[image: image1.jpg]FOX CHASE

CANCERCENTER




IRB #



TITLE:


PI:



REQUEST FOR WAIVER OF DOCUMENTATION OF CONSENT

According to 45 CFR 46 Section 46.117, an IRB may waive the requirement for the investigator to obtain a signed consent form for some or all research participants if it finds either:

_____ The research presents no more than minimal risk



AND

_____ The research involves procedures that do not require written consent when performed outside of a research setting







AND

_____ The study is not FDA regulated. 


45 CFR 46.117(c)(2)

OR
_____ The principal risks are those associated with a breach of confidentiality concerning the research participant’s participation in the research            

AND
_____ The consent document is the only record linking the research participant with the research.

AND

_____ Each research participant will be asked whether the participant wants documentation linking the participant with the research, and the participant’s wishes will govern. 

AND

_____ The study is not FDA regulated. 




45 CFR 46.117(c)(1)

Chairperson Signature     
                       Date

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