Fox Chase Cancer Center

Institutional Review Board

Reciprocal Agreement Process Flow

For Temple University Investigators

PMO office manages all clinical protocols, and is instrumental in overseeing  behavioral protocol which are managed by the IRB

· Temple University Principal Investigators (PI’s) submits 26 copies of The Request for Review Application to Research Review Committee (RRC)

· RRC requests an IRB # from the Institutional Review Board

· If RRC revisions are necessary the Temple PI is responsible.

· Once RRC approves protocol it is sent to the IRB along w/26 copies including the abstract, supplemental information, consent form and HIPAA forms

· At this point the Protocol Management Office (PMO) places study in the Que for IRB review.

· PMO will notify the Temple PI as to the date of their study review.

· Temple University sends their Electronic version of the consent form, HIPAA to P_Kraus@fccc.edu for readability.

· Only you or a major co-investigator may present your protocol.

· The IRB coordinator will schedule time to present protocol at the IRB meeting via hard copy to PI.

· The IRB will send a hard copy and email memo.

· If IRB revisions are required we will contact you via email.

· These rules apply to ongoing reviews, amendments, AE’s and all pertinent information about his/her protocol.  All these forms may be found on FCCC website submitted to the RRC, who in return will send along to the IRB office.

Questionnaire Subcommittee: Please see IRB website for details 


Procedures of Questionnaire Subcommittee

· The Subcommittee meets on the first Tuesday of each month at 10:00 am. 

· All protocols must be submitted to the Research Review Committee (RRC); RRC forwards all studies to the IRB Office for further action.  Protocols that have questionnaires will be reviewed by the Questionnaire Sub-Committee.  

· The original protocol and six copies must be forwarded to the IRB Office, attention: Mary Ellen Quinn, IRB Coordinator, if protocols require Questionnaire Sub-Committee review.  The PI will be notified when copies are needed.

· Protocols that are approved by the sub-committee can then be sent on to the IRB for review.  The Chair of the Questionnaire sub-committee forwards an e-mail message to PI and the IRB administrative assistant stating results of committee’s review.  PI is responsible for any recommended revisions.  Revised consent form, along with copy of complete study, should then be forwarded to IRB Office to determine if revisions as recommended have been completed.

· Procedures of the Recruitment Subcommittee 

Instructions:

· The PI will submit 5 copies of all Recruitment material to Kimberly Clinton IRB Coordinator,  2nd Floor, 50HP after your protocol has been approved.
· Submit one completed Review Request Form for each recruitment piece (e.g. poster, lay summary, flyer, etc.) being submitted
· Submit the most recently approved consent form
