigned by the Committee.

Vice president

In the absence of the President or when the President is prevented from acting, the Vice President shall assume the President’s functions.

Secretary

According to Section 4.2 of the Regulations, the Research Ethics Coordinator for the CRIR institutions shall participate at REB meetings as the secretary of the Committee. Also, the Research Ethics Coordinator shall support the work of the REB.

The Secretary shall prepare the notices of meetings and the agendas for Committee meetings. The Secretary shall also draft the minutes of the meetings and submit them for approval by the Committee members. 

Election of the president and vice president

Committee members shall recommend to the CRIR’s Board of Director by a simple majority the President and Vice President of the REB from among the membership.

Elections of the President and Vice President shall be held during the September meeting.

Duration of mandates

The mandates of the President and Vice President of the REB shall be for a two-year term, renewable indefinitely.

Section 5 — TERMINATION OF MANDATES
Vacancies

An REB member ceases to be a member of the Committee upon the following circumstances:

· The member submits a written resignation to the President
· The member becomes incapacitated
· The member ceases to qualify for membership
· The member’s mandate is revoked in the manner provided for in the Regulations.
In order to fill vacancies, the REB shall have recourse to a pool of human resources. The President of the REB may request the collaboration of said persons. The CRIR institutions shall constitute the bank by providing the names of persons belonging to the three following groups: clinical practitioners, researchers and the community served by the institution.

Revocation of mandate

The mandate of an REB member may be revoked by a board resolution if the member’s conduct would prejudicially affect the duties assigned to him or her by the Boards of Directors. 

SECTION 6 — MEETING PROCEDURES
Frequency of meetings

The REB shall meet once a month between September and June of each year, on predetermined dates. However, the REB may be called to meet during the summer holidays when the workload warrants.

Aside from regular meetings, the REB may also meet on an ad hoc basis to attend to business.

Place of meeting

The REB meetings shall take place at a site named in the notice of meeting.

Notice of meeting

A notice of meeting shall be sent to each REB member by the Committee Secretary at least five working days prior to the predetermined meeting date. This notice shall be accompanied by the meeting agenda and the minutes of the last meeting, if possible.

Minutes

The REB Secretary shall prepare the minutes of each meeting. The minutes shall include the following items:

· Name of the project under review and researcher presenting the project

· Proposed modifications, if any
· Review findings
· Summary report of deliberations.

After the minutes have been drafted, they shall be sent to all Board members for verification and consequent adoption, with or without modifications, at the next meeting. The minutes shall be signed by the REB President and Secretary.

Confidentiality

All Committee members must undertake to scrupulously respect the confidentiality of the information transmitted and discussed in the Committee. All members shall sign an agreement to this effect.

At the end of all meetings, the members shall hand over their copies of project assessments to the Secretary of the CRIR Research Ethics Board for destruction. 

Quorum

The quorum for meetings is seven members.

The quorum for a full ethics review for research projects is seven members, to include the five following persons at a minimum:

· Two persons with knowledge of the research methods and disciplines practiced at the CRIR institutions
· One ethics specialist
· One legal expert
· One client or representative of the general public who is non-affiliated with the institution.

Conflict of interest 

All Committee members must avoid getting into conflicts of interest that might interfere with the proper performance of their duties. Thus, all REB members associated with a research project or potentially in a position of conflict of interest in connection with a research project being reviewed by the Committee must advise the other members. The member must then withdraw from the Committee for the duration of the review, either on his or her own initiative or at the Committee’s request. However, the member has the right to appeal the decision.

Any member in a conflict of interest situation that may compromise objectivity must disclose the conflict and, if warranted, withdraw from the review process.

SECTION 7 — SUBSTITUTION AND REPLACEMENT PROCEDURES
Replacement

When a member is absent from a meeting, that member may be replaced by a substitute. In this case, the substitute performs the same functions and has the same rights and obligations as the member being replaced.

Notice of absence

As far as possible, members should strive to notify the REB Secretary in advance of any foreseeable absences from scheduled REB meetings. The Secretary then contacts the substitute to ensure replacement of the absent member.

Transmitting research projects to substitutes

When a regular member is replaced, the substitute shall receive a copy of the research project under review so that he or she can participate in the assessment equally with the other Committee members.

Meeting attendance 

The substitute may attend all REB meetings if so desired. To do so, he or she must inform the REB Secretary so that the relevant documentation may be sent. The substitute may participate in the review process, but does not have voting rights. 

SECTION 8 —REVIEW PROCESS
Submission of research projects for ethics review

Project shall be submitted in accordance with the prescribed procedures. 

Forms A, M and R

Appropriate forms have been developed to facilitate submission requests, and these must be duly completed.

Form A: Form A must be completed when the researcher wishes to submit a new proposal for an ethics review.

Form M: Form M must be completed when the researcher wishes to make one or more modifications to an ongoing project.

Form R: All researchers whose projects continue longer than one year must request annual renewals of approval by completing Form R.
Form End of Research Project Report: A research project is considered finished when the recruitment is done and data have been collected and analyzed in order to present to the REB preliminary results. Then, the researcher must complete this form.
Review procedure: Proportionate ethics review

The REB uses a proportionate approach to the ethics review based on the general principle that the more invasive or harmful the research to the participant, the greater should be the care in the ethics review.

The concept of minimal risk provides a foundation for proportionate review. The proportionate review encompasses the following levels: full REC review and expedited review by a member or several members of the REB. 

Expedited ethics review

The REB may perform an expedited ethics review in the following three situations:

d) Research protocols involve no more than minimal risk for voluntary subjects
e) The investigator proposes a minor modification to a research project that the REB has previously approved
f) Annual renewals of ongoing projects.

The expedited review does not apply to initial ethics assessments of research projects involving disabled or minor subjects.

The President and one other REB member may conduct an expedited ethics review.

Full ethics review

A full review must be undertaken for all research projects involving human subjects that do not meet the criteria for an expedited ethics review. Moreover, this applies out of hand to all projects involving minors or disabled persons.

Consultation with investigators

The REB may consult or meet with the research project leaders to obtain further information or to better understand certain aspects of the research protocol.

Decision making

The Committee forms decisions on research projects by consensus arising from discussion. If consensus proves unattainable, the Committee shall proceed to a vote, with the President casting the deciding vote. 
Motivated decision

The REB shall make a motivated decision, and must present a report to the researchers with justifications.

A decision in writing is sent to the researcher, as far as possible within two weeks following the date of the meeting at which the project was reviewed. This letter shall include the following elements:

a) Title of research project reviewed
b) Clear identification of the research project or proposed amendment, date and version number, as the case may be
c) Name and identification numbers of documents examined, including the briefing note and proposed participant consent form
d) Name and status of researcher
e) Designated research site(s)
f) Place and date of decision
g) REB decision
h) Clear description of the decision
i) Any further recommendations provided by the REB
j) In case of a conditional decision, a description of all requirements imposed by the REB along with suggestions for review and the procedures for proposal reassessment
k) In case of a favourable decision[(or)In case of approval], a statement of the proponent’s responsibilities, e.g., confirmation of the acceptance of the requirements imposed by the REB, submission of research progress reports, requirement to advise the REB of any changes in protocol (other than modifications involving solely administrative or research logistics aspects), requirement to advise the REB of any modifications involving recruiting conditions, data on potential participants or the informed consent form, requirement to record all serious adverse and unforeseeable incidents in connection with the research undertaking, requirement to record unexpected circumstances, termination or suspension of the research or other significant decisions made by the REB, information requested by the REB in order to proceed with the review in progress, and final summary or final report;

l) REB review plan or schedule
m)
In case of an unfavourable decision[(or)In case of denial], clearly stated reasons for the decision;

n) Dated signature of the President of the REB or other duly authorized person.

The section dealing with ethics monitoring stipulates the obligation of the researcher to advise the REB in the following cases:

a) Any new information liable to change the harm/benefit balance of the research and of the participant initial consent
b) Premature termination of the project
c) Project completion
d) Any issues noted by a third party during monitoring (internal or external audits), and any suspension or withholding of approval in connection with the project by a funding body or regulatory agency.

SECTION 9 — ETHICS MONITORING

Research progress

All research projects must be conducted in accordance with the protocol approved by the REB.

Requests for modification

Before bringing any modifications to the research protocol or associated documents, the researcher must advise the REB, who must approve those changes.

Immediate threats to participants

Nevertheless, changes to the protocol may be made without prior approval by the REB if they are required to prevent an immediate threat to the health of the participants.

If such occasion arises, the researcher must advise the REB in the shortest possible delay of any modifications brought prior to REB consent. Thereafter, the REB shall render a decision on ethical approval.

Administrative and typographic modifications

When the proposed modification consists of an editorial change or correction of a logistics or administrative error (e.g., telephone number, typing error), the researcher is not obliged to advise the REB beforehand.

Monitoring mechanism

a) Submission of annual report by the researcher

All projects in progress shall be followed up on an annual basis. Thus, thirty days before the end of the annual approval, the researcher must submit an annual report to the REB, including the following information:
· Actual start date
· Progress (stage) and conduct
· Number of subjects initially approached and number of subjects recruited to date
· Number of subjects who withdrew during the course of the project and the reasons, if known
· Occurrences of adverse reactions and other incidents during the year and description of the means implemented to remedy the effects on the subjects
· Anticipated date of project completion
· Any other items identified by the REB in their ethics review.

An appropriate form has been developed to account for the above items, and may be used in place of the annual report that researchers are required to submit to the REB when projects continue longer than one year.

b)
Mandatory reporting


Researchers are under obligation to report any and all harm or serious incidences, foreseeable and unforeseeable, during the course of the research.

In light of such information, the Committee reserves the right to terminate the project. 

c)
More careful Monitoring

In cases of research protocols involving possible harms above the threshold of minimal risk, the REB reserves the right to require those in charge of the project to conduct the monitoring with greater care.

Record keeping

All copies of research projects submitted to REB members for ethics review must be destroyed once the REB has rendered its decision on the project. All REB documentation shall be kept at the Research Ethics Office in a locked file for a period of five years following completion of the project.

43.1
Access to REB documents

The CRIR Research Ethics Coordinator shall grant access to the operating rules of the REB to all persons who so request, as well as any other documents establishing standard operating procedures (including researcher guidelines for proposal preparation and procedures for proposal submission).

Researchers shall have access to the REB’s list of members and their qualifications (profession and affiliation) and role on the REB, and may obtain copies of extracts of the minutes of REB meetings that detail consideration of their proposal.

An updated list of REB members, including their qualifications and roles on the REB, shall be provided to the Minister’s representative, the promoter, the funding body and the regulatory agency. All REB records shall be made available, for audit and monitoring purposes, to the representative of the CRIR Board of Directors and to all the institutions, the Minister, the funding body and the regulatory agency.

Research files

The research files shall include: relevant information and documentation retained on all research projects submitted to the Committee. More specifically, these files shall contain the research protocols and any subsequent modifications, consent forms approved by the REB, requests for Committee approval, all correspondence between the Committee and the project head, and all forms used by the Committee following project approval (approval, annual approval, project modification, notice to Committee, notice of project termination).

Likewise, all documents to be submitted to the Board of Directors, annual reports, project records and any other relevant Committee documentation must be retained. Files are kept in a locked file at the research ethics offices of the CRIR institutions.

Annual report

On March 31 of each year, the President of the REB shall submit an annual report to the ministère de la Santé et des Services sociaux, the Board of Directors of the CRIR, the boards of directors of each CRIR institution and the authorities of the universities represented on the REB.

The annual report shall encompass the following items:

a) A list of the members and their qualifications
b) The number of meetings held by the Committee during the year, including training sessions
c) A list of projects that have been submitted for review, each accompanied by the name of the researcher, funding sources, project summary and the Committee’s decision
d) All monitoring activities undertaken by the Committee
e) Any other items that the Committee deems relevant for the information of the Board of Directors.

SECTION 10 — REIMBURSEMENT OF REB MEMBERS 
Regular members

Regular members shall be reimbursed for the performance of their duties according to a scale set by the CRIR Board of Directors, e.g. four hours to attend monthly meetings and one hour of review for each research project submitted to the REB.

Prior to each meeting, a timesheet itemizing the titles of projects to be reviewed shall be sent to all REB members so that they may estimate the number of hours required to read the projects.

Substitutes

Substitutes are only paid for acting as official replacements for absent members. This includes time spent attending monthly meetings and one hour of review for each project submitted to the REB.

Training sessions

Regular members as well as substitutes will not be reimbursed for attending training sessions.

Guideline for Investigators:
Consent Forms
Guideline for Investigators: Consent Forms
a)
Introduction

The present document deals with information that a consent form presented to the CRIR’s establishments’ Research Ethics Board (REB) must contain. More specifically, it sets out the various sections that a consent form must have in order that it meets the current ethical standards (Tri-council Policy, Ministerial Action Plan of Research Ethics and Scientific Integrity, and FRSQ Standards on Research Ethics and Scientific Integrity). 

Other than the fundamental requirements respecting the content of a consent form, the present section will also deal with the form requirements adopted by our Research and Ethics Board.

b)
Research subjects

A protocol may target one or several groups of research subjects with a participation suited to them. Thus, in cases where a research study targets many categories of participants, the researcher must draft a consent form for each group of participants. Each of these consent forms must clearly identify to which group it is intended. It must also indicate the precise participation asked to the members of this group.

