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Updates
Date:
March 20, 2008
To:
Researchers and research staff who submit applications to the BCCA Research Ethics Board
From:
George Browman, M.D., Chair, UBC BCCA Research Ethics Board
1.
Summaries of Serious Adverse Events (safety letters and "line listings")
 

Recent regulatory changes proposed by the US FDA and under review by Health Canada are changing the process of reporting adverse events to Research Ethics Boards. For adverse events that do not require a change in the protocol or consent documents, the FDA has encouraged pharmaceutical companies to compile such SAE reports into composite listings and provide these listings periodically to investigators for reporting to the REB in summary form, perhaps every 3-6 months. Furthermore, the FDA has indicated that SAE reports should be considered in two groups: 

(1)  SAEs that do not require any change in the current protocol or consent documents can be summarized by the pharmaceutical company every 3-6 months and need not be reported as single events. Conceptually, these so-called “line listings” are equivalent to updates to the Investigator’s Brochure although they will not be identified as such, instead they will be called "line listings".

(2)  SAEs that do require a change to the protocol or consent documents must be reported individually to REBs and must be processed expeditiously.

 

Data coordinators for clinical trials should process these two types of reports as follows:

(1)  SAE reports that arrive as descriptions of the initial or follow-up report of a single event should continue to be added to the SAE database whether they require a change to the current protocol or consent or not.
(2)   Summaries of SAE reports, which may be called “line listings”, safety letter summaries, safety letter line listings, safety update listings or other variations, should be submitted as attachments to a Request for Acknowledgement using RISe.  The SAE reports noted in these line listings do not need to be entered into the BCCA REB SAE database.  The Request for Acknowledgement will be acknowledged and reviewed by the REB as is usual for such requests.
BCCA REB guidelines and web pages:

Guidelines for safety letters versus SAEs
Adverse Events 
Acknowledgments
2.
Adding a Participating Centre to an Approved Trial
The BCCA principal investigator must submit an amendment to the UBC BCCA REB to add a participating centre to a trial that is currently active and approved by the UBC BCCA REB.
 

Once the amendment is approved, the additional BCCA (or other) center must adopt the up to date REB approved protocol and trial-associated documents, format, content, and consent forms for the trial. These up to date documents reflect all previously reported serious adverse event (SAE) reports or safety letters already approved or acknowledged by the UBC BCCA REB.  No additional center specific documentation will be provided by the REB beyond our standard approval certificates (i.e. the certificate of amendment that records approval of the addition of the participating centre).
Posted under BCCA REB Policies web page: http://www.bccancer.bc.ca/RES/REB/Policies.htm#participating
3.
Requirement for Informing or Re-Consenting Research Subjects When There Is an Update to an Investigator Brochure (IB).
The REB considers it to be the responsibility of the study sponsor, the accountable investigators and the study team, to practice due diligence and oversight for clinical trials, including the safety of subjects.
Therefore, the REB relies on the study investigators and the sponsoring agency to use their best judgment in determining when new information, or changes to an IB warrants disclosure to subjects, or re-consenting. 

The REB requires that any new information obtained and documented in an IB or other document be submitted to the REB, together with an explanation of what changes were made, and the decision of the study sponsor/team as to the actions to be taken in light of the new information.  The REB reserves the right to request an alternate action be taken if deemed necessary.

Posted under BCCA REB Policies web page: http://www.bccancer.bc.ca/RES/REB/Policies.htm#reconsent
4.
Annual Renewals Required for All Ongoing Projects (no exceptions).
Effective immediately, in compliance with regulatory requirements and the UBC Office of Research Services, all ongoing projects must have a current valid ethics approval (they may not remain in an "expired" state.  If a study expires either an annual renewal must be submitted, or a "Completion of Study" notice must be submitted using RISe.  If either of these is not done, the REB may suspend or terminate the project.
A revised guideline is posted under the BCCA REB "Annual Renewal" web page:
http://www.bccancer.bc.ca/RES/REB/AR.htm
5.
Policy Update:  Release of Certificate of Approval - REB Fee/CTA (legal contract)

If the Clinical Trial Agreement (the legal contract) is received and approved by the REB and it includes a clear statement that the sponsor is bound by the agreement to pay the $3000 REB fee, the REB will issue the certificate pending receipt of payment (providing all other provisos have been satisfied). The language must be clear and easily identified in the contract. An example of preferred wording is below. The REB will accept other language with clearly similar intent. However, in situations where such language is not clearly evident in the legal contract the REB will continue to withhold the certificate of approval until the payment has been received. 
Example of wording:

"Ethics Committee Fee 

A payment of $3,000 for the initial ethics committee review will be issued by [sponsor name] upon receipt of the appropriate invoice from the institution."

Refer to: http://www.bccancer.bc.ca/RES/REB/Policies.htm#cta
6.
BCCA REB Membership Lists (Updated)

The BCCA REB updates its membership list when there is a change in membership.  Several new members have recently joined the REB while others have resigned after serving their term.  Updated membership lists and a "history of changes" are posted on the BCCA REB webpage:
http://www.bccancer.bc.ca/RES/REB/members.htm
7.
QUESTIONS

If you have questions or concerns, please contact Bonnie Shields, Manager, UBC BCCA REB
email:  reb@bccancer.bc.ca or phone (604-877-6284)
Thank you for your attention,
George Browman, MD

Chair, UBC BCCA REB
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