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520(g) of the act is deemed to be syn-
onymous with the term institution for
purposes of this part.

(i) Institutional review board (IRB)
means any board, committee, or other
group formally designated by an insti-
tution to review biomedical research
involving humans as subjects, to ap-
prove the initiation of and conduct
periodic review of such research. The
term has the same meaning as the
phrase institutional review committee as
used in section 520(g) of the act.

(j) Test article means any drug (in-
cluding a biological product for human
use), medical device for human use,
human food additive, color additive,
electronic product, or any other article
subject to regulation under the act or
under sections 351 and 354–360F of the
Public Health Service Act (42 U.S.C. 262
and 263b–263n).

(k) Minimal risk means that the prob-
ability and magnitude of harm or dis-
comfort anticipated in the research are
not greater in and of themselves than
those ordinarily encountered in daily
life or during the performance of rou-
tine physical or psychological exami-
nations or tests.

(l) Legally authorized representative
means an individual or judicial or
other body authorized under applicable
law to consent on behalf of a prospec-
tive subject to the subject’s
particpation in the procedure(s) in-
volved in the research.

(m) Family member means any one of
the following legally competent per-
sons: Spouse; parents; children (includ-
ing adopted children); brothers, sisters,
and spouses of brothers and sisters; and
any individual related by blood or af-
finity whose close association with the
subject is the equivalent of a family re-
lationship.

[45 FR 36390, May 30, 1980, as amended at 46
FR 8950, Jan. 27, 1981; 54 FR 9038, Mar. 3, 1989;
56 FR 28028, June 18, 1991; 61 FR 51528, Oct. 2,
1996; 62 FR 39440, July 23, 1997]

Subpart B—Informed Consent of
Human Subjects

SOURCE: 46 FR 8951, Jan. 27, 1981, unless
otherwise noted.

§ 50.20 General requirements for in-
formed consent.

Except as provided in § 50.23, no in-
vestigator may involve a human being
as a subject in research covered by
these regulations unless the investiga-
tor has obtained the legally effective
informed consent of the subject or the
subject’s legally authorized representa-
tive. An investigator shall seek such
consent only under circumstances that
provide the prospective subject or the
representative sufficient opportunity
to consider whether or not to partici-
pate and that minimize the possibility
of coercion or undue influence. The in-
formation that is given to the subject
or the representative shall be in lan-
guage understandable to the subject or
the representative. No informed con-
sent, whether oral or written, may in-
clude any exculpatory language
through which the subject or the rep-
resentative is made to waive or appear
to waive any of the subject’s legal
rights, or releases or appears to release
the investigator, the sponsor, the insti-
tution, or its agents from liability for
negligence.

§ 50.23 Exception from general re-
quirements.

(a) The obtaining of informed consent
shall be deemed feasible unless, before
use of the test article (except as pro-
vided in paragraph (b) of this section),
both the investigator and a physician
who is not otherwise participating in
the clinical investigation certify in
writing all of the following:

(1) The human subject is confronted
by a life-threatening situation neces-
sitating the use of the test article.

(2) Informed consent cannot be ob-
tained from the subject because of an
inability to communicate with, or ob-
tain legally effective consent from, the
subject.

(3) Time is not sufficient to obtain
consent from the subject’s legal rep-
resentative.

(4) There is available no alternative
method of approved or generally recog-
nized therapy that provides an equal or
greater likelihood of saving the life of
the subject.
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