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Revised Forms Posted on OHRS Website

DFCI Amendment Submission Form:

1. New Section: Part B - Amendment Overview

The Amendment Submission Form was revised to more efficently capture the type of
amendment being submitted to OHRS for IRB review in order to assist OHRS staff in triaging
and prioritizing amendments appropriately. Certain questions were moved and added to this
new section titled: Part B - Amendment Overview and the Justifcation section was moved down
to Part C. New questions ask whether the study is moving to a new Phase (question 4) and
check boxes (question 5) were added to help identify quickly what types of changes are
proposed in the amendment submission.

2. Minor administrative and formatting changes made

Please note: The current version of the Amendment form posted for use with this communication
is dated 1/28/2009. After 2/28/2009 Amendments submitted on an earlier version of this form will
not be accepted by OHRS.

DFCI PI/Site PI Change Form:

1. New Question: Part B - Change in Investigator Information

The revised PI/Site PI Change Form was revised to include a new question in Part B regarding
whether or not the investigator being changed will remain on the study in a new role or if they
will be removed from the study entirely.

Please note: The current version of the PI/Site PI Change Form posted for use with this
communication is dated 1/28/2009. After 2/28/2009 PI/Site PI Change Forms submitted on an
earlier version of this form will not be accepted by OHRS.

RSC Screening From:

1. Minor administrative and formatting changes made

Please note: The current version of the RSC Screening Form posted for use with this
communication is dated 1/28/2009. After 2/28/2009 RSC Screening Forms submitted on an




earlier version of this form will not be accepted by OHRS.

The forms are available from the OHRS website: http://www.dfhcc.harvard.edu/ohrs.

Please do not hesitate to contact OHRS if you have any questions or require additional
information.
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