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1. POLICY

Introduction

Researchers enjoy important freedoms and privileges, including the freedom of inquiry and the right to disseminate the results thereof, freedom to challenge conventional thought, freedom from institutional censorship, and the privilege of conducting research on human subjects with public monies, trust and support.  

With this freedom comes responsibility, including the responsibility to ensure that research involving human subjects meets high scientific and ethical standards.  The researcher’s commitment to the advancement of knowledge also implies duties of honest and thoughtful inquiry, rigorous analysis, and accountability for the use of professional standards.  Peer review of research proposals, the freedoms described above, the findings and their interpretation contribute to accountability both to colleagues and to society.  

The Ottawa Hospital Research Ethics Board will:

· ensure the maintenance of high ethical and scientific standards in all aspects of research involving human subjects.  

· review and advise on the ethical nature of all protocols involving human subjects at the Ottawa Hospital, Ottawa Regional Cancer Centre, and the University of Ottawa Faculty of Medicine, with the exception of studies under the primary jurisdiction of the University of Ottawa Heart Institute Research Ethics Board.

· provide education, guidance and leadership in the application of ethical principles to the conduct of research to investigators, staff and students. 

· comply with the requirements of the Tri-Council Policy Statement on the Ethical Conduct of Research Involving Humans and the Health Canada Good Clinical Practice:  Consolidated Guideline.  If there is a conflict between the two, the Ottawa Hospital Research Ethics Board will comply with the most demanding guidelines.

The procedures outlined below will complement the Research Ethics policies of the University of Ottawa.

Research Requiring Ethics Review by the Ottawa Hospital Research Ethics Board

a) All research involving human subjects at the Ottawa Hospital, Ottawa Regional Cancer Centre or conducted by members of the professional staff of the Ottawa Hospital, Ottawa Regional Cancer Centre, and the University of Ottawa Faculty of Medicine, with the exception of studies under the primary jurisdiction of the University of Ottawa Heart Institute Research Ethics Board, requires review and approval by the Ottawa Hospital Research Ethics Board in accordance with the Tri-Council Policy Statement (TCPS) before the research can begin.  

b) Research involving human remains, cadavers, tissues, biological fluids, embryos or fetuses shall also be reviewed by the Ottawa Hospital Research Ethics Board.
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 ethics review.  Such research requires ethics review only 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 the TCPS.

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

Scope and Organization

The Ottawa Hospital will rely on the service of the Ottawa Hospital Research Ethics Board to ensure adequate evaluation of both scientific merit and scholarly standards of research proposals presented by members of the professional staff of the Ottawa Hospital, the Ottawa Regional Cancer Centre, and the University of Ottawa Faculty of Medicine or those proposals that involve human subjects at the Ottawa Hospital.

a) The purpose of the Ottawa Hospital Research Ethics Board is to review all research involving the use of human subjects at the Ottawa Hospital, Ottawa Regional Cancer Centre, and the University of Ottawa Faculty of Medicine, with the exception of studies under the primary jurisdiction of the University of Ottawa Heart Institute Research Ethics Board.  This scientific and scholarly assessment may be provided by the Ottawa Hospital Research Ethics Board, or if there is insufficient expertise, by experts not involved in the study and either within the hospital, or elsewhere.

b) The Ottawa Hospital Research Ethics Board supercedes the Ottawa General Hospital Research Ethics Board, the Ottawa Civic Hospital Research Ethics Committee, the Joint Hospitals’ Research Ethics Board, the Riverside Hospital Research Ethics Committee and the University of Ottawa Faculty of Medicine Research Ethics Committee, effective September 1, 1999.   

c) The Ottawa Hospital Research Ethics Board has the mandate 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.

d) The relationship between The Rehabilitation Centre and the Ottawa Hospital Research Ethics Board is under negotiation at the present time.

