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(d) Termination

The Secretary may, at any time, with respect
to a sponsor, physician, manufacturer, or dis-
tributor described in this section, terminate ex-
panded access provided under this section for an
investigational drug or investigational device if
the requirements under this section are no
longer met.

(e) Definitions

In this section, the terms ‘‘investigational
drug’’, ‘“‘investigational device”, ‘‘treatment in-
vestigational new drug application’, and ‘‘treat-
ment investigational device exemption’ shall
have the meanings given the terms in regula-
tions prescribed by the Secretary.

(June 25, 1938, ch. 675, §561, as added Pub. L.
105-115, title IV, §402, Nov. 21, 1997, 111 Stat. 2365;
amended Pub. L. 109-482, title I, §102(f)(2), Jan.
15, 2007, 120 Stat. 3685.)

AMENDMENTS

2007—Subsec. (¢). Pub. L. 109-482 substituted ‘‘section
282(1)(3)” for ‘‘section 282(j)(3)” in concluding provi-
sions.

EFFECTIVE DATE OF 2007 AMENDMENT

Amendment by Pub. L. 109482 applicable only with
respect to amounts appropriated for fiscal year 2007 or
subsequent fiscal years, see section 109 of Pub. L.
109-482, set out as a note under section 281 of Title 42,
The Public Health and Welfare.

EFFECTIVE DATE

Section effective 90 days after Nov. 21, 1997, except as
otherwise provided, see section 501 of Pub. L. 105-115,
set out as an Effective Date of 1997 Amendment note
under section 321 of this title.

§ 360bbb-1. Dispute resolution

If, regarding an obligation concerning drugs or
devices under this Act or section 351 of the Pub-
lic Health Service Act [42 U.S.C. 262], there is a
scientific controversy between the Secretary
and a person who is a sponsor, applicant, or
manufacturer and no specific provision of the
Act involved, including a regulation promul-
gated under such Act, provides a right of review
of the matter in controversy, the Secretary
shall, by regulation, establish a procedure under
which such sponsor, applicant, or manufacturer
may request a review of such controversy, in-
cluding a review by an appropriate scientific ad-
visory panel described in section 355(n) of this
title or an advisory committee described in sec-
tion 360e(g2)(2)(B) of this title. Any such review
shall take place in a timely manner. The Sec-
retary shall promulgate such regulations within
1 year after November 21, 1997.

(June 25, 1938, ch. 675, §562, as added Pub. L.
105-115, title IV, §404, Nov. 21, 1997, 111 Stat.
2368.)

REFERENCES IN TEXT

This Act, referred to in text, is the Federal Food,
Drug, and Cosmetic Act, act June 25, 1938, ch. 675, 52
Stat. 1040, as amended, which is classified generally to
this chapter. For complete classification of this Act to
the Code, see section 301 of this title and Tables.

EFFECTIVE DATE

Section effective 90 days after Nov. 21, 1997, except as
otherwise provided, see section 501 of Pub. L. 105-115,
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set out as an Effective Date of 1997 Amendment note
under section 321 of this title.

§ 360bbb-2. Classification of products
(a) Request

A person who submits an application or sub-
mission (including a petition, notification, and
any other similar form of request) under this
chapter for a product, may submit a request to
the Secretary respecting the classification of
the product as a drug, biological product, device,
or a combination product subject to section
353(g) of this title or respecting the component
of the Food and Drug Administration that will
regulate the product. In submitting the request,
the person shall recommend a classification for
the product, or a component to regulate the
product, as appropriate.

(b) Statement

Not later than 60 days after the receipt of the
request described in subsection (a) of this sec-
tion, the Secretary shall determine the classi-
fication of the product under subsection (a) of
this section, or the component of the Food and
Drug Administration that will regulate the
product, and shall provide to the person a writ-
ten statement that identifies such classification
or such component, and the reasons for such de-
termination. The Secretary may not modify
such statement except with the written consent
of the person, or for public health reasons based
on scientific evidence.

