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The University’s ethics policy applying to all CHREB activities are found at
 http://www.ucalgary.ca/UofC/research/
The following information covers the Conjoint Health Research Ethics Board’s internal Standard Operating Procedures, Forms, Guidelines and Suggested Template Documentation. This compilation is pending formal ratification but represents current practice.
1.
Review

1.1
Common Elements to all applications

All applications shall be made using the current application forms (see Form 1 and Form 1b).  In the case of Compassionate Access applications, the Board may proceed on the basis of informal application in electronic form on the applicant’s undertaking that the formal application will be submitted within 1 month.

Where an applicant has outstanding reporting obligations, excepting only compassionate access and patient safety cases, no new applications will be processed until the arrears are rectified.

The applications must comply generally with the Guidelines (see Appendix) as to form and content, signatures and attachments.

1.2
Ordinary Review
Except as specified below under the headings Sub Committees, Expedited and Compassionate Access cases, the full board shall review all applications.
1.3
Sub Committees and Expedited Reviews: Delegated authority
1.
The Board may establish subcommittees consisting of board members to conduct business on behalf of the Board around “expedited” protocols [alternatively called “delegated” protocols] as described in the Tri Council Policy Statement, including but not limited to student projects undertaken as part of courses or classes at the undergraduate and graduate levels, Residents’ projects.

2.
The Board may delegate authority to the chair or other designate to review and approve expedited applications, modifications, amendments, annual reports and annual renewals on behalf of the Board.
3.
The Board may delegate authority to the chair or other designate to review and approve preliminary applications from prospective researchers in anticipation of submission of a research application for permission to access personal health information in order to determine the feasibility and appropriate design of a full study and to identify potentially eligible participants.

1.4
Expedited approval

The Board may grant certain proposals an expedited review. This means that the review is not tied to meeting dates of the Board.  Expedited review and approval of a protocol will take place either by the chair alone or by a delegate of the Board and will be reported to the whole Board.

Where the chair or delegated member approves the application, an approval letter may be issued effective on that date without the matter first going to the full board.  However the delegated approval shall be included in the agenda for the next following full board meeting.
1.5
Eligibility for Expedited Review
The CHREB makes provision for expedited review of certain research protocols. An investigator may request expedited review or the chair of the CHREB may, on initial review of the protocol, direct that it be reviewed through an expedited process. Application for review and approval is to be in writing and signed by the principal investigator.  Normally investigators will submit the application and supporting documentation in conformity with the templates established by the Board for the purpose.
1.6
Guidelines for expedited reviews 
Current guidelines for eligibility for expedited review are set out under a written position statement. Where there is any doubt about the appropriateness of a protocol for expedited review, the protocol will go through the full review process.  The decision whether a protocol qualifies for an expedited review process rests with the chair.
1.7
Expedited Review Process and Outcome
The chair or Board reviewer will review documentation and may approve without change or may request another reviewer to report on the protocol. The chair may, after receipt of a satisfactory review, approve the protocol or refer it to the Board for consideration. If the proposal receives approval at any of these initial stages, the chair will notify the researcher that the project is approved and the researcher may then begin the research. The protocol review will be presented to the next CHREB meeting. Despite the above provisions, the chair, reviewer, or any member of the Board may direct that a proposal submitted for expedited review go through the full review process. Where the chair finds that ethical problems with a protocol prevent its 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 submit the protocol for a full review.
1.8 
Urgent Cases for Compassionate Access

In cases of urgent special need under provisions characterized as Compassionate Access, where it would otherwise not be reasonable for the matter to be handled as a routine application, the chair or the deputy chair (or acting chair in the absence of both chair and deputy chair) may call upon at least two other members of the Board and determine the application.  The special consideration group may collectively undertake a special review of the application in proportional measure to the urgency of the case and decide accordingly.  Such review must include consideration of scientific and ethical matters. The circumstances, details and decision of the special consideration group shall be reported to the full board at the next following board meeting.
1.9
Regular Review Process

Application Form:  Application for review and approval is to be in writing in the prescribed form (available at the “Forms” drop down menu), signed by the principal investigator and by all appropriate administrators and accompanied by all the supporting documentation.
Supporting Documents: The Board requires copies of all supporting documentation including protocols, consent forms, invitation letters, posters, telephone interview or advertisement scripts, template questionnaires, reminder cards, study subject wallet cards, website or other electronic text, survey tools, questionnaires.
Number of Copies:  5 copies of the application and supporting documents other than the Investigational Brochure must be included with the application.  (On receipt the copies are fanned out by the Board to legal services, trust financing, science primary reviewer and ethics primary reviewer)
Translations:  Documents in languages other than English must be accompanied by a certificate of translation.