Examples of possible research subject groups: 

· Group of people having a disease or having a particular medical condition

· Control group

· Group of professionals or caregivers

· Group made up of user’s close relations or family members.

c)
Specific interventions or activities beyond the scope of the study 

When, in the framework of a research project, the researcher proposes particular tests or a particular intervention to the participants, a distinct consent form targeting this participation must also be supplied. 

Examples of specific interventions or activities requiring a distinct or specific consent form:

· Composition of a data bank: whenever particular data or blood samples of human tissue are to be collected in an electronic or software medium

· For educational purposes: use of an audiovisual recording, photograph or other form of material that could identify the participant.

d) Form requirements

All consent forms presented to the REB must take into account the clientele to which it is intended for. Thus, the consent form must meet the following requirements:

· The consent form must be written at the second person plural, except for the consent section, per se, which must be written at the first person singular in order to make clear what the subject is consenting to

· Use a familiar and easily understandable tone for the group of participants targeted. Consequently, the researcher should simplify the project’s scientific or technical information as much as possible

· The consent form should be written in either English or French (or both). In cases where a form is written in both languages, ensure that the information contained in both versions of the document is identical

· Make sure that the Consent Form does not contain any syntax or spelling errors

· Use at least a 12 point font size. If the form is intended for the elderly or the visually impaired, use a bigger font size

· Following approval of your project by the REB, insert the logo of all the CRIR’s establishment having agreed to take part in the project at the top of the first page of the consent form

· Paginate the consent form

· Insert the project title on each page including signature page.

e) Required elements of the consent form

Following are the sections that must appear in the consent form:

1. Date 

The date on which the REB approved the research protocol (or date of revised and REB approved consent form) must appear as a header or footer of each page of the consent form.

2. Study title 

The title must allude to the theme or subject of the research field addressed by project. It may be suggested to add a simplified version of the title, whenever it is too long or complex for the participants to understand it.

3. Principal investigator (s) 

In this section, the identity of the researchers and its contact information involved in the project must appear, as well as that of their collaborators.

Should it be required, the difference should also be made between a medical doctor and the holder of a Ph. D., as the use of the term for both situations may create some confusion for future participants. To this end, the REB asks its researchers who are non physicians to use the abbreviation Ph. D. after their name instead of Doctor.

4. Introduction

As an introduction to the consent form, insert the following paragraph:

“We are asking you to participate in a research project involving (…). Before agreeing to participate in this project, please take the time to read and carefully consider the following information.

This consent form explains the aim of this study, the procedures, advantages, risks and inconvenience as well as the persons to contact, if necessary.

This consent form may contain words that you do not understand. We invite you to ask any question that you deem useful to the researcher and the others members of the staff assigned to the research project and ask them to explain any word or information which is not clear to you.”

5. Description of the study and its purpose

This section describes the aim of the study to participants in easy-to-understand terms. This section should deal succinctly with the following points:

· Brief description of the study (its nature and scope)

· Expected duration of the study

· Number of participants involved

· Targeted clientele

· Objectives pursued (research hypotheses).

Examples:  

a)  The study aims at studying, evaluating…,

b)  In the framework of a clinical trial (new therapeutic approach)… 

or

In the framework of an evaluative study (evaluation of an accepted clinical procedure)… 

or 

In the framework of a fundamental study… (study of phenomena from which the subject will not benefit) 

c)  in order to…  

6. Nature and duration of participation 

Firstly, this section must let the subjects know that they are asked to participate in a research project. Moreover, it must also describe to participants the range of steps to follow should they decide to participate in the study. 

After reading this section, the subjects must understand what is expected of him/her in terms of participation in the study. This should include:

· Recourse to preliminary tests in order to evaluate eligibility of a future participant

· Mention of the number of meetings (duration of each and time set aside for breaks) with the participant and a detailed description of each of the tasks the participant must carry out

· Follow-up period, if necessary (particularly with longitudinal studies)

· Location where each of the steps of the study will be carried out, e.g. where the subject’s participation is required

· Use of audiovisual equipment, if required

· Mention of the presence, as the case may be, of control group (explanation of the impact and consequences on the subject)

· If the researcher is also a caregiver assigned to the participant, a distinction must be established to this effect, especially if the participant is somehow dependant on the researcher.

7. Personal benefits from participating in the research study

In this section, the researchers must explain the advantages that the participant may personally benefit from his/her participation in the research study. If there are none, this must be mentioned explicitly. Moreover, the researcher may state in this section the possibility for the participant to contribute to the advancement of scientific research. 

Example:  "I will personally not benefit from taking part in this study.  However, I will be making a contribution to the advancement of science in the field of. "

The researcher may also mention, if applicable, that the participant will have the possibility of having access to research results deriving from the study. Nevertheless, the form must also contain a clause to the effect that this transmission of information will be carried out in the presence of a competent professional whose role will be to explain to the subject the content of this data.

8. Risks associated with participating in the research study 

This section contains a list and description of all potential risks (physical, psychological, social, familial, economical or other) which could derive from the subject’s participation in the research protocol, even those with low probability. These risks must be disclosed to prospective participants in easy-to-understand terms.

Also, this section should outline the precaution/means put in place to avoid or minimise the occurence of these risks. 

It there are no underlying risks deriving from this project, it must be stated as such.

Example: "By taking part in the study, I may feel a loss of self-confidence following negative results of the memory test".

Example: "My participation in this research study involves no medical risk.  It is understood that my participation in the study will not affect the care and services which I receive or will receive from (name of establishment)”.

9. Inconveniences associated with participating in the research study
This section must mention all inconveniences or disadvantages that the participant may encounter by participating in this study.

Examples:

· Fatigue

· Stress

· Frustrations related to the study

· Pain

· Nausea

· Loss of time

· Travel

· Use of electrodes

Example: "The travel time from your home represent an inconvenient for some people".

Example: "There is a possibility that a few small areas of skin may have to be shaved before positioning electrodes/markers. As such, strict hygiene measures (razor, hypoallergenic adhesive tapes, cleaning skin with alcohol) will be respected. Moreover, despite the application of strict hygiene measures, there is a slight possibility of a skin reaction where electrodes/markers are fixed. In these cases, a calming lotion will be applied to the skin."

Whenever the research participant is a staff member of the establishment other disadvantages may occur, notably in terms of participation time (during work hours or not), the confidentiality of their participation, their relationship with their employer, etc. These persons must be aware of these factors, which is why their consent form must address these concerns.

10. Access to subject’s medical chart 

The participant must be asked for authorization to access to his/her medication chart. As much as possible, parts of the chart the researcher wishes to consult must be specified. In all cases, the researcher must always justify his/her access to the medical chart in the framework of the study.

11. Confidentiality 

In this section, the researcher must ensure the confidentiality of the information and data gathered. Furthermore, he/she must mention the measures established to ensure confidentiality during and following the research study:

· Will the nominal data be coded

· Who will have access to the data gathered

· How and where will this information be stored

· How long will it be stored

Finally, the researcher must mention that a person appointed by the REB could have access at the research document for monitoring.

Example:  "All personal information gathered about you during the study will be coded in order to ensure its confidentiality. Only the members of the research team will have access to it. This data will be kept under lock and key at (site) by the person in charge of this study for a period of five years following the end of the study, after which it will be destroyed. In the event that the results of this study are presented or published, no information identifying the participant will be included".

In focus group situations, confidentiality must also be requested from each subject. This information must be mentioned in the consent form.

In cases where the compilation of data will be used to develop a database, the future participant must be informed. A specific consent form for this effect must also be written up. 

12. Questions concerning the study 

In this section, it must be mentioned that the researcher will answer satisfactorily all questions from the future participant concerning the research study. 

13. Voluntary participation and withdrawal of the participation of the subject 

In this section, mention must be made of the free and voluntary participation of the participant to the study, as well as the possibility of withdrawing from the research protocol at any time and with no concern of reprisals of any kind: care, services, etc. 

Example: “Your participation to the research study described above is completely voluntary. It is understood that you can, at any time, put an end to your participation without this affecting the health care and services you are receiving or will receive form (name of establishment)”. 

“In case of withdrawal on your part, the audiovisual and written documents concerning you will be destroyed if that is your decision”.

14. Responsibility clause 
This section reminds subjects participating in the research project that should they suffer any injury of fall victim to reprisal as a result of the participation in the project, they reserve all their legal rights. 
Example:  "While agreeing to participate in this study, I do not give up any of my legal rights nor release the researchers, sponsors or institutions involved of their legal and professional obligations".

To this end, it should be remembered that Article 1474, paragraph 2 of the Quebec Civil Code prohibits the limitation or exclusion of liability for bodily or moral injury caused to another. Thus, any limiting clause for responsibility for physical injury or mental injury is invalid and null and void. 

15. Compensatory indemnity
If applicable, this section informs the participant, of the allowance for compensation for his/her participation in the research study. If no compensatory indemnity is given, this must be mentioned. 

In this regard, Article 25, paragraph 2 of the Quebec Civil Code points out that, “medical experimentation may not involve financial compensation other than compensation allowance for loss and constraint”. According to this principle, an allowance deemed to be reasonable could, for example, be given to participants who must go to one of the CRIR establishment to participate in the research study as traveling and/or meal expenses. Childcare may also be included.

Under no circumstances should the allowance be excessive, nor should it prompt the subject to participate in the research. Likewise, if the subject decides to withdraw from the project, the researcher should nevertheless grant the compensatory indemnity for compensation on a prorate basis for the subject’s participation.

16. Contact persons
This section mentions the name, title and contact information of the member of the research team who acts as the resource person for the study. This section also mentions that this person may be contacted at all times by the participant to ask questions regarding the study, point out a side effect and/or an unfavourable incident or report his/her withdrawal from the research protocol.

Moreover, the following paragraph must appear in all consent forms for research studies carried out in a CRIR institution/regional partners: 

“If you have any questions about your rights and recourse or your participation in this research study, you can contact Me Anik Nolet, Research Ethics Co-ordinator for the CRIR’S Institutions at (514) 527-4527 extension 2649 or by e-mail anolet.crir@ssss.gouv.qc.ca”

17. Consent
This section must mention that the participant understands what his/her participation in the research project implies and that he/she agrees to take part in it. In order for the participant to have power over his/her participation, this is the only section which must be written in the first person singular.

The participant must sign at the end of the section. The date the document is signed must also appear in this section.

“I state that I have read this consent form. I understand this study, the nature and extent of my participation, as well as the benefits and risks/inconveniences to which I will be exposed as presented in this form. I have been given the opportunity to ask questions concerning any aspects of the study and have received answers to my satisfaction.
I, the undersigned, voluntary agree to take part in this study. I can withdraw from the study at any time without prejudice of any kind. I certify that I have had sufficient time to consider my decision to participate in this study. A copy of this consent form will be placed into my medical chart.
A signed copy of this consent form will be given to me. 

NAME OF PARTICIPANT (print)
SIGNATURE OF PARTICIPANT

____________________________ 
___________________________ 

NAME OF LEGAL REPRESENTATIVE 
COMPULSORY SIGNATURE OF LEGAL 

OF INCAPACITATED PARTICIPANT
REPRESENTATIVE

(print)


____________________________ 
___________________________

Signed at __________________________ , the ___________, 20 _____.”

18. Signature of legal representative

If the participant is a minor or incapacitated, the signature of his/her legal representative is required. This signature must also be dated.

In the case of a minor, the researcher must obtain the signature of one of the parents of the child or his/her legal guardian. In the case of an incapacitated person, the legal representative is also his/her guardian, trustee or agent. In cases where an incapacitated person is not under a protective regime, it is possible to obtain consent form his/her spouse, a close relative or friend. The order of this list must be adhered to.

19. Assent

The assent may be defined as the as agreement of an incapacitated person or a minor to take part in a research project.

Certain legally incapacitated persons or certain minor, approximately 8 years old and over, may nevertheless be able to indicate if they wish to take part in a research project, despite the fact that they be unable to give a free and enlightened consent. Under such circumstances, the researcher must obtain the assent of the participant. In itself, this assent is not sufficient to allow the participation to a research project. Moreover, if the minor or incapacitated person refuses, this refusal must be noted and, by this very fact, prevent his/her participation in the project.

20. Responsibility of the principal investigator
“I, the undersigned, ________________________________, certify 






(print)

(a)
having explained to the research participant the terms of this form

(b)
having answered all the questions he/she as asked in this regard

(c)
having clearly indicated that he/she remains free, at any time, to end his/her participation in the above described research study

(d)
that I will give him/her a signed and dated copy of this form.

In the case of an incapacitated participant (if applicable):

(e)
having ensured that the participant has understood to the best of his/her ability all the aspects of his/her participation in the study described in this form.

_________________________________ 

Signature of the Principal Investigator

or representative 

Signed at  __________________, the ______________ 20 __.”

f) Conclusion

In order to ensure the free character of a participant’s agreement, the researcher must always foresee a waiting period between the time the information is given and the signature of the consent form.
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Procedure for Evaluation of a Research Protocol submitted to the Research Ethics Board (REB) of the CRIR Institutions
Section I – Guidelines for submission

1. Mandate of the REB of the CRIR institutions

The REB is to examine each research study with human subjects involving a CRIR institution or one of its regional partners, which is characterised by one or more of the following:

· The study is entirely or partially carried out in one of its institutions;

· The study involves subjects recruited from among the clients of the institution or involves the files of the institution;

· The sponsor or the researcher specify that the institution is participating in the study;

· The sponsor or the researcher affirm their affiliation with the institution;

· The study makes use of human, material or financial resources of the institution;

· The study makes use of information contained in the institution’s files.
Reference: Article 1.3 of Règlement portant sur la création et le fonctionnement du comité d’éthique de la recherche des établissements du CRIR.
2. Request for evaluation by the REB

Any person who wishes to conduct a research study that meets at least one of the above criteria must obtain an Ethics Certificate from the REB of the CRIR institutions for its study. For this purpose, the researcher must submit a written request to the CRIR’s Research Ethics Coordinator that the study be evaluated under the tripartite evaluation procedure: scientific evaluation, examination of institutional suitability and ethical evaluation. 

