REFERENCE MATERIALS
for Bailiwick News Collections
Version 1 - April 2025

Reference materials to accompany the subject-matter books assembled so far.

Book 1 — Biological product non-regulation contains the 1798-1972 series researched and
written with Lydia Hazel; some posts about scientific and mathematical frauds (virus 'isolation,’
antibodies, probability units); and posts from a series about FDA-directed biological product
non-regulation acts and omissions since 1972. Reporting in this collection 1s focused on the 1902
Virus-Toxin law (also known as Biologics Control Act), 1906 Pure Food and Drug Act, 1938
Food Drug and Cosmetic Act, and 1944 Public Health Service Act, and the main implementing
regulations prior to 1973: 42 CFR 22; 42 CFR 73; 21 CFR 273; and since 1973: 21 CFR 600-
680.

Book 2 — PREP Act, public health emergency, and EUA countermeasure law
contains reporting on federal PREP Act, public health emergency and EUA countermeasure
law, focused on Public Health Service Act Section 319 (codified at 42 USC 247d-6d), Food

Drug and Cosmetic Act Section 564 (21 USC 360bbb), PREP Act, Project Bioshield Act and a
few others.

Book 3 - Communicable disease control, quarantine, habeas corpus law contains reporting on
federal communicable disease control and quarantine law, focused on Public Health Service Act
Section 351 (codified at 42 USC 264) and two implementing regulations: 42 CFR 70, 42 CFR
71

Version 1 of reference collection includes federal statutes. It includes only two relevant
regulations (domestic quarantine and select agents and toxins) because regulation documents are
much longer documents.

Readers interested in the reading biological product regulations will find most of the versions
promulgated between 1902 and 1972 uploaded at the Bailiwick News archives page here and
the current version of 21 CFR 600-680 here.


https://bailiwicknewsarchives.wordpress.com/
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Sec. 2. That any person who shall counsel, aid, abet, and assist in
the perpetration of any of the offenses set forth in the preceding sec-
tion shall be deemed to be principals therein.

Sec. 3. That upon the trial of any person charged with any offense
set forth in this Act it shall not be necessary to set forth or prove the
particular person against whom it was intended to commit the offense,
or that it was intended to commit such offense against any particular
person.

Approved, July 1, 1902.

CHAP. 1377.—An Act Providing for the resurvey of certain townships in San
Diego County, California. :

Be it enacted by the Senate and House of Representatives of the United
States of America in Congress assembled, That the Secretary of the-
Interior be, and he is hereby, authorized to cause to be made a resur-
vey of the lands in San Diego County, in the State of California,
embraced in and consisting of the tier of townships thirteen, fourteen,
fifteen, and sixteen south, of ranges eleven, twelve, thirteen, four-
teen, fifteen, and sixteen east, and the fractional township seventeen
south, of ranges fifteen and sixteen east, all of San Bernardino base
and meridian; and all rules and regulations of the Interior Depart-
ment requiring petitions from all settlers of said townships asking for
resurvey and agreement to abide by the fesult of the same so far as
these lands are concerned are hereby abrogated: Prowided, That noth- -
ing herein contained shall be so construed as to impair the present
bona fide claim of any actual occupant of any of said lands to the
lands so occupied. ] .

Approved, July 1, 1902,

CHAP. 1378.—An Act To regulate the sale of virtises, serums, toxins, and analo-
gous products in the District of Columbia, to regulate interstate traffic in said articles,
and for other purposes.

Be it enacted by the Senate and House of Representatives of the Unated
States of America in Congress assembled, That from and after six

£ months after the promulgation of the regulations authorized by section

four of this Act no person shall sell, barter, or exchange, or offer for
sale, barter, or exchange in the District of Columbia, or send, carry,
or bring for sale, barter, or exchange from any State, Territory, or
the District of Columbia into any State, Territory, or the District of
Columbia, or from any foreign country into the United States, or from

the United States into any foreign country, dny virus, therapeutic
serum, toxin, antitoxin, or analogous praduct apw
1on and cure of diseases of man, unless (a) such virus, serum, toxin,
antitoxin, or product has been sropagated and prepared at an estab-
lishment holding an unsuspended and unrevoked license, issued by the
Secretary of the Treasury as hereinafter authorized, to propagate and
prepare such virus, serum, toxin, antitoxin, or product for sa%e in the
Distriet of Columbia, or for sending, bringing, orcarrying from place to
place aforesaid; nor (b) unless each package of such virus, seruim, toxin,
antitoxin, or product is plainly marked with the proper name of the
article contained therein, the name, address, and license number of the
manufacturer, and the date beyond which the contents can not be
ex(geected beyond reasonable doubt to yield their specific results: Pro-
vided, That the suspension or revocation of any license shall not pre-
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vent the sale, barter, or exchange of any virus, serum, toxin, antitoxin,
or product aforesaid which has been sold and delivered by the licentiate
prior to such suspension or revocation, unless the owner or custodian
of such virus, serum, toxin, antitoxin, or product aforesaid has been
notified by the Secretary of the Treasury not to sell, barter, or
exchange the same. i :

Skc. 2. That no person shall falsely label or mark any package or
container of any virus, serum, toxin, ahtitoxin, or product aforesaid;
nor alter any label or mark on any package or container of any virus,
serum, toxin, antitoxin, or product aforesaid so as to falsify such label
or mark. ’

Sec. 3. That any officer, agent, or employee of the Treasury Depart-

ment, duly detailed by the Secretary of the Treasury for that purpose,
may during all reasonable hours enterand inspect any establishment for
the propagation and preparation of any virus, serum, toxin, antitoxin,
or product aforesaid for sale, barter, or exchange in the District of
Columbia, or tobe sent, carried, or brought from any State, Territory,
or the District of Columbia into any other State or Territory or the
District of Columbia, or from the United States into any foreign
country, or from any foreign country into the United States.

11e c NE DY OIS LIted d d
blect _to the approval of _the Secretary of_the treas
C 'O me 10 me su "uies a may e ne

SEc. 4. That the Surgeon-General of the Army, the Surgeon-General
of the Navy, and Eﬁe'g_rﬁg_lﬂsm_suerwsm urgeon- eral o e Marine-

nd 5 ms, toxins, antitoxins, and analogous
pro&ucé, applicable to the prevention and cure of diseases of man,
intended for sale in the District of Columbia, or to be sent, carried
or brought for sale from any State, Territory, or the District of,
Columbia, into any other State, Territory, or the District of Columbia,
or from the United States irito any foreign country, or from any for-
eign country into the United States: Provided, That all licenses issued
for the maintenance of establishments for the propagation and prepa-
ration in any foreign countr% of any virus, serum, toxin, antitoxin, or
product aforesaid; for sale, barter, or exchange in the United States,
shall be issued upon condition that the licentiates will permit the
inspection of the establishments where said articles are propagated and
prepared, in accordance with section three of this Act.

