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I have recently been appointed as the Chairperson for the VA Subcommittee for Clinical Investigation (SCI).  The SCI supplements, but does not replace, the University of Florida Health Center Institutional Review Board (HSC-IRB) approval.  The role of the SCI is to carefully review the protocols, especially the informed consent, to see how each study impacts this VA institution and our veterans (clinically, ethically, financially, etc.).  Additionally, the SCI makes recommendations for approval to the VA Research and Development Committee (R&D), the committee charged with responsibility for research oversight at the VA.    

Further information is available on the IRB website http://irb.ufl.edu/irb01/.    

The following is a new policy regarding the employment status of individuals allowed to conduct research at the VA effective 7/1/03.

1. Full-time VA compensated staff who function as a Principal Investigator, Co-Principal Investigator or Sub-Investigator on a project must submit the project to the Subcommittee for Clinical Investigation (SCI) and Research and Development Committee (R&D) for review.  There are occasional exceptions to submitting studies to the SCI.  These largely involve protocols that use children as subjects.  These would need to be approved on a case-by-case basis, either by me or by the ACOS for Research and Development.
2. Part-time VA compensated staff who function as Principal Investigator, Co-Principal Investigator or Sub-Investigator on a project must submit the project to the SCI and the R&D if the project involves VA time, subjects or resources, but are exempt from submitting other projects for VA review. 

3. Fee basis, contract and consultant level physicians must receive express written permission of the VA R&D Committee in order to utilize VA facilities for research.  Requests for R&D approval may be sent to the SCI with the project submission.

4. Residents, fellows, and students cannot be principal investigators on VA projects but can submit a written statement* from a full-time or part-time VA-compensated individual requesting to serve as the VA investigator.  The VA-compensated individual must have no less than Sub-Investigator status on the IRB project record.  The written statement from the VA-compensated individual must affirm that he or she will oversee all aspects of the project for compliance with VA Research policies and procedures, including, but not limited to, the following:

· Adverse events

· Modifications to the protocol

· Modifications to the informed consent

· Sponsor changes, letters from the sponsor, DSMB reports

· Protocol deviations

· IRB annual renewals

· VAMC annual renewals

· Project closure

5. A VA-Without Compensation (WOC) appointee, e.g. university employee or non-M.D. faculty member, can serve as a principal investigator by providing a written statement* from a full-time or part-time VA-compensated individual who will be responsible for the items listed in number 4 (above).  The VA-compensated individual must have no less than Sub-Investigator status on the IRB project record.  
6. Any research support staff who is not VA-compensated must apply to the Research Service Program Support Clerk for a VA-WOC appointment 
*The written statement must be sent to the Subcommittee for Clinical Investigation with the project submission.

Thank you very much.  If you have any questions you are free to contact me, or the Executive Assistant for Research, Faye Coorpender, at ext. 5268.
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