Investigational Brochures:  Clinical Trials Sponsors’ Investigational Brochures (IBs) are to be submitted in readable CD format. Hard copy versions of IBs will be reviewed and returned to investigators.
Process:  For each protocol, a Board reviewer will prepare a written summary for the Board, identifying potential areas of scientific and ethical concern (See Templates: science review template, ethics review template) This summary is normally circulated to Board members at least one week prior to the next meeting. During the meeting, the reviewer or the chair will provide an oral presentation on the protocol, clarifying issues for the Board.
Board Review Components: 1. Science Review The Board may conduct its own science review in accordance with the Tri-Council Policy Statement.  Where the Board does not have sufficient content expertise, it may delegate science review to an ad hoc reviewer familiar with the special content. 
· Where an applicant provides a copy of independent, third party science review for a project the Board may receive and consider that review in its scientific assessment. The Board however is not obliged to accept any particular review as establishing of scientific merit.

·  Science reviews undertaken in Calgary by the Children’s Health Research Committee (for studies which involve any subject under the age of 18) will normally be accepted but remain subject to board scrutiny.

· Signed reports of a student’s thesis proposal by the supervisory committee will normally be accepted but remain subject to board scrutiny.

Board Review Components:  2. Ethics Review The Board may not delegate ethics review except in the case of expedited reviews and compassionate access reviews as set out herein.  
Board Review Components:  3. Financial Review The Board shall ensure there is evidence of sufficient funding for the study to proceed in full.  Applicants must submit budgets indicating amounts and sources of funding sufficient to cover all anticipated expenses, costs and overheads.
1.10
Decision-Process and Outcome:  Decisions of the Board may be arrived at by consensus. However, any member may put any matter before the Board to a vote of the members present. Voting will be indicated by a show of hands, with a simple majority sufficient to carry the motion. The Board may: 

Approve, 

Approve pending receipt revisions/clarification satisfactory to the chair,

Defer to a future meeting, or 

Reject 
any protocol presented to it.
If the submission is deferred to a future meeting, the Board may invite the researcher to attend and make a presentation of not more than 20 minutes at the deferred meeting to the Board
If the submission is rejected, the chair will provide the investigator with sufficient information about the deficiencies of the protocol to allow him/her to understand the basis of the Board’s decision and to provide a reasonable opportunity for the investigator to submit an amended protocol. When appropriate or required, the chair may send a proposal or project for additional scientific review by one or more content expert(s), who may join the CHREB as ad hoc members as described previously

Researchers have the right to request, and the Board has an obligation to provide, reconsideration of an initial decision to reject a protocol without invoking the formal Appeal process. Appeals may otherwise be taken in keeping with the general University policy on appeals from the Board.
2.  Thesis and Course-Based Research Projects

If a research project is submitted as part of a thesis, it will be reviewed using the same criteria as those used in regular or expedited reviews. The thesis supervisor must be the primary investigator and submit the application to the CHREB. Both the supervisor and the supervisory committee must approve in writing the scientific validity of the research protocol before sending it for ethics review.  The Board may accept that approval in lieu of independent scientific review.

For course projects, research assignments that are repeated across sections or semesters may qualify as "standard protocols". The use of a standard protocol is acceptable when the same methodology/research design is used repeatedly and the protocol has received prior approval from the CHREB. The initial review and approval will suffice for all subsequent course research assignments unless there are modifications to the assignments in future courses. In the latter case, the investigator may submit a new proposal or request approval of a modification consistent with the Board’s policy.

