SUBMISSION INSTRUCTIONS FOR THE ADDITION OF INDEPENDENT INVESTIGATORS

1.  Provide a list of independent investigators. 
2.  For each independent investigator indicate whether or not he/she is “engaged” or “not engaged” in the research (see OHRP’s guidance on “Engagement of Institutions in Research” at http://www.hhs.gov/ohrp/policy/engage08.html).
3.  For each independent investigator who is “engaged”: (1) describe his/her role with human subjects/identifiable human data, and (2) describe your oversight of his/her involvement.  

Note: If an independent investigator is “engaged,” and the research is (1) not exempt and (2) involves a Direct Federal award made to VCU (or application for such), the independent investigator must sign a formal written agreement with VCU certifying terms for the protection of human subjects. For an agreement to be approved: (1) the PI must directly supervise all of the research activities, (2) agreement must follow the ORSP template, (3) IRB must agree to the involvement of the independent investigator, and (4) agreement must be in effect prior to final IRB approval.
Note: Additional guidance at  http://www.research.vcu.edu/irb/wpp/flash/XVII-15.htm
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