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Revisions to Letter to Sponsors Concerning DFCI IRB Policy on
Re-Consenting Subjects

OHRS has revised the Letter to Sponsors to provide more detailed information on when the
DFCI IRBs require subjects in approved research to be re-consented. Generally, DFCI IRBs only
require re-consent if (1) the investigator states in an amendment or other document that subjects
will be re-consented; or (2) if a new risk has been identified that impacts the risk/benefit ratio in
the approved research. The Letter to Sponsors has more specific information.

Click to view revised Letter to Sponsors.

Please feel free to contact OHRS if you have any questions.
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http://www.dfhcc.harvard.edu/fileadmin/DFHCC_Admin/Clinical_Trials/OPRS/Investigator_Resources/IRB_Assurance_Letter.pdf

