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section (b) of th is  section, the recom m endation 
made by the person under subsection (a) of th is 
section shall be considered to  be a final deter­
m ination  by the Secretary of such classification 
of the product, or the component of the Food 
and Drug A dm inistration th a t will regulate the 
product, as applicable, and may not be modified 
by the Secretary except w ith the w ritten  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, t itle  IV, §416, Nov. 21, 1997, 111 S ta t. 
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. A uthorization  for m ed ica l products  
for u se  in  em ergen cies

(a) In  general
(1) E m ergency u ses

N otw ithstanding sections 355, 360(k), and 
360e of th is title  and section 262 of tit le  42, and 
subject to the provisions of th is  section, the 
Secretary m ay authorize the introduction  into 
in te rs ta te  commerce, during the effective pe­
riod of a declaration under subsection (b) of 
th is section, of a drug, device, or biological 
product intended for use in an actual or poten­
tia l emergency (referred to in th is  section as 
an “emergency use” ).
(2) A pproval sta tu s o f product

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

(A) is no t approved, licensed, or cleared for 
commercial d istribu tion  under a provision of 
law referred to in such paragraph (referred 
to in th is  section as an “unapproved prod­
u c t” ); 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 th is  
section as an “unapproved use of an ap­
proved product” ).

(3) R elation  to  oth er  u ses
An emergency use authorized under para­

graph (1) for a product is in addition to any 
other use th a t is authorized for the product 
under a provision of law referred to  in such 
paragraph.
(4) D efin ition s

For purposes of th is  section:
(A) The term  “biological product” has the 

meaning given such term  in section 262 of 
t itle  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) D eclaration  o f em ergency
(1) In  general

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

(A) a determ ination  by the Secretary of 
Homeland Security  th a t there is a domestic 
emergency, or a significant po ten tia l for a 
domestic emergency, involving a heightened 
risk  of a tta c k  w ith a specified biological, 
chemical, radiological, or nuclear agent or 
agents;

(B) a determ ination  by the Secretary of 
Defense th a t there is a m ilita ry  emergency, 
or a significant po ten tia l for a m ilita ry  
emergency, involving a heightened risk  to 
United S ta tes m ilita ry  forces of a tta c k  w ith 
a specified biological, chemical, radiological, 
or nuclear agent or agents; or

(C) a determ ination  by the Secretary of a 
public health  emergency under section 247d 
of t itle  42 th a t affects, or has a significant 
po ten tia l to affect, national security, and 
th a t involves a specified biological, chemi­
cal, radiological, or nuclear agent or agents, 
or a specified disease or condition th a t may 
be a ttrib u tab le  to such agent or agents.

(2) T erm ination  o f d eclaration
(A) In general

A declaration under th is  subsection shall 
te rm inate  upon the earlier of—

(i) a determ ination  by the Secretary, in 
consultation  as appropriate w ith the Sec­
re ta ry  of Homeland Security  or the Sec­
re ta ry  of Defense, th a t the circum stances 
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
lara tion  is made.

(B) R enew al
N otw ithstanding subparagraph (A), the 

Secretary m ay renew a declaration under 
th is  subsection, and th is  paragraph shall 
apply to any such renewal.
(C) D isp osition  o f product

If an authorization  under th is  section w ith 
respect to an unapproved product ceases to 
be effective as a resu lt of a term ination  
under subparagraph (A) of th is  paragraph, 
the Secretary shall consult w ith the m anu­
facturer of such product w ith respect to the 
appropriate disposition of the product.

(3) A dvance n o tice  o f term ination
The Secretary shall provide advance notice 

th a t a declaration under th is  subsection will 
be term inated . The period of advance notice 
shall be a period reasonably determ ined to 
provide—

(A) in the case of an unapproved product, 
a sufficient period for disposition of the 
product, including the re tu rn  of such prod­
uct (except such quantities of product as are 
necessary to  provide for continued use con-
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sisten t w ith subsection (f)(2) of th is section) 
to the m anufacturer (in the case of a m anu­
facturer th a t 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 inform a­
tion  under subsection (e)(2)(B)(ii) of th is  sec­
tion, as the case m ay be, th a t was provided 
w ith respect to  the emergency use involved.

(4) P u b lica tion
The Secretary shall prom ptly publish in the 

Federal R egister each declaration, determ ina­
tion, advance notice of term ination , and re­
newal under th is subsection.

