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§ 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 which is covered by this policy 
and which 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 
set forth in this policy. In lieu of re-
quiring submission of an assurance, in-
dividual department or agency heads 
shall accept the existence of a current 
assurance, appropriate for the research 
in question, on file with the Office for 
Protection from Research Risks, HHS, 
and approved for federalwide use by 
that office. When the existence of an 
HHS-approved assurance is accepted in 
lieu of requiring submission of an as-
surance, reports (except certification) 
required by this policy to be made to 
department and agency heads shall 
also be made to the Office for Protec-
tion from Research Risks, HHS. 

(b) Departments and agencies will 
conduct or support research covered by 
this policy only if the institution has 
an assurance approved 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 pro-
vided for in the assurance, and will be 
subject to continuing review by the 
IRB. Assurances applicable to federally 
supported or conducted research shall 
at a minimum include: 

(1) A statement of principles gov-
erning the institution in the discharge 
of its responsibilities for protecting the 
rights and welfare of human subjects of 
research conducted at or sponsored by 
the institution, regardless of whether 
the research is subject to federal regu-
lation. This may include an appro-
priate existing code, declaration, or 
statement of ethical principles, or a 
statement formulated by the institu-
tion itself. This requirement does not 
preempt provisions of this policy appli-
cable to department- or agency-sup-
ported or regulated research and need 
not be applicable to any research ex-
empted or waived under § 46.101 (b) or 
(i). 

(2) Designation of one or more IRBs 
established in accordance with the re-
quirements of this policy, and for 
which provisions are made for meeting 
space and sufficient staff to support 
the IRB’s review and recordkeeping du-
ties. 

(3) A list of IRB members identified 
by name; earned degrees; representa-
tive capacity; indications of experience 
such as board certifications, licenses, 
etc., sufficient to describe each mem-
ber’s chief anticipated contributions to 
IRB deliberations; and any employ-
ment or other relationship between 
each member and the institution; for 
example: full-time employee, part-time 
employee, member of governing panel 
or board, stockholder, paid or unpaid 
consultant. Changes in IRB member-
ship shall be reported to the depart-
ment or agency head, unless in accord 
with § 46.103(a) of this policy, the exist-
ence of an HHS-approved assurance is 
accepted. In this case, change in IRB 
membership shall be reported to the 
Office for Protection from Research 
Risks, HHS. 

(4) Written procedures which the IRB 
will follow (i) for conducting its initial 
and continuing review of research and 
for reporting its findings and actions to 
the investigator and the institution; 
(ii) for determining which projects re-
quire review more often than annually 
and which projects need verification 
from sources other than the investiga-
tors that no material changes have oc-
curred since previous IRB review; and 
(iii) for ensuring prompt reporting to 
the IRB of proposed changes in a re-
search activity, and for ensuring that 
such changes in approved research, 
during the period for which IRB ap-
proval has already been given, may not 
be initiated without IRB review and 
approval except when necessary to 
eliminate apparent immediate hazards 
to the subject. 

(5) Written procedures for ensuring 
prompt reporting to the IRB, appro-
priate institutional officials, and the 
department or agency head of (i) any 
unanticipated problems involving risks 
to subjects or others or any serious or 
continuing noncompliance with this 
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policy or the requirements or deter-
minations of the IRB and (ii) any sus-
pension or termination of IRB ap-
proval. 

(c) 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. 

(d) The department or agency head 
will evaluate all assurances submitted 
in accordance with this policy through 
such officers and employees of the de-
partment or agency and such experts 
or consultants engaged for this purpose 
as the department or agency head de-
termines to be appropriate. The depart-
ment or agency head’s evaluation will 
take into consideration the adequacy 
of the proposed IRB in light of the an-
ticipated scope of the institution’s re-
search activities and the types of sub-
ject populations likely to be involved, 
the appropriateness of the proposed ini-
tial and continuing review procedures 
in light of the probable risks, and the 
size and complexity of the institution. 

(e) On the basis of this evaluation, 
the department or agency head may 
approve or disapprove the assurance, or 
enter into negotiations to develop an 
approvable one. The department or 
agency head may limit the period dur-
ing which any particular approved as-
surance or class of approved assurances 
shall remain effective or otherwise 
condition or restrict approval. 

(f) Certification is required when the 
research is supported by a federal de-
partment or agency and not otherwise 
exempted or waived under § 46.101 (b) or 
(i). An institution with an approved as-
surance shall certify that each applica-
tion or proposal for research covered 
by the assurance and by § 46.103 of this 
Policy has been reviewed and approved 
by the IRB. Such certification must be 
submitted with the application or pro-
posal or by such later date as may be 
prescribed by the department or agen-
cy to which the application or proposal 
is submitted. Under no condition shall 
research covered by § 46.103 of the Pol-
icy be supported prior to receipt of the 
certification that the research has been 
reviewed and approved by the IRB. In-
stitutions without an approved assur-

ance covering the research shall certify 
within 30 days after receipt of a request 
for such a certification from the de-
partment or agency, that the applica-
tion or proposal has been approved by 
the IRB. If the certification is not sub-
mitted within these time limits, the 
application or proposal may be re-
turned to the institution.

(Approved by the Office of Management and 
Budget under control number 9999–0020) 

[56 FR 28012, 28022, June 18, 1991; 56 FR 29756, 
June 28, 1991]

§§ 46.104—46.106 [Reserved]

§ 46.107 IRB membership. 
(a) Each IRB shall have at least five 

members, with varying backgrounds to 
promote complete and adequate review 
of research activities commonly con-
ducted by the institution. The IRB 
shall be sufficiently qualified through 
the experience and expertise of its 
members, and the diversity of the 
members, including consideration of 
race, gender, and cultural backgrounds 
and sensitivity to such issues as com-
munity attitudes, to promote respect 
for its advice and counsel in safe-
guarding the rights and welfare of 
human subjects. In addition to pos-
sessing the professional competence 
necessary to review specific research 
activities, the IRB shall be able to as-
certain the acceptability of proposed 
research in terms of institutional com-
mitments and regulations, applicable 
law, and standards of professional con-
duct and practice. The IRB shall there-
fore include persons knowledgeable in 
these areas. If an IRB regularly reviews 
research that involves a vulnerable 
category of subjects, such as children, 
prisoners, pregnant women, or handi-
capped or mentally disabled persons, 
consideration shall be given to the in-
clusion of one or more individuals who 
are knowledgeable about and experi-
enced in working with these subjects. 

(b) Every nondiscriminatory effort 
will be made to ensure that no IRB 
consists entirely of men or entirely of 
women, including the institution’s con-
sideration of qualified persons of both 
sexes, so long as no selection is made 
to the IRB on the basis of gender. No 
IRB may consist entirely of members 
of one profession. 
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