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The IRB approved the protocol 25286.

If the study was approved under expedited or full board review, the approval period can be found above. Otherwise, the
study was deemed exempt and does not have an IRB approval period.

If applicable to your study, you can access your |RB-approved, stamped consent document or consent script through
ERA. Open the Attachmentstab and open the stamped documents by clicking the Latest link next to each
document. The stamped documents are labeled as such. Copies of the IRB approved stamped consent document or
consent script must be used in obtaining consent.

Before an approval period ends, you must submit the Continuing Review form via the ERA module. Please note
that though an item is submitted in ERA, it is not received in the IRB office until the principal investigator approvesiit.
Consequently, please submit the Continuing Review form viathe ERA module at least 60 days, and preferably 90 days,
before the study's expiration date.

Notethat all applicable Institutional approvals must also be secured befor e study implementation. These
approvalsinclude, but are not limited to, Medical Radiation Committee (“MRC"); Radiation Safety Committee (“RSC”);
Institutional Biosafety Committee ("IBC"); and Temple University Survey Coordinating Committee ("TUSCC"). Please
visit these Committees’ websites for further information.

Finally, in conductiing this research, you are obligated to submit the following:

e Amendment requests - all changesto the study must be approved by the IRB prior to theimplementation of
the changes unless necessary to eliminate apparent immediate hazar dsto subjects



* Reportable new information - using the Reportable New I nfor mation form, report new information items such
as those described in the Investigator Guidance: Prompt Reporting Requirements HRP-801 to the IRB within 5
days

e Closurereport - using a closure form, submit when the study is permanently closed to enroliment; al subjects
have completed all protocol related interventions and interactions; collection of private identifiable information is
complete; and Analysis of private identifiable information is complete.

For the complete list of investigator responsihilities, please see the Policies and Procedures, the Investigator Manual, and
other requirements found on the Temple University IRB website: : http://research.temple.edu/irb-forms-standard-
operating-procedures#POLICY

Please contact the IRB at (215) 707-3390 if you have any questions
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