(c) C riteria for issu an ce  o f au th orization
The Secretary m ay issue an authorization  

under th is  section w ith respect to the em er­
gency use of a product only if, after consulta­
tion  w ith the D irector of the N ational In stitu te s  
of H ealth and the D irector of the Centers for 
Disease Control and Prevention (to the extent 
feasible and appropriate given the circum ­
stances of the emergency involved), the Sec­
re ta ry  concludes—

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

(2) th a t, based on the to ta lity  of scientific 
evidence available to the Secretary, including 
data  from adequate and well-controlled clini­
cal tria ls , if available, i t  is reasonable to  be­
lieve th a t—

(A) the product may be effective in diag­
nosing, treating , or preventing—

(i) such disease or condition; or
(ii) a serious or life-threatening disease 

or condition caused by a product au thor­
ized under th is section, approved or 
cleared under th is  chapter, or licensed 
under section 262 of tit le  42, for diagnosing, 
trea ting , or preventing such a disease or 
condition caused by such an agent; and
(B) the known and poten tia l benefits of the 

product, when used to diagnose, prevent, or 
tre a t such disease or condition, outweigh the 
known and po ten tia l risks of the product;
(3) th a t there is no adequate, approved, and 

available a lternative  to the product for diag­
nosing, preventing, or trea tin g  such disease or 
condition; and

(4) th a t such other c rite ria  as the Secretary 
m ay by regulation prescribe are satisfied.

(d) Scope o f au th oriza tion
An authorization  of a product under th is sec­

tion  shall s ta te—
(1) each disease or condition th a t the prod­

uct may be used to diagnose, prevent, or tre a t 
w ithin the scope of the authorization;

(2) the Secretary’s conclusions, made under 
subsection (c)(2)(B) of th is  section, th a t the 
known and poten tia l benefits of the product, 
when used to diagnose, prevent, or tre a t such 
disease or condition, outweigh the known and 
poten tia l risks of the product; and

(3) the Secretary’s conclusions, made under 
subsection (c) of th is  section, concerning the

safety and poten tia l effectiveness of the prod­
uct in diagnosing, preventing, or trea tin g  such 
diseases or conditions, including an assess­
m ent of the available scientific evidence.

(e) C onditions o f au th oriza tion
(1) U napproved  product

(A) R equired  con d ition s
W ith respect to  the emergency use of an 

unapproved product, the Secretary, to  the 
extent practicable given the circum stances 
of the emergency, shall, for a person who 
carries out any ac tiv ity  for which the au­
thorization  is issued, establish such condi­
tions on an authorization  under th is section 
as the Secretary finds necessary or appro­
p riate  to p ro tect the public health , including 
the following:

(i) Appropriate conditions designed to 
ensure th a t health  care professionals ad­
m inistering  the product are informed—

(I) th a t the Secretary has authorized 
the emergency use of the product;

(II) of the significant known and po­
ten tia l benefits and risks of the em er­
gency use of the product, and of the ex­
te n t to which such benefits and risks are 
unknown; and

(III) of the a lternatives to the product 
th a t are available, and of th e ir benefits 
and risks.
(ii) Appropriate conditions designed to 

ensure th a t individuals to whom the prod­
uct is adm inistered are informed—

(I) th a t the Secretary has authorized 
the emergency use of the product;

(II) of the significant known and po­
ten tia l benefits and risks of such use, 
and of the extent to which such benefits 
and risks are unknown; and

(III) of the option to accept or refuse 
adm inistra tion  of the product, of the 
consequences, if any, of refusing adm in­
is tra tio n  of the product, and of the a lte r­
natives to the product th a t are available 
and of th e ir benefits and risks.
(iii) Appropriate conditions for the mon­

itoring  and reporting of adverse events as­
sociated w ith the emergency use of the 
product.

(iv) For m anufacturers of the product, 
appropriate conditions concerning record­
keeping and reporting, including records 
access by the Secretary, w ith respect to 
the emergency use of the product.

(B) A uthority  for ad d ition a l con d ition s  
W ith respect to  the emergency use of an

unapproved product, the Secretary may, for 
a person who carries out any ac tiv ity  for 
which the authorization  is issued, establish 
such conditions on an authorization  under 
th is  section as the Secretary finds necessary 
or appropriate to pro tect the public health , 
including the following:

(i) Appropriate conditions on which en ti­
ties m ay distribu te the product w ith re­
spect to the emergency use of the product 
(including lim ita tion  to  d istribu tion  by 
governm ent entities), and on how distribu­
tion  is to be performed.
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(ii) Appropriate conditions on who may
adm inister the product w ith respect to the 
emergency use of the product, and on the 
categories of individuals to  whom, and the 
circum stances under which, the product 
m ay be adm inistered w ith respect to  such 
use.

(iii) Appropriate conditions w ith respect
to  the collection and analysis of inform a­
tion, during the period when the au thor­
ization is in effect, concerning the safety 
and effectiveness of the product w ith re­
spect to  the emergency use of such prod­
uct.

(iv) For persons o ther than  m anufactur­
ers of the product, appropriate conditions 
concerning recordkeeping and reporting, 
including records access by the Secretary, 
w ith respect to  the emergency use of the 
product.

