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ADD COMMAND NAME HERE�Human Research Protection Program �Protocol Submission Process and Chain of Communication


For Commands without Their Own IRB








Completes education requirements & provides documentation to Command HRPP POC


Drafts research protocol including consent documents and other appropriate documents and forms





ROLE							RESPONSIBILITIES





Principal Investigator (PI)





PI’s Dept/Div Head





Endorses research protocol for submission (modify to command’s review process)





Coordinates required scientific review (may establish agreement with another command to do science review)


Coordinates review of research protocol within command and among other commands, as appropriate


May coordinate preparation of agreements





Command Designated


HRPP POC 


(Research Coordinator etc.)





CO, Command w/o IRB





Signs CO letter endorsing submission of research protocol to Command with reviewing IRB





Coordinates submitting research protocol to Command with reviewing IRB


 (modify to command’s review process)





HRPP POC, Command w/o IRB





Review by Command with reviewing IRB





Conducts IRB review of research protocol





POC, Command with reviewing IRB





Notifies CO/HRPP POC of command performing research of IRB review results





Notifies HRPP POC and PI of review results or approval to begin research


Must provide written approval to PI to begin research 


Implements on-site post-approval monitoring 





CO, Command w/o IRB





Maintains communications between CO, PI and IRB


Conducts oversight and monitoring


Forwards CO approved protocol submissions to DON HRPP





HRPP POC, Command w/o IRB





Conducts research according to approved research protocol


Submits, using same process as above for:


Continuing reviews


Amendments to research protocol


Unanticipated problems, serious adverse events, protocol deviations, subject complaints


Final reports





PI
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