December 4, 2000
Registration of Institutional Review Boards
And
Simplified Filing of Institutional Assurances of Protection for Human Subjects
Registration of Institutional Review Boards (IRBs)
The Department of Health and Human Services (HHS) Office for Human Research Protections (OHRP) today introduces a process through which Institutional Review Boards (IRBs) can register with HHS and thereby receive timely information from HHS about the protection of human subjects.  Under the new system, each IRB will be assigned a unique IRB Identification Number.  The registration process will eventually enable HHS to identify IRBs that oversee HHS-supported and HHS-regulated human subject research.
Simplified Filing of Institutional Assurances of Protection for Human Subjects
OHRP is also introducing a simplified process for filing Institutional Assurances of Protection for Human Subjects. Assurances approved under this process will cover all of the institution’s federally supported human subject research. All institutions needing Assurances are encouraged to file a new Federal wide Assurance of Protection for Human Subjects (FWA) at their earliest convenience.  Each legally separate institution will need its own FWA and will be assigned a unique Assurance number.
OHRP invites comments and suggestions about these processes during their initial phase of implementation, which will last approximately 3 months. During this initial phase, completed materials must be sent to OHRP for processing (for IRB Registration) or approval (for Assurances).
Based on feedback and experience during the first phase, OHRP will make necessary modifications and launch an interactive, on-line version that will permit direct submission and updating of most IRB Registration and Institutional Assurance materials. Of course, OHRP will continue to receive materials on paper from entities that do not have access to the world-wide-web.
Why Register an IRB?
Registration will facilitate HHS’s effort to establish effective communication with IRBs working to protect human subjects, especially those responsible for HHS-regulated or HHS-supported research. Registered IRBs will benefit from emerging technologies to make communication to and from HHS quick and easy.
At the present time, Registration is required only for IRBs and IECs designated under an OHRP Federal wide Assurance of Protection for Human Subjects. However, other IRBs and IECs are encouraged to register voluntarily. FDA does not currently require IRB Registration.
What is an "Assurance" and When is an "Assurance" Needed? 
The Federal Policy (Common Rule) for the protection of human subjects requires that each institution "engaged" in Federally supported human subject research file an "Assurance" of protection for human subjects. The Assurance formalizes the institution’s commitment to protect human subjects. The requirement to file an Assurance includes both "awardees" and collaborating "performance site" institutions.
Under the Federal Policy (Common Rule) at awardees and their collaborating institutions become "engaged" in human subject research whenever their employees or agents (i) intervene or interact with living individuals for research purposes; or (ii) obtain, release, or access individually identifiable private information for research purposes.  The awardee is responsible for ensuring that all collaborating institutions engaged in the research hold an approved Assurance prior to their initiation of the research.
What Happens to Existing Assurances (MPAs, CPA's, SPA's)
Existing Assurances (Multiple Project Assurances -- MPA’s; Cooperative Project Assurances – CPAs; Single Project Assurances -- SPA) will remain in effect through their current expiration date, or December 31, 2003 (which ever comes first). Of course, coverage under these Assurances will be limited to that described in the Assurance.  Institutions holding MPA’s, CPAs, and SPA's are encouraged to file a new Federal wide Assurance (FWA) at their earliest convenience.
Institutional Review Boards (IRBs) designated under currently approved MPA’s will be registered automatically. MPA institutions will receive a letter from OHRP requesting verification of information concerning their designated IRBs.
If they wish to be registered with HHS, IRBs currently designated only under CPAs or SPA’s will have to submit registration materials through the new system.
Note that each legally separate entity that engages in federally supported human subject research needs its own Assurance under the new system. Joint Assurances, and Inter-institutional Amendments have been eliminated. However, institutions are free to designate IRBs under their Assurances that are operated by other entities.
For additional information:
See OHRP's website at http://ohrp.osophs.dhhs.gov/irbasur.htm. 
