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A teaching hospital affiliated with the University of Toronto



Annual (Interval) Review of Research 

Involving Human Subjects
Date:
(DATE)
Re:  
REB File #

(REB NUMBER)
Protocol Title:
(STUDY TITLE)
Dear (REB Chair),

The REB approval of the above research study expires on (DATE).

The following is the annual (interval) report on the study:

1. Status of the Study:

· Current protocol version identifier

· Current status of your study  (what stage it is in at this site, at other sites, and what is left to accomplish) 

· Number of participants enrolled in the total study

· Number of participants enrolled at this site

· Number of participants withdrawn and reasons

· Enrollment status compared to plans at the time of initial approval

· Projected end of the study

· Detail all protocol amendments since initial approval, protocol number and date, and the date of REB approval

· Detail all consent form amendments since initial approval, consent form version number and/or date, and the date of REB approval

· Discuss difficulties in conducting the study including findings, study design, recruitment and data management

2. Summary of Termination:

· Date of termination of participants, and the reasons

· What actions were taken to inform research subjects (both completed and ongoing participants) to ensure their optimal treatment as it pertains to the termination of the study 

3. Summary of Serious Adverse Events:

· Number and nature of serious adverse events since initial approval, listing patient study number, onset date, description, date report to REB, study drug relationship and outcome. (consider a table format)

· Provide an opinion as to their relationship to the study, and whether, upon a consideration of all the serious adverse events to date, any changes should be made to the protocol or the consent form

4. Summary of Recent Findings:

· Any relevant recent literature, interim findings, preliminary results and amendments or modifications to the research since the last review

· Relevant safety reports or multi-trial reports, and actions taken since the last review

· New information that may change the scientific/ethical background, relevance or validity of this study since the last review

· Any other relevant information, including new evidence from other studies, especially information about risks associated with the research since the last review

· Provide an opinion as to their relationship to the study, and whether, upon a consideration of all the information available to date, any changes should be made to the protocol or the consent form

5. Summary of Monitoring:

· Describe any monitoring that has been done by the sponsor or other people outside the research team since the last review

· What actions have been taken in response to monitoring

· Advise the schedule for future monitoring 

· What steps will the principal investigator take in the next review period to ensure that there is ongoing ethical conduct in this study

6. Consent Process:

· Provide a copy of the current consent document and advise if it has been changed since the last annual review, and when approval by the REB was given

· Review the current consent document and provide an edited copy of any newly proposed consent document

· Have participants been informed of changes and advise how this was achieved

· Provide any relevant information on the process for seeking consent from participants

7. Conflict of Interest:

· Advise any changes in staff, and their qualifications since the last review

· Advise any changes to factors reported to the REB on issues of conflict of interest by the research team participants

8. Continuation of the Study:

· Provide an opinion to justify why this study should be renewed

DECLARATION BY PRINCIPAL INVESTIGATOR

I warrant that this study will continue to be conducted in accordance with the Tri-Council Policy Statement, the ICH Good Clinical Practice:  Consolidated Guideline, the St. Michael’s Hospital By-laws and the Catholic Association of Canada, Health Ethics Guide.

________________________


_______________________________

Date






Signature and Print Name

NOTE:  
The REB closes its file once the study is completed, and no further analysis of data is required.  Please advise us when the study is to be closed.  A closed study is defined as one where:

· all recruitment is completed for all sites

· all active treatment and follow-up is completed for all sites

· all analyses are completed from this site, and 

· there is no further involvement of the principal investigator at this site in any aspect of the study.

Please note that once REB files are closed, they may be stored on or off-site.

The REB would like to receive a summary of the results and/or any publication that arises from the study.

Draft version December 12, 2002

Page 1 of 3

