
121 

Department of Health and Human Services § 46.107 

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 
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 
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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. 

(c) Each IRB shall include at least 
one member whose primary concerns 
are in scientific areas and at least one 
member whose primary concerns are in 
nonscientific areas. 

(d) Each IRB shall include at least 
one member who is not otherwise affili-
ated with the institution and who is 
not part of the immediate family of a 
person who is affiliated with the insti-
tution. 

(e) No IRB may have a member par-
ticipate in the IRB’s initial or con-
tinuing review of any project in which 
the member has a conflicting interest, 
except to provide information re-
quested by the IRB. 

(f) An IRB may, in its discretion, in-
vite individuals with competence in 
special areas to assist in the review of 
issues which require expertise beyond 
or in addition to that available on the 
IRB. These individuals may not vote 
with the IRB. 

§ 46.108 IRB functions and operations. 
In order to fulfill the requirements of 

this policy each IRB shall: 
(a) Follow written procedures in the 

same detail as described in § 46.103(b)(4) 
and, to the extent required by, 
§ 46.103(b)(5). 

(b) Except when an expedited review 
procedure is used (see § 46.110), review 

proposed research at convened meet-
ings at which a majority of the mem-
bers of the IRB are present, including 
at least one member whose primary 
concerns are in nonscientific areas. In 
order for the research to be approved, 
it shall receive the approval of a ma-
jority of those members present at the 
meeting. 

§ 46.109 IRB review of research. 
(a) An IRB shall review and have au-

thority to approve, require modifica-
tions in (to secure approval), or dis-
approve all research activities covered 
by this policy. 

(b) An IRB shall require that infor-
mation given to subjects as part of in-
formed consent is in accordance with 
§ 46.116. The IRB may require that in-
formation, in addition to that specifi-
cally mentioned in § 46.116, be given to 
the subjects when in the IRB’s judg-
ment the information would meaning-
fully add to the protection of the rights 
and welfare of subjects. 

(c) An IRB shall require documenta-
tion of informed consent or may waive 
documentation in accordance with 
§ 46.117. 

(d) An IRB shall notify investigators 
and the institution in writing of its de-
cision to approve or disapprove the pro-
posed research activity, or of modifica-
tions required to secure IRB approval 
of the research activity. If the IRB de-
cides to disapprove a research activity, 
it shall include in its written notifica-
tion a statement of the reasons for its 
decision and give the investigator an 
opportunity to respond in person or in 
writing. 

(e) An IRB shall conduct continuing 
review of research covered by this pol-
icy at intervals appropriate to the de-
gree of risk, but not less than once per 
year, and shall have authority to ob-
serve or have a third party observe the 
consent process and the research. 

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

§ 46.110 Expedited review procedures 
for certain kinds of research involv-
ing no more than minimal risk, and 
for minor changes in approved re-
search. 

(a) The Secretary, HHS, has estab-
lished, and published as a Notice in the 
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