3. Documents to include in the evaluation request 

The request for ethical approval of a study must include the following documents: 

3.1

New study submission Form (A) completed and signed by the principal investigator.

3.2

A cover letter outlining succinctly the nature and goals of the research study including the expected contribution of the institution(s) involved. 

3.3

· Letter of proof of award for studies subsidized by an organization recognized by the FRSQ;

· Letter from the committee with the evaluation and the criteria upon which it was based for studies that have been evaluated by an external scientific committee.

3.4

The full research protocol. A summary of the research protocol understandable in lay terms is to be included. The protocol may be submitted in either French or English. 

3.5

The complete bibliography of all studies referenced in the protocol.

3.6

Consent Form(s) used in the research study. If both French and English-speaking subjects are included in the research study, copies of the Consent Form in both languages are to be submitted.

Moreover, if the researcher recruits subjects with visual impairment, the Consent Form may need to be printed with large letters  or translated into Braille (submit a letter of collaboration from an official translator). 

3.7

All documents used for the recruitment of research subjects: publicity, announcements, posters, letters of recruitment.

3.8

Questionnaires, forms or other documents administered to the subjects.

3.9

If appropriate, the Investigator’s Brochure.

3.10

A statement by the investigator that a list of research participants (see Form A) will be maintained.

3.11 

A commitment on the part of the researcher to respect the ethical requirements of the REB which are based on the following documents: Canadian Tri-Councils' Policy Statement on Ethical Conduct for Research Involving Humans, and the FRSQ standards of research ethics and scientific integrity.

3.12

An up to date curriculum vitae and other documents which attest to the competence of the principal investigator(s) and collaborators who are not members of CRIR.

3.13

A detailed budget of the research study.

3.14

Any other documents judged pertinent by the researcher. 

4. Timeline

The REB establishes an annual calendar with specified monthly deadline dates for receipt of submissions of research protocols for evaluation.

In order that the protocol be evaluated within the 7 to 8 week timeframe, the researcher must respect the deadline dates. If the date is missed, the protocol will be evaluated within the next evaluation period.

5. Modality of submission

The submission to the coordinator of the Research Ethics Board must be in two modalities:

· By e-mail (Word, Word Perfect, Acrobate Reader – PDF) and 

· By post

6. Registration of study by the REB

Any research protocol whose request was considered to be admissible by the CRIR’s Research Ethics Coordinator, will be considered officially registered. The registration date is the date that the research protocol was first received by the REB, whether in electronic or paper form. An identification number will then be allotted to the research project.

7. Transmission to the Scientific Committee and the Committee of Institutional Suitability

Once the study has been registered, the CRIR’s Research Ethics Coordinator forwards, simultaneously, the project to (1) the Chair of the Scientific Committee if a scientific evaluation is necessary and (2) the Committee of Institutional Suitability of the CRIR institution(s) in which the study is to be carried out.

Section II – Scientific evaluation

8. Scientific evaluation

In accordance with article 8.1 of the "Règlement portant sur la création et le fonctionnement du Comité d’éthique de la recherche des établissements du CRIR", the Scientific Committee of CRIR carries out the scientific evaluation of research studies submitted to the REB, except those already approved by a granting agency recognized by the FRSQ. 

The evaluation of any research protocol by the Scientific Committee is done in accordance with article 8 of the "Règlement portant sur la création et le fonctionnement du Comité d’éthique de la recherche des établissements du CRIR", as well as the procedure of scientific evaluation adopted by the Scientific Directors of CRIR.

9. Decision

Following its evaluation on the validity and scientific rigour of a research study, the Scientific Committee can accept or refuse that the protocol be further evaluated by the REB. It can also request that the research protocol be modified in order to meet acceptable scientific standards. 

Decisions of the Scientific Committee must be justified and the justifications given.

10. Transmission of the decision

The written decision of the scientific evaluation is transmitted to the CRIR’s Research Ethics Coordinator in writing.

11. Timeframe

In accordance with the submission deadlines of the REB, the Scientific Committee has three weeks to carry out the scientific evaluation of the research protocol, to contact the researcher and recommend modifications, if any, to the research protocol. The researcher will have, thereafter, a week to carry out the modifications and have them approved by the president of the Scientific Committee prior to its transmission to the CRIR’s Research Ethics Coordinator.

Section III –   Determination of institutional suitability

12. Institutional suitability

Institutional suitability refers to the appropriateness of the implementation of a research project in a particular institution. Each institution solicitated to take part in a research project, even partially, mus assess the three following aspects:

-
Linkage potential between the project and institutional directions
-
Practical capacity of the institution to support the project (e.g., qualified staff, adequate equipment)
-
Potential for certain targeted subjects to be inappropriately or unfairly recruited, which is incompatible with the justice principle.

13. Determination of institutional suitability

Institutional suitability is determined in any/all institution(s) of CRIR in which the research study is carried out, in accordance with article 9 of the "Règlement portant sur la création et le fonctionnement du Comité d’éthique de la recherche des établissements du CRIR".
Each CRIR institution appoints a person or forms a committee that carries out the determination of institutional suitability and transmits the information to the CRIR’s Research Ethics Coordinator. 

14. Decision

Following the determination of institutional suitability, the institution can accept or refuse that the research protocol be further evaluated by the REB. It can also ask that the research protocol be modified in order to meet certain institutional requirements.

The decisions of the institution must be justified and the justifications given. Moreover, decisions on the suitability of the institution to carry out a research study are final and without appeal.

15. Transmission of the decision

The decision of institutional suitability is transmitted to the CRIR’s Research Ethics Coordinator in writing.

16. Timeframe

In accordance with the submission deadlines of the REB, the Committee or person responsible for determining institutional suitability within an institution has three weeks to carry out the assessment and then forwards its decision to the CRIR’s Research Ethics Coordinator. 

Section IV – Ethical evaluation by the members of the REB

17. Transmission to the REB

Only research protocols meeting favourable scientific evaluation and institutional suitability are evaluated by REB.

18. Evaluation

The evaluation of any research protocol by the REB is done in accordance with the "Règlement sur la création et le fonctionnement du comité d’éthique de la recherche des établissements du CRIR" and with the procedures adopted for this purpose.

19. Timeframe

In accordance with the submission deadlines of the REB, the board members have two to three weeks to read and assess research protocols that are evaluated during monthly meetings.
20. Decision

Following evaluation of the research protocol, the REB can grant or withhold the ethics certificate. It can also request that the research protocol be modified in order to meet current ethical standards.

The decision of the REB must be justified and the justifications given.

The decision of the REB whether a research project is fully or partially approved, is subject to appeal. The appeal is heard by the Research Ethics Board of the university to which the researcher is affiliated.

The ethical evaluation of a research study whose decision is unfavourable cannot be reversed by an institution.

Section V: Request for expedited review

21. Application 

The expedited procedure is an ethical evaluation mode to which the CRIR’s institutions REB can have recourse under one of the following three conditions, according to article 7.3 of the "Règlement portant sur la création et le fonctionnement du Comité d’éthique de la recherche des établissements du CRIR": 

a) When a research study falls below the threshold of minimal risk for the research subjects (Form A)
b) When the researcher proposes a minor modification of a research study that the REB of the CRIR institutions has already approved (Form M)
c) The annual renewal of an on-going study in one of the institutions of CRIR (Form R)
This evaluation mode by the CRIR’s institutions REB can only be carried out when the subjects of the research study are of legal age and are fully competent.

22. Documents to submit

In order to obtain an Ethics Certificate from the REB through expedited review, the following documents must be submitted to the secretariat of CRIR:

· The appropriate form duly completed and signed by the principal investigator, accompanied by the documents which are mentioned herein
· If appropriate, modified pages of the project previously submitted to the REB
· If appropriate, the new consent form or the modified consent form (specifically indicating all the changes to the version that the REB had already approved)
· If appropriate, the research protocol, as well as documents intended to be given to the research subjects
· Any other document considered relevant by the researcher.

23. Timeframe for expedited ethical review 

If, following a preliminary evaluation of the research study, the CRIR’s Research Ethics Coordinator determines that the protocol meets one of the conditions of article (above), the project can be sent to the Chair of the REB who, along with at least one other board member, will proceed with the evaluation of the study within approximately two weeks starting from the date of reception.

24. Decision

The sub-committee of the REB that carries out the expedited review can either grant or withhold the ethical certification. The sub-committee can also request modification to the study in order to meet current ethical standards. The decision of the sub-committee is made in the name of the REB of the CRIR institutions.

25. Justification of the decision

The decision of the Board Members who proceeded to the expedited review of a project must be justified and the justifications given to the researchers.

26. Transmission of the decision to the REB

All decisions taken under expedited review are transmitted as quickly as possible to the members of the REB in order that they can continue to control decisions taken on their behalf.

Évaluation éthique des projets étudiants

Lignes directrices
Évaluation éthique des projets étudiants

Lignes directrices

Selon les normes éthiques en vigueur (Trois Conseils, Plan d’action ministériel et Standards du FRSQ), tout projet de recherche impliquant des êtres humains doit être soumis à l’évaluation éthique. L’évaluation éthique des projets de recherche qui comportent l’une des caractéristiques énoncées à l’article 1.3 du Règlement portant sur la création et le fonctionnement du Comité d’éthique de la recherche des établissements du CRIR en rapport avec l’un des établissements du CRIR doit être effectuée par le CÉR des établissements du CRIR. Les projets étudiants ne font pas exception.

Les caractéristiques énoncées à l’article 1.3 sont les suivantes :
· le projet sera au moins partiellement réalisé dans l’établissement;

· des sujets seront recrutés parmi les usagers de l’établissement ou à partir des dossiers conservés par l’établissement;

· les promoteurs ou les chercheurs affirment ou laissent entendre une participation de l’établissement;

· les promoteurs ou les chercheurs affirment ou laissent entendre leur affiliation à l’établissement;

· le projet utilisera des ressources humaines, matérielles ou financières de l’établissement;

· le projet utilisera des renseignements personnels contenus dans des dossiers dont l’établissement est en possession.

1.
Projets d’étudiants au doctorat ou à la maîtrise de recherche

1.1
Procédure applicable

La procédure régulière de demande d’évaluation éthique des protocoles de recherche au CÉR des établissements du CRIR est applicable aux étudiants qui désirent initier un projet de recherche dans l’un des établissements du CRIR : leurs projets sont soumis à une procédure d’évaluation à trois (3) paliers : l’évaluation scientifique, l’évaluation de la convenance institutionnelle et l’évaluation éthique proprement dite.

Pour initier la procédure d’évaluation éthique au CÉR des établissements du CRIR, l’étudiant doit soumettre au coordonnateur à l’éthique de la recherche une demande écrite. 
Sur réception de la demande conformément aux dates de tombée, le coordonnateur à l’éthique de la recherche inscrira le projet en lui octroyant un numéro et acheminera aux instances appropriées, c’est-à-dire au comité d’évaluation scientifique, le cas échéant, et au(x) comité(s) d’examen de la convenance institutionnelle les documents nécessaires à leur évaluation.

1.2
Documents à joindre à la demande d’évaluation

Pour être jugée recevable, la demande doit inclure les documents suivants :

· un formulaire de présentation (A) dûment complété;

· une lettre d’introduction expliquant succinctement la nature et l’objectif du projet de recherche ainsi que la contribution attendue du ou des établissements dont la participation est sollicitée;

· le protocole complet du projet de recherche décrivant notamment les possibles impacts du projet sur les sujets de recherche et ce, pour permettre aux membres du CÉR de se prononcer sur l’acceptabilité de la recherche d’un point de vue éthique. Le protocole de recherche peut être rédigé en français ou en anglais;

· un résumé du protocole de recherche;

· une bibliographie complète détaillant tous les auteurs auxquels l’étudiant fait référence dans son protocole de recherche;

· le ou les formulaires de consentement que l’étudiant utilisera pour recruter ses sujets. Il est à noter que si le chercheur entend recruter des participants anglophones, il doit également fournir un formulaire de consentement rédigé en anglais. De plus, selon le cas, s’il entend recruter des personnes ayant une déficience visuelle, le formulaire de consentement devra être transcrit en braille ou imprimé en gros caractères;

· tout document utilisé pour recruter les participants (annonce publicitaire, etc.);

· le cas échéant, des questionnaires, formulaires ou tout autre document conçu spécialement pour le projet par l’équipe de recherche, et devant être complétés par le participant ou l’étudiant/chercheur aux fins de la recherche. Il n’est pas nécessaire d’inclure à la demande les tests standards fréquemment utilisés dans le milieu de la recherche;

· un engagement du chercheur à respecter les exigences du CÉR en matière d’éthique. Pour l’essentiel, ces exigences sont celles de deux (2) documents normatifs reconnus : l’Énoncé de politique des Trois Conseils : éthique de la recherche avec des êtres humains et les Standards du FRSQ sur l’éthique de la recherche et l’intégrité scientifique;

· un curriculum vitae à jour et tout autre document faisant état des compétences des chercheurs et des collaborateurs avec qui il travaille (sauf si l’étudiant est membre du CRIR);

· une ventilation détaillée du budget prévu pour mener à terme le projet de recherche;

· la preuve de l’octroi de fonds si le projet est subventionné;

· tout autre document considéré pertinent à l’évaluation éthique, scientifique et institutionnelle du protocole de recherche.