Reporting

The Ottawa Hospital Research Ethics Board reports to the Board of Directors of the Ottawa Hospital through the Vice President, Research and to the University of Ottawa through the Vice-Dean of Research.
Research Ethics Board Membership

The membership of the Ottawa Hospital Research Ethics Board shall comply with the Tri-Council Policy Statement on the Ethical Conduct of Research Involving Humans. Board membership will also comply with the Good Clinical Practice Guidelines. 


The Ottawa Hospital Research Ethics Board shall be composed of members from The Ottawa Hospital and Ottawa Regional Cancer Centre.  There will be representation from the University of Ottawa, and the community.   Membership of the committee will reflect the bilingual nature of the Ottawa Hospital and be representative of the community served by the Hospital.

The members of both campus Boards shall be appointed for two-year renewable terms, in consultation with the Chair of the Ottawa Hospital Research Ethics Board.

Each member will be provided with relevant training and education to carry out the function of REB membership upon appointment to the Ottawa Hospital Research Ethics Board and on an ongoing basis.


Representatives can serve on a rotational basis and are responsible for notifying their alternate of any meetings that they are unable to attend, with the exception of community representatives.  A rotation list of members for a specific department will be predefined by the department each year.

Meetings of the Ottawa Hospital Research Ethics Board

The Ottawa Hospital Research Ethics Board is made up of two campus committees that each meet once monthly.  Protocols that are submitted to the Research Ethics Board Secretariat are sent to the next REB meeting.  If however, there have been more than twelve protocols submitted for review by the Ottawa Hospital Research Ethics Board, it may be necessary to postpone review until the following meeting.   The protocols are added to the next agenda on a first come, first serve basis. 

Quorum


The minimum composition of a REB for any review meeting is at least five (5) members, including both men and women of whom:

· At least two members have broad expertise in the methods or in the areas of research 


that are covered by the REB;

· At least one member is knowledgeable in ethics;

· At least one member is knowledgeable in the relevant law; and

· At least one member who has no affiliation with the institution, and who is not part of the immediate family of a person who is affiliated with the institution, but is recruited from the community served by the institution.

· At least one member whose primary area of interest is in a nonscientific area.


Record Keeping

Minutes of all Ottawa Hospital Research Ethics Board meetings are prepared and maintained by the Ottawa Hospital Research Ethics Board secretariat.  The minutes will clearly document the Ottawa Hospital Research Ethics Board’s decisions and any dissents, and the reasons for them.  In order to assist internal and external audits or research monitoring, and to facilitate reconsideration or appeals, the minutes will be accessible to authorized representatives of the institution, researchers, government and funding agencies.

2.
PROCEDURES

Review Process


The actual review process followed by the Ottawa Hospital Research Ethics Board varies according to the level of risk posed to the research subjects proposed by the research.

In the absence of the Chair, the Vice-Chair will assume the responsibilities of the Chair.

Minimal risk is defined in terms of the probability and magnitude of harms to the potential subjects by participating in the research, compared to their everyday life 

All applications, regardless of the review process, must include a signature from the Department Head or Division Chief.  The signature cannot be provided by the Principal Investigator or any of the Co-investigators.  If necessary, the Department Chair should be approached for signature. 

Full REB Review

Human subjects research will be reviewed by the Ottawa Hospital Research Ethics Board in a face-to-face meeting, unless it qualifies for expedited review.

a) Evaluation of scholarly merit involves a global assessment of the degree to which the research might further the understanding of the phenomenon being studied. The primary test for scholarly merit is the application of scientific and scholarly merit standards, regardless of personal biases or preferences. 

b) A review of scholarly merit may be conducted at the same time as the ethics review internally by the REB or by qualified peers external to the REB.

c) When a scholarly review is conducted during the ethics review, the REB must include at least one member, on an ad hoc basis, with the necessary scholarly expertise to carry out a peer review of the research question.

d) Where the REB is in favor of granting ethical approval, such approval will be granted.  REB approval normally will be by consensus, but a vote may be used.  Research can be initiated after administrative approval and final REB approval is obtained.  (Policy ADM-XI-100 Research Project Approval)  http://www.ohri.ca/extranet/policies/research_project_approval.PDF
e) Where the Chair or the REB members are of the opinion that a consensus of the REB reveals ethical problems such that ethical approval cannot be granted, the Chair will communicate the problems in writing to the applicant.  If the concerns are significant enough, the Chair or the REB members may request that the protocol be resubmitted to the full board, or to a subcommittee of the REB, to ensure that their concerns have been fully addressed. 

