§ 56.107

21 CFR Ch. I (4–1–10 Edition)

address, phone number, facsimile number, and electronic mail address of the
senior officer of that institution who is
responsible for overseeing activities
performed by the IRB;
(2) The IRB’s name, mailing address,
street address (if different from the
mailing address), phone number, facsimile number, and electronic mail address; each IRB chairperson’s name,
phone number, and electronic mail address; and the name, mailing address,
phone number, facsimile number, and
electronic mail address of the contact
person providing the registration information.
(3) The approximate number of active
protocols
involving
FDA-regulated
products reviewed. For purposes of this
rule, an ‘‘active protocol’’ is any protocol for which an IRB conducted an
initial review or a continuing review at
a convened meeting or under an expedited review procedure during the preceding 12 months; and
(4) A description of the types of FDAregulated products (such as biological
products, color additives, food additives, human drugs, or medical devices)
involved in the protocols that the IRB
reviews.
(c) When must an IRB register? Each
IRB must submit an initial registration. The initial registration must
occur before the IRB begins to review a
clinical investigation described in
paragraph (a) of this section. Each IRB
must renew its registration every 3
years. IRB registration becomes effective after review and acceptance by
HHS.
(d) Where can an IRB register? Each
IRB
may
register
electronically
through http://ohrp.cit.nih.gov/efile. If an
IRB lacks the ability to register electronically, it must send its registration
information, in writing, to the Good
Clinical Practice Program (HF–34), Office of Science and Health Coordination, Food and Drug Administration,
5600 Fishers Lane, Rockville, MD 20857.
(e) How does an IRB revise its registration information? If an IRB’s contact or
chair person information changes, the
IRB must revise its registration information by submitting any changes in
that information within 90 days of the
change. An IRB’s decision to review
new types of FDA-regulated products

(such as a decision to review studies
pertaining to food additives whereas
the IRB previously reviewed studies
pertaining to drug products), or to discontinue reviewing clinical investigations regulated by FDA is a change
that must be reported within 30 days of
the change. An IRB’s decision to disband is a change that must be reported
within 30 days of permanent cessation
of the IRB’s review of research. All
other information changes may be reported when the IRB renews its registration. The revised information
must be sent to FDA either electronically or in writing in accordance with
paragraph (d) of this section.
[74 FR 2368, Jan. 15, 2009]

§ 56.107 IRB membership.
(a) Each IRB shall have at least five
members, with varying backgrounds to
promote complete and adequate review
of research activities commonly conducted 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, cultural backgrounds, and
sensitivity to such issues as community attitudes, to promote respect for
its advice and counsel in safeguarding
the rights and welfare of human subjects. In addition to possessing the professional competence necessary to review the specific research activities,
the IRB shall be able to ascertain the
acceptability of proposed research in
terms of institutional commitments
and regulations, applicable law, and
standards or professional conduct and
practice. The IRB shall therefore 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 handicapped or mentally disabled persons,
consideration shall be given to the inclusion of one or more individuals who
are knowledgeable about and experienced in working with those subjects.
(b) Every nondiscriminatory effort
will be made to ensure that no IRB
consists entirely of men or entirely of
women, including the instituton’s consideration of qualified persons of both
sexes, so long as no selection is made
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§ 56.109

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 the scientific area 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 affiliated with the institution and who is
not part of the immediate family of a
person who is affiliated with the institution.
(e) No IRB may have a member participate in the IRB’s initial or continuing review of any project in which
the member has a conflicting interest,
except to provide information requested by the IRB.
(f) An IRB may, in its discretion, invite individuals with competence in
special areas to assist in the review of
complex issues which require expertise
beyond or in addition to that available
on the IRB. These individuals may not
vote with the IRB.
[46 FR 8975, Jan 27, 1981, as amended at 56 FR
28028, June 18, 1991; 56 FR 29756, June 28, 1991]

Subpart C—IRB Functions and
Operations
§ 56.108

IRB functions and operations.

In order to fulfill the requirements of
these regulations, each IRB shall:
(a) Follow written procedures: (1) For
conducting its initial and continuing
review of research and for reporting its
findings and actions to the investigator
and the institution; (2) for determining
which projects require review more
often than annually and which projects
need verification from sources other
than the investigator that no material
changes have occurred since previous
IRB review; (3) for ensuring prompt reporting to the IRB of changes in research activity; and (4) for ensuring
that changes in approved research, during the period for which IRB approval
has already been given, may not be initiated without IRB review and approval except where necessary to eliminate apparent immediate hazards to
the human subjects.
(b) Follow written procedures for ensuring prompt reporting to the IRB,

appropriate institutional officials, and
the Food and Drug Administration of:
(1) Any unanticipated problems involving risks to human subjects or others;
(2) any instance of serious or continuing noncompliance with these regulations or the requirements or determinations of the IRB; or (3) any suspension or termination of IRB approval.
(c) Except when an expedited review
procedure is used (see § 56.110), review
proposed research at convened meetings at which a majority of the members 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 majority of those members present at the
meeting.
[46 FR 8975, Jan. 27, 1981, as amended at 56
FR 28028, June 18, 1991; 67 FR 9585, Mar. 4,
2002]

§ 56.109

IRB review of research.

(a) An IRB shall review and have authority to approve, require modifications in (to secure approval), or disapprove all research activities covered
by these regulations.
(b) An IRB shall require that information given to subjects as part of informed consent is in accordance with
§ 50.25. The IRB may require that information, in addition to that specifically
mentioned in § 50.25, be given to the
subjects when in the IRB’s judgment
the information would meaningfully
add to the protection of the rights and
welfare of subjects.
(c) An IRB shall require documentation of informed consent in accordance
with § 50.27 of this chapter, except as
follows:
(1) The IRB may, for some or all subjects, waive the requirement that the
subject, or the subject’s legally authorized representative, sign a written consent form if it finds that the research
presents no more than minimal risk of
harm to subjects and involves no procedures for which written consent is normally required outside the research
context; or
(2) The IRB may, for some or all subjects, find that the requirements in
§ 50.24 of this chapter for an exception
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