1.3
Mode d’acheminement

L’étudiant doit acheminer la demande d’évaluation éthique selon deux (2) modes d’envoi obligatoires : par courriel (Word, Word Perfect, Acrobate Reader – PDF) et par envoi postal.

1.4
Formulaires A, M et R

Afin de faciliter les demandes de soumission, certains formulaires ont été conçus et doivent accompagner la demande. Ceux-ci doivent être dûment remplis.

Formulaire A : le formulaire A doit être rempli lorsqu’un étudiant veut soumettre un nouveau projet à l’évaluation éthique;

Formulaire M : le formulaire M doit être rempli lorsqu’un étudiant désire apporter une ou des modifications à un projet déjà en cours;
Formulaire R : tout étudiant dont le projet durera plus d’un an doit demander, annuellement, le renouvellement de son certificat d’éthique en complétant le formulaire R.

1.5
Dates de tombée

Le calendrier annuel du CÉR prévoit une date de tombée, à chaque mois, pour soumettre une demande d’évaluation éthique. Pour que son protocole de recherche soit évalué dans un délai de sept (7) à huit (8) semaines, l’étudiant doit respecter les dates de tombée. Ces dates sont de rigueur. En cas de défaut, le protocole de recherche sera soumis à la période d’évaluation subséquente.

1.6
Évaluation scientifique

L’évaluation scientifique a pour but de s’assurer de la valeur scientifique d’un projet de recherche. Au CRIR, cette évaluation des projets de recherche est effectuée par le comité d’évaluation scientifique mis en place par la direction scientifique du CRIR sauf si le projet a déjà reçu l’approbation d’un organisme subventionnaire reconnu par le FRSQ ou si l’évaluation scientifique externe a été reconnue par le président du comité d’évaluation scientifique du CRIR.

Dans le cas d’un projet étudiant, le président du comité d’évaluation scientifique et le CÉR des établissements du CRIR peuvent aussi reconnaître l’évaluation scientifique qui a été effectuée par l’université, si cette évaluation a été faite par un comité académique formé de professeurs œuvrant dans le domaine de recherche traité par le projet de l’étudiant.

Pour que cette évaluation soit considérée, l’étudiant doit fournir, avec sa demande d’évaluation, une lettre officielle de l’université exposant la décision du comité et son dispositif.

Selon les dates de tombée prévues au calendrier des activités du CÉR, le comité d’évaluation scientifique a deux (2) semaines pour évaluer les projets de recherche et contacter l’étudiant dans le cas où des modifications sur le plan scientifique seraient demandées. Par la suite, l’étudiant a une semaine pour procéder aux modifications requises.

1.7
Convenance institutionnelle

Chaque établissement devant accueillir un projet de recherche d’un étudiant procède à une évaluation de la convenance institutionnelle de ce projet. Il s’agit pour l’établissement de s’assurer du caractère approprié de la mise en œuvre du projet dans son contexte particulier, et plus particulièrement d’évaluer :

· la possibilité d’arrimage entre le projet et les orientations de l’établissement;

· la capacité pratique de l’établissement à recevoir le projet (ex. : personnel qualifié, équipement adéquat);

· la possibilité que certaines personnes identifiées comme sujets potentiels soient sollicitées de façon exagérée ou indue, ce qui ne respecterait pas le principe de justice.

Tout comme le comité d’évaluation scientifique, les comités d’examen de la convenance institutionnelle ont deux (2) à trois (3) semaines pour procéder à leur évaluation et communiquer leur décision.

1.8
Évaluation éthique

Seuls les protocoles de recherche, qui ont obtenu une évaluation scientifique favorable et qui ont été acceptés à l’examen de la convenance institutionnelle, seront soumis au CÉR.

a)
Évaluation éthique régulière

À la suite de la réception des documents, les membres ont deux (2) à trois (3) semaines pour faire une analyse individuelle des protocoles soumis. L’évaluation éthique régulière se fait en session plénière, lors des réunions.

Le CÉR peut accepter ou refuser d’émettre un certificat d’éthique. Le CÉR peut demander des modifications au protocole de recherche ou au formulaire de consentement. À cet effet, il est important de mentionner que l’évaluation éthique dont le résultat est défavorable au projet de recherche ne peut être renversée par un établissement.
La décision du CÉR quant à l’approbation totale ou partielle d’un projet de recherche est sujette à un appel. L’appel est entendu par le comité d’éthique de la recherche auquel le chercheur devrait s’adresser s’il désirait obtenir l’approbation de l’instance compétente au sein de son université d’appartenance.
b)
Évaluation éthique accélérée

Si, à la suite de son évaluation préliminaire du projet de recherche, le coordonnateur à l’éthique de la recherche juge que le projet étudiant répond à l’une des conditions suivantes :

· lorsqu’un projet de recherche se situe sous le seuil du risque minimal pour les sujets (formulaire A);

· lorsque le chercheur propose une modification mineure à un projet de recherche que le CÉR a déjà approuvé (formulaire M);

· lors du renouvellement annuel d’un projet déjà en cours (formulaire R).
Il peut l’acheminer au président du CÉR qui procédera, avec deux (2) autres membres, à l’évaluation dite accélérée du projet dans un délai de deux (2) semaines à partir de la date de sa réception.
Par ailleurs, le CÉR des établissements du CRIR ne peut pas avoir recours à l’évaluation éthique accélérée pour l’évaluation initiale d’un projet de recherche lorsque les sujets visés par ce projet sont des personnes majeures inaptes ou des mineurs.

La décision du sous-comité qui effectue l’évaluation accélérée est prise au nom du CÉR.

1.9
Certificat d’éthique

Le CÉR des établissements du CRIR émet des certificats d’éthique valables pour un an.

1.10
Renouvellement du certificat d’éthique

À l’échéance du certificat d’éthique émis pour son projet, l’étudiant qui souhaite poursuivre son projet doit procéder au renouvellement de son certificat d’éthique.

Pour ce faire, le secrétariat à l’éthique lui acheminera, un mois avant l’échéance de son certificat, un formulaire R qu’il devra dûment remplir et retourner au coordonnateur à l’éthique de la recherche dans les délais prescrits afin que son certificat d’éthique puisse être renouvelé.

1.11
Modifications au projet

Avant de procéder à une modification de son protocole de recherche ou des documents qui en découlent, l’étudiant doit en aviser le CÉR (formulaire M). Le CÉR peut approuver ou refuser la modification proposée.

En cours de projet, l’étudiant doit également rapporter aux participants toutes les informations susceptibles de modifier leur consentement.

2.
Projet étudiant du baccalauréat
À priori, une distinction doit être établie entre un projet de recherche et une étude exploratoire de réflexion clinique auxquels peuvent participer des étudiants de premier cycle. La démarche évaluative du CÉR sera différente dans les deux (2) cas. 

Dans le présent document, ces termes sont définis comme suit :

a)
Projet de recherche
Le projet de recherche vise à tester une ou des hypothèses de recherche dans le but de généraliser les conclusions obtenues. Un projet de recherche a une méthodologie définie, des objectifs précis, un échantillon de participants défini à partir de critères d’inclusion et de critères d’exclusion précis.
b) Étude exploratoire de réflexion clinique

L’étude exploratoire de réflexion clinique est définie comme étant un travail de réflexion qui vise à mettre en pratique des connaissances cliniques déjà acquises. Dans son déroulement, une telle étude peut comporter un petit volet expérimental : un petit nombre de sujets de recherche.

2.1
Procédure d’évaluation pour les projets de type « projet de recherche »
La procédure d’évaluation habituelle à trois (3) paliers (évaluation scientifique, examen de la convenance institutionnelle et examen éthique) est applicable à ce type de projet. L’étudiant de premier cycle doit aussi respecter les dates de tombée prévues au calendrier des activités du CÉR du CRIR. 

2.2
Procédure d’évaluation pour les projets de type « étude exploratoire de réflexion clinique »
L’étude exploratoire de réflexion clinique ne sera pas soumise à l’évaluation éthique complète, telle que définie dans les règles de Régie interne du CÉR. Un sous-comité du CÉR, formé minimalement du président du CÉR et du coordonnateur à l’éthique de la recherche procède à son évaluation.

Aux fins d’évaluation éthique, l’étudiant devra remettre au coordonnateur à l’éthique de la recherche les documents suivants :

· protocole/résumé du travail de réflexion envisagé;

· nature de la participation du (des) sujet(s);

· formulaire de consentement;

· lettre d’approbation du superviseur de l’étudiant attestant de la valeur scientifique de l’étude exploratoire envisagée;

· lettre d’appui, signée par le responsable du programme dans lequel l’étudiant effectue son stage et par le comité de la convenance institutionnelle de l’établissement.

Si le sous-comité d’évaluation du CÉR juge que le travail d’étude exploratoire proposé par l’étudiant relève davantage de l’ordre du projet de recherche, le projet sera alors évalué selon la procédure régulière d’évaluation des projets de recherche. L’étudiant doit être conscient de ce fait et des délais qui peuvent en découler.

Afin d’éviter des situations malencontreuses, l’étudiant désirant initier un projet dans l’un des établissements du CRIR devrait, le plus tôt possible, présenter un synopsis de son projet au coordonnateur à l’éthique de la recherche, et ce, afin que la nature du projet puisse être bien définie et que l’étudiant, le cas échéant, ne soit pas pénalisé.
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Policy for the Creation of a Research Databank and the Management of Research Records at the CRIR Institutions
Introduction

Measure 1 of the Plan d’action ministériel en éthique de la recherche et en intégrité scientifique (Ministerial action plan on research ethics and scientific integrity) stipulates that the regulatory framework for research activities conducted by a health care or research center such as the CRIR must set specific standards for the management of databanks. The present policy is intended to fulfill this ministerial requirement and ensure the ethical framework required for the implementation of a databank for researchers, clinical practitioners and students in any of the following situations: 

· The individual is a CRIR member
· The individual, whether a CRIR member or not, wishes to collect research data obtained from users of a CRIR institution.

The present policy is also intended to provide proper management of the research records of CRIR researchers, clinical practitioners, students and members. The present policy does not apply to databases retained by the researchers.

Definition

As used by the ministère de la Santé et des Services sociaux (Minister of Health and Social Services), data means information preserved both electronically and on paper (e.g., user records), medical information, including genetic banking, and biological material (cells, tissues, organs and other substances)
.

A databank is an archive of organized information covering a particular knowledge domain and collected on any type of support media. The databank is designated for research purposes.

A database retained by a researcher differs from the databank in that it concerns a specific research project and the research subjects have given their informed consent for the data to be retained for purposes of the project.

A research file is an archived record of information in connection with a research project, such as consent forms and the researcher’s database. It contains, notably, nominative information. This information is collected on a support medium.

In the present document, the term CRIR member refers to researchers, clinical practitioners and student members of the CRIR. 

A) Databanks: safeguard measures for researchers, clinical practitioners and students wishing to create a databank

Ethical approval
1. All researchers, clinical practitioners and students, whether CIRI members or not, who wish to utilize research data obtained from the clients of any of the CRIR institutions in order to (a) create a databank for research purposes or (b) deposit the data in an existing databank must previously have submitted a request for approval to the REC for the CRIR institutions. Thus, this individual must:

a) Submit the protocol establishing the operating rules and procedures for the databank

b) Commit to distributing this protocol to the individuals being recruited (e.g.F, the research subjects)

c) Obtain the informed consent of the individuals being recruited to participate in the databank.

2. All CRIR members collecting information from sources other than users of the CRIR institutions (e.g., healthy subjects, clients of other health care institutions, or close relatives of CRIR institution users) and wishing to utilize them to (a) create a databank for research purposes or (b) deposit the data in an existing databank must previously have submitted a request for approval to the REC for the CRIR institutions. Thus, the individual must:

a) Submit the protocol establishing the operating rules and procedures for the databank

b) Commit to distributing this protocol to the individuals being recruited (e.g., the research subjects)

c) Obtain the informed consent of the individuals being recruited to participate in the databank.

Consent for the databank

3. The consent form relating to the databank must be signed by the participants, and must include clauses addressing the following matters:

a) Purpose of the databank

b) Type of databank preservation (denominalized or anonymized) and the types of research projects for which the data will be used. Denominalized data allows tracking of individuals by means of an identity code. Anonymized data is completely disconnected from the individual concerned, since there is no way to connect the data with the individual
c) Anticipated data retention period

d) Possibility of withdrawing consent, and what happens to the data once consent has been withdrawn

e) Possibility of recontacting the individual

f) Data processing procedure in the event of the individual’s death. 
B) Retention of research data: safeguard measures for research record keeping and management

All CRIR members are responsible for the proper management of their research records. 

Utilization of research data

1 All CRIR members must ensure that the research data they collect is used solely for the purposes for which it was collected, with the informed consent of the research subjects.

2 If a CRIR member wishes to use his or her research data for a purpose other than the original research (secondary use), the researcher must, depending on the case, initially provide for such use in the consent form signed by the research subjects. Otherwise, the researcher must recontact the individuals who participated in the project to obtain their written consent for the new utilization of the research data. 

