Dear VA Colleagues,

On May 10 at Noon EDST, our ORO Compliance Teleconference will be dedicated to the topic of requirements for research involving recombinant DNA molecules.  VA medical centers and investigators involved in this type of research must adhere to special research review and biosafety requirements as articulated in the NIH Guidelines for Research Involving Recombinant DNA Molecules (NIH Guidelines).  All research involving recombinant DNA must comply with the NIH Guidelines when an institution receives any funding from the NIH for research involving recombinant DNA.  Furthermore, it is VA policy that all investigators adhere to the NIH Guidelines, regardless of the funding source of their research (see http://www1.va.gov/oro/page.cfm?pg=53).

Our guests for this call will be Amy P. Patterson, M.D., Director of the NIH Office of Biotechnology Activities (OBA, the office that oversees implementation of the NIH Guidelines) and Allan Shipp, Director of Outreach at OBA.  They will describe the NIH Guidelines and explain what institutions and investigators need to do to ensure that they are in compliance.  Their presentation will include an overview of Institutional Biosafety Committees (IBCs) as the primary mechanism for local oversight of laboratory-based, as well as clinical recombinant DNA research.  They will also discuss the Recombinant DNA Advisory Committee, which plays a key role in the review of human gene transfer experiments. 

Closer to the date of our call, a copy of their slides will be sent for your review in advance of her presentation.  In the meantime, you are encouraged to learn more about OBA, IBCs, the NIH Guidelines, and the RAC by visiting the OBA Web site at http://www4.od.nih.gov/oba/Rdna.htm.  In particular, two series of Frequently Asked Questions may be of interest, the first on IBCs (http://www4.od.nih.gov/oba/IBC/IBCindexpg.htm) and the second on the review process for human gene transfer trials (http://www4.od.nih.gov/oba/RAC/RAC_FAQs.htm).

We hope that you can join the call.  The dial-in information remains the same: (800) 767-1750 / Access Code: 24088#.

Tom Puglisi, PhD

Acting Chief Officer, ORO

