SUBMISSION INSTRUCTIONS FOR THE ADDITION OF NON-VCU INSTITUTIONS/SITES (DOMESTIC AND FOREIGN) 

1.  Provide the following information for each non-VCU institution/site (domestic and foreign) that has agreed to participate:

· Name of institution/site
· Contact information for institution/site

2.  For each institution, indicate whether or not it is “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 institution that is “engaged” provide an OHRP Federalwide Assurance (FWA) # if: (1) the research is not exempt, and (2) the research involves a direct federal award made to VCU (or application for such). 
Note: Additional guidance at http://www.research.vcu.edu/irb/wpp/flash/XVII-6.htm, and http://www.research.vcu.edu/irb/wpp/flash/XVII-11.htm.
4.  In addition, provide a description of each institution’s role in the human subjects research, adequacy of the facility (in order to ensure human subject safety in the case of an unanticipated emergency), responsibilities of its agents/employees, and oversight that you will be providing in order to ensure adequate and ongoing protection of the human subjects.  You should only identify institutions that have agreed to participate.  If additional institutions agree to participate at a later time, they must be added by amendment to the protocol.  
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