3 Since the secondary use of research data would be exceptional, certain further criteria must be met to justify such use. The project for which the secondary use is requested must have received prior approval by the REC for the CRIR institutions. In addition, the new project must be connected to the initial research project, unless the data have been rendered anonymous.

Retention of research records

4 The CRIR member must ensure the accuracy of the collected data in the research files. 

5 The CRIR member must ensure that all active research files are regularly updated. 

6 The CRIR member must retain in the research file all signed consent forms of the project participants.

Preservation of research records
7 The CRIR member must preserve in the research file all information required to complete Form R (annual renewal approval by the Research Ethics Committee).

8 The CRIR member must keep his or her research files in a locked cabinet at a secure site (e.g., the member’s laboratory or office).

9 The CRIR member must ensure that only members of the research team have access to the research file and any data connected with the project.

10 The CRIR member must implement appropriate safeguards to protect the confidentiality of the information contained in the research file. For example, all participants could be assigned an identity code prior to participating in the project. The CRIR shall be the sole possessor of the coding key. The CRIR member may also render the research data anonymous.

11 The CRIR member must preserve his or her research records for a maximum period of five years following completion of the research project. The CRIR member may request an extension of this retention period with justification. 

Destruction of research files / research data

12 Unless otherwise specified, all research files must be destroyed at the end of the retention period. The CRIR member must ensure that research files are destroyed with due regard for privacy and confidentiality.
Publication

13 The CRIR member must ensure that all publications and communications that make use of the collected data during the course of the research project can in no way identify the participants.

Annual report and report of project completion or abandonment
14 The member must submit to the Research Ethics Committee of the CRIR institutions an annual report for each project in progress. Form R, which has been developed to this effect, may replace the annual report the CRIR member is required to prepare for the REC when a project extends beyond one year. The CRIR member must ensure that Form R is duly completed and signed prior to submission to the Research Ethics Coordinator. Failing which, ethical approval may be declined.

15 The CRIR member must preserve in his or her files all research data required to complete Form R, notably the number of individuals recruited per CRIR site, number of individuals who actually participated in the project, number of individuals who withdrew from the project, the reasons for such withdrawal, and any adverse incidents that occurred.

16 Upon project completion, the CRIR member must submit to the Research Ethics Committee of the CRIR institutions and all participating CRIR institutional sites a project completion report covering the findings and impact of the research project.

17 The CRIR member must advise the Research Ethics Committee of the CRIR institutions in the shortest possible delay of any unexpected terminations of a research project that was granted REC approval.

Policy for the Retention of a List of Research Subjects
by the Researcher
Policy for the Retention of a List of Research Subjects by the Researcher
Introduction

Measure 9 of the Plan d’action ministériel en éthique de la recherche et en intégrité scientifique (Ministerial action plan on research ethics and scientific integrity) stipulates the following: 

An individual that agrees to participate in a research study must enjoy the same rights as an individual receiving health care or social services. To this end, institutions in the health care and social services network that engage in research activities must apply the following measures:

9)
Identify individuals that participate in research activities while respecting confidentiality. [translation]

According to a clarification note issued by the MSSS on December 11, 2003, this measure is designed to ensure the protection of research subjects and the transparency of information so as to:

1. Prevent, avoid or reduce harm

2. Identify potential overutilization of research subjects

3. Respect the autonomy of research subjects

4. Provide a record to the appropriate authorities of the number of individuals participating in the institution’s research projects for a given period.

According to a second clarification note issued by the MSSS on February 8, 2005, the institutions are responsible for choosing the means necessary to achieve the underlying goals of protection and transparency, as stipulated in Measure 9. To this effect, the MSSS proposes the following two approaches:

1. Establishment of a central inventory

2. Retention by researchers of lists of research subjects. Institutions must obtain the explicit commitment of the researchers concerned.

In fulfillment of this ministerial requirement, the CRIR institutions have decided to adopt the second option. Nevertheless, each CRIR institution may independently provide for additional measures to complement the above mechanism, such as establishing a central inventory of research subjects. 

Researcher commitment

1. All researchers initiating research projects involving human subjects in connection with a CRIR institution must formally commit, by signing Form A (request for REC review of a research proposal), to retain in his or her possession a list of all participants in the project.

Mandatory collected information in the researcher’s list 

2. The following collected information must be contained in the list of subjects retained by the researcher:

· Name of individual (research subject) or coding system used

· Coordinates to allow participant tracking

· Project number

· Start and completion dates of project participation.

3. Research subject means an individual who has agreed to participate in a research project and has access to the institution’s complaints procedure. This includes institution users or their close relatives as well as individuals in a control group.

4. Measure 9 does not apply to the following cases:

· Users whose files have been consulted for purposes of research without prior obtention of informed consent (files research)

· Research subjects who have consented to participate in a research project that has undergone a prospective ethics review by the institution’s REC in compliance with Article 1.14 of the Tri-Council Policy Statement.
 In effect, this type of project is conducted outside the jurisdiction of the institution and does not involve its users. Nevertheless, given the researcher’s affiliation to the institution or the institution’s identification with the project, the researcher must submit his or her proposal to the institution’s REC.

Research projects involving anonymous subjects

5. In order to prevent certain research subjects from being exposed to significant risks of stigmatization, their anonymity may have to be preserved. In such cases, the information appearing on the list of research subjects retained by the researcher shall be limited to the following: number of individuals participating in the research, project number, and a summary of the reasons for preserving the anonymity of the research subjects. 

Retention period

6. The retention period for the collected information in the list is twelve months following project completion. At the end of that time, the information shall be destroyed.

Inventory management

7. The researcher shall have the responsibility to manage the list of research subjects.

8. The researcher must keep the list of research subjects in a locked cabinet at a secure site (e.g., the researcher’s laboratory or office).

9. The list may be preserved on the researcher’s choice of media. 

10. Data processing procedures must be conducted with absolute respect for confidentiality.

Access and dissemination of information contained in the list of subjects

11. Only the researcher, persons authorized by the institution, the representative of the duly mandated Research Ethics Committee, authorized representatives from the ministre de la Santé et des Services sociaux (Minister of Health and Social Services) and other legally authorized persons may have access to the information contained in the lists retained by the researchers. This must be specified on the consent form signed by the subject. Moreover, the type of information provided to authorize individuals shall depend on the purpose of the request. 

12. The researcher’s list of subjects must not be used for purposes other than the research itself (secondary use).

13. The collected information in the list may not be disseminated to third parties without prior consent of the user or legal authorization, nor may it be used for a purpose that is incompatible with that for which it was obtained.

Date of coming into force of the present policy

14. The present policy shall enter into force on April 11, 2005, in replacement of la Politique portant sur la constitution et la gestion d’un répertoire des sujets de recherche (Policy for the establishment and management of an inventory of research subjects) [translation)].
Research Subject Recruitment Procedure
Research Subject Recruitment Procedure
1 Introduction

The primary mission of a rehabilitation institution is to provide individuals that have physical disabilities with rehabilitation care and services in order to optimize social participation and maximize quality of life. In keeping with this mission, CRIR institutions participate in developing research in physical disability-related fields by implementing clinical research initiatives and encouraging collaboration among researchers. 

Each institution strives to correlate clinical and research needs. The role of the clinical research coordinator is to oversee the execution of research projects, while ensuring that the rehabilitation institution's primary mission and ethical and research regulations are respected. Consequently, this procedure has been developed to facilitate the recruitment of subjects for research projects conducted at CRIR member institutions or by their regional partners. This document is intended for individuals, researchers, physician, clinicians/health care professional or managers who carry out
 research projects in any of the CRIR’s affiliated institutions or regional partners, or in any other institution served by the REB for CRIR member institutions. 

The guiding legal, political and ethical principles that underpin the procedures are outlined at the beginning of each section. This document comprises five sections dealing with initial contact with subjects, accessing a user record when consent has not been given, accessing a user record when consent has been given, consent forms, as well as the beginning and end of data collection. 

Despite efforts to standardize across institutions, there may be differences in how each institution operates with respect to resources, values and priorities. The clinical research coordinator at each institution is the contact person for the recruitment of research subjects.
2 Definitions

Clinical research coordinator

Person who coordinates and fosters clinical research within the institution.

Close relative

An individual who is frequently in contact with the user, but not necessarily a member of the user's family.

Ethics board

Research Ethics Board (REB) for CRIR member institutions.

Individual who makes the initial contact

A health care professional, program manager or other institution employee who is not a researcher in the research project in question.

Potential research subject

Any prospective individual to be part of a research project (e.g., user, former user of the institution or the user's close relatives, a member of the institution's staff, a person from the community).

Records administrator

Person in charge of the safekeeping and storage of the institution's records. Synonym: medical records administrator.

Research project

Any research conducted with human subjects. The definition of research project also includes retrospective chart review studies.

Research team

Principal investigator, co-investigators, associates, students, research assistants, project coordinator. This is not an exhaustive list.

User

Individual obtaining or who has obtained services at the institution. Synonym: client.

User record

Central record in the medical records department (synonym: client file) and similar files from health care professionals (synonym: satellite record).

User with an active record

A user who has an open rehabilitation record or who has been admitted or registered in a rehabilitation program. This individual may be receiving or awaiting treatment.

User with an inactive or suspended record

A user who is no longer receiving services at the institution. Synonym: closed record.

3 Symbols and Acronyms

C.c.Q.

Civil Code of Quebec

CRCL

Constance-Lethbridge Rehabilitation Centre
CRDP Le Bouclier

Centre de réadaptation en déficience physique Le Bouclier

CRE

Centre de réadaptation Estrie

CRIR

Centre for Interdisciplinary Research in Rehabilitation of Greater Montreal 

CRLB

Centre de réadaptation Lucie-Bruneau

CRR La Ressourse

Centre régional de réadaptation La Ressourse

DPS

Director of Professional Services

INLB

Institut Nazareth et Louis-Braille

IRD

Institut Raymond-Dewar

IRGLM

Institut de réadaptation Gingras-Lindsay de Montréal

JRH

Jewish Rehabilitation Hospital 

LSSSS

Loi sur les services de santé et les services sociaux

REB

Research Ethics Board for CRIR member institutions

4 Role of the REB for CRIR Member Institutions in Recruitment 

4.1 The following institutions are served by the REB for CRIR member institutions: CLRC, CRLB, IRGLM, JRH, INLB, IRD, CRE, CRDP Le Bouclier and CRR La Ressourse. The REB can also partner with other institutions not listed above, provided a delegation agreement with the board of directors of the CRIR has been signed. 

4.2 The REB for CRIR member institutions must authorize the recruitment method used in all research projects conducted in the institutions it serves. Thus, in view of this document, the researcher must specify the recruitment method in Form A upon submission of his research project. 

4.3 Any changes made to the initial recruitment method must also be approved by the ethics board. The researcher must therefore complete Form M and send it to the REB. 

5 Initial Contact with Subjects

Guiding Principle

FRSQ Standard 11

"Initial contact with a prospective subject must be conducted in a manner that casts no doubt on the perfectly-free nature of the expressed consent. This standard prescribes that prospective subjects should never find themselves in a situation of duress or dependence with the researcher or his associates. The situation therefore becomes particularly precarious when the treating physician of the prospective subject is in some way involved in obtaining the subject's consent. The treating physician then plays a double role, e.g., that of a therapist and of a researcher."

Section 23 of the Declaration of Helsinki (October 2000) expresses concern with respect to the treating physician being involved in the subject recruitment process:

"When obtaining informed consent for the research project the physician should be particularly cautious if the subject is in a dependent relationship with the physician or may consent under duress. In that case the informed consent should be obtained by a well-informed physician who is not engaged in the investigation and who is completely independent of this relationship."

This clause in the Declaration of Helsinki recognizes the necessity for maintaining the free nature of the consent expressed by the subject. The FRSQ requires that researchers adhere to the following standards:
(
The treating physician shall not be involved in contacting this person, unless the necessity for this involvement has been demonstrated to the REB.
(
When this necessity has been recognized by the REB, patients must be explicitly informed by the treating physician of his double role.

When potential subjects are identified via consultation of user records or a patient list, the first contact must be made by a representative of the institution rather than by the researcher. [Our translation]

Note: Although this FRSQ standard explicitly discusses the treating physician, we feel that it also applies to all health care professionals- researchers. As soon as a health care professional becomes an active member of a research team, in principle, he should not contact his own clients for participation in his research project. Furthermore, at no time should the research team itself make the first contact with potential subjects. 

Initial contact with a potential subject for a research project can be made directly by an employee of the institution (in person or by telephone) or by written correspondence. 

5.1 Individuals authorized to make initial contact with potential research subjects 

5.1.1 Within the framework of the procedure for contacting potential subjects for a research project, initial contact with an institution user who has an active or inactive record or with the user's close relative must be made through a program health care professional, program manager or another employee from the institution. Initial contact cannot be made by the researcher or a member of his research team (e.g., a research assistant, project coordinator, clinician/researcher, etc.). This principle applies even when the user has already participated in the team's research projects, except in cases where it is stated in the initial consent form approved by the REB for CRIR member institutions that the user has authorized the principal investigator to re-contact him within a maximum three-year period in order to participate in future projects. Such an authorization might be phrased accordingly: "I agree to be contacted by this same researcher to participate in other scientific studies conducted in the same research field: check 1) over the next year; 2) over the next two years or 3) over the next three years." The project and this recruitment method must nonetheless be approved by the REB for CRIR member institutions.
5.1.2 In rare cases, initial contact with the potential subject can be made by an institution employee, even if this employee is directly involved in the project (e.g., an associate listed in the research protocol). In this case, the institution employee cannot be involved in recruitment and experimentation at the same time. Exceptions must be approved by the REB for CRIR member institutions. 