The Chair or the REB may also request a meeting with the researcher(s) to determine if or how the protocol can or should be modified to satisfy the concerns of the REB.

f) Where the Chair is of the opinion that a consensus exists against granting ethical approval and attempts to address the ethical problems are unsuccessful, the Chair may disallow research on ethical grounds.

g) Citing justification, researchers have the right to request, and upon receipt of the request, the REB has an obligation to provide reconsideration of a negative decision.

h) Researchers have the right to request an appeal through the Vice-Rector, Research, at the University of Ottawa who has assembled a properly constituted REB to address appeals.
Expedited Review

a) The Chair of the REB will review submitted proposals to assess whether they can be reviewed through an expedited review including those that:

· Have been previously approved but require minor revisions;

· Involve a replication of a previously approved protocol;

· Do not create risks greater than the minimum risk threshold and or;

· Fall into the categories of research which qualifies for expedited review described by the Office for Human Research Protections, U.S. Department of Health and Human Services under section 46.110 “Expedited review procedures for certain kinds of research involving no more than minimal risk, and for minor changes in approved research.”   http://ohrp.osophs.dhhs.gov/humansubjects/guidance/45cfr46.htm#46.110

b) If the proposal is a resubmission for review because of minor revisions to the protocol, involves a replication of a previously approved protocol, and/or has been approved by another REB, the Chair may approve the application based on his or her review.

c) If a proposal is new or involves significant revisions, and does not create risks greater than the minimum risk threshold, the Chair may approve the application based on his or her review, or it may be sent to another REB member, or to a subcommittee of the REB.

d) The reviewers provide a written assessment of the level of risk and any other ethical issues arising from the reviews.

e) Whenever it seems appropriate to do so, the Chair may utilize one or more relevant experts who are not members of the REB to review a proposal.

f) On the basis of the three reviews, the Chair of the REB identifies needed changes to the proposal, assesses the risk level and determines whether the proposal receives expedited review or must be submitted for review by the full REB in a face-to-face meeting.

g) Where the Chair is of the opinion that a clear consensus exists in favour of granting ethical approval, such approval may be granted by the Chair without a formal meeting of the REB.

h) If the Chair believes more than minimal risk is involved, then the proposal is to be reviewed by the REB in a face-to-face meeting.

i) Where the Chair is of the opinion and/or the reviewers identify ethical issues or problems that prevent expedited ethics approval, the Chair will first communicate in writing with the applicant to see if the ethical problems can be addressed satisfactorily.  If the ethical problems cannot be satisfactorily addressed, the Chair will ask the researcher to submit the proposal so it can be reviewed by the appropriate REB in a face-to-face meeting.

e) Where the Chair instructs the researcher to submit the proposal for a full review, and the researcher declines to do so and wishes to appeal the refusal, the appeal will be heard through the Vice-Rector, Research, at the University of Ottawa.

Chart Review

Retrospective chart reviews are an acceptable means of studying past experiences of particular groups of patients.  In order to expedite this procedure and to ensure patient confidentiality, an Application for Retrospective Chart Review of Patient Records should be submitted to the Ottawa Hospital Research Ethics Board for review by the Chair or their delegate.

If the application is approved, both the researcher and Health Records are notified in writing, and the retrospective chart review may begin.

Compassionate Review

When an individual patient requires urgent treatment that is part of a research protocol, the Chair or delegate of the Ottawa Hospital Research Ethics Board may grant expedited approval, provided:

· the disease is severe, normally life threatening;

· there are no reasonable or desirable approved alternative therapies;

· there is some evidence supporting the use of the agent; 

· any necessary administrative arrangements are made (e.g. with suppliers, with regulators, with Pharmacy)

· there are no unusual ethical issues identified;

· there is an appropriate consent process;

· a review of the protocol is undertaken by the Chair or delegate;

· one patient only can be included in such a protocol by such mechanism; and

The decision of the Chair must be reported to the Ottawa Hospital Research Ethics Board at its next meeting.