Sec. 5. That the Secretary of the Treasury be, and he is hereby,
authorized and directed to enforce the provisions of this Act and of
such rules and regulations as may be made by authority thereof; to
issue, suspend, and revoke licenses for the maintenance of establish-
ments aforesaid, and to detail for the discharge of such duties such
officers, agents, and employees of the Treasury Department as may in
his judgment be necessary. - .

Skec. 6. That no person shall interfere with any officer, agent, or
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Sec. 7. That any person who shall violate, or aid or abet in viola.ting, 1a

any of the provisions of this act shall be punished by‘a fine not excee
ing five hundred dollars or by imprisonment not exceeding one year, or
by both such fine and imprisonment, in the discretion of the court.

Sec. 8. That all Acts and parts of Acts inconsistent with the pro-
visions of this Act be, and the same are hereby, repealed.

Approved, July 1, 1902.
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That all moneys appropriated by this Act which the Jamestown
Tercentennial Commission is authorized to expend shall be drawn out
of the Treasury in such manner and under such regulations as such
Commission may determine, subject to the approval of the Secretary
of the Treasury; and at the close of the exposition period, and after
the work of such Commission is completed, such Commission shall
make a complete report of their actions hereunder and a complete
statement of all expenditures for each of the purposes herein specified
to the President of the United States for transmission to Congress.

Approved, June 30, 1906.

CHAP. 3915.—An Act For preventing the manufacture, sale, or transportation of
adulterated or misbranded or poisonous or deleterious foods, drugs, medicines, and
liquors, and for regulating traffic therein, and for other purposes.

Beit enacted by the Senate and House of Representatives of the Unated
States of America in Congress assembled, That it shall be unlawful for
any person to manufactare within any Territory or the District of
Columbia any article of Tood or drug which is adulterated or misbranded,
within the meaning of this Act; and any person who shall violate any
of the provisions of this section shall be guilty of a niisdemeanor, and
for each offense shall, upon conviction thereof, be tined not to exceed
five hundred dollars or shall be sentenced to one year’s imprisonment,
or both such filgandimprisonnieit, in the discretion of the court, and
for each subsequent offense and conviction thereof shall be fined not
less than one thousand dollars or sentenced to one year’s imprisoniment,
or both such fine and imprisonment, in the discretion of the court.

Sec. 2. That the introguction into any State or Territory or the Dis-
trict of Columbia from any other State or Territory or the District of
Columbia, or from any foreign country, or shipment to any foreign
country of any article of food or drugs which is adulterated or mis-
branded, within the meaning of this Act, is hereby prohibited; and
any person who shall §iip or deliver for shipment from any State or
Territory or the District of Columbia to any other State or Territory
or the District of Columbia, or to a foreign country, or who shall
feceive in any State or Territory or the District of Columbia from any
other State or Territory or the District of Columbia, or foreign coun-
try, and having so received, shall deliver, in original unbroken pack-
ages, for pay or otherwise, or offer to deliver to any other person, any
such article so adulterated or misbranded within the meaning of this
Act, or any person who shall gelliorioffernformsale in the District of
Columbia or the Territories of the United States any such adulterated
or misbranded foods or drugs, or ¢xportrorroffertorexport the same
to any foreign country, shall be guilty of a misdemeanor, and for
such offense be fined not exceeding two hundred dollars for the
first offense, and upon conviction for each subsequent offense not
exceeding three hundred dollars or be imprisoned not exceeding one
year, or both, in the discretion of the court: Provided, That no arti-
cle shall be deemed misbranded or adulterated within the provisions
of this Act when intended for export to any foreign country and pre-
pared or packed according to the specifications or directions of the
foreign purchaser when no substance is used in the preparation or
packing thereof in conflict with the laws of the foreign country to
which said article is intended to be shipped; but if said article shall be
in fact sold or offered for sale for domestic use or consumption, then
this proviso shall not exempt said article from the operation of any of
the other provisions of this Act.

Src. 3. That the Secretary of the Treasury, the Secretary of Agri-
eulture; and theSecretary of Commerce and Labor shall make uniform
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rules and vegulations for carrying out the provisions of this Act,
including the collection and examination of specimens) of foods and
drugs manufactured or offered for sale in the District of Columbia, or
in any Territory of the United States, or which shall be offered for
sale in unbroken packages in any State other than that in which they
shall have been respectively manufactured or produced, or which
shall be received from any foreign country, or intended for shipment
to any foreign country, or which may he submitted for examination
by the chief health, food, or drug officer of any State, Territory, or
the District of Columbia, or at any domestic or foreign port through
which such product is offered for interstate commerce, or for export
or import between the United States and any foreign port or country.

Skc. 4. That the examinations of specimens.of foods and drugs shall
be made in the Bureau of Chemistry of the Department of Agricul-
ture, or under the direction and supervision of such Bureau, for the
purpose of determining from such examinations whether such articles
are adulterated or misbranded within the nieaning of this Act; and if
it shall appear from any such examination that auy of such specimens
is adulterated or mishranded within the meaning of this Act, the Sec-
retary of Agriculture shall cause notice thereof to be given to the party
from whom such sample was obtained. Any party so notified shall be
given an opportunity to be heard, under such rules and regulations as
may be prescribed as aforesaid, and if it appears that any of the pro-
visions of this Act have been violated by such party, then the Secre-
tary of Agriculture shall at once @ertify thenfaetsito theproper United
Statesidistrictattorney, with a copy of the results of the analysis or the
examination of such article duly authenticated by the analyst or officer
making such examination, under the oath of such officer. ~ After judg-
ment of the court, notice shall be given by publication in such manner
as may be prescribed by the rules and regulations aforesaid.

Sec. 5. That it shall be the duty of each district attorney to whom
the Secretary of Agriculture shall report any violation of this Aet, or
to whom any health or food or drug oflicer or agent of any State, Terri-
tory, or the District of Columbia shall present satisfactory evidence of
any such violation, to cause appropriate proceedings to be commenced
and prosecuted in the proper courts of the United States, without
delay, for the enforcement of the penalties as in such case herein
provided.

Sec. 6. That the term #drug,” as used in this Act, shall include 4ll
medicines and preparations recognized in the United States Pharma-
copeeia or National Formulary for internal or external use, and any
substance or mixture of substances intended to be used for the cure,
mitigation, or prevention of disease of either man or other animals.
The term **food,” as used herein, shall include all articles used for
food, drink, confectionery, or condiment by man or other animals,
whether simple, mixed, or compound.

Sec. 7. That for the purposes of this Act an article shall be deemed A

to be adulterated:

In case of drugs: .

