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involve no penalty or loss of benefits to
which the subject is otherwise entitied,
and the subject may discontinye
participation at any fime without
penalty or loss of benefits to which the
subject is otherwise entitled.

b} Additional slements of nformed
conseni, When appropriate, one or mare
of the following slements of information
shall also he provided to each subject:

{1] A statement that the narticular
irzatment or procedure may involve
risks to the subject (or to the embryo or
fetus, if the subject is or may become
pregnant] which are currently
unforeseeahle:

{2} Anticipated circumstances under
which the subject's participation may be
terminated by the investigator without
regard fo the sublect's consent:

{3} Any additional costs to the subject
that may Tesult Tom partcipation in the
research;

{4)The consequences of a subject’s
decision to withdraw from the research
and procedures for orderly termination
of participatien hy the subject:

{8} A statement that significant new
findings developed during the course of
the research which may relate i the
subject’s willingness to continue
participation will he provided to the
subject; and

{8) The aporoximate number of
subiects involved i the study.

{c} An IRB may approve a consent
procedure which does not include, ar
which alters, some or all of the elements
of infofffied consent set forth above, or

> waive the requirement to obtain ‘
informed consent provided the IRB finds
and documents that:

{1) The research or demonstration
profect is to be conducted by or subject
to the approval of state or local
government officials and is designed to
study, evaluate, or otherwise examine:
(i} Public benefit of servige programs; {ii}
procedures for obtaining benefits or
services under those programs: (iii] «
possible changes in or alternatives to
these programs or procedures; or {iv}
possible changes in methods or levals of
payment for benefits or services ander
those programs; and

{2} The research could not practicably
be carried out without the waiver op
alteration,

{d] An IRB may approve a gonsent
procedure which does not include, or
which aiters, some or all of the elements
of infarmed consent set forth in this
section. or waive the requirernents ‘o
obtain informed consent provided the
iRB finds and documents that:

{1} The research involves no more
than minimal risk to the subjects;
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{2) The waiver or alteration will net
adversely affect the rights and welfare
of the subjects:

{3} The research could not practicably
be carried out without the waivaer ar
alteration: and

(4] Whenever apprapriate, the
subjects will be provided with
additional pertinent information afer
participation.

{e] The informed consent
requirements iz this policy are ot
intended to preempt any applicable
federal. state, or local laws which
require additional information to be
disclosed in order for informed consent
to be legally effective.

{f} Nothing in this policy is intended 1o
limit the authority of a physician to
provide emergency medical zare, to the
extent the physician is permitted to do
so under applicable federal, state. or
local law. {Approved by the Office of
Management and Budget under Control

Number 9999-0020.} E Y,

§ fﬁé.!f? Documentation of informed
consent.

{4} Except as provided in paragraph
{c] of this section, informed consent
shall be documented by the use of a
written consent form approved by the
{RE"and signed by the subject or the
subject’s legally authorized
representative. A copy shall be given to
the person signing the form.

(b} Except as provided in paragraph
(c] of this section, the consent form may
be either of the following: -

{1} A written congsent document that
ambodies the elements of informed
consent required by § “He.116. This
form may be read to the subject gr the
subject’s legally authorized
representative, but in any event, the
investigator shail give either the subject
or the representative adequats
epportunity to read it before it is signed;
[siy

{2} A short form written consent
decument stating that the siements of
informed consent required by § 4% 118
have been presented orally to the
subject or the subject's legally
authorized representative. Whan this
method is uaed, there shall be a witness
to the oral presentation. Alse, the [RB
shall approve a written summary of
what is to be said to the subiject or the
representative. Only the short form iteeif
is 0 be signed by the subiect or the
repregentative. However, the witness
shall sign both the short form and a copy
uof the summary, and the person actually
abtaining consent shall sign a copy of
the summary. A copy of the summary
shall be given ‘o the subject or the
representative. in addition to a copy of
the short form,

{c} An IRB may waive the requirerment
for the investigatd7 75 Shiain a signed
consent form for some or all sufjects if
it finds sither:

i1} That the only record lnking the
subject and the research would be the
censent document and the principal risk
would be potential harm resulting from
a breach of cofidentiality. Fach subject
will be asked whether the subiect wants
documentation linking the subject with
the research, and the subject's wishes
will govern; ar
{2] That the research presents no more/}
than minimal risk of harm to subjects
and involves no procadures for which
writien consent is normaily required ’J
outside of the research context

In cases in which the decumentation 2«5’
raquirement is waived, the {RB may
require the investigator o provide
subjects with a written statement
regarding the research. (Approved by
the Office of Management and Budget
ander Control Number 9899..0020.}

3 Hov1s Appiications and proposals
lacking definite plans for involvement of
human suisjects.

Certain types of applications for
grants, cooperative agreements, or
coniracts are submiited to deparmments
or agencies with the knowledge that
subjects may be involved within the
period of support, but definite plans
would not nortmally be set forth in the
application or proposal. These include
activities such as instituticnal type
grants when selecticn of specific
projests is the institution’s
responsibility; research training grante
in which the activities involving subie
remain to be selected; and projects in
which human subiects’ involvement will
depend upon completion of instruments,
prior animal studies, or purification of
compounds. These applications nezd not
he reviewed by an IRB befors an award
may be made. However, excapt for
research exempted or waived under
§ _miat01 {b) or (i}, no human subiscts
may be involved in any project
supperted by these awards unti} the
project has been reviewed and approved
by the IRB, as provided in this pelicy,
and certification submitted, by the
institution, to the department ar agency.

§ %2119 Ressarch undertaken without
the intention of invoiving human subjects.

in the event research is undertaken

without the intention of invelving human
subjects, but it is iater proposed ‘o
involve humar subjects it the research,
the research shall first he reviewed and
approved by an [RE, as provided in this
policy. a eertification submitted, by the
institution. o the department or agency,
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