3.
Meetings and Attendance

The CHREB ordinarily convenes bi-monthly to review protocols submitted for its consideration. 
Ordinary meetings 
The Board meets the first and third Thursday of the month.
Meeting dates and times
Meeting dates and times will be posted on the CHREB website.
Meetings in Camera
CHREB meetings are normally held in-camera but may be opened fully or in part at the discretion of the chair.
Additional Meetings The chair, with a minimum of one week notice, may call additional meetings of the Board as required.
Emergency and Pro tem Measures
When circumstances such as an emergency or a sudden lack or loss of a quorum make it impossible for the Board to conduct business as a regularly scheduled meeting or to continue to conduct a meeting once started, the matters pending shall be handled by the chair or as many of the Board members as attend or remain in a proportional and expeditious manner as if the meeting were quorate subject to ratification at the next following meeting of the Board.

4.
Conflict of Interest

The CHREB has the responsibility to provide objective reviews of all proposals submitted to it. Therefore, members must not allow their personal or professional interests to affect their conduct on the CHREB.  All decisions must be made with respect for the rights and safety of human research participants and a commitment to sound science as the primary focus. Applicants who are members of the Board or members who may have a conflict of interest relating to a proposal under consideration must declare that conflict and leave the room during the deliberation of the proposal. Where there is any uncertainty about whether a member of the Board is in a position of conflict of interest around a protocol, the member should declare the uncertainty and allow the chair to determine an appropriate course of action.

5.
Documentation

The CHREB will keep minutes of every meeting. Ordinarily, minutes are confidential documents and are not publicly accessible. The minutes will be distributed to full and liaison members. The minutes will provide sufficient detail to facilitate accountability and allow an understanding of the reasons for its decisions.  Minutes will be kept on file at the Office of Medical Bioethics or in designated safe security storage for 25 years or such longer period as may be required under regulations, rules, or policies in place at the time.

6.
Signatures
The following documents are to be signed only by the chair or the deputy chair or the acting chair in the absence of both the chair and the deputy chair:


Approval certificate letters

Annual renewals of approval certificates

Approvals of any modifications


Approvals of any amendments


Acknowledgments of Termination or Completion Reports


Acknowledgments of Local Serious Adverse Event Reports

Acknowledgments of Local Protocol Violation Reports


Acknowledgments of Non-local Serious Adverse Event Reports


Attestation Letters

Acknowledgment of other correspondence may be signed by CHREB administrative staff working under the direct supervision of the chair or deputy chair.

7.
Clinical Trials Competencies and Responsibilities 


The Board requires that researchers undertaking clinical trials have appropriate qualifications and sufficient numbers of dedicated and adequately trained clinical trials staff and administrators.  This normally involves nurses and clinical trials coordinators with qualifications in clinical research.   The Board requires investigators to have in place appropriate local oversight and ongoing evaluation tools to ensure capacity.
8.
Review Procedures for Continuing Research

Ongoing Reporting Requirements
All research approved by the CHREB is subject to continuing ethics review. At a minimum, investigators must provide to the Board an annual report, reports of adverse events, reports of any modifications, and a completion or termination report.

8.1
Annual Reports:  Ethics approval is granted on an annual basis, not for the full proposed term of the study where the study extends over more than 1 year. Ethics approval will ordinarily lapse and the research program will be suspended as a result if the researcher fails to file annual reports or any other reports required by the Board.  Annual reports must be submitted not earlier than 30 days prior to the expiry of a current certificate.  Annual reports must be in the prescribed form and should be submitted to the dedicated email address, annlrept@ucalgary.ca.  Investigators must sign, date and retain a hard copy of the electronically submitted form.  However, the CHREB may issue a renewal certificate on the basis of electronically submitted copy on the understanding that the signed copy will be made available on request.
8.2
Procedures for Serious Adverse Event Reporting
Investigators must report all serious adverse events (SAE) occurring in an approved research protocol to the CHREB in a timely fashion.
8.3
Local SAE Reporting Requirements and Procedures
Local SAEs must be reported using the CHREB-prescribed form to the Board within 24 hours of the investigator’s becoming aware of the event.  Each local SAE report must cover only one subject/event or related series of events.   Reports on different subject may not be combined in the same report. 
Local SAE reports must indicate: (1) CHREB Ethics ID; (2) Study Title; (3) Principal investigator;  (4) date of report; (5) date of event; (6) subject study ID and initials; (7) reporting coordinator’s contact name, telephone number, email address and fax number; (8) brief description of the event; (9) who has been notified; (10) who/what materials have been consulted in assessing the significance of the event; (11)  a statement whether in the opinion of the investigator the event is related to the study; (12) whether in the opinion of the investigator the event requires modification to the informed consent documentation.

