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Purpose

To provide procedural guidelines for researchers to submit proposals for ethical review at Homewood Health Centre.

Responsibility

Research Ethics Board (REB):
The REB has the responsibility to ensure that research conducted at Homewood Health Centre is ethically and scientifically sound. Consequently, the REB is responsible to review the scientific merit of the study objectives, the importance of the research question, the proposed study design, methodology, and capability of the research team in addition to ensuring that the study is ethically sound.

Site and/or Principal Investigator:

The site investigator has the responsibility to ensure that the research is conducted in an ethically and professionally sound manner.  Prior to commencing any research related activities with study participants (including recruitment), the investigator is responsible to:

1) Obtain Administrative approval, including completion of contract, and 
2) Obtain ethics approval prior to commencing any research related activities with study participants, including recruitment.
The investigator is also responsible to ensure that the REB is: 
1) Notified of adverse events,
2) That REB approval is received before implementing changes in the study protocol, consent or patient recruitment materials (except when immediate changes are required to remove immediate hazards and safeguard participants), 
3) That renewals are obtained on an annual basis, and 
4) That a summary report is submitted upon study completion.

Method 
Section A: Delegated Review 

Studies that pose a minimal risk to study participants may be eligible for a delegated review.  The Chair and one member of the REB will conduct this review.  A review of the protocol will also be undertaken by the Hospital’s Chief Privacy Officer as part of the Administrative review process. 3 copies of the application package need to be submitted (see Section C under methods) to the Chair of the REB.

Note that a fee is charged for REB review and that payment must accompany the application.  Please see Appendix 1 for the fee schedule.

Section B: Full REB Review:

Studies that have a greater than minimal risk (e.g. pharmaceutical studies); require a full review by the REB. These reviews will be conducted at monthly intervals.  Researchers are required to submit 10 copies of the application to the Chair of the REB (see Section C under methods) a minimum of 2 weeks prior to the scheduled REB meeting.
Note that a fee is charged for REB review and that payment must accompany the application.  Please see Appendix 1 for the fee schedule.

Section C: Application to the REB

The following documents must be included in the application package submitted to the REB:

1. A cover letter that clearly identifies:

a. The project title,
b. The name and contact information for the local site investigator,
c. The name and contact information for the Principle Investigator,
d. A comment on whether or not the study has been peer reviewed, 
e. A comment on whether or not the study has received REB approval at other sites

2. A summary, written in simple language, that overviews the study - including a brief review of the background information, proposed design, study objectives and an overview of the study participants

3. The complete study proposal

4. A copy of the Research Ethics Board approval letter is required from the originating institution.
5. Copies of all participant recruitment and/or education materials, if applicable

6. A copy of the participant information and consent form, if applicable

7. An overview of the budget, which outlines funding sources for the project

8. The Administrative Review of Research Form, 
9. A copy of the completed contract, if complete
10. The site investigator’s current CV (and site co-investigator(s)’ current CV(s), if applicable), clearly articulating research experience.
11. Attach a copy of the Principle Investigator’s Certificate of Completion for the “TCPS 2: Core” program (Available at: http://tcps2core.ca/welcome ). 
12. Pre-printed patient care orders, if applicable

13. A copy of the labels for all study related pharmaceuticals, if applicable

14. In addition, for pharmaceutical studies, include one copy of the Investigator’s Brochure.

Section D: Guidelines for the Patient Information and Consent Form

The patient information and consent form must clearly indicate, in a level of language that the participants can comprehend (current recommendation is grade 4 to 5 reading level) (Paasche-Orlow, Taylor, & Brancati, 2003; National Working Group on Literacy and Health, 1998), the following information:

1. A background literature review

2. An outline of the purpose of the study

3. An outline of the design of the study

4. A description of the length of the study

5. A clear description of the treatments that will be provided

6. A description that a placebo may be received, if applicable

7. A description of the possible side effects and risks of participation

8. A description of the possible benefits of study participation

9. An outline of the procedures or tests that will be required over the length of the study including the frequency, a description of what will be required (i.e. a tablespoon of blood every 3 months) and the potential hazards of these tests or procedures (i.e. localized bruising)

10. A description of other treatment options available

11. A statement that indicates that their participation is voluntary

12. A statement that the participant may withdraw from the study at any time without penalty

13. A statement that a refusal to participate will not result in any penalty

14. A review of how the participant’s confidentiality will be maintained

15. A clear outline of the participant’s personal information and/or sections of the medical record that will or potentially could be shared with other individuals or companies

16. Contact information for:

a. The site investigator and/or coordinator

b. The principle investigator

c. The Chair of the REB for concerns related to ethical treatment of research participants

d. The individual to contact in case of study related injury or adverse events

17. A statement that the participant will be given a copy of the patient information and consent form

18. A clear declaration that the participant is participating in a research study, and that they have reviewed and understand the patient information sheet and consent to participate in a research study

