.:E::. it /Al

OPRS NEWS
OPRS Submit Enhancement for Dose Escalation Cohort Changes

OPRS NEWS
July 12, 2007

Please note that OPRS Submit has been enhanced to allow study teams to identify Dose
Escalation Cohort Changes as a specific amendment. These amendments are usually time
sensitive and need to be processed quickly. To submit such an amendment, please select "Dose
Escalation Cohort Change" from the "Document Type" pull down list. Please continue to use the
amendment form and attach all other relevant documentation including the revised Alert Page
and sponsor correspondence if applicable.

Thank you!

For further information, contact:

The Office for the Protection of Research Subjects
Communications Group

20 Overland Street

2nd Floor

Boston, MA 02115

617-632-3029