A hard copy of the report must be signed by the investigator and made available for scrutiny on request from the CHREB.

Local SAEs should be reported via the dedicated local SAE email address, localsae@ucalgary.ca, with a full report in the prescribed form attached or indicated as to follow as soon as possible.  If indicated as to follow, the full report must be promptly delivered or faxed to the Office of Medical Bioethics and must include the details set out above and the Principal investigator must sign the written report.
8.4
Process for Protocol Deviations

Local study protocol violations must be submitted in the prescribed form to the dedicated email address, localsae@ucalgary.ca.  Investigators must review all local protocol deviations and assess their significance to the health and safety of subjects and to the integrity of the study.

Where in the opinion of the investigator a local protocol deviation constitutes or may constitute a safety risk to the subjects in the protocol or compromises the integrity of the study, the deviations are to be reported by the researcher in a timely fashion to the CHREB using the prescribed form or a form specified by the sponsor of the study or and agreed upon between the Board and the researcher. A hard copy of the report must be signed by the investigator and made available for scrutiny on request from the CHREB.

8.5
Non-local SAE Reporting Requirements and Procedures
Non-local SAEs must be reported to the CHREB in the prescribed form within 4 weeks of the investigator’s receipt of notification of the event from the sponsor. Reports should be sent to the dedicated email address, nonlocal@ucalgary.ca  and must include a summary brief description of the event, assessments of the significance of the event both by the non-local investigator and by the sponsor. Because they lack the first hand knowledge, local investigators are not normally required to undertake an assessment of SAEs occurring at non-local sites. However, they are expected to undertake a thorough review of such reports received from the sponsor and to sign off indicating that they have undertaken the review. Health Canada requires summaries of non-local adverse events and these summaries may be submitted to the CHREB in aggregate form. A hard copy of the report must be signed by the investigator and made available for scrutiny on request from the CHREB.

8.6
Periodic Safety Reports
Local researchers may submit summaries of non-local safety reports as required by the sponsor or funder of any project.  Such reports may be submitted in the preferred form but is to be at the discretion of the researcher, the sponsor or funder as the case may be. Upon receipt of the periodic safety reports, the CHREB will review the same and issue a letter of acknowledge to the researcher, with a copy sent to the study coordinator.
8.7
CHREB Process on Receipt of Adverse Event Reports
On receipt of an adverse event or a violation report, the CHREB will acknowledge receipt of the report, review it, and if necessary will contact the investigator for clarification. Where the submission has been made electronically to the email address, localsae@ucalgary.ca, or the email address nonlocal@ucalgary.ca, the acknowledgment and response from the CHREB may be by email.  Both the CHREB and the reporting investigator must retain copies of the correspondence on their respective study files. Upon receipt of satisfactory explanation or clarification, the report will be taken to the Board and upon Board approval, the CHREB will issue a letter to that effect to the researcher, with a copy sent to the study coordinator.

The CHREB will review and acknowledge all adverse event reports, data safety monitoring Board and independent safety monitoring committee reports submitted to CHREB.
9.
Health Canada Requirements: Clinical Trials, Natural Health Products and New Devices 
Where Health Canada approval is required for a clinical trial involving a pharmaceutical, a novel device or a natural health product under the Food and Drugs Act (Canada), the investigator must comply with the clinical trials requirements of Health Canada. The investigator will ordinarily provide the Board with a Health Canada Letter of No Objection in respect of each drug, or an equivalent letter or licence for natural health substances or for devices to be used.  The Board may grant ethics approval as being contingent on receipt of the appropriate letters of no objection from Health Canada.  Where the 30 days notification period expires, recruitment of subjects into such studies may not commence until the sooner of either (1) receipt of a Letter of No Objection or (2) written confirmation by Health Canada that Health Canada has no review pending.  The written confirmation may be by email.
10.
Stem Cell Oversight Committee

Studies involving use or manipulation of human embryonic stem cells are required to seek and comply with requirements of the national Stem Cell Oversight Committee (SCOC) prior to commencement of any study.  If it appears that the SCOC will not approve studies without researchers having first obtained approval from the Board, the Board may grant approval subject to satisfaction of SCOS requirements.