5.1.3 The employee who makes the initial contact must explain to the person contacted for the research project that his acceptance or refusal to participate in the project will in no way affect the quality or the quantity of the care and services that he or his close relative receives at the rehabilitation institution.

5.2 Initial face-to-face contact with users by an institution employee 

5.2.1 This type of contact is made in person directly by an institution employee who provides an overview of the project to the prospective user or supplies him with project documentation.

5.2.2 When the researcher uses this method of recruitment, he must first meet with the clinical team members who will be involved in the initial contact or recruitment of subjects to explain the project and recruitment procedure to them.

5.2.3 The researcher provides each person making initial contact with prospective subjects with the necessary documents (verbatim transcriptions of the research team’s writings, information to be communicated to research subjects, etc.) so that each person has an adequate understanding of the project and is comfortable in this expected role of contacting subjects. The researcher provides each individual with a specific list of inclusion and exclusion criteria on which to base judgment, information to be communicated verbally and documents to be distributed to potential subjects (e.g., information letter from the researcher, plain-language verbatim information to be given to subjects and other documents) previously approved by the REB for CRIR member institutions.

5.2.4 The individual from the institution making the initial contact cannot be considered as the only source of recruitment when the assignment is significant and he has not been relieved of his clinical hours to perform this task. In this context, the researcher should contemplate several recruitment methods. 

5.2.5 Different scenarios may be considered during the initial contact with a potential subject: 

a. The individual making the first contact briefly explains the research project to the potential research subject as per the researcher's instructions. The individual presents the research subject with a letter on behalf of the researcher, in which the subject is asked to contact the investigator himself. 
OR

b)
The individual making the first contact briefly summarizes the research project to the potential subject as per the researcher's instructions. The individual asks the potential subject for permission to be contacted by the researcher or his assistant. A verbal agreement from the subject is sufficient (it is strongly recommended that the individual making the first contact record a written note to the effect that the client verbally agreed to have his contact information forwarded to the research team. Moreover, some institutions may require a written agreement.) If the subject agrees to be contacted by the researcher or his assistant, the individual making the first contact informs the researcher or his assistant in consequence. The researcher will usually contact the subject by telephone, and is responsible for obtaining the subject's written consent to participate in the study. 

5.2.6 The employee seeking the participation of the user or his close relative for a research project is responsible for explaining that the user's acceptance or refusal to participate in the project will in no way affect the quality of the care and services that he or his close relative receives at the rehabilitation institution.

5.2.7 The institution may request that expenses arising from the time spent by the clinicians initially contacting and recruiting research subjects be covered by the researcher's funding. In cases where the principal investigator approves the employee being relieved of his clinical hours to work on the project, a prior service-lending agreement must be negotiated between the institution managing the subsidy and the rehabilitation institution where the employee works and where subjects are being recruited.

5.3 Initial contact with users by written correspondence

5.3.1 A potential subject may be contacted to participate in a research project via a letter written by the researcher. However, the invitation to participate in a study cannot be sent directly to potential participants by members of the research team.

5.3.2 Given that user records are confidential and that the information they contain cannot be communicated to third parties in accordance with the provisions of the law, an invitation sent directly by the research team may affect the confidence established between the user (e.g., potential participant) and the health institution where the research team wishes to recruit its participants. 

5.3.3 Different approaches can be taken in order to ensure this principle is respected:

(
The letter outlining the project can be signed by an institution staff member (e.g., the coordinator of the research ethics for CRIR member institutions, records administrator or program manager). Interested candidates then simply need to contact the research team directly either by telephone or by returning the reply card. 

(
The letter can also be signed by the researcher. In this case, the letter must include a note indicating that it was indeed sent by the institution on behalf of the researcher, not by the researcher himself. An example might be: "Please note that this recruitment letter is being sent by way of ***'s archives; in order to respect your privacy, we are not allowed to contact you directly…" or a similar format clearly stating that the letter is not being sent directly by the researcher or his research team. 

5.3.4 The letter to be sent must include a concise description of the research project and the subject's expected involvement therein, as well as the contact information for the researcher or the contact person if this person is not the researcher (e.g., research assistant). The letter must be prepared by the research project team and receive prior approval by the REB for CRIR member institutions.

5.3.5 During the phase of identifying subjects who may be potentially contacted by written correspondence, in keeping with the institution’s own guidelines (refer to the institution's specific procedure), the researcher or his representative collaborates primarily with the records administrator, the person in charge of dataprocessing or the program manager for the research project, to whom he submits the inclusion and exclusion criteria to prescreen potential subjects. In some institutions, the researcher cannot obtain the list of potential subjects by directly contacting the person in charge of dataprocessing, manager, program manager or the records administrator. In such cases, the researcher must first contact the clinical research coordinator to find out the procedure.

5.3.6 In cases where the list is revealed to the researcher or his representative, the confidentiality policy pertaining to the users appearing on it must be respected. Based on the list of potential subjects, the researcher or his representative identifies subjects who should be contacted by written correspondence. Surnames and dates of birth can appear on the list, provided that users cannot be identified via this information.

5.3.7 The researcher may need to consult the records of users appearing on the list of potential subjects, obtained through a central computer database. Consulting user records may be necessary, for example, to screen potential subjects more precisely based on criteria that could not be used to compile the initial list. In this case, the researcher must apply in writing to the Director of Professional Services (DPS) or his equivalent for authorization to gain access to the records. The regulations outlined in Section 6 (Access to User Records for the Purpose of Identifying Potential Subjects or as Part of a Retrospective Chart Review Study) of this procedure then apply. 

5.3.8 After consulting the records, the researcher submits the final list of potential subjects for the research project to the individual appointed by the institution. Neither the researcher nor his representative may retain information that could assist in identifying or contacting subjects.

5.3.9 The individual appointed by the institution sends the letter describing the project (cf. the guiding principle above) to each subject on the final list. This letter specifies inter alia to the person being contacted that his acceptance or refusal to participate in the project will in no way affect the quality or the quantity of the care and services that he or his close relative receives at the rehabilitation institution.

5.3.10 Whenever possible, the expenses related to the record administration staff's work, the secretary's time and mailing costs should all be assumed by the researcher's funding.

5.3.11 Since the subjects being contacted have not yet given their consent to participate in the research, the researcher cannot retain a copy of the list of potential subjects. 

5.4 Initial contact with users by telephone 

5.4.1 The telephone can be used to make initial contact with a user, even when the client is no longer receiving active follow-up at an institution. In this instance, the individual making the first contact briefly describes the research project to the potential research subject as per the researcher's instructions. The individual making the first contact then asks the potential subject for permission to be contacted by the researcher or his assistant. A verbal agreement is sufficient (it is strongly recommended that the individual making the first contact record a written note to the effect that the client verbally agreed to have his contact information forwarded to the research team. Moreover, some institutions may require a written agreement.) If the subject agrees, the individual making the first contact informs the researcher or his assistant, who will obtain the subject's written consent to participate in the study.

5.4.2 Individuals making the initial contact cannot be considered as the only source of recruitment when their assignment is significant and they have not been relieved of their clinical hours in order to perform this assignment. In this context, the researcher should contemplate several recruitment methods. 

5.4.3 The employee seeking the participation of the user or his close relative for a research project is responsible for explaining that the user's acceptance or refusal to participate in the project will in no way affect the quality or the quantity of the care and services that he or his close relative receives at the rehabilitation institution. 

5.4.4 Sections 5.3.5 to 5.3.8 apply with respect to identifying potential subjects.

5.5 Recruitment of institution employees as research subjects

5.5.1 A variety of recruitment methods can be used to recruit institution employees as research subjects: 

· In person via project-related documentation delivered to them by the clinical research coordinator

· By written correspondence presented to prospective staff members by the clinical research coordinator (cf. Section 1.4.1)

· Over the telephone by the clinical research coordinator

· Through posters, advertising or other types of publicity (cf. Section 1.7).

5.5.2 An employee wishing to participate during working hours must obtain authorization from his immediate supervisor.

5.6 Recruitment of users' close relatives as research subjects

5.6.1 Recruitment principles for users also apply to their close relatives.

5.7 Initial contact by posters, advertising or other types of publicity 

5.7.1 When the researcher wishes to recruit individuals (e.g., users, employees, close relatives, people from the community) from inside or outside the institution via advertising (physical or electronic signage, medical journals, internal user journals, internal or external news bulletins, public telephones, e-mail or otherwise), the final text must be approved by the REB for CRIR member institutions before it can be used. For posters displayed at the institution, it’s posting must be approved by this institution.

6 Access to User Records for the Purpose of Identifying Potential Subjects or as Part of a Retrospective Chart Review Study 

Guiding Principle

LSSSS — Section 19.2 

"The director of professional services (DPS) of an institution or, if there is no such director, the executive director may authorize a professional to examine the record of a user for study, teaching or research purposes.

Before granting such authorization, the director must, however, ascertain that the criteria determined under section 125 of the Loi sur l'accès aux documents des organismes publics et sur la protection des renseignements personnels (chapter A-2.1) are satisfied. If the director is of the opinion that the professional's project is not in compliance with generally accepted standards of ethics or scientific integrity, the director must refuse to grant the authorization. [Our translation]

The authorization must be granted for a limited period and may be subject to conditions. It may be revoked at any time if the director has reason to believe that the authorized professional is violating the confidentiality of the information obtained or is not complying with the conditions imposed or with generally accepted standards of ethics and scientific integrity."

Note: Before granting this authorization, the DPS ensures that the project complies with the criteria set out in Section 125 of the Act respecting Access to documents held by public bodies and the Protection of personal information: "1) that the intended use is not frivolous and the [research] ends contemplated cannot be achieved unless the information is communicated in nominative form; 2) that the personal information will be used in a manner that will ensure its confidentiality." 

6.1.1 The DPS, or if there is no such director, the executive director may authorize access to user records, specifically in the two following situations: 1) when the researcher wishes to consult user records to identify potential subjects for his research project or 2) when a researcher wishes to conduct a retrospective chart review study in which active participation of subjects is not required. 

6.1.2 The researcher must submit a written request to the DPS to obtain his authorization. The request must include:

· The exact title of the research project 

· The ethics certificate number issued by the REB for CRIR member institutions 

· The name of the principal investigator

· The project summary and recruitment methods

· The name of the individuals who will be consulting the records

· Target clientele, as well as the inclusion criteria

· The reason justifying the request to access the records

· The type of information contained in the record that will be used

· The expected start and end date for consulting the records. 

6.1.3 After reviewing and approving the request for access to the users' records, the DPS sends the researcher a letter or an authorization form for access to the users' records for research purposes. The authorization must be granted for a limited period and may be subject to conditions. It may be revoked at any time if the director has reason to believe that the authorized professional is violating the confidentiality of the information obtained or is not complying with the conditions imposed or with generally accepted standards of ethics and scientific integrity. A certified copy or the original is sent to the records administrator and the REB for CRIR member institutions.

6.1.4 The letter or authorization form from the DPS, as well as the ethics certification from the REB for CRIR member institutions must be presented by the researcher or his representative upon every visit made to the institution's medical records department. 

6.1.5 If he wishes to consult more than 10 records on the same day, the researcher must provide the records administrator with a list of these records at least 24 hours in advance. This time period may be longer, depending on the record administrator's workload at the time the request is made. 

6.1.6 Records must be consulted on site or in a location designated by the individual appointed by the institution.

6.1.7 Neither the researcher nor his representative has the right to photocopy a user record, in whole or in part, nor to remove user records from the medical records department. 

6.1.8 Once the cut-off date for authorized access to medical records granted by the DPS has been reached, the researcher is no longer entitled to access to the records. Should he wish to continue consulting records beyond this date, a written request for extension must be submitted to the DPS. 

6.1.9 Whenever the consultation of user records is not outlined in the initial protocol approved by the REB for CRIR member institutions, an amendment request (cf. Form M) must be submitted to and approved by this REB before these records may be consulted. 
7 Access to the User Record of a Subject Participating in a Research Project

Guiding Principle

LSSSS — Section 19 

"The record of a user is confidential and no person may have access to it except with the consent of the user or the person qualified to give consent on his behalf." [Our translation]

Section 19.1

"Consent to a request for access to a user's record for study, teaching or research purposes must be in writing; in addition, it must be free and informed and given for specific purposes. Otherwise, it is without effect.

The consent is valid only for the time required for the attainment of the purposes for which it was granted or, in the case of a research project approved by an ethics committee, for the period determined, where that is the case, by the ethics committee." [Our translation]

7.1.1 The researcher may only have access to the record of a user participating in a research project once this subject has signed the consent form to participate in the research project and has given the researcher written authorization to consult his medical record and collect certain pieces of information from it. 

7.1.2 Authorization for access to a record must be directly specified in the consent form for participation in the research project. This consent must be free and informed, and must be given for a specific activity. This consent is valid for:

· The time required to complete this activity.

· The duration set out by the REB for CRIR member institutions, provided this board indeed approved this research project.

7.1.3 Some institutions require that this authorization appear in the user's record before the researcher may have access to it.

7.1.4 The user’s authorization to consult this record, as well as the ethics certification from the REB for CRIR member institutions must be presented by the researcher upon every visit made to the institution's medical records department.