19. Signature section including:

a. Signature of the patient or substitute decision maker

b. Signature of a witness to the consent

c. Signature of the site investigator

20. The patient information sheet and consent form must include the letterhead or logo of the originating institution and the Homewood Health Centre Hospital if the study is being conducted in concert with or at the Homewood Health Centre
Section E: Annual Requests for Re-approval

Approval by the REB is valid for up to12 months from the date of approval or renewal (note that the duration of approval will be identified in the letter from the REB).  Consideration may be given to extending the renewal time period for retrospective chart audit studies with scheduled audit cycles of greater than one year, upon request from the researcher and at the discretion of the Chair. Researchers are responsible to update the REB as to the progress of the project.   The following information must be forwarded to the REB one month prior to the expiration of the approval or renewal:

1. Progress of the study (including a brief review of patient accrual) 

2. Identification of any changes in scientific knowledge that have impacted upon the study and the actions taken

3. A notation on any changes that have been made to the protocol, patient information sheet and consent form, and recruitment materials

4. An explanation of any protocol violations

5. The projected completion date of the study

6. The number of patients that have completed the study, if applicable

7. A review of adverse events, at the Homewood Health Centre site, and across all participating sites

Note that a fee is charged for REB review and that payment must accompany the application.  Please see Appendix 1 for the fee schedule.

Section F: Adverse Event Reporting

Serious adverse events must be promptly reported to the Chair of the REB or their designate.  The report should detail:

1. The nature of the adverse event

2. A comment on whether or not the event was directly related to the study procedures

3. The impact of the adverse event on the participant

4. The actions taken to remedy the adverse event

5. The current disposition of the study participant

6. In the case of clinical trials, a copy of the adverse event reporting form should also be included.

Section G: Study Close Out or Completion

At the time of study close out or upon completion of the study, the Chair of the REB must be notified.  The following information should be submitted:

1. The date of completion

2. The reason for study close out

3. The number of participants enrolled

4. The number of participants who have completed the study

5. The reason(s) for participant withdrawal

6. An outline of all the adverse events reported

7. The current disposition of the participants, if applicable

Section H: Changes to the Protocol, Patient Information and Consent Form, and Patient Recruitment Materials

The REB is to be notified of any change(s) to the study protocol, patient information and consent form and patient recruitment materials. Significant changes in the study protocol may necessitate cessation of the project while awaiting REB review.  Amended documents must be approved by the REB prior to implementation with study participants except in situations where immediate action is required to remove immediate hazards and safeguard participants.

Note that a fee is charged for REB review and that payment must accompany the application.  Please see Appendix 1 for the fee schedule.
Section I: Research Ethics Board Procedures during Publically Declared Emergencies:

During publically declared emergencies, the REB will adopt the following practices:

· New research projects will not be reviewed for the duration of the publically declared emergency unless the subject matter of the research is related to the emergency situation itself.

· If a full board REB meeting is required in order to review a new research project arising out of the emergency, a REB meeting will be held within one week of receipt of the research related documents. Researchers are to submit all documents electronically so that they may be shared with REB members via email.

· Protocols whose subject matter arises out of the emergency situation, that are eligible for delegated review, shall continue to be reviewed as per normal REB processes. Researchers are to submit all documents electronically so that they may be shared with REB members via email.

· Amendments to existing protocols, as a result of new information learned as a result of the publically declared emergency, will be reviewed by the REB as per existing processes.  Amendments should be submitted directly to the REB Chair via email.
· Requests for re-approvals will be delayed until the emergency has been declared over.  REB approvals shall be extended until the completion of the emergency situation.

Special Considerations

Freedom of Information Requests:

All Freedom of Information requests related to research must be made in writing to the Hospital’s Freedom of Information Coordinator. Upon receipt and review of the request, the following information may be disclosed in accordance with the Freedom of Information and Protection of Privacy Act: the subject matter of the research and the amount of funding the Hospital has received related to the research project.
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Appendix 1: Research Ethics Board Fee Schedule

Fees assist in offsetting the costs associated with conducting Research Ethics Board and administrative reviews at Homewood Health Centre.  The outlined below fees apply whether or not the project is approved and are non-refundable.  

A cheque payable to Homewood Health Centre must accompany all Research Ethics Board applications.  Fees may be waived for peer-reviewed projects at the discretion of the Chair. Should there be questions regarding the possibility of exemption, please contact the REB Chair.

The following fee schedule applies:

1. Delegated Review (no contract required) - $750

2. Delegated Review requiring a contract with a third party - $1 500

3. Full Committee Reviews - $2000

4. Rushed full committee review - $3000

5. Protocol Amendments - $500

6. Consent Amendments - $100

7. Patient Recruitment Material Revisions - $50

8. Annual Renewals - $500
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