11.
University and Region Requirements

Researchers are required to inform themselves and comply with all University requirements and policies.
12.
Process for Modifications to Protocols
Before introducing any changes into an approved study, except in the case of immediate patient safety investigators must obtain the Board’s approval for any amendment(s).  Application must be in a letter on letterhead signed by the principal investigator and addressed to the chair of the CHREB.  The letter must set out (1) a brief rationale for the proposed change(s); (2) the precise nature of the proposed changes and must be accompanied by (3) “tracked changes” and clean versions of any documentation. The chair, deputy chair or acting chair in the absence of both will review the request and decide accordingly.  If approved the amendment(s), the will be reported to the CHREB at its next meeting. If the chair does not approve the proposed amendment(s) under delegated authority, the amendment and the chair’s decision will be reported to the Board at its next meeting for consideration by the full Board. Any member of the Board may request further information on the amendment(s). Additionally, the Board may override the decision of the chair, rescinding or granting approval of the amendment. The investigator will be informed of the decision of the Board as soon as possible after the meeting. 
Under any circumstances, the chair may defer a decision on a requested modification and present the amendment directly to the CHREB for review.
13.
Storage of Records

On completion, withdrawal or termination of a study approved by the CHREB, as determined by the date of filing of a Completion, Withdrawal or Termination notice with the CHREB by the investigator, the investigator and the CHREB shall both store their respective files and records of the study for the following periods:
Clinical Trials

All clinical trials studies, including industry sponsored studies and investigator initiated studies requiring Health Canada approval, commenced on or after September 1st 2001: twenty five (25) years;

All studies, including industry sponsored studies and investigator initiated studies requiring Health Canada approval, commenced before September 1st 2001: whichever is the longer of twelve (12) years or a term set out under the clinical trials agreement and contract between the sponsor and the investigator.
Studies which are not clinical trials shall be stored for the following periods:


For student projects that are undertaken as part of a one semester course evaluation: 30 days following the expiry of the appeal period for grades in the particular course, subject to ongoing storage in the event of a grade review or appeal of grade;


For honours’ theses, graduate theses, residents’ and post-doctoral fellowship projects: the longer of the period set out by the university’s policy on storage or the departmental storage requirements.
14.
Appendices

Attached hereto and forming part of this document are links to related documents including acceptable practice guidelines, standard forms and template for documents.
15.
Living Document

This is a living document and is subject to ongoing review and revision.  While every effort will be made to inform researchers of impending changes, it is recommended that researchers check to confirm currency of their knowledge of the Board’s Standard Operating Procedures and Guidelines on a regular basis.

16.
Forms and Templates





Applications

Guidelines for completing Form 1


Appendix B: Criteria for Expedited Review Eligibility







Form 1:
   General Application Form





Form 1b:  Application for pre-study access and review PHI 




Form 2:
   Application Check List





Adverse Event Reports

Form 3:   CHREB Local SAE Report






Form 4:   Local Protocol Violation Report






Form 5:
   Non-local SAE Report





Annual Reports, Completions, Terminations


Form 6:   Annual Report and Request for Renewal





Form 7:   Completion/Termination Report




CHREB Membership and Review Templates


Form A:
   CHREB Science Review Template






Form B:   CHREB Ethics Review Template






Appendix A: CHREB Membership parameters





Consent Templates

Adult Consent Template


Adult Genetics Consent Template


Surrogate Consent Template


Regained Capacity Consent Template


Paediatric Consent Template


Paediatric Genetics Consent Template

Research CHREB Position Statements

Policy 1.1:   Acceptable Methods for Recruiting Participants   



Policy 1.2:   Placebo-Controlled Research Trials





Policy 1.3:   Research Consent and Requests for Waiver




Policy 1.4:   Payment to Participants for Research Participation