(c) Inaction of Secretary

If the Secretary does not provide the state-
ment within the 60-day period described in sub-
section (b) of this section, the recommendation
made by the person under subsection (a) of this
section shall be considered to be a final deter-
mination by the Secretary of such classification
of the product, or the component of the Food
and Drug Administration that will regulate the
product, as applicable, and may not be modified
by the Secretary except with the written con-
sent of the person, or for public health reasons
based on scientific evidence.

(June 25, 1938, ch. 675, §563, as added Pub. L.
105-115, title IV, §416, Nov. 21, 1997, 111 Stat.
2378.)

EFFECTIVE DATE

Section effective 90 days after Nov. 21, 1997, except as
otherwise provided, see section 501 of Pub. L. 105-115,
set out as an Effective Date of 1997 Amendment note
under section 321 of this title.

§ 360bbb-3. Authorization for medical products
for use in emergencies

(a) In general
(1) Emergency uses

Notwithstanding sections 355, 360(k), and
360e of this title and section 262 of title 42, and
subject to the provisions of this section, the
Secretary may authorize the introduction into
interstate commerce, during the effective pe-
riod of a declaration under subsection (b) of
this section, of a drug, device, or biological
product intended for use in an actual or poten-
tial emergency (referred to in this section as
an ‘‘emergency use’’).
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(2) Approval status of product

An authorization under paragraph (1) may
authorize an emergency use of a product
that—

(A) is not approved, licensed, or cleared for
commercial distribution under a provision of
law referred to in such paragraph (referred
to in this section as an ‘‘unapproved prod-
uct”); or

(B) is approved, licensed, or cleared under
such a provision, but which use is not under
such provision an approved, licensed, or
cleared use of the product (referred to in this
section as an ‘‘unapproved use of an ap-
proved product’’).

(3) Relation to other uses

An emergency use authorized under para-
graph (1) for a product is in addition to any
other use that is authorized for the product
under a provision of law referred to in such
paragraph.

(4) Definitions

For purposes of this section:

(A) The term ‘‘biological product’ has the
meaning given such term in section 262 of
title 42.

(B) The term ‘‘emergency use’” has the
meaning indicated for such term in para-
graph (1).

(C) The term ‘‘product’” means a drug, de-
vice, or biological product.

(D) The term ‘‘unapproved product’” has
the meaning indicated for such term in para-
graph (2)(A).

(E) The term ‘‘unapproved use of an ap-
proved product’” has the meaning indicated
for such term in paragraph (2)(B).

(b) Declaration of emergency
(1) In general

The Secretary may declare an emergency
justifying the authorization under this sub-
section for a product on the basis of—

(A) a determination by the Secretary of
Homeland Security that there is a domestic
emergency, or a significant potential for a
domestic emergency, involving a heightened
risk of attack with a specified biological,
chemical, radiological, or nuclear agent or
agents;

(B) a determination by the Secretary of
Defense that there is a military emergency,
or a significant potential for a military
emergency, involving a heightened risk to
United States military forces of attack with
a specified biological, chemical, radiological,
or nuclear agent or agents; or

(C) a determination by the Secretary of a
public health emergency under section 247d
of title 42 that affects, or has a significant
potential to affect, national security, and
that involves a specified biological, chemi-
cal, radiological, or nuclear agent or agents,
or a specified disease or condition that may
be attributable to such agent or agents.

(2) Termination of declaration

(A) In general

A declaration under this subsection shall
terminate upon the earlier of—
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(i) a determination by the Secretary, in
consultation as appropriate with the Sec-
retary of Homeland Security or the Sec-
retary of Defense, that the circumstances
described in paragraph (1) have ceased to
exist; or

(ii) the expiration of the one-year period
beginning on the date on which the dec-
laration is made.

(B) Renewal

Notwithstanding subparagraph (A), the
Secretary may renew a declaration under
this subsection, and this paragraph shall
apply to any such renewal.

