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1 Packet:

1.  VA HRPP and Reporting Research Events SOPs * **

2.  VA Research and Human Subjects * **

3.  VA Protocol Flow Chart * **

4.  VA Notification of Pending Research Form * **

5.  VA Investigator Data Form (10-5368, p .18) * **

6.  VA Informed Consent Template (10-1086) * ** †


7.  VA HIPAA Template * ** †

8.  VA HRPP Education and Training Procedure * **

9.  VA Checklist for Reviewing Privacy, Confidentiality, and Information Security * ** † 
           10.  MU IRB#1 Protocol Flow Chart **
           11.  MU IRB#1 Initial Protocol Application Instructions **
           12.  MU IRB#1 Research (Protocol) Application Form ** †
           13.  MU IRB#1 Initial Protocol Assessment Form (Full or Expedited), VA Addendum ** †
Available:   *VA Intranet

**MU ORI Internet

  †IRBNet
NOTE:  R&D Committee must approve all VA research studies before they are initiated.
 
Principal Investigator notifies Research Service Office of intent to conduct a human subject research protocol.





Investigator receives application packet at Research Office, through VA intranet, MU ORI internet, or IRBNet1. Principal investigator (PI) reviews VA and MU ORI HRPP SOPs to learn procedures.





PI completes application packet on IRBNet.  PI, Co-I, and research staff complete all MU and VA education and training requirements. Full access: Research Coordinator, AO, VA IRB Coordinator; Reader access:  ISO, PO, RCO, reviewer(s).





 All required information must be submitted to Research Office, ISO, PO, 


and MU ORI 30 days before the next scheduled MU IRB#1 meeting.


Research Office determines if other subcommittee review necessary.  





Subcommittee review





MU IRB#1Chairman or Designee reviews the protocol and determines if it meets criteria for Exempt Review.








MU IRB#1 Chairman or Designee reviews the protocol and determines if protocol meets criteria for Expedited Review.








Meets Exempt criteria





Protocol and Exempt Checklist reported as meeting Exempt criteria at MU IRB#1 meeting.





Investigator Notified. Protocol referred to VA R&D Committee for Approval, Modification, or Disapproval.





Meets Expedited criteria





Protocol and Expedited Checklist reported as meeting Expedited criteria at MU IRB#1 meeting.





Investigator notified. Protocol referred to R&D Committee for Approval, Modification, or Disapproval.





Convened MU IRB#1 Approves, Modifies or Disapproves.





  Disapproved





Investigator notified of MU IRB#1 approval.





Investigator notified of changes required.





Protocol referred to R&D Committee by at least 14 days before next meeting.





Investigator makes appropriate changes





Review at the R&D Committee. Investigator presents protocol if requested.





R&D Vote





Final ISO and PO review. Protocol is approved.





Modification recommended





Investigator notified protocol is disapproved.





Investigator receives approval letter from R&D Committee





Research can begin!








