Regulatory Basis for the Federalwide Assurance (FWA)



The Federalwide Assurance (FWA) and Institutional Review Board (IRB) Registration are issued pursuant to Section 491 of the Public Health Service Act, 42 U.S.C. 289, and to human subjects protection regulations at 45 C.F.R. 46.103.  Institutions engaged in human subjects research covered by Department of Health and Human Service's (DHHS) regulations and conducted or supported by the DHHS must submit a written assurance of compliance satisfactory to the Secretary.  OHRP reviews and approves assurances on behalf of the Secretary.  45 C.F.R. 46.103 further specifies that in lieu of requiring submission of an assurance of compliance, individual federal department or agency heads shall accept the existence of a current federalwide assurance that has been approved by and is on file with OHRP. 

OHRP is submitting the Federalwide Assurance, Terms of Assurance, and IRB Registration forms to the U.S. Office of Management and Budget for review and clearance pursuant to the Paperwork Reduction Act, 44 U.S.C. 3507, 1995.

