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Standard Operating Procedure (SOP)

Conducting Human Subject Research at an Institution Other Than National Naval Medical Center (NNMC)

Purpose: To clarify requirements for the situation where a staff member or trainee billeted at NNMC wishes to conduct or participate in a human subject research project at an institution other than NNMC.

Scope:  This SOP applies to all staff and trainees, whether active duty or civilian, billeted at NNMC and refers to all institutions other than NNMC including other military or civilian institutions whether in the metropolitan Washington, DC area or anywhere else in the world.  This SOP applies to all human subject research but does not apply to non-human, non-animal or animal research.  For procedures applicable to non-human, non-animal or animal research, please refer to the appropriate SOP addressing these kinds of research, available on the RCRs web site.  This SOP refers to research where no persons other than the investigator, no NNMC subjects, and no NNMC facilities or resources are involved in the research.

Investigator Requirements: The investigator must submit to the Responsible Conduct of Research Service (RCRS) the following:

1) A completed NNMC Research Protocol Cover which can be found on the RCRS webpage.  

2) A complete copy of the research proposal as approved by the other institution.

3) A copy of the letter documenting Institutional Review Board (IRB) approval of the research proposal by the IRB at the other institution.

4) A copy of the investigator’s human subject research training certificate.

RCRS Requirements:  RCRS personnel will prepare a research Memorandum of Understanding (MOU) or a Cooperative Research and Development Agreement (CRADA) as required.
Outcome:   When Investigator Requirements 1-4 are complete the following will occur:

1) The research proposal will be submitted to the NNMC IRB for consideration.

2) If the proposal is endorsed by the NNMC IRB and approved by the Commander, an approval letter will be issued by RCRS and provided to the investigator for her or his records.
3) A Clinical Investigation Program (CIP) number will be assigned to the research project, making the investigator eligible to apply for travel funding to present her or his research findings at a national meeting.

Follow-up:  RCRS will send the principal investigator an annual report to complete in October of each new fiscal year.