First. If, when a drug is sold under or by a name recognized in the
United States Pharmacopeeia or National Formulary, it differs from
the standard of strength, quality, or purity) as determined by the test
laid down in the United Statcs Pharmacopeeia or National Formulary
official at the time of investigation: Provided, That no drug defined
in the United States Pharmacopeeia or National Formulary shall be
deemed to be adulterated under this provision if the standard of
strength, quality, or purity be plainly stated upon the bottle, box, or
other container thereof although the standard may differ from that
determined by the test laid down in the United States Pharmacopceia
or National Formulary.

VOL XXXIV, PT 1—19
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Second. If its strength or purity fall below the professed standard
or quality under which it is sold.

In the case of confectionery:

If it contain terra alba, barytes, talc, chrome yellow, or other mineral
substance or poisonous color or flavor, or other ingredient deleterious
or detrimental to health, or any vinous, malt or spirituous liquor or
compound or narcotic drug.

In the case of food:

First. If any substance has been mixed and packed with it so as to
reduce or lower or injuriously affect its quality or strength.

Second. If any substance has been substituted wholly or in part for
the article.

Third. If any valuable constituent of the article has been wholly or
in part abstracted. ‘

Fourth. If it be mixed, colored, powdered, coated, or stained in a
manner whereby damage or inferiority is concealed.

Fifth. If it contaip any added poisonous or other added deleterious
ingredient which may render such article injurious to health: FProvided,
That when in the preparation of food products for shipment they are
preserved by any external application applied in such manner that the
preservative is necessarily removed mechanically, or by maceration in
water, or otherwise, and directions for the removal of said preserva-
tive shall be printed on the covering or the package, the provisions
of this Actshall be construed as applying only when said products are
ready for consumption.

Sixth. If it consists in whole or in part of a filthy, decomposed, or
putrid animal or vegetable substance, or any portion of an animal
unfit for food, whether manufactured or not, or it it is the product of
a diseased animal, or one that has died otherwise than by slanghter.

SEc. 8. That the term *“ misbranded,” as used herein, shall apply to
all drugs, or articles of food, or articles which enter into the composi-
tion of food, the package or label of which shall bear any statement,
design, or device regarding such article, or the ingredients or sub-
stances contained therein which shall be false or misleading in any
particular, and to any food or drug product which is falsely branded
as to the State, Territory, or country in which it is manufactured or
produced.

That for the purposes of this Act an article shall also be deemed to
be misbranded:

In case of drugs:

First. If it be an imitation of or offered for sale under the name of
another article.

Second. If the contents of the package as originally put up shall
have been removed, in whole or in part, and other contents shall have
been placed in such package, or if the package fail to bear a statement

on the label of the quantity or proportion of any aleohol, morphine,
opium, cocaine, heroin, alpha or beta eucaine chlmﬁs
e RSP RE T2 ORI O preparation
of any such substances contained therein.

In the case of food:

First. If it be an imitation of or offered for sale under the distinc-
tive name of another article.

Second. If it be labeled or branded so as to deceive or mislead the
purchaser, or purport to be a foreign product when not so, or if the
contents of the package as originally put up shall have been removed
in whole or in part and other contents shall have been placed in such
package, or if 1t fail to bear a statement on the label of the quantity
or proportion of any morphine, opium, cocaine, heroin, alpha or beta
eucane, chloroform, cannabis indica, chloral hydrate, or acetanilide,
o];' any derivative or preparation of any of such substances contained
therein.
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Third. If in package form, and the contents are stated in terms of
weight or measure, they are not plainly and correctly stated on the
outside of the package.

Fourth. If the package containing it or its label shall bear any state-
ment, design, or device regarding the ingredients or the substances
contained therein, which’ statement, design, or device shall be false
or misleading in any particular: Provided, That an article of food
which does not contain any added poisonous or deleterious ingredients
shall not be deeined to be adulterated or misbranded in the following
cases:

First. In the case of mixtures or compounds which may be now or
from time to time hereafter known as articles of food, under their
own distinctive names, and not an imitation of or offered for sale
under the distinctive name of another article, if the name be accom-
panied on the same label or brand with a statement of the place where
said article has been manufactured or produced.

Second. In the case of articles labeled, branded, or tagged so as to
plainly indicate that they are compounds, imitations, or blends, und
the word ‘> compound,” *‘imitation,” or **blend,” as the casc may be,
is plainly stated on the package in which it is offered forsale: rovided,
That the term hlend as used herein shall be construed to mean a mix-
ture of like substances, not excluding harmless coloring or flavoring
ingredients used for the purpose of coloring and flavoring only: And
provided further, That nothing in this Act shall be construed as requir-
ing or compelling proprietors or manufacturers of proprietary foods
which contain no unwholesome added ingredient to disclose their trade
formulas, except in so far as the provisions of this Act may require to
secure freedom from adulteration or misbranding.

Sec. 9. That no dealer shall be prosecuted under the provisions of
this Act when he can establish a guaranty signed by the wholesaler,
jobber, manufacturer, or other party residing in the United States,
from whom he purchases such articles, to the etfect that the same is
not adulterated or misbranded within the meaning of this Act, desig-
nating it. Said guaranty, to afford protection, shall contain the name
and address of the party or parties making the sale of such articles to
such dealer, and in such case said party or parties shall be amenable
to the prosecutions, fines, and other penalties which would attach, in
due course, to the dealer under the provisions of this Act.

Srkc. 10. That any article of food, drug, or liquor that is adulterated
or misbranded within the meaning of this Act, and is being transported
from one State, Territory, District, or insular possession to another
for sale, or, having heen transported, remains unloaded, unsold, or in
original unbroken packages, or if it be sold or offered for sale in the
District of Columbia or the Territories, or insular possessions of the
United States, orif it be imported from a foreign country for sale, or if
it is intended for export to a foreign country, shall be(liable to be pro-
ceeded against in any district court of the United Sm
districtwhere the same is found, and seized for confiscation by a process
of libel for condemnation, And if suct article is condemned as being
adulterated or misbranded, or of a poisonous or deleterious character,
within the meaning of this Act, the same shall be disposed of by
destruction or sale, as the said court may dircet, and the proceeds
thereof, it sold, less the legal costs and charges, shall be paid into the
Treasury of the United States, but such goods shall not be sold in any
jurisdiction contrary to the provisions of this Act or the laws of that
jurisdiction: Provided, however, That upon the payment of the costs
of such libel proceedings and the execution and delivery of a good and
sufficient bond to the effect that such articles shall not be sold or other-
wise disposed of contrary to the provisions of this Act, or the laws of
any State, Territory, District, pr insular possession, the court may by
order direct that such articles be delivered to the owner thercof, The
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proceedings of such libel cases shall conform, as near as may be, to
the proceedings in admiralty, except that either party may demand
trial by jury of any issue of fact joined in any such case, and all such
proceedings shall be at the suit of and in the name of the United States.

