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UNIVERSITY OF REGINA RESEARCH ETHICS BOARD

POLICIES AND PROCEDURES
GENERAL

The University of Regina considers the protection of the dignity and welfare of human research participants to be of paramount importance.  The Research Ethics Board (REB) will regulate the conduct of research with human subjects in a manner that is consistent with the most current version of the Tri-Council Policy for the Ethical Conduct of Research Involving Humans (hereafter referred as the Tri-Council Policy Document).  Researchers are encouraged to regularly review the policies and procedures outlined in the Tri-Council Policy Document. 

RESEARCH REQUIRING RESEARCH ETHICS BOARD APPROVAL

As stated in Article 1.1 and Article 2.3 of the Tri-Council Policy Document the following human subjects research requires ethics review:

Article 1.1

(a)
All research that involves living human subjects requires review and approval by an REB in accordance with this Policy Statement, before the research is started except as stipulated below.

(b)
Research involving human remains, cadavers, tissues, biological fluids, embryos or foetuses shall also be reviewed by the REB.

(c) Research about a living individual involved in the public arena, or about an artist, based exclusively on publicly available information, documents, records, works, performances, archival materials or third-party interviews, is not required to undergo ethical review.  Such research only requires ethical review if the subject is approached directly for interviews or for access to private papers, and then only to ensure that such approaches are conducted according to professional protocols and to Article 2.3 of this Policy.  (Article 2.3: REB review is normally required for research involving naturalistic observation.  However, research involving observation of participants in, for example, political rallies, demonstrations or public meetings should not require REB review since it can be expected that the participants are seeking visibility).

(d) Quality assurance studies, performance reviews or testing within normal educational requirements should not be subjects to REB review.

AUTHORITY OF THE RESEARCH ETHICS BOARD

Consistent with the Tri-Council Policy Document, the University of Regina has mandated the REB to approve, reject, propose modifications to, or terminate any proposed or ongoing research involving human subjects which is conducted within, or by members of the institution, using the considerations set forth in the Tri-Council Policy as the minimum standard.  Such decisions will be based on ethical considerations.

NUMBER OF RESEARCH ETHICS BOARDS

The University of Regina has one REB.  In the case of research undertaken by undergraduate students within a course, the REB has delegated this review to approved departmental or faculty level ethics review committees.  Copies of all approved protocols must be forwarded to the REB. It is the responsibility of departments to ensure that the highest ethical standards are met. The REB shall maintain the right of monitoring such research.  Undergraduate research that involves more than minimum risk to participants cannot be delegated for departmental review and requires REB approval.
COMPOSITION OF THE RESEARCH ETHICS BOARD

Consistent with Article 1.3 of the Tri-Council Policy Document, the REB shall consist of both men and women, of whom:


a) at least two members have broad expertise in the methods or areas of research that are covered by the REB;


b) at least one member is knowledgeable in ethics;


c) for biomedical research, at least one member is knowledgeable in the relevant law; this is advisable but not mandatory for other areas of research; and 


d) at least five members have no affiliation with the institution but are recruited from the community served by the institution.
The REB Chair is elected by the REB following the receipt of nominations from the Board membership.  The term of the chair is one year and is renewable.  Board members normally serve for four years unless it is agreed otherwise in advance (i.e., between the member and the nominating structure) or until a member resigns.  Student members may be appointed for briefer periods.  New members are appointed by the Vice President (Research & International), acting on the recommendations of the nominating subcommittee of the REB.  The REB shall consist of fifteen (15) appointed members.  There will also be ten (10) members elected by Executive of Council.  In order to ensure continuity, members are appointed/elected on a rotational basis.
REVIEW PROCESS

All applicants are required to submit three copies of the latest version of the Application for Approval of Research Procedures, and must follow all guidelines attached to that application.  The University has adopted a proportionate approach to ethics assessment with an expedited review process for projects that do not involve more than minimum risk to participants.  That is, projects are normally reviewed by two members of REB and the REB Chair.  If all of the reviewers and the researcher agree that the project is low risk, does not require scholarly review, and does not involve conflict of interest, the applicant is sent the anonymous comments of the reviewers.  If the project is deemed acceptable by all reviewers and the Chair, approval is granted.  If modifications or clarifications are required, the applicant must submit these to the Chair. Upon receipt of the modification or clarifications, the Chair will choose to do one or more of the following:

a) provide approval for the application;

b) provide approval for the application on the condition that the applicant will implement additional minor modifications (e.g., minor wording changes in the consent form);

c)
ask one or both of the original reviewers to review the applicant's response and make recommendations;

d)
send the application for additional review(s);

e)
request additional modifications;

f)
submit the project to the entire committee for discussion;

g)
refuse approval of the application.

If, based on criteria outlined in the Tri-Council Policy Document, the project is deemed to be high or medium risk by any one of the reviewers, the Chair, or the researcher(s), the project is sent for scholarly review and for consideration by the entire REB in a face-to-face meeting.

Consistent with article 1.9 of the Tri-Council Policy document, "REB review shall be based upon fully detailed research proposals or, where applicable, progress reports.  The REB shall function impartially, provide a fair hearing to those involved, and provide reasoned and appropriately documented opinions and decisions.  The REB shall accommodate reasonable requests from researchers to participate in discussions about their proposals, but not be present when the REB is making its decision.  When an REB is considering a negative decision, it shall provide the researcher with all the reasons for doing so and give the researcher an opportunity to reply before making a final decision".