(C) Disposition of product

If an authorization under this section with
respect to an unapproved product ceases to
be effective as a result of a termination
under subparagraph (A) of this paragraph,
the Secretary shall consult with the manu-
facturer of such product with respect to the
appropriate disposition of the product.

(8) Advance notice of termination

The Secretary shall provide advance notice
that a declaration under this subsection will
be terminated. The period of advance notice
shall be a period reasonably determined to
provide—

(A) in the case of an unapproved product,

a sufficient period for disposition of the

product, including the return of such prod-

uct (except such quantities of product as are
necessary to provide for continued use con-
sistent with subsection (f)(2) of this section)
to the manufacturer (in the case of a manu-
facturer that chooses to have such product
returned); and

(B) in the case of an unapproved use of an
approved product, a sufficient period for the
disposition of any labeling, or any informa-
tion under subsection (e)(2)(B)(ii) of this sec-
tion, as the case may be, that was provided
with respect to the emergency use involved.

(4) Publication

The Secretary shall promptly publish in the
Federal Register each declaration, determina-
tion, advance notice of termination, and re-
newal under this subsection.

(e) Criteria for issuance of authorization

The Secretary may issue an authorization
under this section with respect to the emer-
gency use of a product only if, after consulta-
tion with the Director of the National Institutes
of Health and the Director of the Centers for
Disease Control and Prevention (to the extent
feasible and appropriate given the circum-
stances of the emergency involved), the Sec-
retary concludes—

(1) that an agent specified in a declaration
under subsection (b) of this section can cause
a serious or life-threatening disease or condi-
tion;

(2) that, based on the totality of scientific
evidence available to the Secretary, including
data from adequate and well-controlled clini-
cal trials, if available, it is reasonable to be-
lieve that—

(A) the product may be effective in diag-
nosing, treating, or preventing—
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(i) such disease or condition; or

(ii) a serious or life-threatening disease
or condition caused by a product author-
ized under this section, approved or
cleared under this chapter, or licensed
under section 262 of title 42, for diagnosing,
treating, or preventing such a disease or
condition caused by such an agent; and

(B) the known and potential benefits of the
product, when used to diagnose, prevent, or
treat such disease or condition, outweigh the
known and potential risks of the product;

(3) that there is no adequate, approved, and
available alternative to the product for diag-
nosing, preventing, or treating such disease or
condition; and

(4) that such other criteria as the Secretary
may by regulation prescribe are satisfied.

(d) Scope of authorization

An authorization of a product under this sec-

tion shall state—

(1) each disease or condition that the prod-
uct may be used to diagnose, prevent, or treat
within the scope of the authorization;

(2) the Secretary’s conclusions, made under
subsection (c)(2)(B) of this section, that the
known and potential benefits of the product,
when used to diagnose, prevent, or treat such
disease or condition, outweigh the known and
potential risks of the product; and

(3) the Secretary’s conclusions, made under
subsection (c) of this section, concerning the
safety and potential effectiveness of the prod-
uct in diagnosing, preventing, or treating such
diseases or conditions, including an assess-
ment of the available scientific evidence.

(e) Conditions of authorization

(1) Unapproved product
(A) Required conditions

With respect to the emergency use of an
unapproved product, the Secretary, to the
extent practicable given the circumstances
of the emergency, shall, for a person who
carries out any activity for which the au-
thorization is issued, establish such condi-
tions on an authorization under this section
as the Secretary finds necessary or appro-
priate to protect the public health, including
the following:

(i) Appropriate conditions designed to
ensure that health care professionals ad-
ministering the product are informed—

(I) that the Secretary has authorized
the emergency use of the product;

(IT) of the significant known and po-
tential benefits and risks of the emer-
gency use of the product, and of the ex-
tent to which such benefits and risks are
unknown; and

(ITI) of the alternatives to the product
that are available, and of their benefits
and risks.

