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Principal Investigator (PI) completes "The Request for New Protocol Review" application located on the Research Review Committee (RRC) website. The FCCC IRB approved Informed Consent Template needs to be utilized. It is located at  � HYPERLINK "http://www.fccc.edu/research/institutional_review" ��http://www.fccc.edu/research/institutional_review�.


Original protocol and 25 copies are forwarded to RRC for initial scientific review





Principal Investigator  (PI) completes protocol Amendment form  and revises Informed Consent Document located on IRB website � HYPERLINK "http://www.fccc.edu/research/institutional_review" ��http://www.fccc.edu/research/institutional_review�. One (1) copy along with a revised Informed Consent Document is forwarded to the Research Review Committee (RRC). 





Once RRC approves the Amendment, the Protocol Management Office (PMO) will assign it to an IRB meeting agenda for full board review.





If RRC revisions are required, the protocol is returned to PI for response. 





The FCCC IRB will review the amendment in accordance with institutional policies and procedures.





Once RRC approves the protocol for scientific content, the Protocol Management Office (PMO) assigns an IRB number and places the study on the IRB meeting agenda. The PI is notified with a meeting date during which he will present his protocol for review. 





Within 5 working days of the IRB meeting, the PI and the PMO are notified if the amendment has been approved. If revisions are required, memos are sent electronically to the PI and the PMO with the required changes. Once the changes are completed by PMO, they are forwarded to � HYPERLINK "mailto:P_Kraus@fccc.edu" ��P_Kraus@fccc.edu�. for confirmation





PI sends consent form and HIPAA authorization electronically to  � HYPERLINK "mailto:P_Kraus@fccc.edu" ��P_Kraus@fccc.edu� for readability review. The readability of the Consent Form should be 8.0 or lower using the Flesch-Kincaid scale.





Upon verification that all required changes are completed the IRB will forward the approval documentation, the minutes of the IRB meeting as they pertain to the Temple protocol, and the approved Informed Consent Document to the Temple IRB Administrator. The PMO office receives the approval documentation  and approved consent form.








The IRB coordinator will contact the PI to schedule the time of his presentation. Only the PI or a major co-investigator can present the protocol. The FCCC IRB will review the protocol in accordance with institutional policies and procedures





Fox Chase Cancer Center is now IRB of record for this protocol at the Temple site. This means that all amendments, ongoing reviews, adverse events, and notifications need to be submitted to the PMO office for processing.








Within 5 working days of the IRB meeting, the PI is notified if his protocol has been approved. If revisions are required, memos are sent electronically to the PI with the required changes. Once the changes are completed by the PI, they are forwarded to � HYPERLINK "mailto:P_Kraus@fccc.edu" ��P_Kraus@fccc.edu� for confirmation. 





Upon verification that all required changes are completed the IRB will forward the approval documentation, the minutes of the IRB meeting as they pertain to the Temple protocol, and the approved Informed Consent Document to the Temple IRB Administrator.





Fox Chase Cancer Center is now IRB of record for this protocol. This means that all amendments, ongoing reviews, adverse events, and notifications need to be submitted by the PI to the FCCC IRB office for processing.
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