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(x) Medical records of members in-
volved in the military operation will
accurately document the receipt by
members of any investigational new
drugs in accordance with FDA regula-
tions including part 312 of this chapter.

(xi) DOD will provide adequate fol-
lowup to assess whether there are bene-
ficial or adverse health consequences
that result from the use of the inves-
tigational product.

(xii) DOD is pursuing drug develop-
ment, including a time line, and mar-
keting approval with due diligence.

(xiii) FDA has concluded that the in-
vestigational new drug protocol may
proceed subject to a decision by the
President on the informed consent
waiver request.

(xiv) DOD will provide training to the
appropriate medical personnel and po-
tential recipients on the specific inves-
tigational new drug to be administered
prior to its use.

(xv) DOD has stated and justified the
time period for which the waiver is
needed, not to exceed one year, unless
separately renewed under these stand-
ards and criteria.

(xvi) DOD shall have a continuing ob-
ligation to report to the FDA and to
the President any changed cir-
cumstances relating to these standards
and criteria (including the time period
referred to in paragraph (d)(1)(xv) of
this section) or that otherwise might
affect the determination to use an in-
vestigational new drug without in-
formed consent.

(xvii) DOD is to provide public notice
as soon as practicable and consistent
with classification requirements
through notice in the FEDERAL REG-
ISTER describing each waiver of in-
formed consent determination, a sum-
mary of the most updated scientific in-
formation on the products used, and
other pertinent information.

(xviii) Use of the investigational drug
without informed consent otherwise
conforms with applicable law.

(2) The duly constituted institutional
review board, described in paragraph
(d)(1)(v) of this section, must include at
least 3 nonaffiliated members who
shall not be employees or officers of
the Federal Government (other than
for purposes of membership on the IRB)
and shall be required to obtain any

necessary security clearances. This
IRB shall review the proposed IND pro-
tocol at a convened meeting at which a
majority of the members are present
including at least one member whose
primary concerns are in nonscientific
areas and, if feasible, including a ma-
jority of the nonaffiliated members.
The information required by
§ 56.115(a)(2) of this chapter is to be pro-
vided to the Secretary of Defense for
further review.

(3) The duly constituted institutional
review board, described in paragraph
(d)(1)(v) of this section, must review
and approve:

(i) The required information sheet;
(ii) The adequacy of the plan to dis-

seminate information, including dis-
tribution of the information sheet to
potential recipients, on the investiga-
tional product (e.g., in forms other
than written);

(iii) The adequacy of the information
and plans for its dissemination to
health care providers, including poten-
tial side effects, contraindications, po-
tential interactions, and other perti-
nent considerations; and

(iv) An informed consent form as re-
quired by part 50 of this chapter, in
those circumstances in which DOD de-
termines that informed consent may be
obtained from some or all personnel in-
volved.

(4) DOD is to submit to FDA sum-
maries of institutional review board
meetings at which the proposed pro-
tocol has been reviewed.

(5) Nothing in these criteria or stand-
ards is intended to preempt or limit
FDA’s and DOD’s authority or obliga-
tions under applicable statutes and
regulations.

[46 FR 8951, Jan. 27, 1981, as amended at 55
FR 52817, Dec. 21, 1990; 64 FR 399, Jan. 5, 1999;
64 FR 54188, Oct. 5, 1999]

§ 50.24 Exception from informed con-
sent requirements for emergency
research.

(a) The IRB responsible for the re-
view, approval, and continuing review
of the clinical investigation described
in this section may approve that inves-
tigation without requiring that in-
formed consent of all research subjects
be obtained if the IRB (with the con-
currence of a licensed physician who is
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a member of or consultant to the IRB
and who is not otherwise participating
in the clinical investigation) finds and
documents each of the following:

(1) The human subjects are in a life-
threatening situation, available treat-
ments are unproven or unsatisfactory,
and the collection of valid scientific
evidence, which may include evidence
obtained through randomized placebo-
controlled investigations, is necessary
to determine the safety and effective-
ness of particular interventions.

(2) Obtaining informed consent is not
feasible because:

(i) The subjects will not be able to
give their informed consent as a result
of their medical condition;

(ii) The intervention under investiga-
tion must be administered before con-
sent from the subjects’ legally author-
ized representatives is feasible; and

(iii) There is no reasonable way to
identify prospectively the individuals
likely to become eligible for participa-
tion in the clinical investigation.

(3) Participation in the research
holds out the prospect of direct benefit
to the subjects because:

(i) Subjects are facing a life-threat-
ening situation that necessitates inter-
vention;

(ii) Appropriate animal and other
preclinical studies have been con-
ducted, and the information derived
from those studies and related evidence
support the potential for the interven-
tion to provide a direct benefit to the
individual subjects; and

(iii) Risks associated with the inves-
tigation are reasonable in relation to
what is known about the medical con-
dition of the potential class of subjects,
the risks and benefits of standard ther-
apy, if any, and what is known about
the risks and benefits of the proposed
intervention or activity.

(4) The clinical investigation could
not practicably be carried out without
the waiver.

(5) The proposed investigational plan
defines the length of the potential
therapeutic window based on scientific
evidence, and the investigator has com-
mitted to attempting to contact a le-
gally authorized representative for
each subject within that window of
time and, if feasible, to asking the le-
gally authorized representative con-

tacted for consent within that window
rather than proceeding without con-
sent. The investigator will summarize
efforts made to contact legally author-
ized representatives and make this in-
formation available to the IRB at the
time of continuing review.