(2) U napproved  u se
W ith respect to  the emergency use of a prod­

uct th a t is an unapproved use of an approved 
product:

(A) For a m anufacturer of the product who
carries out any ac tiv ity  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 m ay establish conditions 
described in clauses (iii) and (iv) of such 
paragraph.

(B) (i) If the authorization  under th is  sec­
tion  regarding the emergency use authorizes 
a change in the labeling of the product, but 
the m anufacturer of the product chooses not 
to m ake such change, such authorization  
may not authorize d istribu tors of the prod­
uct or any other person to a lte r  or obscure 
the labeling provided by the m anufacturer.

(ii) In the circum stances described in
clause (i), for a person who does not m anu­
facture the product and who chooses to  ac t 
under th is  clause, an authorization  under 
th is  section regarding the emergency use 
shall, to the extent practicable given the cir­
cum stances of the emergency, authorize 
such person to provide appropriate inform a­
tion  w ith respect to such product in addition 
to the labeling provided by the m anufac­
tu rer, subject to compliance w ith clause (i). 
While the authorization  under th is  section is 
effective, such additional inform ation shall 
not be considered labeling for purposes of 
section 352 of th is  title .

(C) The Secretary may establish w ith re­
spect to the d istribu tion  and adm inistra tion  
of the product for the unapproved use condi­
tions no more restric tive  than  those estab­
lished by the Secretary w ith respect to the 
d istribu tion  and adm inistra tion  of the prod­
uct for the approved use.

(3) Good m anufacturing  p ractice
W ith respect to  the emergency use of a prod­

uct for which an authorization  under th is  sec­
tion  is issued (whether an unapproved product 
or an unapproved use of an approved product), 
the Secretary may waive or lim it, to the ex­
te n t appropriate given the circum stances of

the emergency, requirem ents regarding cur­
ren t good m anufacturing practice otherwise 
applicable to the m anufacture, processing, 
packing, or holding of products subject to reg­
ulation  under th is  chapter, including such re­
quirem ents established under section 351 of 
th is title .
(4) A d vertising

The Secretary may establish conditions on
advertisem ents and other prom otional descrip­
tive printed m a tte r th a t re la te  to the em er­
gency use of a product for which an authoriza­
tion  under th is  section is issued (whether an 
unapproved product or an unapproved use of 
an approved product), including, as appro­
p riate—

(A) w ith respect to drugs and biological
products, requirem ents applicable to pre­
scription drugs pursuant to  section 352(n) of 
th is  title ; or

(B) w ith respect to devices, requirem ents
applicable to restric ted  devices pursuant to 
section 352(r) of th is title .

(f) D uration  o f au th oriza tion
(1) In general

Except as provided in paragraph (2), an au­
thorization  under th is  section shall be effec­
tive un til the earlier of the term ination  of the 
declaration under subsection (b) of th is sec­
tion  or a revocation under subsection (g) of 
th is section.
(2) C ontinued  u se  a fter end  o f e ffective  period

N otw ithstanding the term ination  of the dec­
lara tion  under subsection (b) of th is  section or 
a revocation under subsection (g) of th is  sec­
tion, an authorization  shall continue to  be ef­
fective to provide for continued use of an un­
approved product w ith respect to  a pa tien t to 
whom it  was adm inistered during the period 
described by paragraph (1), to the ex ten t found 
necessary by such p a tien t’s attending  physi­
cian.

(g) R evocation  o f au thorization
(1) R eview

The Secretary shall periodically review the
circum stances and the appropriateness of an 
authorization  under th is  section.
(2) R evocation

The Secretary may revoke an authorization
under th is  section if the c rite ria  under sub­
section (c) of th is section for issuance of such 
authorization  are no longer m et or o ther cir­
cum stances m ake such revocation appropriate 
to pro tect the public health  or safety.

(h) P ublication; con fid en tia l in form ation
(1) P u b lica tion

The Secretary shall prom ptly publish in the
Federal Register a notice of each authoriza­
tion, and each term ination  or revocation of an 
authorization  under th is section, and an expla­
nation  of the reasons therefor (which may in­
clude a sum m ary of data  or inform ation th a t 
has been subm itted to the Secretary in an ap­
plication under section 355(i) of th is  tit le  or 
section 360j(g) of th is  title , even if such sum­
m ary m ay indirectly  reveal the existence of 
such application).
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(2) C onfidentia l in form ation
Nothing in th is  section a lters  or amends sec­

tion  1905 of t itle  18 or section 552(b)(4) of title  
5.