The investigator is to be informed that the compassionate protocol accommodates only one patient, and encouraged to undertake an application under conventional auspices (review by Full Board) if more eligible patients might present.

Review Procedures for Ongoing Research
 

An Annual Renewal Request should be provided to the Ottawa Hospital Research Ethics Board.  The investigator should ensure that the entire form is completed, including the total number of patients recruited to the study over the past year.  The investigator should ensure that the year-to-date figures for patients recruited are accurate as well, before submitting the form for review.  Incomplete or inconsistent forms will be returned to the investigator.    

A formal review of the free and informed consent process is required upon renewal, therefore an original of the most recently approved consent form(s) and/or information sheet(s) should also be submitted.  If changes are required to the approved consent form(s) and/or information sheet(s), an original revised form(s), as well as a highlighted copy of the revised form(s) should be submitted to facilitate an expeditious review of the changes.  

This documentation should be provided to the Ottawa Hospital Research Ethics Board approximately two months prior to the expiry date.  This will allow the Chair and/or the Ottawa Hospital Research Ethics Board sufficient time to contact the investigator(s) if there are any questions or concerns about the progress of the study.

For annual renewal of approved projects in which there has been little or no change in the ongoing research, the approval can be expedited.  If the research protocol involves no more than minimal risk, the approval period is usually extended for an additional twelve-month period.  

For research that may have significant risks, the Ottawa Hospital Research Ethics Board may request reports on the progress of the research at shorter, predetermined intervals.  These reports should include an assessment of how closely the researcher and the research team have complied with the ethical safeguards initially proposed by the Ottawa Hospital Research Ethics Board.   

Review of Multi-Centred Trials (MCTs)

The Ottawa Hospital Research Ethics Board is responsible for the ethical acceptability of research undertaken within its institution.  However, in multi-centred research, when several REBs consider the same protocol from the perspectives of their respective institutions, they may reach different conclusions on one or more aspects of the proposed research.  In order to facilitate coordination of ethics review, the researcher may wish to distinguish between core elements of the research which cannot be altered without invalidating the pooling of data from the participating institutions, and those elements that can be altered to comply with local requirements without invalidating the research project.   It may be necessary for the Ottawa Hospital Research Ethics Board to communicate with other REBs reviewing the same project.  In order to facilitate this communication, the investigator may be asked to provide a list of other REBs that will be reviewing the project.

Adverse Events (AEs) reported from MCTs will be assessed to comply with regulatory standards of GCP and Health Canada.  As well, further consideration will be given to assessment of AEs to ensure the well being of patient subjects.

Review of Research in other Jurisdictions or Countries
          

Research to be performed outside the jurisdiction or country of the institution which employs the researcher shall undergo prospective ethics review both (a) by the REB within the researcher’s institution; and (b) by the REB, where such exists, with the legal responsibility and equivalent ethical and procedural safeguards in the country or jurisdiction where the research is to be done.

The Ottawa Hospital Research Ethics Board is responsible for the ethical conduct of research performed at the Ottawa Hospital, Ottawa Regional Cancer Centre and the University of Ottawa Faculty of Medicine, undertaken by its faculty, staff or students regardless of where the research is to be conducted.  Therefore, review of research by the Ottawa Hospital Research Ethics Board is required in addition to review by any agency having jurisdiction over the site of the research.  Particular consideration will be given to protection of collectivities, such as tribal groups; and to protection of uneducated, impoverished populations from exploitation.

Amendments

Any and all changes proposed to the original documentation provided including the ethics application, company protocol, questionnaires, etc. that has received prior approval by the Ottawa Hospital Research Ethics Board must be submitted for review by the Ottawa Hospital Research Ethics Board prior to implementation of the proposed changes.  An Amendment Form should be completed and the revised documents (if applicable) provided.