(ii) Appropriate conditions designed to
ensure that individuals to whom the prod-
uct is administered are informed—

(I) that the Secretary has authorized
the emergency use of the product;

(IT) of the significant known and po-
tential benefits and risks of such use,
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and of the extent to which such benefits
and risks are unknown; and

(ITI) of the option to accept or refuse
administration of the product, of the
consequences, if any, of refusing admin-
istration of the product, and of the alter-
natives to the product that are available
and of their benefits and risks.

(iii) Appropriate conditions for the mon-
itoring and reporting of adverse events as-
sociated with the emergency use of the
product.

(iv) For manufacturers of the product,
appropriate conditions concerning record-
keeping and reporting, including records
access by the Secretary, with respect to
the emergency use of the product.

(B) Authority for additional conditions

With respect to the emergency use of an
unapproved product, the Secretary may, for
a person who carries out any activity for
which the authorization is issued, establish
such conditions on an authorization under
this section as the Secretary finds necessary
or appropriate to protect the public health,
including the following:

(i) Appropriate conditions on which enti-
ties may distribute the product with re-
spect to the emergency use of the product
(including limitation to distribution by
government entities), and on how distribu-
tion is to be performed.

(ii) Appropriate conditions on who may
administer the product with respect to the
emergency use of the product, and on the
categories of individuals to whom, and the
circumstances under which, the product
may be administered with respect to such
use.

(iii) Appropriate conditions with respect
to the collection and analysis of informa-
tion, during the period when the author-
ization is in effect, concerning the safety
and effectiveness of the product with re-
spect to the emergency use of such prod-
uct.

(iv) For persons other than manufactur-
ers of the product, appropriate conditions
concerning recordkeeping and reporting,
including records access by the Secretary,
with respect to the emergency use of the
product.

(2) Unapproved use

With respect to the emergency use of a prod-
uct that is an unapproved use of an approved
product:

(A) For a manufacturer of the product who
carries out any activity for which the au-
thorization is issued, the Secretary shall, to
the extent practicable given the circum-
stances of the emergency, establish condi-
tions described in clauses (i) and (ii) of para-
graph (1)(A), and may establish conditions
described in clauses (iii) and (iv) of such
paragraph.

(B)(1) If the authorization under this sec-
tion regarding the emergency use authorizes
a change in the labeling of the product, but
the manufacturer of the product chooses not
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to make such change, such authorization
may not authorize distributors of the prod-
uct or any other person to alter or obscure
the labeling provided by the manufacturer.

(ii) In the circumstances described in
clause (i), for a person who does not manu-
facture the product and who chooses to act
under this clause, an authorization under
this section regarding the emergency use
shall, to the extent practicable given the cir-
cumstances of the emergency, authorize
such person to provide appropriate informa-
tion with respect to such product in addition
to the labeling provided by the manufac-
turer, subject to compliance with clause (i).
While the authorization under this section is
effective, such additional information shall
not be considered labeling for purposes of
section 352 of this title.

(C) The Secretary may establish with re-
spect to the distribution and administration
of the product for the unapproved use condi-
tions no more restrictive than those estab-
lished by the Secretary with respect to the
distribution and administration of the prod-
uct for the approved use.

(3) Good manufacturing practice

With respect to the emergency use of a prod-
uct for which an authorization under this sec-
tion is issued (whether an unapproved product
or an unapproved use of an approved product),
the Secretary may waive or limit, to the ex-
tent appropriate given the circumstances of
the emergency, requirements regarding cur-
rent good manufacturing practice otherwise
applicable to the manufacture, processing,
packing, or holding of products subject to reg-
ulation under this chapter, including such re-
quirements established under section 351 of
this title.

