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Does the research involve the use of prospectively collected, leftover tissue  (i.e., collected for reasons other than research)?





No





Yes





No





Are the samples coded or de-identified?
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Does the protocol involve using specimens for high risk genetic research?





Consent may be waived when using previously collected specimens if they are de-identified





The protocol must be submitted to the FULL BOARD.  
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May qualify for expedited review if risk minimal








The protocol should qualify for EXEMPT review and waiver of consent.





The protocol should qualify for EXPEDITED review and waiver of consent.
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Does the research involve the study of a rare trait/disorder, such that there is some risk of exposing the identity of sample donors, or does the research pose some risk of community or cultural harm?





Are the specimens coded by a third party and stored in a facility that will not break the code, even upon the request of a family member or meets the waiver criteria  under HIPAA and DHHS or FDA regulations?








Does the research involve the use of previously collected, stored specimens?





Are the samples either de-identified, or coded by a third party and stored in a facility that will not break the code, even upon the request of a family member or meet the waiver criteria under HIPAA and DHHS or FDA regulations? (see Appendix B)








