§ 2584.103 Assuring compliance with this part—research conducted or supported by any Federal
department or agency.

(a) Each institution engaged in research that is covered by this part, with the exception of
research eligible for exemption under § 2584.104, and that is conducted or supported by a Federal
department or agency, shall provide written assurance satisfactory to the department or agency
head that it will comply with the requirements of this part. In lieu of requiring submission of an
assurance, the department or agency head shall accept the existence of a current assurance,
appropriate for the research in question, on file with the Office for Human Research Protections,
HHS, or any successor office, and approved for Federal-wide use by that office. When the
existence of an HHS-approved assurance is accepted in lieu of requiring submission of an
assurance, reports (except certification) required by this part to be made to department and
agency heads shall also be made to the Office for Human Research Protections, HHS, or any
successor office. Federal departments and agencies will conduct or support research covered by
this policy only if the institution has provided an assurance that it will comply with the
requirements of this part, as provided in this section, and only if the institution has certified to the
department or agency head that the research has been reviewed and approved by an IRB (if such
certification is required by paragraph (d) of this section).

(b) The assurance shall be executed by an individual authorized to act for the institution and to
assume on behalf of the institution the obligations imposed by this part and shall be filed in such
form and manner as the department or agency head prescribes.

(c) The department or agency head may limit the period during which any assurance shall remain
effective or otherwise condition or restrict the assurance.

(d) Certification is required when the research is supported by a Federal department or agency
and not otherwise waived under § 2584.101(i) or exempted under § 2584.104. For such research,
institutions shall certify that each proposed research study covered by the assurance and this
section has been reviewed and approved by the IRB. Such certification must be submitted as
prescribed by the Federal department or agency component supporting the research. Under no
condition shall research covered by this section be initiated prior to receipt of the certification
that the research has been reviewed and approved by the IRB.

(e) For nonexempt research involving human subjects covered by this part (or exempt research
for which limited IRB review takes place pursuant to § 2584.104(d)(2)(iii), (d)(3)(i)(C), or (d)(7)
or (8)) that takes place at an institution in which IRB oversight is conducted by an IRB that is not
operated by the institution, the institution and the organization operating the IRB shall document
the institution's reliance on the IRB for oversight of the research and the responsibilities that each
entity will undertake to ensure compliance with the requirements of this part (e.g., in a written
agreement between the institution and the IRB, by implementation of an institution-wide policy
directive providing the allocation of responsibilities between the institution and an IRB that is not
affiliated with the institution, or as set forth in a research protocol).