(4) Advertising

The Secretary may establish conditions on
advertisements and other promotional descrip-
tive printed matter that relate to the emer-
gency use of a product for which an authoriza-
tion under this section is issued (whether an
unapproved product or an unapproved use of
an approved product), including, as appro-
priate—

(A) with respect to drugs and biological
products, requirements applicable to pre-
scription drugs pursuant to section 352(n) of
this title; or

(B) with respect to devices, requirements
applicable to restricted devices pursuant to
section 352(r) of this title.

(f) Duration of authorization

(1) In general

Except as provided in paragraph (2), an au-
thorization under this section shall be effec-
tive until the earlier of the termination of the
declaration under subsection (b) of this sec-
tion or a revocation under subsection (g) of
this section.

(2) Continued use after end of effective period

Notwithstanding the termination of the dec-
laration under subsection (b) of this section or
a revocation under subsection (g) of this sec-
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tion, an authorization shall continue to be ef-
fective to provide for continued use of an un-
approved product with respect to a patient to
whom it was administered during the period
described by paragraph (1), to the extent found
necessary by such patient’s attending physi-
cian.

(g) Revocation of authorization
(1) Review

The Secretary shall periodically review the
circumstances and the appropriateness of an
authorization under this section.

(2) Revocation

The Secretary may revoke an authorization
under this section if the criteria under sub-
section (c) of this section for issuance of such
authorization are no longer met or other cir-
cumstances make such revocation appropriate
to protect the public health or safety.

(h) Publication; confidential information
(1) Publication

The Secretary shall promptly publish in the
Federal Register a notice of each authoriza-
tion, and each termination or revocation of an
authorization under this section, and an expla-
nation of the reasons therefor (which may in-
clude a summary of data or information that
has been submitted to the Secretary in an ap-
plication under section 355(i) of this title or
section 360j(g) of this title, even if such sum-
mary may indirectly reveal the existence of
such application).

(2) Confidential information

Nothing in this section alters or amends sec-
tion 1905 of title 18 or section 552(b)(4) of title
5.

(i) Actions committed to agency discretion

Actions under the authority of this section by
the Secretary, by the Secretary of Defense, or
by the Secretary of Homeland Security are com-
mitted to agency discretion.

(j) Rules of construction

The following applies with respect to this sec-
tion:

(1) Nothing in this section impairs the au-
thority of the President as Commander in
Chief of the Armed Forces of the United
States under article II, section 2 of the United
States Constitution.

(2) Nothing in this section impairs the au-
thority of the Secretary of Defense with re-
spect to the Department of Defense, including
the armed forces, under other provisions of
Federal law.

(3) Nothing in this section (including any ex-
ercise of authority by a manufacturer under
subsection (e)(2)) impairs the authority of the
United States to use or manage quantities of
a product that are owned or controlled by the
United States (including quantities in the
stockpile maintained under section 247d-6b of
title 42).

(k) Relation to other provisions

If a product is the subject of an authorization
under this section, the use of such product with-
in the scope of the authorization shall not be
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considered to constitute a clinical investigation
for purposes of section 355(1) of this title, section
360j(g) of this title, or any other provision of
this chapter or section 262 of title 42.

(1) Option to carry out authorized activities

Nothing in this section provides the Secretary
any authority to require any person to carry out
any activity that becomes lawful pursuant to an
authorization under this section, and no person
is required to inform the Secretary that the per-
son will not be carrying out such activity, ex-
cept that a manufacturer of a sole-source unap-
proved product authorized for emergency use
shall report to the Secretary within a reason-
able period of time after the issuance by the
Secretary of such authorization if such manu-
facturer does not intend to carry out any activ-
ity under the authorization. This section only
has legal effect on a person who carries out an
activity for which an authorization under this
section is issued. This section does not modify
or affect activities carried out pursuant to other
provisions of this chapter or section 262 of title
42. Nothing in this subsection may be construed
as restricting the Secretary from imposing con-
ditions on persons who carry out any activity
pursuant to an authorization under this section.

