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(n) Assent means a child’s affirmative 
agreement to participate in a clinical 
investigation. Mere failure to object 
may not, absent affirmative agree-
ment, be construed as assent. 

(o) Children means persons who have 
not attained the legal age for consent 
to treatments or procedures involved 
in clinical investigations, under the ap-
plicable law of the jurisdiction in 
which the clinical investigation will be 
conducted. 

(p) Parent means a child’s biological 
or adoptive parent. 

(q) Ward means a child who is placed 
in the legal custody of the State or 
other agency, institution, or entity, 
consistent with applicable Federal, 
State, or local law. 

(r) Permission means the agreement of 
parent(s) or guardian to the participa-
tion of their child or ward in a clinical 
investigation. Permission must be ob-
tained in compliance with subpart B of 
this part and must include the ele-
ments of informed consent described in 
§ 50.25. 

(s) Guardian means an individual who 
is authorized under applicable State or 
local law to consent on behalf of a 
child to general medical care when 
general medical care includes partici-
pation in research. For purposes of sub-
part D of this part, a guardian also 
means an individual who is authorized 
to consent on behalf of a child to par-
ticipate in research. 

[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; 64 FR 399, Jan. 
5, 1999; 64 FR 56448, Oct. 20, 1999; 66 FR 20597, 
Apr. 24, 2001] 

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 and 
50.24, no investigator may involve a 
human being as a subject in research 
covered by these regulations unless the 
investigator has obtained the legally 
effective informed consent of the sub-
ject or the subject’s legally authorized 

representative. An investigator shall 
seek such consent only under cir-
cumstances that provide the prospec-
tive subject or the representative suffi-
cient opportunity to consider whether 
or not to participate and that minimize 
the possibility of coercion or undue in-
fluence. The information that is given 
to the subject or the representative 
shall be in language understandable to 
the subject or the representative. No 
informed consent, whether oral or writ-
ten, may include any exculpatory lan-
guage through which the subject or the 
representative is made to waive or ap-
pear 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. 

[46 FR 8951, Jan. 27, 1981, as amended at 64 
FR 10942, Mar. 8, 1999] 

§ 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 necessi-
tating 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. 

(b) If immediate use of the test arti-
cle is, in the investigator’s opinion, re-
quired to preserve the life of the sub-
ject, and time is not sufficient to ob-
tain the independent determination re-
quired in paragraph (a) of this section 
in advance of using the test article, the 
determinations of the clinical investi-
gator shall be made and, within 5 work-
ing days after the use of the article, be 
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