Sec. 11. The Secretary of the Treasury shall deliver to the Secretary
of Agriculture, upon his request from time to time,(Samples of toods
and'drugs which are being imported into the United States or offered
for 1mport, giving notice thereof to the owner or consignee, who may
appear before the Secretary of Agriculture, and have the right to
introduce testimony, and if it appear from the examination of such
samples that any article of food or drug offered to be imported into
the United States is adulterated or misbranded within the meaning of
this Act, or is otherwise dangerous to the health of the people of the
United States, or is of a kind forbidden entry into, or forbidden
to be sold or restricted in sale in the country in which it is made
or from which it is exported, or is otherwise falsely labeled in
any respect, the said article shall be refused admission, and the Sec-
retary of the Treasury shall refuse delivery to the consignee and
shall cause the destruction of any goods refused delivery which
shall not be exported by the consignee within three months from the
date of notice of such refusal under such regulations as the Secretary
of the Treasury may prescribe: Z’rovided, That the Secretary of the
Treasury may deliver to the consignee such goods pending examina-
tion and decision in the matter on execution of a penal bond for the
amount of the full invoice value of such goods, together with the
duty thereon, and on refusal to return such goods for any cause to
the custody of the Secretary of the Treasury, when demanded, for the
purpose of excluding them from the country, or for any other purpose,
said consignee shall forfeit the full amount of the bond : And provided
Further, That all charges for storage, cartage, and labor on goods
which are refused admission or delivery shall be paid by the owner or
consignee, and in default of such payment shall constitute a lien
against any future importation made by such owner or consignee.

Sute. 12, That the term ““Territory ” as used in this Act shall include
the insulav possessions of the United States. The word **person” as
used in this Act shall be construed to imFort both the plural and the
singnlar, as the case demands, and shail include corporations, com-
panies, societies and associations. When construing and enforcing
the provisions of this Act, the act, omission, or failure of any officer,
agent, or other person acting for or employed by any corporation,
company, society, or association, within the scope of his employment
or office, shall in every case be also deemed to be the act, omission,
or failure of such corporation, company, society, or association as well
as that of the person.

Skc. 18. That this Act shall be in force and effect from and after
the first day of January, nineteen hundred and seven.

Approved, June 30, 1906.

CHAP. 3016.—An Act To increase the limit of cost of certain publie buildings, to
authorize the purchase of sites for public buildings, to authorize the erection and
completion of public buildings, and for other purposes.

Be it enacted by the Senate and House of Representatives of the United
States of America in Congress assembled, That to enable the Secretary
of the Treasury of the United States to give effect to and execute the
provisions of existing legislation authorizing the purchase of sites and
erection thereon of public buildings in the several cities hereinafter
enumerated, the limit of cost heretofore fixed by Congress therefor
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hour law, the inspection and quarantine of imported animals, inelud-
ing the establishment and maintenance of quarantinestations and the
alteration of buildings thereon, the inspection work relative to the
existence of contagious diseases and the tuberculin and mallein testing
Proviso. of animals, $654,000: Provided, That of this sam not less than $75,000
coadicating ho& hall be set aside for demonstrating the best method of preventing
and eradicating hog cholera; ‘ ..
Southemncattletickse.  For all necessary for the eradication of southern cattle

Proviso. ticks, $325,000: ided, however, That no part of this appropriation

chasot materiatsee. shall be used in the purchase of materials for or in the construction
of dipping vats upon land not owned solely by the United States,
except at fairs or expositions where the artment of Agriculture
makes exhibits or demonstrations; nor shall any part of this appro-
riation b3 used in the purchase of materials or mixtures for use in -
ipping vats except in experimental or demonstration work carried
. on lyn%lm officials or agents of the Bureau of Animal Industry;

Dairy industry. For all necessary expenses for investigations and experiments in
dairy ind , cooperative investigations of the dairy industry in
the wvarious States, inspection of renovated butter factories and
mnFrka $177,900; ‘ for Savestizations wnd  nente i

Animal hushandry.  For all necessary expenses for investigations and experiments in

Animal diseases. : al]llusba.ndry, o f tific diseases

- For all n expensés for scientific investigations in di
of ammals,mg the maintenance and improvement of the
bureau experiment station st Bethesda, Magyland, and the necessary
alterations of buildings thereon, and the necessary for inves-
tigations of tuberculin, serums, antitoxins, and anamus products,
$78,680; .
T . That from and after July first, nineteen hundred and thirteen, it
etc., unlawful. shall be unlawful for any person, firm, or corporation to prepare, sell,
barter, or exchange in the District of Columbia, or in the Territories,
or in any place under the jurisdiction of the United States, or to ship
or deliver for shipment from one State or Territory or the District of
Columbisa to any other State or Territory or the District of Columbia,
any worthless, contaminated, d us, or harmful virus, serum,
toxin, or maf:fsous roduct intended for use in the treatmemt of

Trade in virs etc; domestic animals, and no person, firm, or corporation shall prepare

restri . . . prep: »
establisbmenta.  gell, barter, exchange, or as aforesaid any virus, serum, toxin,
or analogous product manufactured within the United States and

intended for use in the treatment of domestic animals, unless and

until the said virus, serum, toxin, or analogous product shall have

been preg:cr:;i, under and in compliance with regulations prescribed

by the tary of Agriculture, at an establishment holding an

Importationofharm. UnSUspended and unrevoked license issued by the Secretary of
tul virus, etc., prohib- Agriculture as hereinafter authorized. That the importation into
lted. the United States, without a permit from the Secretary of Agriculture,
of any virus, serum, toxin, or analogous product for use in the treat-

ment of domestic animals, and the importation of any worthless,
contammniim’.e;if dange;o:g, ::l-.e harmful ;riirus, serum, toxin, or analo-

o to deter. S0US product for use in the treatment of domestic animals, are hereb

mine gLty prolnglted. The Secretary of InA‘fncultnre is hereby authorized tZ)
cause the Bureau of Animal Industry to examine and inspect all

viruses, serums, toxins, and analogous grpducts, for use in the treat-

ment of domestic animals, which are being imported or offered fo

Denied entry, ete, OPOTtation into the United States, to determine whether such

‘ viruses, serums, toxins, and analogous products are worthless, con-
taminated, dangerous, or harmful, and if it shall appear that any such

