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VETERANS AFFAIRS 

Date:

April 8, 2003


From:

Chief of Staff (11)

Subj:

Research Stand Down


To:

Principal Investigators  with Active VA Research Projects





THRU:  Associate Chief of Staff for Research & Development (151)



1. On March 10th, 2003, the Deputy Under Secretary for Health and the Deputy Under Secretary for Health for Operations and Management instituted a 90-day national VA human subjects research “stand down”.  The memo describing this stand down is attached.  At White River Junction we are undertaking numerous actions to comply with the mandates as prescribed.

2. All Principal Investigators (PI) with active VA research projects involving human subjects (including human data or specimens) MUST communicate with the VA R&D office NLT 6/6/03, on the following items:

a) All investigators, research coordinators and research assistants involved in human studies research, all members of the R&D Committee, and all VA members of an Institutional Review Board (IRB), will complete an educational course or complete a web-based course on BOTH the protection of human research subjects, and Good Clinical Practice. 

· To meet the protection of human research subjects component, VA investigators should use the National Cancer Institute’s web-based course on “Human Participant Protections Education for Research Teams” (http://cme.nci.nih.gov).   Print the certificate at the end of the training and forward to the VA R&D office (mail code 151 or Hinman Box 7900).

· Over the next two weeks R&D HQ will develop computer-based training in Good Clinical Practice.  The WRJ R&D office will notify you via e-mail on how to access and report this training.  

· Investigators who can document completion of these courses in the past year will not be required to re-take the training at this time. 

· All individuals subject to this policy will be required to update their training annually, thereafter. 

b) All PIs MUST provide to the R&D office a list of all personnel who perform independent clinical activities (judgment based independent of the research protocol) as part of their research activities.  This list will be forwarded to the Office of the Chief of Staff to assure those individuals are credentialed and privileged (to provide those activities on patients) by the standard credentialing and privileging process of the facility.  A “scope of work” must also be established for these individuals and forwarded to the R&D office.  

The “scope of work” may be contained within the existing position description.  If that is the case, please forward the entire position description.  Negative responses are required.

3. In addition, the White River Junction Research & Development Committee is in the process of establishing a disciplinary process for non-compliance with ethical standards of human study oversight.  Specifically, if investigators involved in human subject research conduct research without IRB approval, their standing in VA may be affected.  PIs will also be held responsible for ethical breaches in the conduct of their research.  These problems may affect the PIs ability to do research in the VA in the future.  The disciplinary process will be disseminated once locally finalized and approved.

4. For additional information, the local Center Memorandum (CM 151-02-07) entitled, “Human Research Protection Program,” may be found on the VA web site (http://vhawrjweb1/centermemos/).  The VA R&D web site may also be of interest (http://www.va.gov/resdev/).
5. Please be sure to review the attached memo.  If you have any questions please contact the Associate Chief of Staff for Research at extension 5370. 
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