Investigators should not implement any changes to research proposals previously approved by the Ottawa Hospital Research Ethics Board until they have received written approval from the Ottawa Hospital Research Ethics Board.

Changes to Consent Forms and/or Information Documents
Any change to an approved consent form and/or information document must be submitted for review and approval by the Ottawa Hospital Research Ethics Board.  An original of the amended document and a highlighted copy of the revised form should be submitted to facilitate an expeditious review of the changes.

The Ottawa Hospital Research Ethics Board may request changes to the consent forms and/or information documents on the basis of information received such as adverse event reports, amendments and reports regarding efficacy. 

The investigator may only use the revised forms once they have received an approval letter and a validated copy of the revised documents from the Ottawa Hospital Research Ethics Board.

Adverse Drug Reaction and Adverse Event

Adverse Drug Reactions and Adverse Events should be reported to the Ottawa Hospital Research Ethics Board as defined in the “Good Clinical Practice: Consolidated Guideline”:

Adverse Drug Reaction (ADR)

In the pre-approval clinical experience with a new medicinal product or its new usages, particularly as the therapeutic dose(s) may not be established:  all noxious and unintended responses to a medicinal product related to any dose should be considered adverse drug reactions.  The phrase responses to a medicinal product means that a causal relationship between a medicinal product and an adverse event is at least a reasonable possibility, i.e., the relationship cannot be ruled out.

Regarding marketed medicinal products:  a response to a drug which is noxious and unintended and which occurs at doses normally used in man for prophylaxis, diagnosis, or therapy of disease or for modification of physiological function (see the ICH Guideline for Clinical Safety Data Management:  Definitions and Standards for Expedited Reporting).

Adverse Event (AE)
Any untoward medical occurrence in a patient or clinical investigation subject administered a pharmaceutical product and which does not necessarily have a causal relationship with this treatment.  An adverse event (AE) can therefore be any unfavourable and unintended sign (Including an abnormal laboratory finding), symptom, or disease temporally associated with the use of a medicinal (investigational) product, whether or not related to the medicinal (investigational) product (see the ICH Guideline for Clinical Safety Data Management:  Definitions and Standards for Expedited Reporting).

Reporting Requirements

Unexpected adverse events should be reported to the Ottawa Hospital Research Ethics Board within 15 days of the event or notification of the event by the sponsor to the investigator at this institution.  

Serious and unexpected adverse events should be reported to the Ottawa Hospital Research Ethics Board within seven days of the event, or notification of the event by the sponsor to the investigator at this institution.

When the event is fatal or life threatening, reporting should be immediate when possible and, in any event, within seven days after notification of the event. 

Terminations
Upon completion of the research, the investigator must submit a Termination form to the Ottawa Hospital Research Ethics Board for review.  The investigator should ensure that the entire form is completed, including the total number of participants recruited to the study since the last approval/renewal.  The investigator should also ensure that the year-to-date figures for patients recruited are accurate, before submitting the form for review.  Incomplete forms will be returned to the investigator.  

Patient follow-up must be complete before a Termination form is submitted.

3.
RESEARCHER'S RESPONSIBILITIES

a) It is the responsibility of the researcher(s) to obtain ethical approval for any active project, funded or not, involving human subjects and to submit that project with complete documentation to the Ottawa Hospital Research Ethics Board.  In particular, researchers must be aware that ethical review may in the ordinary course take four to six weeks to complete. Cases involving significant ethical problems may take substantially longer.  It is the researchers’ responsibility to ensure that there is adequate lead-time available for ethical review in relation to other deadlines.

b) In supervised research, the term “the researcher” must be defined as including both the supervisor and the individual(s) being supervised.

c) Application for ethics review may be made before or concurrently with the submission of proposals/contracts to Research Administration. (Policy ADM-XI-100 Research Project Approval)  http://www.ohri.ca/extranet/policies/research_project_approval.PDF
d) The Ottawa Health Research Institute Research Administration will advise applicants on the need for ethics certification and on University and sponsor requirements and procedures. However, it remains the responsibility of the applicant to provide the Ottawa Hospital Research Ethics Board with complete documentation in adequate time.