(June 25, 1938, ch. 675, §564, as added Pub. L.
108-136, div. A, title XVI, §1603(a), Nov. 24, 2003,
117 Stat. 1684; amended Pub. L. 108-276, §4(a),
July 21, 2004, 118 Stat. 853.)

AMENDMENTS

2004—Pub. L. 108276 amended section generally, sub-
stituting provisions of subsecs. (a) to (1) for similar
former provisions, except for additional provisions in
subsec. (b)(1) allowing Secretary to authorize use of
medical products in actual or potential domestic and
public health emergencies in addition to actual or po-
tential military emergencies.

§ 360bbb-4. Technical assistance

The Secretary, in consultation with the Com-
missioner of Food and Drugs, shall establish
within the Food and Drug Administration a
team of experts on manufacturing and regu-
latory activities (including compliance with
current Good Manufacturing Practice) to pro-
vide both off-site and on-site technical assist-
ance to the manufacturers of qualified counter-
measures (as defined in section 247d-6a of title
42), security countermeasures (as defined in sec-
tion 247d-6b of title 42), or vaccines, at the re-
quest of such a manufacturer and at the discre-
tion of the Secretary, if the Secretary deter-
mines that a shortage or potential shortage may
occur in the United States in the supply of such
vaccines or countermeasures and that the provi-
sion of such assistance would be beneficial in
helping alleviate or avert such shortage.

(June 25, 1938, ch. 675, §565, as added Pub. L.
109-417, title IV, §404, Dec. 19, 2006, 120 Stat.
2875.)

§ 360bbb-5. Critical Path Public-Private Partner-
ships
(a) Establishment

The Secretary, acting through the Commis-
sioner of Food and Drugs, may enter into col-
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laborative agreements, to be known as Critical
Path Public-Private Partnerships, with one or
more eligible entities to implement the Critical
Path Initiative of the Food and Drug Adminis-
tration by developing innovative, collaborative
projects in research, education, and outreach for
the purpose of fostering medical product innova-
tion, enabling the acceleration of medical prod-
uct development, manufacturing, and
translational therapeutics, and enhancing medi-
cal product safety.

(b) Eligible entity

In this section, the term ‘‘eligible entity”
means an entity that meets each of the follow-
ing:

(1) The entity is—

(A) an institution of higher education (as
such term is defined in section 1001 of title
20) or a consortium of such institutions; or

(B) an organization described in section
501(c)(3) of title 26 and exempt from tax
under section 501(a) of such title.

(2) The entity has experienced personnel and
clinical and other technical expertise in the
biomedical sciences, which may include grad-
uate training programs in areas relevant to
priorities of the Critical Path Initiative.

(3) The entity demonstrates to the Sec-
retary’s satisfaction that the entity is capable
of—

(A) developing and critically evaluating
tools, methods, and processes—

(i) to increase efficiency, predictability,
and productivity of medical product devel-
opment; and

(ii) to more accurately identify the bene-
fits and risks of new and existing medical
products;

(B) establishing partnerships, consortia,
and collaborations with health care practi-
tioners and other providers of health care
goods or services; pharmacists; pharmacy
benefit managers and purchasers; health
maintenance organizations and other man-
aged health care organizations; health care
insurers; government agencies; patients and
consumers; manufacturers of prescription
drugs, biological products, diagnostic tech-
nologies, and devices; and academic sci-
entists; and

(C) securing funding for the projects of a
Critical Path Public-Private Partnership
from Federal and nonfederal governmental
sources, foundations, and private individ-
uals.

(c) Funding

The Secretary may not enter into a collabo-
rative agreement under subsection (a) unless the
eligible entity involved provides an assurance
that the entity will not accept funding for a
Critical Path Public-Private Partnership project
from any organization that manufactures or dis-
tributes products regulated by the Food and
Drug Administration unless the entity provides
assurances in its agreement with the Food and
Drug Administration that the results of the
Critical Path Public-Private Partnership project
will not be influenced by any source of funding.
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