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publicly available Federal Web site 
that will be established as a repository 
for such informed consent forms. 

(2) If the Federal department or agen-
cy supporting or conducting the clin-
ical trial determines that certain infor-
mation should not be made publicly 
available on a Federal Web site (e.g. 
confidential commercial information), 
such Federal department or agency 
may permit or require redactions to 
the information posted. 

(3) The informed consent form must 
be posted on the Federal Web site after 
the clinical trial is closed to recruit-
ment, and no later than 60 days after 
the last study visit by any subject, as 
required by the protocol. 

(i) Preemption. The informed consent 
requirements in this policy are not in-
tended to preempt any applicable Fed-
eral, state, or local laws (including 
tribal laws passed by the official gov-
erning body of an American Indian or 
Alaska Native tribe) that require addi-
tional information to be disclosed in 
order for informed consent to be le-
gally effective. 

(j) Emergency medical care. Nothing in 
this policy is intended to limit the au-
thority of a physician to provide emer-
gency medical care, to the extent the 
physician is permitted to do so under 
applicable Federal, state, or local law 
(including tribal law passed by the offi-
cial governing body of an American In-
dian or Alaska Native tribe). 

(Approved by the Office of Management and 
Budget under Control Number 0990–0260) 

§ 46.117 Documentation of informed 
consent. 

(a) Except as provided in paragraph 
(c) of this section, informed consent 
shall be documented by the use of a 
written informed consent form ap-
proved by the IRB and signed (includ-
ing in an electronic format) by the sub-
ject or the subject’s legally authorized 
representative. A written copy shall be 
given to the person signing the in-
formed consent form. 

(b) Except as provided in paragraph 
(c) of this section, the informed con-
sent form may be either of the fol-
lowing: 

(1) A written informed consent form 
that meets the requirements of § 46.116. 
The investigator shall give either the 

subject or the subject’s legally author-
ized representative adequate oppor-
tunity to read the informed consent 
form before it is signed; alternatively, 
this form may be read to the subject or 
the subject’s legally authorized rep-
resentative. 

(2) A short form written informed 
consent form stating that the elements 
of informed consent required by § 46.116 
have been presented orally to the sub-
ject or the subject’s legally authorized 
representative, and that the key infor-
mation required by § 46.116(a)(5)(i) was 
presented first to the subject, before 
other information, if any, was pro-
vided. The IRB shall approve a written 
summary of what is to be said to the 
subject or the legally authorized rep-
resentative. When this method is used, 
there shall be a witness to the oral 
presentation. Only the short form itself 
is to be signed by the subject or the 
subject’s legally authorized representa-
tive. However, the witness shall sign 
both the short form and a copy of the 
summary, and the person actually ob-
taining consent shall sign a copy of the 
summary. A copy of the summary shall 
be given to the subject or the subject’s 
legally authorized representative, in 
addition to a copy of the short form. 

(c)(1) An IRB may waive the require-
ment for the investigator to obtain a 
signed informed consent form for some 
or all subjects if it finds any of the fol-
lowing: 

(i) That the only record linking the 
subject and the research would be the 
informed consent form and the prin-
cipal risk would be potential harm re-
sulting from a breach of confiden-
tiality. Each subject (or legally author-
ized representative) will be asked 
whether the subject wants documenta-
tion linking the subject with the re-
search, and the subject’s wishes will 
govern; 

(ii) That the research presents no 
more than minimal risk of harm to 
subjects and involves no procedures for 
which written consent is normally re-
quired outside of the research context; 
or 

(iii) If the subjects or legally author-
ized representatives are members of a 
distinct cultural group or community 
in which signing forms is not the norm, 
that the research presents no more 
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than minimal risk of harm to subjects 
and provided there is an appropriate al-
ternative mechanism for documenting 
that informed consent was obtained. 

(2) In cases in which the documenta-
tion requirement is waived, the IRB 
may require the investigator to provide 
subjects or legally authorized rep-
resentatives with a written statement 
regarding the research. 

(Approved by the Office of Management and 
Budget under Control Number 0990–0260) 

§ 46.118 Applications and proposals 
lacking definite plans for involve-
ment of human subjects. 

Certain types of applications for 
grants, cooperative agreements, or con-
tracts are submitted to Federal depart-
ments or agencies with the knowledge 
that subjects may be involved within 
the period of support, but definite 
plans would not normally be set forth 
in the application or proposal. These 
include activities such as institutional 
type grants when selection of specific 
projects is the institution’s responsi-
bility; research training grants in 
which the activities involving subjects 
remain to be selected; and projects in 
which human subjects’ involvement 
will depend upon completion of instru-
ments, prior animal studies, or purifi-
cation of compounds. Except for re-
search waived under § 46.101(i) or ex-
empted under § 46.104, no human sub-
jects may be involved in any project 
supported by these awards until the 
project has been reviewed and approved 
by the IRB, as provided in this policy, 
and certification submitted, by the in-
stitution, to the Federal department or 
agency component supporting the re-
search. 

§ 46.119 Research undertaken without 
the intention of involving human 
subjects. 

Except for research waived under 
§ 46.101(i) or exempted under § 46.104, in 
the event research is undertaken with-
out the intention of involving human 
subjects, but it is later proposed to in-
volve human subjects in the research, 
the research shall first be reviewed and 
approved by an IRB, as provided in this 
policy, a certification submitted by the 
institution to the Federal department 
or agency component supporting the 

research, and final approval given to 
the proposed change by the Federal de-
partment or agency component. 

§ 46.120 Evaluation and disposition of 
applications and proposals for re-
search to be conducted or sup-
ported by a Federal department or 
agency. 

(a) The department or agency head 
will evaluate all applications and pro-
posals involving human subjects sub-
mitted to the Federal department or 
agency through such officers and em-
ployees of the Federal department or 
agency and such experts and consult-
ants as the department or agency head 
determines to be appropriate. This 
evaluation will take into consideration 
the risks to the subjects, the adequacy 
of protection against these risks, the 
potential benefits of the research to 
the subjects and others, and the impor-
tance of the knowledge gained or to be 
gained. 

(b) On the basis of this evaluation, 
the department or agency head may 
approve or disapprove the application 
or proposal, or enter into negotiations 
to develop an approvable one. 

§ 46.121 [Reserved] 

§ 46.122 Use of Federal funds. 

Federal funds administered by a Fed-
eral department or agency may not be 
expended for research involving human 
subjects unless the requirements of 
this policy have been satisfied. 

§ 46.123 Early termination of research 
support: Evaluation of applications 
and proposals. 

(a) The department or agency head 
may require that Federal department 
or agency support for any project be 
terminated or suspended in the manner 
prescribed in applicable program re-
quirements, when the department or 
agency head finds an institution has 
materially failed to comply with the 
terms of this policy. 

(b) In making decisions about sup-
porting or approving applications or 
proposals covered by this policy the de-
partment or agency head may take 
into account, in addition to all other 
eligibility requirements and program 
criteria, factors such as whether the 
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