e) Official Ottawa Health Research Institute Research Administration approval does not certify ethics acceptability unless approval has been specifically issued by the Chair of the Ottawa Hospital Research Ethics Board.   Administrative approval will be rescinded if an applicant fails to obtain ethics approval.  Sponsors may be informed that ethics certification of an application is pending.  Project funds will not be accepted and/or released to the project principals unless ethics approval has been received.

f) If research is ongoing, it is the responsibility of the investigator to ensure that approval of the study does not lapse.  An Annual Renewal Request should be provided to the Ottawa Hospital Research Ethics Board.

g) If the research is complete, it is the responsibility of the investigator to ensure that a termination report is provided to the Ottawa Hospital Research Ethics Board.

4.
RESEARCH GUIDELINES

Guidelines For Risks and Benefits

The researcher must document the risks and benefits expected and involved from the research.

The researcher must demonstrate that this is the best methodology in terms of minimizing possible risks. Where appropriate in light of the risks involved, the researcher must demonstrate successful prior first-hand experience with the methodology proposed and the absence of detriment to the subjects involved.

Risks that go beyond the threshold of minimal risk, including both identifiable and unforeseen risks must be considered. The researcher must be concerned with risks to:

· The subjects involved;

· Clearly identifiable third parties;

· The researcher personally and any staff involved; and

· Broader cultural, ethnic and national interests.

The researcher must be concerned with at least the following types of risks:

· Physical harm;

· Psychological harm;

· Injury to reputation or privacy; and

· Breach of any relevant law.  Illegal research cannot continue.

The Researcher must assess not only the likelihood of a given risk, but also the duration and likely reversibility of its impact should it materialize.

‘Benefits’ include specific advantages to subjects, to third parties, to society or a segment of it, or any general increase in human knowledge. ‘Benefits’ include advantages or increases in knowledge both consciously sought by the researcher and which may arise as byproducts of the research.

It is always the responsibility of the researcher, and of the Ottawa Hospital Research Ethics Board, to ensure that the projected benefits outweigh the possible risks. The more incalculable the risks or the less tangible the benefits, the more cautious the researcher and the Ottawa Hospital Research Ethics Board must be.

The Ottawa Hospital Research Ethics Board must ensure that the research design and proposed implementation procedures are consistent with sound research standards and with sound standards of professional conduct and practice, in order to be satisfied that there is no unnecessary exposure to risk.

Guidelines for Free and Informed Consent

The requirements for free and informed consent are outlined below:

a) Research 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.  Some exceptions do apply.

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.

Ethical research involving humans requires free and informed consent.  For those individuals who lack legal competence, free and informed consent may be granted by an authorized third party.

Written evidence of free and informed consent is always preferred, however for some individuals or groups, a verbal agreement may be acceptable.  In some types of research, verbal consent may be preferable.  In others, written consent is mandatory.  Where oral consent is appropriate, the researcher may wish to make a contemporaneous journal entry of the event and circumstances.  The investigator may contact the Ottawa Hospital Research Ethics Board to refine the process if necessary.  If there is any doubt about an issue involving free and informed consent, researchers should consult the Ottawa Hospital Research Ethics Board.

The requirement for free and informed consent should not disqualify research subjects who are not proficient in the language used by the researchers from the opportunity to participate in potential research.  Consent may be given provided that one or more items listed in Section 2.1 of the TCPS are used. 

Free and informed consent must be voluntarily given, without manipulation, undue influence or coercion.  Consent must be freely given and may be withdrawn at any time.  Undue influence should not take the form of inducement, deprivation or the exercise of control, or authority over prospective subjects.

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 public visibility.

Researchers shall provide, to prospective subjects or authorized third parties, full and frank disclosure of all information relevant to free and informed consent. Throughout the consent process, the researcher must ensure that prospective subjects are given adequate opportunities to discuss and contemplate their participation.  Information should be provided at the commencement of free and informed consent whenever possible.