(6) The IRB has reviewed and ap-
proved informed consent procedures
and an informed consent document
consistent with § 50.25. These proce-
dures and the informed consent docu-
ment are to be used with subjects or
their legally authorized representa-
tives in situations where use of such
procedures and documents is feasible.
The IRB has reviewed and approved
procedures and information to be used
when providing an opportunity for a
family member to object to a subject’s
participation in the clinical investiga-
tion consistent with paragraph (a)(7)(v)
of this section.

(7) Additional protections of the
rights and welfare of the subjects will
be provided, including, at least:

(i) Consultation (including, where ap-
propriate, consultation carried out by
the IRB) with representatives of the
communities in which the clinical in-
vestigation will be conducted and from
which the subjects will be drawn;

(ii) Public disclosure to the commu-
nities in which the clinical investiga-
tion will be conducted and from which
the subjects will be drawn, prior to ini-
tiation of the clinical investigation, of
plans for the investigation and its risks
and expected benefits;

(iii) Public disclosure of sufficient in-
formation following completion of the
clinical investigation to apprise the
community and researchers of the
study, including the demographic char-
acteristics of the research population,
and its results;

(iv) Establishment of an independent
data monitoring committee to exercise
oversight of the clinical investigation;
and

(v) If obtaining informed consent is
not feasible and a legally authorized
representative is not reasonably avail-
able, the investigator has committed,
if feasible, to attempting to contact
within the therapeutic window the sub-
ject’s family member who is not a le-
gally authorized representative, and
asking whether he or she objects to the
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subject’s participation in the clinical
investigation. The investigator will
summarize efforts made to contact
family members and make this infor-
mation available to the IRB at the
time of continuing review.

(b) The IRB is responsible for ensur-
ing that procedures are in place to in-
form, at the earliest feasible oppor-
tunity, each subject, or if the subject
remains incapacitated, a legally au-
thorized representative of the subject,
or if such a representative is not rea-
sonably available, a family member, of
the subject’s inclusion in the clinical
investigation, the details of the inves-
tigation and other information con-
tained in the informed consent docu-
ment. The IRB shall also ensure that
there is a procedure to inform the sub-
ject, or if the subject remains incapaci-
tated, a legally authorized representa-
tive of the subject, or if such a rep-
resentative is not reasonably available,
a family member, that he or she may
discontinue the subject’s participation
at any time without penalty or loss of
benefits to which the subject is other-
wise entitled. If a legally authorized
representative or family member is
told about the clinical investigation
and the subject’s condition improves,
the subject is also to be informed as
soon as feasible. If a subject is entered
into a clinical investigation with
waived consent and the subject dies be-
fore a legally authorized representative
or family member can be contacted, in-
formation about the clinical investiga-
tion is to be provided to the subject’s
legally authorized representative or
family member, if feasible.

(c) The IRB determinations required
by paragraph (a) of this section and the
documentation required by paragraph
(e) of this section are to be retained by
the IRB for at least 3 years after com-
pletion of the clinical investigation,
and the records shall be accessible for
inspection and copying by FDA in ac-
cordance with § 56.115(b) of this chap-
ter.

(d) Protocols involving an exception
to the informed consent requirement
under this section must be performed
under a separate investigational new
drug application (IND) or investiga-
tional device exemption (IDE) that
clearly identifies such protocols as pro-

tocols that may include subjects who
are unable to consent. The submission
of those protocols in a separate IND/
IDE is required even if an IND for the
same drug product or an IDE for the
same device already exists. Applica-
tions for investigations under this sec-
tion may not be submitted as amend-
ments under §§ 312.30 or 812.35 of this
chapter.

(e) If an IRB determines that it can-
not approve a clinical investigation be-
cause the investigation does not meet
the criteria in the exception provided
under paragraph (a) of this section or
because of other relevant ethical con-
cerns, the IRB must document its find-
ings and provide these findings prompt-
ly in writing to the clinical investi-
gator and to the sponsor of the clinical
investigation. The sponsor of the clin-
ical investigation must promptly dis-
close this information to FDA and to
the sponsor’s clinical investigators who
are participating or are asked to par-
ticipate in this or a substantially
equivalent clinical investigation of the
sponsor, and to other IRB’s that have
been, or are, asked to review this or a
substantially equivalent investigation
by that sponsor.

[61 FR 51528, Oct. 2, 1996]

§ 50.25 Elements of informed consent.
(a) Basic elements of informed consent.

In seeking informed consent, the fol-
lowing information shall be provided to
each subject:

(1) A statement that the study in-
volves research, an explanation of the
purposes of the research and the ex-
pected duration of the subject’s partici-
pation, a description of the procedures
to be followed, and identification of
any procedures which are experi-
mental.

(2) A description of any reasonably
foreseeable risks or discomforts to the
subject.

(3) A description of any benefits to
the subject or to others which may rea-
sonably be expected from the research.

(4) A disclosure of appropriate alter-
native procedures or courses of treat-
ment, if any, that might be advan-
tageous to the subject.

(5) A statement describing the ex-
tent, if any, to which confidentiality of
records identifying the subject will be

VerDate 11<MAY>2000 13:02 Apr 16, 2001 Jkt 194062 PO 00000 Frm 00289 Fmt 8010 Sfmt 8010 Y:\SGML\194062T.XXX pfrm01 PsN: 194062T