7.1.5 If he wishes to consult more than 10 records on the same day, the researcher must provide the records administrator or the person in charge of medical records with a list of these records at least 24 hours in advance. This time period may be longer, depending on the record administrator's workload at the time the request is made. 

7.1.6 Whenever the consultation of user records is not outlined in the initial protocol approved by the REB for CRIR member institutions, an amendment request (cf. Form M) must be submitted to and approved by this REB before these records may be consulted. 

8 Consent Forms

8.1.1 Some institutions require that an original copy of all consent forms (consent to participate in research, to audio and/or visual recordings, to access medical records, etc.) signed by the subjects participating in the research project be placed in the user's record. In this case, consent forms must be sent to the medical records department by postal mail or hand delivered; they cannot be sent electronically (e.g., fax, scanned document or e-mail). 

8.1.2 Section 8.1.1 also applies in cases where subjects are recruited at an institution for research purposes, whereas the experimentation is being conducted outside of this institution. 

8.1.3 Some institutions maintain a registry of subjects who have given consent to participate in one of their research projects. In such cases, the researcher must periodically send this institution the list of people taking part in the project who were recruited at this institution. 

9 Beginning and End of Recruitment and Data Collection

9.1.1 The researcher must notify the clinical research coordinator of the effective start date for recruitment or data collection at the institution. The clinical research coordinator advises the affected program managers. 

9.1.2 The researcher must notify the clinical research coordinator and the coordinator of research ethics for CRIR member institutions as soon as recruitment or data collection at the institution is completed. 

9.1.3 The researcher must notify the clinical research coordinator and the coordinator of research ethics for CRIR member institutions of the cancellation or early termination of the project. The clinical research coordinator will notify the individual appointed by the institution if the consultation of records was required.

10 Compensatory Indemnity

Guiding Principle

Section 25, paragraph 1 C.c.Q.

"(…) An experiment may not give rise to any financial reward other than the payment of an indemnity as compensation for the loss and inconvenience suffered." [Our translation]

10.1.1 The researcher may grant a compensatory indemnity to the individuals participating in his research project.

A compensatory indemnity must be offered to participants as compensation for the hassle and inconvenience sustained as a result of participating in the research project (e.g., meal expenses, travel costs, babysitting, etc. This is not an exhaustive list.)

10.1.2 The offer of a compensatory indemnity and its amount must be approved by the REB for CRIR member institutions. 

10.1.3 To be deemed acceptable from an ethics standpoint, the payment of a compensatory indemnity must meet two conditions related to the freedom to participate: 

· Absence of unjustified gratuities.

· Payment of a prorata indemnity for the individual's participation in the project in the event the subject withdraws (this must be specified in the consent form).

11 Reference

· Civil Code of Quebec

· Jewish Rehabilitation Hospital document pertaining to recruitment

· Loi sur les services de santé et les services sociaux

· CRIR—CLRC Research Subject Recruitment Procedure (January 2006)

· CRIR—CRLB Research Subject Recruitment Procedure Proposal (June 2006)

· FRSQ Research Ethics and Scientific Integrity Standards
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Institutional Suitability
Evaluation Form

# REB 


# (institution) 

Project Title 

Principal Investigator 

Collaborators 

Type of study

 FORMCHECKBOX 
 New study
 FORMCHECKBOX 
 2nd submission
 FORMCHECKBOX 
 Renewal
 FORMCHECKBOX 
 Student project
Research subjects 

Number of subjects recruited at the institution 

Start date of study at the institution 


End date of study 

Date of receipt of request of the evaluation 

Date of evaluation of the institutional suitability 

Names of evaluators 


Check the appropriate response :

1. Is the research study aligned with the research orientations of the institution?


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
Comments 


2. Is there a connection between the outcome of the project and the interests/needs of the institution?


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
Comments 


3. Is there a concordance between the subjects and the clientele of the institution or program?


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
Comments 





4. Has the Director or manager of the program accepted that this project take place within his/her program?


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
Comments 


5. Does your institution possess the infrastructure and human and material resources required to sustain this project?


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
Comments 


6. Does this project impose an extra workload or a change in the level of organizational effort by your clinicians/professionals?


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If « yes », is this extra load acceptable?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
Comments 


7. Are the persons identified as potential research subjects solicited within your institution in an inappropriate manner? 


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
Comments 


8. Are the in-house research projects penalized by the participation in your institution in this project?


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
Comments 





9. Has the financial administration of this research project been assured by the institution?


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

Comments 


Approval for institutional suitability of your institution


 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
 FORMCHECKBOX 
 Conditional

Comments 

Request for changes 

Date of approval 

Signature of person responsible for institutional suitability

Form A

New Study Submission for Research Ethics Certification

# REB  

Section 1 — General informations on the research study

Title of project    

Principal investigator
Name   

Address   

Postal code   

E-mail   


Telephone   

Fax   

Collaborators
Name   

Address   

Postal code   

E-mail   


Telephone   

Fax   

Summary of study (8 to 10 lines)
Nature of study (check all that apply

 FORMCHECKBOX 

Private
 FORMCHECKBOX 

Institutional
 FORMCHECKBOX 

Multicenter
 FORMCHECKBOX 

Genetic incidence
 FORMCHECKBOX 

Chart review
 FORMCHECKBOX 

Other, specify

Research domain

 FORMCHECKBOX 

Biomedical
 FORMCHECKBOX 

Psychosocial
Type of project

 FORMCHECKBOX 

Pilot study
 FORMCHECKBOX 

Regular study
 FORMCHECKBOX 

Student study
Type of project

 FORMCHECKBOX 

Fundamental / Theoretical
 FORMCHECKBOX 

Clinical / Applied
 FORMCHECKBOX 

Epidemiological
 FORMCHECKBOX 

Evaluative

CRIR site(s) (Check all sites involved in the project

 FORMCHECKBOX 

CLRC
 FORMCHECKBOX 

INLB
 FORMCHECKBOX 

IRGLM
 FORMCHECKBOX 

CMR
 FORMCHECKBOX 

CRLB
 FORMCHECKBOX 

IRD
 FORMCHECKBOX 

JRH
 FORMCHECKBOX 

IRDPQ
 FORMCHECKBOX 

CR Le Bouclier
 FORMCHECKBOX 

CR La Ressourse
 FORMCHECKBOX 

CR Estrie
Other site(s) involved in the research project outside of FRIR institution(s)
Time frame expected
Start



End


Specify start date of study in each institution   

Section 2 — Source of funding

	 FORMCHECKBOX 

Funded, specify granting agency
	


	
Total amount of grant
	
 $

	 FORMCHECKBOX 

Not funded, specify
	



Section 3 — Contribution of the institution

Participation of the institution’s clientele

· Will clients of the institution be solicited to take part in the research project?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
· Clientele / program involved    

· Inclusion criteria    

· Exclusion criteria   

· Total number of subjects in the project   

· Number of subjects to be recruited within each CRIR site (approximately)

	
	
	CLRC
	
	INLB
	
	IRGLM

	
	
	CRLB
	
	IRD
	
	JRH

	
	
	CR Le Bouclier
	
	CR La Ressourse
	
	CR Estrie

	
	
	CMR
	
	IRDPQ
	
	


· Will minors or persons without full decision making capacity be sollicitated to take part in this study?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No

If the answer is yes, how many (approximatively)   


· Recruitment strategy specified in protocol or listed briefly

Participation of personnel of the institution

· Are personnel from CRIR member institutions required to participate in the research project?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
If yes, please specify for each CRIR site

· Are other resources (e.g. space, equipment) required from the CRIR institutions ?

 FORMCHECKBOX 
 Yes
 FORMCHECKBOX 
 No
If yes, please specify of each CRIR site
Section 4 — Description of ethical difficulties brought up by the project
Section 5 — Criteria for research project scientific evaluation

If your project is not funded by an agency recognized by FRSQ, make sure that your research protocol answers the following scientific evaluation criteria.

 FORMCHECKBOX 

The title is representative of the research

 FORMCHECKBOX 

The relationship between the problem and the literature is well established SEQ CHAPTER \h \r 1
 FORMCHECKBOX 

The objectives are clearly defined and attainable

 FORMCHECKBOX 

The hypothesis or the experimental question is clearly stated SEQ CHAPTER \h \r 1
 FORMCHECKBOX 

The relevance and importance of the research are well established SEQ CHAPTER \h \r 1
 FORMCHECKBOX 

The proposed research (description) is appropriate for the resolution of the problem SEQ CHAPTER \h \r 1
 FORMCHECKBOX 

The population and sampling are clearly described SEQ CHAPTER \h \r 1
 FORMCHECKBOX 

The experimental procedure is clearly described SEQ CHAPTER \h \r 1
 FORMCHECKBOX 

The psychometric properties are discussed SEQ CHAPTER \h \r 1
 FORMCHECKBOX 

The data analysis is clearly stated and appropriate SEQ CHAPTER \h \r 1
 FORMCHECKBOX 

The limitations of the methodology are indicated SEQ CHAPTER \h \r 1
 FORMCHECKBOX 

The results will be able to answer the experimental question SEQ CHAPTER \h \r 1
 FORMCHECKBOX 

Dissemination of results has been considered SEQ CHAPTER \h \r 1
 FORMCHECKBOX 

The budget and the sources of funding are mentioned and reasonable, if necessary SEQ CHAPTER \h \r 1
 FORMCHECKBOX 

The timeline proposed is credible SEQ CHAPTER \h \r 1
 FORMCHECKBOX 

The competence of the team or the research environment is well documented SEQ CHAPTER \h \r 1
Name of two researchers (CRIR’s members or not) who are able to examine, considering their expertise, the scientific validity of the project

_____________________________________

_____________________________________
Section 6 — Documents annexed to this application form

· Documents submitted (obligatory)

*
 FORMCHECKBOX 

Cover letter

*
 FORMCHECKBOX 

Summary of the research study

*
 FORMCHECKBOX 

Full protocol of the study

*
 FORMCHECKBOX 

References

*
 FORMCHECKBOX 

Curriculum vitæ of all investigators/clinicians who are not members of CRIR

*
 FORMCHECKBOX 

Letter of proof of award for the study from granting agency(ies) recognized by FRSQ (funded projects only)

*
 FORMCHECKBOX 

Study budget

*
 FORMCHECKBOX 

SR-1 (for CRIR’s researchers who have applied for a grant)

*
 FORMCHECKBOX 

Consent form


 FORMCHECKBOX 

Language(s) ______________
 FORMCHECKBOX 

Braille
 FORMCHECKBOX 

Large type

*
 FORMCHECKBOX 

Documents used in the recruitment of subjects (explanation of the procedures that participants are to follow in the project, advertising copy…)

 FORMCHECKBOX 

Research questionnaires and documents which are to be given to participants, if any

*
 FORMCHECKBOX 

Investigator’s declaration signed

 FORMCHECKBOX 

Investigator’s brochure, for clinical research


 FORMCHECKBOX 

Other, specify __________________________________________________
Investigator’s declaration

I hereby certify that the declared information is correct. I agree to respect the requirements of the Research Ethics Board, the Tri-Council Policy Statement : Ethical Conduct for Research Involving Humans, 1998 (updated 2000, 2002) and the FRSQ Standards on ethics involving research and scientific integrity.

As required by the Politique portant sur la conservation d’une liste des sujets de recherche, which is included in the Cadre réglementaire des établissements du CRIR, I agree to keep a list of the research subjects participating in this research project.
In case of a lack of integrity, ethical or a complaint registered against myself, I agree to communicate to the competent authorities personal information that is nominative in sense of the law (Ref.: art. 5.3 and 5.4 of the Cadre réglementaire des établissements du CRIR).

Investigator’s name and signature
Date

RESERVED TO REB

Internal information

Project submitted to REB on  

Evaluated on  

 FORMCHECKBOX 

Approval given, date   

Signature 

Date 
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	CRCL

7005 de Maisonneuve Bl. West

Montreal, QC

H4B 1T3

(514) 487-1770
	· Program – Neurology (adults with neurological deficits) + sub program – Amyotrophic Lateral Sclerosis (ALS)

· Program – Work Evaluation and Orientation (individuals who have sustained a work accident and have been experiencing acute lower back pain for 4 to six weeks and are unable to return to work)
· Program – Rheumatology + sub program- Fibromyalgia
· Traumatic Brain Injury (TBI) Program + sub program – Serious Behavior Problems

· Program - Reflation to Social Life: adults living with a motor deficit / neuro- musculo-skeletal severe and permanent and have lived usual social roles before sickness, trauma or accident)
· Program - Orthopedics (adults with complex musculo-skeletal problems)
· Program – Assistive Technology (adults with a physical disability through the use of technical aids for augmentative and alternative communication, computer access, telephone access or environmental control)
· Driving Evaluation and Vehicle Adaptation Program (adults with a motor or perceptive-cognitive disability to drive an automobile, to help them to develop their driving capacity and to evaluate their vehicle adaptation needs)
· Technical Aid Service
West Island Centre (adults who present neurological orthopedic or rheumatologic problems).

	
	CRLB

2275 Laurier Avenue East

Montreal, QC

H2H 2N8

(514) 527-4527
	Adult clientele with motor deficiencies or neurological problems from the Montreal East area.