, serum, toxin, or analogous product, for use in the treatment
domestic animals, is worthless, contaminated, dangero’?s, o: ha:;ﬁflf
the same shall be denied entry and shall be destroyed or returned
at the expense of the ownmer or importer. That tie Secretary of
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Agriculture be, and hereby is, authorized to make and promulgate b LEulations, etc., to
from time to time such and regulations as may be necessary to
prevent the preparation, sale, barter, exchange, or sKipment asi'z)re—
said of any worthless, contaminated, dangerous, or harmful virus,
serum, toxin, or analogous product for use in the treatment of domes-
tic animals, and to issue, suspend, and revoke licenses for the main-
tenance of establishments for the preparation of viruses, serums,
toxins, and analogous products, for use in the treatment of domestic
animals, intended for sale, barter, exchange, or shipment as afore-
said. The Secretary of Agriculture is hereby authorized to issue b
permits for the importation into the United States of viruses, serums, ation. = °* P
toxins, and analogous products, for use in the treatment of domestic , :
anim which are not worthless, contaminated, dangerous, oT 1,.ection of estab
harmful. All licenses issued under authority of this Act to establish- lishments.
ments where such viruses, serums, toxins, or analogous products are
repared for sale, barter, exchange, or shipment as aforesaid, shall

Ee 1ssued on condition that the licensee shall permit the inspection of
such establishments and of such products and their preparation;
and the Secretary of Agriculture may suspend or revoke any permit gu, ension of
or license issued under authority of this Act, after opportunity for license.
hearing has been granted the licensee or importer, when the Secretary
of Agriculture is satisfied that such license or permit is being used to
facilitate or effect the preparation, sale, barter, exchange, or shipment
as aforesaid, or the importation into the United Statesof any worth-
less, contaminated, dangerous, or harmful virus, serum, toxin, or :
analogous product for use in the treatment of domestic animals. 1nspection, ete.. by
That any officer, agent, or employee of the .DeYa.rtment of Agricul- oficers.
ture duly authorized by the Secretary of Aﬁ:’xc_u ture for the purpose
may, at any hour during the daytime or nighttime, enter and inspect
any establishment licensed under this Act where any virus, serum,
toxin, or analogo%sfprotllct bfor use inhthe treaﬁent Oft cior:festlc'
animals is prepared for sale, barter, exchange, or ment as afore-
said. Thag axI;y person, firm, or corporation who shall violate any Iationa ent for T
of the provisions of this Act shall be deemed guilty of a misdemeanor,
and shall, upon conviction, be punished by a fine of not exceedin
$1,000 or by imprisonment not exceeding one year, or by both suc
fine and imprisonment, in the discretion of the court. That there Amountforexpenses.
is hereby appropriated, out of any moneys in the Treasury not other-
wise appropriated, to be expended as the Secretary of Agriculture
may £rect for the purposes and objects of this Act, the sum of
$25,000, which appropriation shall become available on July first,
nineteen hundred and thirteen, and may be expended at any time
before July first, nineteen hundred and fourteen; . _

For construction of buildings at bureau experiment station at Bulldings. exrert
Bethesda, Maryland, and bureau experiment farm at Beltsville, tarm.
Maryland, $16,500; = . ) . ' .

For general administrative work, including traveling expenses and Administracive
salaries of employees engaged in such work, rent outside of the Dis-
trict of Coh;lmbia, of(flice Iflixtures and supplies, ez;pllx(‘)es;ss,ﬁfrelght, tele-

aph, telephone, and other necessary expenses, $40,186; . )
& or all gecess’ary expenses for e_xpg.gnents in the feeding and Ostrich breeding.
breedin% of ostriches and for investigations and experiments in the
Tl Sor peeral expous, $1,371,946

, for gen nses, $1, S )

"And hereafter the Secre of ﬁrfculture is authorized to prepare ,Sel¢ of specimena
and sell at cost such pathological and zoological specimens as he
may deem of scientific or educational value to scientists or others
engaged in the work of hygiene and sanitation: Provided, That all £ove.
moneys received from the sale of such specimens shall be deposited
in the Treasury as miscellaneous receipts.
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and two-tenths feet; run thence northerly across the United States
Hot Springs Reservation in a straight line to the place of beginning.

Sec. 8. There is hereby authorized to be appropriated for the
acquisition of lands described in section 1 hereof such sums as the
Congress may from time to time determine.

Approved, June 24, 1938.

[CHAPTER 653]
AN ACT

To amend section 23 of the Act to create the California Débris Commission, as
amended.

Be it enacted by the Senate and House of Representatives of the
United States of America in Congress assembled, That section 23 of
the Act approved March 1, 1893, entitled “An Act to create the
California Débris Commission and regulate hydraulic mining in the
State of California”, as amended by the Act approved June 19,
1934, is hereby further amended by adding at the end thereof the
following: “The Secretary of War is authorized to enter into con-
tracts to supply storage for water and use of outlet facilities from
débris storage reservoirs, for domestic and irrigation purposes and
power development upon such conditions of delivery, use, and pay-
ment as he may approve: Provided, That the moneys received from
such contracts shall be deposited to the credit of the reservoir project
from which the water is supplied, and the total capital cost of said
reservoir, which is to be repaid by tax on mining operations as herein
provided, shall be reduced in the amount so recerved?”.

Approved, June 25, 1938.

[CHAPTER 675]
AN ACT

To prohibit the movement in interstate commerce of adulterated and misbranded
food, drugs, devices, and cosmetics, and for other purposes.

Be it enacted by the Senate and House of Representatives of the
United States of America in Congress assembled,

CHAPTER I—-SHORT TITLE

Secrion 1. This Act may be cited as the Federal Food, Drug, and
Cosmetic Act.

CHAPTER II—DEFINITIONS

Sec. 201. For the purposes of this Act—

(a) The term “Territory” means any Territory or possession of
the United States, including the District of Columbia and excluding
the Canal Zone.

(b) The term “interstate commerce” means (1) commerce between
any State or Territory and any place outside thereof, and (2) com-
merce within the District of Columbia or within any other Territory
not organized with a legislative body.

(c) The term “Department” means the Department of Agriculture
of the United States.

(d) The term “Secretary” means the Secretary of Agriculture.

(e) The term “person” includes individual, partnership, corpora-
tion, and association.

(f) The term “food” means (1) articles used for food or drink
for man or other animals, (2) chewing gum, and (3) articles used
for components of any such article.
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e term “device” (except when used in paragraph (n) of
this section and in sections 301 (1), 403 (f), 502 (c), and 602 (c))
means instruments, apparatus, and contrivances, including their com-
ponents, parts, and accessories, intended (1) for use in the diagnosis,
cure, mitigation, treatment, or prevention of disease in man or other
animals; or (2) to affect the structure or any function of the body of
man or other animals.

(i) The term “cosmetic” means (1) articles intended to be rubbed,
poured, sprinkled, or sprayed on, introduced into, or otherwise
applied to the human body or any part thereof for cleansing, beau-
tifying, promoting attractiveness, or altering the appearance, and
(2) articles intended for use as a component of any such articles;
except that such term shall not include soap.

