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IRB Registration with FDA and OHRP

IRB00001389 - Patient Advocacy Council, Inc.
Attention all Sponsors, CROs and Investigators:

On 15 January 2009, the Food and Drug Administration (FDA) issued a final rule that affects every Institutional Review Board (IRB) in the United States that reviews clinical investigations which are intended to support applications for research or marketing permits for products regulated by FDA or clinical investigations otherwise regulated by FDA. At the same time, the Office of Human Research Protection (OHRP) issued its own legislation expanding the items required for its previously existing registration. Both pieces of legislation took effect on 14 July 2009 and all IRBs are required to register by September 2009. In order to accommodate this registration mandate, FDA teamed with OHRP to create one combined database. With this said, those IRBs that were already registered with OHRP needed only to update the current registration to include the newly mandated information.

Patient Advocacy Council, Inc. IRB has completed the update process as outlined above and our current registration is valid through 15 August 2012. Patient Advocacy Council, Inc.  is registered with OHRP under registration number IORG0001006. 

This registration is listed on OHRP’s website at http://ohrp.cit.nih.gov/search/search.aspx
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