· Encephalopathy Program
· Medullary Injured
· Traumatic Brain Injury
· Evolutional Neurological Disease: Multiple Sclerosis, Amyotrophic Lateral Sclerosis, Muscular Dystrophy
· Musculo-skeletal Problems or other type of serious orthopedic injury
· Serious Behavior Disorders
· Neuromuscular Disease
· Work Rehabilitation
· Driving Evaluation, Technical Aid Services
· Parents-Plus
· Technical Aids to Mobility and Posture
· Résidences d’accueil
Alternative residential ressources.

	
	HJR

3205 Alton-Goldbloom Place

Laval, QC

H7V 1R2

(450) 688-9550


	· Assistive Communication Aids Program

· Ambulatory Services

· Driving Evaluation and Vehicle Adaptation Program
· Musculoskeletal Program

· Neurology Program

· Speech-Language Pediatric Program

· Traumatic Brain Injury Program

· Pulmonary Program

· Evaluation, Development and Professional Reintegration Program (PÉDIP)

· PRSA Measures

· Vestibular Rehabilitation Program

· Geriatric Rehabilitation Program

· Oncology Rehabilitation Program

· Complex Intervention Regional Service

· Non-Institutional Resources in Physical Disability Program

	
	INLB

1111 Saint-Charles St. West

Longueuil, QC

J4K 5G4

(514) 284-2581
	Clientele with visual impairment

· Children and Teens Program: 0 to 24 years old
· Adult Program: 25 to 64 years old
· Senior Program: Over 65 years old.
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	IRD

3600 Berri St.

Montreal, QC

H2L 4G9

(514) 284-2581
	Clientele presenting gestural deaf, hard of hearing, deaf-blind or presenting hearing treatment problems or dysphasia.

	
	IRGLM (New logo to follow)
6300 Darlington Avenue

Montreal, QC

H3S 2J4

(514) 340-2085
	Adult clientele with physical deficiency 

· Medullary Injured Program
· Traumatic Brain Injury Program
· Programme Locomoteur-amputés
· Programme AVC-DMC
· Rehabilitation Technologies.

	
	CRDP le Bouclier

225 du Palais St.

St-Jérôme, QC

J7Z 1X7

(450) 432-7588
	Adaptation-rehabilitation services to persons having a physical disability (motor, visual, hearing problems, speech and language impairments).

· Program: Adults motor disability (avc, bog, traumatology, psp, etc.)
· Program: Children motor disability (dmc, late global development, different syndromes, etc.)
· Program: Visual disability (adults and children), hearing impairment (children), speech and language (dysphasia, dyspraxia, different language problems, etc)
· Program: Technical Aids (orthesis, prosthesis, wheelchairs, visual and hearing assistance, etc.)
· Program: Intermediate resources in accomodation.
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	CR la Ressourse

135 St-Raymond St.

Gatineau, QC

J8Y 6X7

(819) 777-6269
	Any person from Outaouais area (07) having a significant and a persistent motor disability (physical, visual, hearing problems, speech and language), leading to a functional disability notable and permanent, or children presenting a late mental development.

	

	CR Estrie Inc.

300 King St. East, local 200

Sherbrooke, QC

J1J 1B1

(819) 346-8411
	· Adult Program
· Sensory Impairments and Compensatory Aids Program : Hearing and Visual Impairment, and Mobility Aid Services
· Children and Teens Program
· Intensive Functional Rehabilitation (IFR) Program
· Residential Care Resources Program
· Traumatology Program.

	
	CMR

5300, chemin de Chambly

St-Hubert, QC 

J3Y 3N7

(450) 676-7447
	Services offerts et point(s) de service :

· Youth Program for Motor and Mental Disability (Châteauguay, Granby, Longueuil, St-Hyacinthe, St-Jean-sur-Richelieu, Sorel-Tracy, Valleyfield et Vaudreuil)

· Youth Program in Language Disability/TED (Châteauguay, Granby, Longueuil, St-Hyacinthe, St-Jean-sur-Richelieu, Sorel-Tracy, Valleyfield et Vaudreuil)

· Youth Program for Accomodation Resources (St-Hubert)

· Regional Dysphagia Clinic (St-Hubert)

· Regional Evaluation Clinic of Developmental Complex Disorders (St-Hubert)

· Regional Medical Clinics (St-Hubert)

· Traumatology Program for Teens (Châteauguay, St-Hubert et St-Hyacinthe)

· Traumatology Program for Adults (St-Hubert et St-Hyacinthe)

· Program for Adults with Motor Disability (St-Hubert)

· Program for Personalized Care of Sprains and Muscular Injuries (St-Hubert)

· Regional Program in Hearing Impairment (St-Hubert)

· Program of Technical Aids (St-Hubert).

	


	IRDPQ

525, boul. Wilfrid-Hamel Est

Québec, Québec

G1M 2S8

(418) 529-9141
	



Form M

Request to Modify Research Protocol

# REB  

Title of project  


Principal investigator

Name 

Address 

Postal code 

E-mail 


Telephone 

Fax 

Summary of project initially approved by the REB (8 to 10 lines)

	Type of modification 

(Please submit the document(s) required where applicable) 

	
	Documents required

	 FORMCHECKBOX 

Modification of the research protocol
	Modified pages

	 FORMCHECKBOX 

Modification of the budget or financing
	Revised budget

	 FORMCHECKBOX 

Modification of consent form
	Modified consent form: 


Language  


Other  


	 FORMCHECKBOX 

Modification of questionnaire(s) or other research document(s) included in the protocol


Specify  

	Questionnaire(s) or other modified research document(s)

	 FORMCHECKBOX 

Modification of document(s) used to recruit subjects


Specify  

	Modified recruitment document(s)


	Nature of the requested modifications including justification, as well as implications for the research subjects

	


Investigator’s declaration

I hereby certify that the declared information is correct. I agree to respect the requirements of the Research Ethics Board, the Tri-Council Policy Statement : Ethical Conduct for Research Involving Humans, 1998 (updated 2000, 2002) and the FRSQ standards on ethics involving research and scientific integrity.

	
	
	

	Investigator’s name and signature
	
	Date


RESERVED TO REB

Internal information
Project submitted to REB on 

Re-evaluated on 

 FORMCHECKBOX 

Authorization to continue with modifications approved, date 

 FORMCHECKBOX 

Authorization to continue without modifications, date 

 FORMCHECKBOX 

Other 

Signature 

Date


Form R

Annual Renewal of Research Ethics Certificate

# REB 

Title of project  


Principal investigator

Name 

Address 

Postal code 

E-mail 


Telephone 

Fax 

Status of project (Please answer all questions)
 FORMCHECKBOX 

Project finished (specify the date)  

 FORMCHECKBOX 

Project not started (explain)  

 FORMCHECKBOX 

Project abandoned (explain)  

 FORMCHECKBOX 

Project on-going
 FORMCHECKBOX 

Renewal without modification

 FORMCHECKBOX 

Renewal with modification 


(Please complete the section « Nature of modification »)

	Type of modification 

(Please submit the document(s) required where applicable) 

	
	

	 FORMCHECKBOX 

Modification of the research protocol
	 FORMCHECKBOX 

Modification of the research protocol

	 FORMCHECKBOX 

Modification of the budget or financing
	 FORMCHECKBOX 

Modification of the budget or financing

	 FORMCHECKBOX 

Modification of consent form
	 FORMCHECKBOX 

Modification of consent form

	 FORMCHECKBOX 

Modification of questionnaire(s) or other research document(s) included in the protocol


Specify  

	 FORMCHECKBOX 

Modification of questionnaire(s) or other research document(s) included in the protocol


Specify  


	 FORMCHECKBOX 

Modification of document(s) used to recruit subjects


Specify  

	 FORMCHECKBOX 

Modification of document(s) used to recruit subjects


Specify  



	Nature of the requested modifications including justification, as well as implications for the research subjects

	


General informations on the research project

	Summary of the project initially approved by the REB





· Clientele / program  

· Start date of the study  

· Progress report (briefly describe the current status of the study)

· Number of subjects initially approached (per institution)

	
	
	CLRC
	
	INLB
	
	IRGLM

	
	
	CRLB
	
	IRD
	
	JRH

	
	
	CR Le Bouclier
	
	CR La Ressourse
	
	CR Estrie

	
	
	CMR
	
	IRDPQ
	
	


· Number of subjects recruited (per institution)

	
	
	CLRC
	
	INLB
	
	IRGLM

	
	
	CRLB
	
	IRD
	
	JRH

	
	
	CR Le Bouclier
	
	CR La Ressourse
	
	CR Estrie

	
	
	CMR
	
	IRDPQ
	
	


· Number of subjects who have withdrawn from the study  

· Reason(s) for withdrawal (if known)  

· Adverse events or incidents occurring during the previous year and rectifications put into place
· End date of study  

· Additional pertinent information  

Investigator’s declaration

I hereby certify that the declared information is correct. I agree to respect the requirements of the Research Ethics Board, the Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans, 1998 (updated 2000, 2002) and the FRSQ standards on ethics involving research and scientific integrity.

	
	
	

	Investigator’s name and signature
	
	Date


Investigators with a study longer than one year’s duration must renew the certificate of approval of the REB.

Important

A -
Prior to making any modification to a research protocol or document(s) used in the study. Researchers are to submit Form M to the REB. The REB may approve or refuse the proposed modification.

B -
The investigator must provide study participants with all necessary information which could impact on their consent to participate in the study.

C -
The investigator must provide the research subject with a copy of the consent form which he/she signed.

RESERVED TO REB

Internal information
Project submitted to REB on  

Re-evaluated on  

 FORMCHECKBOX 

Annual renewal with no modification requested

 FORMCHECKBOX 

Authorization to continue with modification approved, date  

 FORMCHECKBOX 

Authorization to continue without modification, date  

 FORMCHECKBOX 

Other 

 Signature 

Date



End of Research Project Report

# REB 

Title of project  


Principal investigator
Name 

Address 

Postal Code 

E-mail


Telephone 

Fax

Co-investigator
Name 

Address 

Postal Code 

E-mail 


Telephone 

Fax 

general informations on the research project

Clientele/program 

Date of emission of Research Ethics Certificate 

Date of renewal of Research Ethics Certificate 

Start date of the study (day/month/year) 

End date of the study : (day/month/year) 

Number of subjects initially approached (per institution)



CRCL


INLB


IRGLM


CRLB


IRD


HJR


CRDP Le Bouclier


CRR La Ressourse


CR Estrie


CMR




IRDPQ
Number of subjects recruited (per institution)



CRCL


INLB


IRGLM


CRLB


IRD


HJR


CRDP Le Bouclier


CRR La Ressourse


CR Estrie


CMR


IRDPQ
Number of subjects who have withdrawn from the study

Reason(s) for withdrawal (if known) 


Institutions approached, but have refused the project on the institutional suitability
 FORMCHECKBOX 
 CRCL
 FORMCHECKBOX 
 INLB
 FORMCHECKBOX 
 IRGLM

 FORMCHECKBOX 
 CRLB
 FORMCHECKBOX 
 IRD
 FORMCHECKBOX 
 HJR

 FORMCHECKBOX 
 CRDP Le Bouclier
 FORMCHECKBOX 
 CRR La Ressourse
 FORMCHECKBOX 
 CR Estrie

 FORMCHECKBOX 
 CMR
 FORMCHECKBOX 
 IRDPQ
Progress report of study and schedule

Period
Progress Report

Summary of the principal results of the study 

Objectives

Methodology

Preliminary Results

A copy of any publication on this present study must be sent to the Research Ethics Board of the CRIR Institutions.

investigator’s signature


Name and signature of the investigator
Date

RESERVED TO REB

Internal Information

Project submitted to REB on  

Evaluated on  

 FORMCHECKBOX 

Closed project
Date  

Signature 

Date 

� EMBED Word.Picture.8  ���





Research Ethic’s Guide for CRIR’s Members





Full Members


Associate Members


Clinicians/Health Care Professionals


Students Members





August, 2008





� EMBED MSPhotoEd.3 ���








�	Fonds de la recherche en santé du Québec. Les Standards du FRSQ sur l’éthique de la recherche et l’intégrité scientifique. December 2000, revised April 2001, section P.1, page 6. August 2003.





�	Ministère de la Santé et des Services du Québec. Plan d’action ministériel en éthique de la recherche et en intégrité scientifique. Québec, 1998, p. 11. Les Standards du FRSQ sur l’éthique de la recherche et d’intégrité scientifique, Montréal, Fonds de la recherche en santé du Québec, August 2003.





�  	Medical Research Council of Canada, National Sciences and Engineering Research Council of Canada, and Social Sciences and Humanities Research Council of Canada. Tri-Council Policy Statement: Ethical Conduct for Research Involving Humans. Public Works and Government Services Canada. Canada. Revised 2003.


� 	Guide d’éthique de la recherche et l’intégrité scientifique. Fonds de recherche en santé du Québec (FRSQ), Second edition, revised August 2003.


� 	Tri-Council Policy Statement. See note (1). 


�	Guidelines for the establishment of standards for databank management [translation], MSSS, Ethics branch, May 12, 2004.


�	Article 1.14 of the Tri-Council Policy Statement concerns research to be performed outside the jurisdiction or country of the institution which employs the researcher.


� 	In this document, the expression "to carry out" indicates that either the recruitment of research subjects and/or the collection of data takes place in an institution served by the REB for CRIR member institutions. This expression also covers research projects where one of the CRIR researchers is the principal investigator, even if this project did not take place in a CRIR institution.


� A=Acceptable/Acceptable; AC=Acceptable sous condition, Voir commentaires/Accepted conditionally, See comments ; NA=Non-acceptable/Not acceptable
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