(j) The ternu‘offici ium’

l

(I) The term “immediate container” does not include package
liners.

N
B
S’

S opdEEEREa o 5F
Ml

(o) The representation of a drug, in its labeling, as an antiseptic
shall be considered to be a representation that it is a germicide, except
in the case of a drug purporting to be, or represented as, an antisep-
tic for inhibitory use as a wet dressing, ointment, dusting powder, or
such other use as involves prolonged contact with the body.

(p) The term “new drug” means—

(1) Any drug the composition of which is such that such drug
is not generally recognized, among experts qualified by scientific
training and experience to evaluate the safety of drugs, as safe

30525 —3N——-i§
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for use under the conditions prescribed, recommended, or sug-
gested in the labeling thereof, except that such a drug not so
recognized shall not be deemed to be a “new drug” if at any time
prior to the enactment of this Act it was subject to the Food and
Drugs Act of June 30, 1906, as amended, and if at such time its
labeling contained the same representations concerning the con-
ditions of its use; or

(2) Any drug the composition of which is such that such drug,
as a result of investigations to determine its safety for use under
such conditions, has become so recognized, but which has not,
otherwise than in such investigations, been used to a material
extent or for a material time under such conditions.

CHAPTER III—PROHIBITEDVACTSIANDIPENALTIES

PROHIBITED ACTS

Sec. 801. The following acts and the causing thereof are hereby
prohibited :

(a) The introduction or delivery for introduction into interstate
commerce of any food, drug, device, or cosmetic that is adulterated
or misbranded.

(b) The adulteration or misbranding of any food, drug, device, or
cosmetic in interstate commerce.

(c) The receipt in interstate commerce of any food, drug, device,
or cosmetic that is adulterated or misbranded, and the delivery or
proffered delivery thereof for pay or otherwise.

(d) The introduction or delivery for introduction into interstate
commerce of any article in violation of section 404 or 505.

(e) The refusal to permit access to or copying of any record as
required by section 708.

(f)? The refusal to permit entry or inspection as authorized by sec-
tion 704,

(g) The manufacture within any Territory of any food, drug,
device, or cosmetic that is adulterated or misbranded.

(h) The giving of a guaranty or undertaking referred to in section
303 (c) (2), which guaranty or undertaking is false, except by a
person who relied upon a guaranty or undertaking to the same effect
signed by, and containing the name and address of, the person resid-
ing in the United States from whom he received in good faith the
food, drug, device, or cosmetic; or the giving of a guaranty or under-
taking referred to in section 308 (¢) (8), which guaranty or under-
taking is false.

(1) Forging, counterfeiting, simulating, or falsely representing, or
without proper authority using any mark, stamp, tag, label, or other
identification device authorized or required by regulations promul-
gated under the provisions of section 404, 406 (b), 504, or 604.

(i) The using by any person to his own advantage, or revealing,
other than to the Secretary or officers or employees of the Department,
or to the courts when relevant in any judicial proceeding under this
Act, any information acquired under authority of section 404, 505,
or 704 concerning any method or process which as a trade secret is
entitled to protection.

(k) The alteration, mutilation, destruction, obliteration, or removal
of the whole or any part of the labeling of, or the doing of any other
act with respect to, a food, drug, device, or cosmetic, if such act is
done while such article is held for sale after shipment in interstate
commerce and results in such article being misbranded.


Katherine Watt


52 STAT.] 75tH CONG., 3p SES8.—CH. 675—JUNE 25, 1938

(1) The using, on the labeling of any drug or in any advertising
relating to such drug, of any representation or suggestion that an
application with respect to such drug is effective under section 505,
or that such drug complies with the provisions of such section.

INJUNCTION PROCEEDINGS

Seo. 802. (a) The district courts of the United States and the
United States courts of the Territories shall have jurisdiction, for
cause shown, and subject to the provisions of section 17 (relating to
notice to opposite party) of the Act entitled “An Act to supplement
existing laws against unlawful restraints and monopolies, and for
other purposes”, approved October 15, 1914, as amended (U. S. C,,
1934 ed., title 28, sec. 881), to restrain violations of section 301, except
paragraphs (¢), (£), (h), (), and (7). . ,

b) In case of violation of an injunction or restraining order issued
under this section, which also constitutes a violation of this Act, trial
shall be by the court, or, upon demand of the accused, by a jury. Such
trial shall be conducted in accordance with the practice and procedure
applicable in the case of proceedings subject to the provisions of
section 22 of such Act of October 15, 1914, as amended (U. S. C.,
1934 ed., title 28, sec. 387).

PENALTIES

Skc. 303. (a) Any person who violates any of the provisions of
section 301 shall be guilty of a misdemeanor and shall on conviction
thereof be subject to imprisonment for not more than one year, or
a fine of not more than $1,000, or both such imprisonment and fine;
but if the violation is committed after a conviction of such person
under this section has become final such person shall be subject to
imprisonment for not more than three years, or a fine of not more
than $10,000, or both such imprisonment and fine.

(b) Notwithstanding the provisions of subsection (a) of this sec-
tion, in case of a violation of any of the provisions of section 301,
with intent to defraud or mislead, the penalty shall be imprisonment
for not more than three years, or a fine of not more than $10,000, or
both such imprisonment and fine,

{c) No person shall be subject to the penalties of subsection (a)
of this section, (1) for having received in interstate commerce any
article and delivered it or proffered delivery of it, if such delivery or
proffer was made in good faith, unless he refuses to furnish on
request of an officer or employee duly designated by the Secretary
the name and address of the person from whom he purchased or
received such article and copies of all documents, if any there be,
pertaining to the delivery of the article to him; or (2) for having
violated section 801 (a) or (d), if he establishes a guaranty or under-
taking signed by, and containing the name and address of, the person
residing in the United States from whom he received in good faith
the article, to the effect, in case of an alleged violation of section
301 (a), that such article is not adulterated or misbranded, within
the meaning of this Act, designating this Act, or to the effect, in
case of an alleged violation of section 801 (d), that such article is
not an article which may not, under the provisions of section 404 or
505, be introduced into interstate commerce; or (3) for having vio-
lated section 301 (a), where the violation exists because the article
is adulterated by reason of containing a coal-tar color not from a
batch certified in accordance with regulations promulgated by the
Secretary under this Act, if such person establishes a guaranty or
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undertaking signed by, and containing the name and address of, the
manufacturer of the coal-tar color, to the effect that such color was
from a batch certified in accordance with the applicable regulations
promulgated by the Secretary under this Act.