Subject to applicable legal requirements, individuals who are not legally competent shall be asked to become research subjects only when:

(a) the research question can only be addressed using individuals within the identified group(s); and 

(b) free and informed consent will be sought from their authorized representative(s); and 

(c) the research does not expose them to more than minimal risks without the potential for direct benefits for them.

For research involving incompetent individuals, the REB shall ensure that, as a minimum, the following conditions are met:

(a) The research shall show how the free and informed consent will be sought from the authorized third party, and how the subjects’ best interest will be protected.

(b) The authorized third party may not be the researcher or any other member of the research team.

(c) The continued free and informed consent of an appropriately authorized third party will be required to continue the participation of a legally incompetent subject in research, so long as the subject remains incompetent.

(d) When a subject who was entered into a research project through third-party authorization becomes competent during the project, his or her informed consent shall be sought as a condition of continuing participation.

Where free and informed consent has been obtained from an authorized third party, and in those circumstances where the legally incompetent individual understands the nature and consequences of the research, the research shall seek to ascertain the wishes of the individual concerning participation.  The potential subject’s dissent will preclude his or her participation.

Research involving emergency health situations shall be conducted only if it addresses the emergency needs of individuals involved, and then only in accordance with criteria established in advance of such research by the REB.  The REB may allow research that involves health emergencies to be carried out without the free and informed consent of the subject or of his or her authorized third party if ALL of the criteria listed in Article 2.8 of the TCPS apply.

As outlined in the Guideline for Good Clinical Practice (GCP), Section 4.8 titled “Informed Consent of Trial Subjects”, the investigator should also adhere to GCP and to the ethical principles that have their origin in the Declaration of Helsinki.

Prior to beginning the trial, the investigator should have written approval from the Ottawa Hospital Research Ethics Board for the protocol, the consent documents and process, and any other written information that will be provided to the participants. 


The researcher should provide any person who is to give informed consent with the following information as indicated in the Guideline for Good Clinical Practice and the Tri-Council Policy Statement:

· The identity of the researcher.

· That the trial involves research.

· The purpose of the trial.

· The trial treatment(s) and the probability for random assignment to each treatment.

· The trial procedures to be followed, including all invasive procedures.

· The subject’s responsibilities.

· Those aspects of the trial that are experimental.

· The reasonably foreseeable risks or inconveniences to the subject and, when applicable, to an embryo, fetus, or nursing infant.

· The reasonably expected benefits.  When there is no intended clinical benefit to the subject, the subject should be made aware of this.

· The alternative procedure(s) or course(s) of treatment that may be available to the subject and their important potential benefits and risks.

· A description of the likely consequences of non-participation if the research is therapeutic.

· An assurance that exemplary care will be taken to safeguard the subject.

· The compensation and/or treatment available to the subject in the event of trial-related injury.

· The anticipated prorated payment, if any, to the subject for participating in the trial.

· The anticipated expenses, if any, to the subject for participating in the trial.

· That the subject’s participation in the trial is voluntary and that the subject may choose not to participate or withdraw from the trial, at any time, without penalty or loss of benefits to which the subject is otherwise entitled.  If there are practical limitations to withdrawal, for example removal of a surgically implanted device, these should be stated.

· That the monitor(s), the auditor(s), the Ottawa Hospital Research Ethics Board, and the regulatory authority(ies) will be granted direct access to the subject’s original medical records for verification of clinical trial procedures and/or data, without violating the confidentiality of the subject, to the extent permitted by the applicable laws and regulations and that, by signing a written informed consent form, the subject or the subjects’ legally acceptable representative is authorizing such access.

· That records identifying the subject will be kept confidential and, to the extent permitted by the applicable laws and/or regulations, will not be made publicly available.  If the results of the trial are published, the subject’s identity will remain confidential.

· A description of how the data will be stored and/or when it will be destroyed.

· That the subject or the subject’s legally acceptable representative will be informed in a timely manner if information becomes available that may be relevant to the subjects’ willingness to continue participation in the trial.