In the case of biomedical research or research deemed to be more than minimum risk, the Chair may request an additional review of the application by the Regina Qu’Appelle Health Region (RQH) REB (as per bilateral agreement).  The role of the RQH REB will be consultative to the University REB.

SCHOLARLY REVIEW

  If scholarly review for a project is required (see above), it will be conducted in a manner consistent with the Tri-Council Policy statement (article 1.5).
MEETINGS AND ATTENDANCE

The REB will meet at minimum four times per calendar year to discharge their responsibilities.  Quorum will be met with the attendance of a minimum of 10  Board members including the Chair or designate, at least two community representatives, at least one member knowledgeable in ethics and at least one member knowledgeable in the areas of research being covered by the REB.  In the case of biomedical applications and those involving projects deemed to be other than "low risk," a member of the REB with expertise in the relevant law must also be in attendance.

An effort will be made to make decisions based on consensus.  If consensus is not reached, decisions will be made based on a vote (I.e., majority view will represent the REB’s decision).

Detailed minutes will be kept and will be available to authorized representatives of the University of Regina (i.e., Research Ethics Appeals Board), and others as deemed appropriate by the REB.

APPEALS PROCESS

Applicants who are dissatisfied with the decision concerning their application, must first try to resolve the matter by contacting the REB Chair.  Researchers have the right to request, and the REB is obligated to provide, reconsideration of its decisions.  If matters cannot be resolved, applicants are entitled to an appeal.  Separate terms of reference for the appeals committee are in place.

CONFLICT OF INTEREST

Any member of the REB who is in conflict of interest with respect to any REB decision should make it known to the Chair and be excused from any discussions relating to the issue at hand.

ONGOING REVIEW

In order to comply with Article 1.13 of the Tri-Council Policy Document, low risk projects shall be reviewed by means of required annual reports.  Medium and high risk projects may require more detailed review (e.g., more frequent reports).  Appropriate monitoring procedures may be stipulated by reviewers and the Chair (where applicable).   Satisfactory annual reports are required in order for a project's ethical approval to be renewed for any subsequent year.  

REVIEW OF RESEARCH IN OTHER JURISDICTIONS

Approval of a project by REB is not a sufficient condition for a project to proceed.  It is incumbent upon the researcher to determine whether there is a requirement for ethical approval by another body (e.g., a hospital REB).  Researchers engaging in multi-center research are encouraged to review section 1G of the Tri-council Policy document for a brief discussion of issues that may arise from the possibility that local REB’s may reach different conclusions about aspects of the same project.
INFORMED CONSENT

Consent should always be voluntary and informed.  According to Article 2.1 of the Tri-Council Policy Document, the following procedures for informed consent are adopted:

(a)
Research governed by this Policy (see Article 1.1) may begin only if (1) prospective subjects, or authorized third parties, have been given the opportunity to give free and informed consent about participation, and (2) their free and informed consent has been given and is maintained throughout their participation in the research.  Articles 2.1(c), 2.3 and 2.8 provide exceptions to Article 2.1(a).

(b)
Evidence of free and informed consent by the subject or authorized third party should ordinarily be obtained in writing.  Where written consent is culturally unacceptable, or where there are good reasons for not recording consent in writing, the procedures used to seek free and informed consent shall be documented

(c)
The REB may approve a consent procedure which does not include, or which alters, some or all of the elements of informed consent set forth above, or waive the requirement to obtain informed consent, provided that the REB finds and documents that:

i.
the research involves no more than minimal risk to the subjects;

ii.
the waiver or alteration is unlikely to adversely affect the rights and welfare of the subjects;

iii.
the research could not practicably be carried out without the waiver alteration;

iv.
whenever possible and appropriate, the subjects will be provided with additional pertinent information after participation; and

v.
the waivered or altered consent does not involve a therapeutic intervention.

(d)
In studies including randomization and blinding in clinical trials, neither the research subjects nor those responsible for their care know which treatment the subjects are receiving before the project commences.  Such research is not regarded as a waiver or alteration of the requirements for consent if subjects are informed of the probability of being randomly assigned to one arm of the study or another.

Researchers are advised to consult the REB’s Consent Form Guidelines document which is available through the Office of Research Services and is appended to the REB’s “Guide for Applicants”.

Special consideration must be given to informed consent when participants are of diminished ability (e.g., due to cognitive impairment).  In such instances, the policies of Articles 2.5, 2.6, and 2.7 of the Tri-Council Policy Document will be followed.  Policies for research in emergency situations will also be followed as outlined in Article 2.8.

REPORTING STRUCTURES

The REB is part of the Office of Research Services which reports to the Vice-President Research & International.

ADDITIONAL RELEVANT DOCUMENTS
University of Regina, Research Ethics Board Appeals Committee Terms of Reference

University of Regina Research Ethics Board Guide for Applicants and Consent Form Guidelines

University of Regina Research Ethics Board Application for Approval of Research Procedures

Tri-Council Policy Statement on Ethical Conduct for Research Involving Humans
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