SEIZURE

Sko. 304. (a) Any article of food, drug, device, or cosmetic that is
adulterated or misbranded when introduced into or while in inter-
state commerce, or which may not, under the provisions of section 404
or 505, be introduced into interstate commerce, shall be liable to be
proceeded against while in interstate commerce, or at any time there-
after, on libel of information and condemned in any district court
of the United States within the jurisdiction of which the article is
found : Provided, however, That no libel for condemnation shall be
instituted under this Act, for any alleged misbranding if there is
pending in any court a libel for condemnation proceeding under this
Act based upon the same alleged misbranding, and not more than
one such proceeding shall be instituted if no such proceeding is so
pending, except that such limitations shall not apply (1) when such
misbranding has been the basis of a prior judgment in favor of the
United States, in a criminal, injunction, or libel for condemnation
proceeding under this Act, or (2) when the Secretary has probable
cause to believe from facts found, without hearing, by him or any
officer or employee of the Department that the misbranded article is
dangerous to health, or that the labeling of the misbranded article is
fraudulent, or would be in a material respect misleading to the injury
or damage of the purchaser or consumer. In any case where the
number of libel for condemnation proceedings is limited as above pro-
vided the proceeding pending or instituted shall, on application of the
claimant, seasonably made, be removed for trial to any district agreed
upon by stipulation between the parties, or, in case of failure to so
stipulate within a reasonable time, the claimant may apply to the
court of the district in which the seizure has been made, and such
court (after giving the United States attorney for such district reason-
able notice and opportunity to be heard) shall by order, unless good
cause to the contrary is shown, specify a district of reasonable prox-
imity to the claimant’s principal place of business, to which the case
shall be removed for trial.

b) The article shall be liable to seizure by process pursuant to
the libel, and the procedure in cases under this section shall conform,
as nearly as may be, to the procedure in admiralty; except that on
demand of either party any issue of fact joined in any such case shall
be tried by jury. When libel for condemnation proceedings under
this section, involving the same claimant and the same issues of adul-
teration or misbranding, are pending in two or more jurisdictions,
such pending proceedings, upon application of the claimant season-
ably made to the court of one such jurisdiction, shall be consolidated
for trial by order of such court, and tried in (1) any district selected
by the claimant where one of such proceedings is pending; or (2) a
district agreed upon by stipulation between the parties. If no order
for consolidation is so made within a reasonable time, the claimant
may apply to the court of one such jurisdiction, and such court (after
giving the United States attorney for such district reasonable notice
and opportunity to be heard) shall by order, unless good cause to
the contrary is shown, specify a district of reasonable proximity to the
claimant’s principal place of business, in which all such pending pro-
ceedings shall be consolidated for trial and tried. Such order of
consolidation shall not apply so as to require the removal of any case
the date for trial of which has been fixed. The court granting such
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order shall give prompt notification thereof to the other courts having
jurisdiction of the cases covered thereby.

(c) The court at any time after seizure up to a reasonable time
before trial shall by order allow any party to a condemnation proceed-
ing, his attorney or agent, to obtain a representative sample of the
article seized, and as regards fresh fruits or fresh vegetables, a true
copy of the analysis on which the proceeding is based and the iden-
tifying marks or numbers, if any, of the packages from which the
samples analyzed were obtained.

(d) Any food, drug, device, or cosmetic condemned under this
section shall, after entry of the decree, be disposed of by destruction
or sale as the court may, in accordance with the provisions of this
section, direct and the proceeds thereof, if sold, less the legal costs
and charges, shall be paid into the Treasury of the United States; but
such article shall not be sold under such decree contrary to the pro-
visions of this Act or the laws of the jurisdiction in which sold:
Provided, That after entry of the decree and upon the payment of
the costs of such proceedings and the execution of a good and suffi-
cient bond conditioned that such article shall not be sold or disposed
of contrary to the provisions of this Act or the laws of any State or
Territory in which sold, the court may by order direct that such
article be delivered to the owner thereof to be destroyed or brought
into compliance with the provisions of this Act under the supervision
of an oflicer or employee duly designated by the Secretary, and the
expenses of such supervision shall be paid by the person obtaining
release of the article under bond. Any article condemned by reason
of its being an article which may not, under section 404 or 503, be
introduced into interstate commerce, shall be disposed of by
destruction.

(e) When a decree of condemnation is entered against the article,
court costs and fees, and storage and other proper expenses, shall be
awgrlded against the person, if any, intervening as claimant of the
article.

(f) In the case of removal for trial of any case as provided by
subsection (a) or (b)—

(1) The clerk of the court from which removal is made shall
promptly transmit to the court in which the case is to be tried
all records in the case necessary in order that such court may
exercise jurisdiction.

(2) The court to which such case was removed shall have the
powers and be subject to the duties, for purposes of such case,
which the court from which removal was made would have had,
or to which such court would have been subject, if such case
had not been removed.

HEARING BEFORE REPORT OF CRIMINAL VIOLATION

Sec. 305. Before any violation of this Act is reported by the Secre-
tary to ang United States attorney for institution of a criminal pro-
ceeding, the person against whom such proceeding is contemplated
shall be given appropriate notice and an opportunity to present his
views, either orally or in writing, with regard to such contemplated
proceeding.

REPORT OF MINOR VIOLATIONS

Skc. 806. Nothing in this Act shall be construed as requiring the
Secretary to report for prosecution, or for the institution of libel or
injunction proceedings, minor violations of this Act whenever he
believes that the public interest will be adequately served by a suit-
able written notice or warning.
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PROCEEDINGS IN NAME OF UNITED STATES; PROVISION AS TO SUBFENAS

Sec. 807. All such proceedings for the enforcement, or to restrain
violations, of this Act shall be by and in the name of the United
States. Notwithstanding the provisions of section 876 of the Revised
Statutes, subpenas for witnesses who are required to attend a court
of the United States, in any district, may run into any other district
in any such proceeding.

CHAPTER IV—FOOD

DEFINITIONS AND STANDARDS FOR FOOD

Src. 401. Whenever in the judgment of the Secretary such action
will promote honesty and fair dealing in the interest of consumers,
he shall promulgate regulations fixing and establishing for any food,
under its common or usual name so far as practicable, a reasonable
definition and standard of identity, a reasonable standard of quality,
and/or reasonable standards of fill of container: Prowvided, That no
definition and standard of identity and no standard of quality shall
be established for fresh or dried fruits, fresh or dried vegetables, or
butter, except that definitions and standards of identity may be
established for avocadoes, cantaloupes, citrus fruits, and melons.
In prescribing any standard of fill of container, the Secretary shall
give due consideration to the natural shrinkage in storage and in
transit of fresh natural food and to need for the necessary packing
and protective material. In the prescribing of any standard of
quality for any canned fruit or canned vegetable, consideration shall
be given and due allowance made for the differing characteristics of
the several varieties of such fruit or vegetable. In prescribing a
definition and standard of identity for any food or class of food in
which optional ingredients are permitted, the Secretary shall, for
the purpose of promoting honesty and fair dealing in the interest of
consumers, designate the optional ingredients which shall be named
on the label. Any definition and standard of identity prescribed
by the Secretary for avocadoes, cantaloupes, citrus fruits, or melons
shall relate only to maturity and to the effects of freezing.