· The person(s) to contact for further information regarding the trial and the rights of trial subjects, as well as a telephone number.

· The person to contact in the event of trial-related injury, as well as a contact number.

· The foreseeable circumstances and/or reasons under which the subject’s participation in the trial may be terminated;

· The expected duration of the subject’s participation in the trial; and 

· The approximate number of subjects involved in the trial.

Written consent shall be dated and signed by the participant and by the investigator or their delegate.  While there is no prescribed form, specimen forms are available on the Ottawa Hospital Research Ethics Board website (http://www.ohri.ca/ohreb) and may be used, with appropriate modifications, whenever feasible.


All consents shall be in writing for projects or proposals involving greater than minimal risk and/or biomedical procedures unless the Ottawa Hospital Research Ethics Board specifically authorizes the use of another format in a particular case, in advance.


Where consent is oral, the researcher must make a record of it in an appropriate log or book dated and signed by the researcher.


The requirements for consent may be waived if:

· The research involves no more than minimal risk to subjects;

· The waiver is unlikely to adversely affect the rights and welfare of the subjects;

· The research could not be practically carried out without the waiver;

· Wherever possible and appropriate subjects will be provided with additional pertinent information after participation; and

· The waived consent does not involve a therapeutic intervention.

Guidelines for Privacy and Confidentiality

Right to privacy derives from a “right to security of the person” and “right to be secure against unreasonable search or seizure,” both enshrined in the Canadian Charter or Rights and Freedoms.1 At a practical level, this implies that there are limits on the knowledge that investigators may obtain about health information of individuals without the prior consent of these individuals.

The Ottawa Hospital Research Ethics Board requires in all studies requiring patient contact that the investigators demonstrate a plan to identify potential patient subjects without breaching their privacy.

Investigators must obtain REB approval when obtaining identifiable personal information about human research subjects.  Approval for such research must include the following considerations:

d) The type of data to be collected;

e) The purpose for which the data will be used;

f) Limits on the use, disclosure and retention of the data;

g) Appropriate safeguards for security and confidentiality;

h) Any modes of observation (e.g., photographs or videos) or access to information (e.g., sound recordings) in the research that allow identification of particular subjects;

i) Any anticipated secondary uses of identifiable data from the research;

j) Any anticipated linkage of data gathered in the research with other data about subjects, whether those data are contained in public or personal records; and

k) Provisions for confidentiality of data resulting from the research.

The investigator has a duty not to share personal information that has been collected on research subjects.   Breaches of confidentiality may cause harm to the trust relationship between the investigator and the research subject; to other individuals or groups; and/or to the reputation of the research community.  Confidentiality applies to information obtained directly from subjects or from other researchers or organizations that have a legal obligation to maintain personal records confidential.  

Investigators should inform research subjects if their personal information would be provided to the government, government agencies, and personnel from an agency that monitors the research, the research sponsor (e.g., a pharmaceutical company), the REB or a regulatory agency.

It is a requirement of informed consent that any anticipated breach of confidentiality be clearly explained by the researcher to the subject; for example, disclosures required by law (e.g. child abuse; sexually transmitted disease, etc.).  

1  Cited in Kosseim Patricia (ed) A Compendium of Canadian Legislation Respecting the Protection of Personal Information in Health Research

It is essential that subsequent uses of data (e.g., research videos for education purposes) be specified in sufficient detail that prospective subjects may give free and informed consent. 

RELATED POLICIES AND / OR LEGISLATION:  

Tri-Council Policy Statement “Ethical Conduct for Research Involving Humans” - Medical Research Council of Canada, Natural Sciences and Engineering Research Council of Canada, Social Sciences and Humanities Research Council of Canada, August 1998.

Health Canada, Good Clinical Practice: Consolidated Guideline. ICH Harmonised Tripartite Guideline. International Conference on Harmonisation of Techical Requirements for the Registration of Pharmaceuticals for Human Use.

Food and Drug Administration, USA. The Code of Federal Regulations & ICH Guidelines – Title 21 Food and Drugs, April 1, 2000.
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