Summary of Change to BC Clinical Research Informed Consent Template – July 2014
Revised Wording (Withdrawal of Consent) - Section 14; pages 19 – 21 – Blue Highlighted Text is the recommended text.
The change relates to participants’ right to request the withdrawal of their data upon their withdrawal from a research study. 

The newly revised section of the template offers two different suggested wordings (highlighted in blue).  The first is for Health Canada regulated research.  This wording has been revised to reflect the fact that (unlike for US FDA regulated studies) there is no clear legal requirement that data collected to the point of withdrawal must be retained.  However, and despite the lack of a clear legal requirement, the recommended wording does state that such data will be retained and explains that this is to ensure data integrity and subject and patient safety. 

The second recommended wording applies to studies that are not regulated by Health Canada and reflects the principle articulated in the TCPS2 that participants have the right to request the withdrawal of their data and biological samples and to be advised of the circumstances where this would not be possible. 
Please see BC Clinical Common Informed Consent Template July 2014 at http://bit.ly/common-clinical-informed-consent-template
This new text should be applied to new studies going forward.  Researchers are not required to revise their existing documents already in use, unless specifically requested by the REB, however, they may choose to revise this language at any time if/when another amendment is submitted with a revised consent, where it seems reasonable to do so.

