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Dept. of Health and Human Services § 46.104 

(m) Written, or in writing, for purposes 
of this part, refers to writing on a tan-
gible medium (e.g., paper) or in an elec-
tronic format. 

§ 46.103 Assuring compliance with this 
policy—research conducted or sup-
ported by any Federal department 
or agency. 

(a) Each institution engaged in re-
search that is covered by this policy, 
with the exception of research eligible 
for exemption under § 46.104, 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 
policy. In lieu of requiring submission 
of an assurance, individual department 
or agency heads shall accept the exist-
ence of a current assurance, appro-
priate for the research in question, on 
file with the Office for Human Re-
search Protections, HHS, or any suc-
cessor office, and approved for Federal- 
wide use by that office. When the exist-
ence of an HHS-approved assurance is 
accepted in lieu of requiring submis-
sion of an assurance, reports (except 
certification) required by this policy 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 depart-
ments 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 policy, as provided 
in this section, and only if the institu-
tion 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 
§ 46.103(d)). 

(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 im-
posed by this policy and shall be filed 
in such form and manner as the depart-
ment 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 as-
surance. 

(d) Certification is required when the 
research is supported by a Federal de-
partment or agency and not otherwise 
waived under § 46.101(i) or exempted 
under § 46.104. For such research, insti-
tutions shall certify that each proposed 
research study covered by the assur-
ance and this section has been reviewed 
and approved by the IRB. Such certifi-
cation must be submitted as prescribed 
by the Federal department or agency 
component supporting the research. 
Under no condition shall research cov-
ered by this section be initiated prior 
to receipt of the certification that the 
research has been reviewed and ap-
proved by the IRB. 

(e) For nonexempt research involving 
human subjects covered by this policy 
(or exempt research for which limited 
IRB review takes place pursuant to 
§ 46.104(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 in-
stitution, the institution and the orga-
nization operating the IRB shall docu-
ment 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 policy 
(e.g., in a written agreement between 
the institution and the IRB, by imple-
mentation of an institution-wide policy 
directive providing the allocation of re-
sponsibilities between the institution 
and an IRB that is not affiliated with 
the institution, or as set forth in a re-
search protocol). 

(Approved by the Office of Management and 
Budget under Control Number 0990–0260) 

§ 46.104 Exempt research. 
(a) Unless otherwise required by law 

or by department or agency heads, re-
search activities in which the only in-
volvement of human subjects will be in 
one or more of the categories in para-
graph (d) of this section are exempt 
from the requirements of this policy, 
except that such activities must com-
ply with the requirements of this sec-
tion and as specified in each category. 

(b) Use of the exemption categories 
for research subject to the require-
ments of subparts B, C, and D: Applica-
tion of the exemption categories to re-
search subject to the requirements of 
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