(i) A ctions com m itted  to  agency  d iscretion
Actions under the au th o rity  of th is section by

the Secretary, by the Secretary of Defense, or 
by the Secretary of Homeland Security  are com­
m itted  to  agency discretion.
(j) R ules o f con stru ction

The following applies w ith respect to th is  sec­
tion:

(1) Nothing in th is  section im pairs the au­
th o rity  of the President as Commander in 
Chief of the Armed Forces of the United 
S ta tes under artic le  II, section 2 of the United 
S ta tes C onstitution.

(2) Nothing in th is  section im pairs the au­
th o rity  of the Secretary of Defense w ith re­
spect to the D epartm ent of Defense, including 
the armed forces, under other provisions of 
Federal law.

(3) Nothing in th is  section (including any ex­
ercise of au tho rity  by a m anufacturer under 
subsection (e)(2)) im pairs the au tho rity  of the 
United S ta tes to use or manage quan tities of 
a product th a t are owned or controlled by the 
United S ta tes (including quantities in the 
stockpile m aintained under section 247d-6b of 
tit le  42).

(k) R elation  to  oth er  prov ision s
If a product is the subject of an authorization 

under th is  section, the use of such product w ith­in 
the scope of the authorization  shall no t be 
considered to constitu te  a clinical investigation for 
purposes of section 355(i) of th is title , section 360j(g) 
of th is  title , or any other provision of th is 
chapter or section 262 of t itle  42.
( l )  O ption to  carry ou t au th orized  ac tiv itie s

Nothing in th is section provides the Secretary
any au tho rity  to require any person to carry out 
any ac tiv ity  th a t becomes lawful pursuant to an 
authorization  under th is section, and no person 
is required to  inform the Secretary th a t the per­
son will no t be carrying out such ac tiv ity , ex­
cept th a t a m anufacturer of a sole-source unap­
proved product authorized for emergency use 
shall report to  the Secretary w ithin a reason­
able period of tim e after the issuance by the 
Secretary of such authorization  if such m anu­
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 
ac tiv ity  for which an authorization  under th is 
section is issued. This section does not modify 
or affect activ ities carried out pursuant to other 
provisions of th is  chapter or section 262 of title  
42. Nothing in th is  subsection m ay be construed
as restric ting  the Secretary from imposing con­
ditions on persons who carry out any ac tiv ity
pursuant to  an authorization  under th is section.
(June 25, 1938, ch. 675, §564, as added Pub. L. 
108-136, div. A, title  XVI, § 1603(a), Nov. 24, 2003, 
117 S ta t. 1684; amended Pub. L. 108-276, §4(a), 
Ju ly  21, 2004, 118 S ta t. 853.)

Amendments

2004—Pub. L. 108-276 amended section generally, sub­
stituting provisions of subsecs, (a) to (I) 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. T echn ica l ass istan ce

The Secretary, in consultation w ith the Com­
m issioner of Food and Drugs, shall establish 
w ithin the Food and Drug A dm inistration a 
team  of experts on m anufacturing and regu­
la to ry  ac tiv ities (including compliance w ith 
curren t Good M anufacturing Practice) to pro­
vide both off-site and on-site technical assist­
ance to  the m anufacturers of qualified counter­
m easures (as defined in section 247d-6a of t itle  
42), security  counterm easures (as defined in sec­
tion  247d-6b of t itle  42), or vaccines, a t the re­
quest of such a m anufacturer and a t the discre­
tion  of the Secretary, if the Secretary deter­
mines th a t a shortage or po ten tia l shortage may 
occur in the United S tates in the supply of such 
vaccines or counterm easures and th a t 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 S ta t. 
2875.)

§360bbb-5. C ritical P ath  P ub lic-P rivate P artn er­
sh ip s

(a) E stab lishm ent
The Secretary, acting through the Commis­

sioner of Food and Drugs, may en ter in to  col­
laborative agreem ents, to be known as Critical 
P a th  Public-Private Partnerships, w ith one or 
more eligible en tities to im plem ent the Critical 
P a th  In itia tive  of the Food and Drug Adminis­
tra tio n  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, m anufacturing, and 
transla tiona l therapeutics, and enhancing medi­
cal product safety.
(b) E lig ib le en tity

In th is  section, the term  “eligible e n tity ”
means an en tity  th a t m eets each of the follow­
ing:

(1) The en tity  is—
(A) an in stitu tio n  of higher education (as

such term  is defined in section 1001 of title  
20) or a consortium  of such institu tions; or

(B) an organization described in section
501(c)(3) of t itle  26 and exempt from tax  
under section 501(a) of such title .
(2) The en tity  has experienced personnel and

clinical and other technical expertise in the 
biomedical sciences, which may include grad­
uate tra in ing  program s in areas relevant to 
priorities of the Critical P a th  In itia tive.

(3) The en tity  dem onstrates to  the Sec­
re ta ry ’s satisfaction  th a t the en tity  is capable 
of—

(A) developing and critica lly  evaluating
tools, methods, and processes—

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




