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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 
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) 

§ 11.118 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 § 11.101(i) or ex-
empted under § 11.104, 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. 

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

Except for research waived under 
§ 11.101(i) or exempted under § 11.104, 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. 

§ 11.120 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. 
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