ADULTERATED FOOD

Sec. 402. A food shall be deemed to be adulterated—

(2) (1) If it bears or contains any poisonous or deleterious substance
which may render it injurious to health; but in case the substance is
not an added substance such food shall not be considered adulterated
under this clause if the quantity of such substance in such food does
not ordinarily render it injurious to health; or (2) if it bears or con-
tains any added poisonous or added deleterious substance which is
unsafe within the meaning of section 406; or (3) if it consists in whole
or in part of any filthy, putrid, or decomposed substance, or if it is
otherwise unfit for food; or (4) if it has been prepared, packed, or
held under insanitary conditions whereby it may have become con-
taminated with filth, or whereby it may have been rendered injurious
to health; or (5) if it is, in whole or in part, the product of a diseased
animal or of an animal which has died otherwise than by slaughter;
or (6) if its container is composed, in whole or in part, of any poison-
ous or deleterious substance which may render the contents injurious
to health.

(b) (1) If any valuable constituent has been in whole or in part
omitted or abstracted therefrom; or (2) if any substance has been
substituted wholly or in part therefor; or (3) if damage or inferiority
has been concealed in any manner; or (4) if any substance has been
added thereto or mixzed or packed therewith so as to increase its bulk
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or weight, or reduce its quality or strength, or make it appear better
or of greater value than 1t is.

(c) If it bears or contains a coal-tar color other than one from a
batch that has been certified in accordance with regulations' as pro-
vided by section 406 : Provided, That this paragraph shall not apply
to citrus fruit bearing or containing a coal-tar color if application for
listing of such color has been made under this Act and such application
has not been acted on by the Secretary, if such color was commonly
used prior to the enactment of this Act for the purpose of coloring
citrus fruit.

(d) If it is confectionery, and it bears or contains any alcohol or
nonnutritive article or substance except harmless coloring, harmless
flavoring, harmless resinous glaze not in excess of four-tenths of 1 per
centum, natural gum, and pectin : Provided, That this paragraph shall
not apply to any confectionery by reason of its containing less than
one-half of 1 per centum by volume of alcohol derived solely from
the use of flavoring extracts, or to any chewing gum by reason of its
containing harmless nonnutritive masticatory substances.

MISBRANDED FOOD

Skc. 403. A food shall be deemed to be misbranded—

(a) If its labeling is false or misleading in any particular.

(b) If it is offered for sale under the name of another food.

(c% If it is an imitation of another food, unless its label bears,
in type of uniform size and prominence, the word “imitation” and,
immediately thereafter, the name of the food imitated.

%d) If its container is so made, formed, or filled as to be misleading.

e) If in package form unless it bears a label containing (1) the
name and place of business of the manufacturer, packer, or dis-
tributor; and (2) an accurate statement of the quantity of the con-
tents in terms of weight, measure, or numerical count: Provided,
That under clause (2) of this paragraph reasonable variations shall
be permitted, and exemptions as to small packages shall be estab-
lished, by regulations prescribed by the Secretary.

(f) If any word, statement, or other information required by or
under authority of this Act to appear on the label or labeling is not
prominently placed thereon with such conspicuousness (as compared
with other words, statements, designs, or devices, in the labeling)
and in such terms as to render it likely to be read and understood by
the ordinary individual under customary conditions of purchase
and use.

(g) If it purports to be or is represented as a food for which a
definition and standard of identity has been prescribed by regula-
tions as provided by section 401, unless (1) it conforms to such
definition and standard, and (2) its label bears the name of the food
specified in the definition and standard, and, insofar as may be
required by such regulations, the common names of optional ingredi-
ents (other than spices, flavoring, and coloring) present in such food.

(h) If it purports to be or is represented as—

(1) a food for which a standard of quality has been prescribed
by regulations as provided by section 401, and its quality falls
below such standard, unless its label bears, in such manner and
form as such regulations specify, a statement that it falls below
such standard ; or

(2) a food for which a standard or standards of fill of con-
tainer have been prescribed by regulations as provided by section
401, and it falls below the standard of fill of container applicable
thereto, unless its label bears, in such manner and form as such
regulations specify, a statement that it falls below such standard.
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(i) If it is not subject to the provisions of paragraph (g) of this
section unless its label bears (1) the common or usual name of the
food, if any there be, and (2) in case it is fabricated from two or
more ingredients, the common or usual name of each such ingredient;
except that spices, flavorings, and colorings, other than those sold
as such, may be designated as spices, flavorings, and colorings without
naming each: Provided, That, to the extent that compliance with
the requirements of clause (2) of this paragraph is impracticable,
or results in deception or unfair competition, exemptions shall be
established by regulations promulgated by the Secretary.

(j) If it purports to be or is represented for special dietary uses,
unless its label bears such information concerning its vitamin, min-
eral, and other dietary properties as the Secretary determines to be,
and by regulations prescribes as, necessary in order fully to inform

urchasers as to its value for such uses.

(k) If it bears or contains any artificial flavoring, artificial color-
ing, or chemical preservative, unless it bears labeling stating that
fact: Provided, That to the extent that compliance with the require-
ments of this paragraph is impracticable, exemptions shall be estab-
lished by regulations promulgated by the Secretary. The provisions
of this paragraph and paragraphs (g) and (i) with respect to arti-
ficial coloring shall not apply in the case of butter, cheese, or ice
cream.

EMERGENCY PERMIT CONTROL

Skc. 404. (a) Whenever the Secretary finds after investigation that
the distribution in interstate commerce of any class of food may, by
reason of contamination with micro-organisms during the manufac-
ture, processing, or packing thereof in any locality, be injurious to
health, and that such injurious nature cannot be adequately deter-
mined after such articles have entered interstate commerce, he then,
and in such case only, shall promulgate regulations providing for
the issuance, to manufacturers, processors, or packers of such class
of food in such locality, of permits to which shall be attached such
conditions governing the manufacture, processing, or packing of such
class of food, for such temporary period of time, as may be necessary
to protect the public health; and after the effective date of such regu-
lations, and during such temporary period, no person shall introduce
or deliver for introduction into interstate commerce any such food
manufactured, processed, or packed by any such manufacturer, proc-
essor, or packer unless such manufacturer, processor, or packer holds
a permit issued by the Secretary as provided by such regulations.

(b) The Secretary is authorized to suspend immediately upon
notice any permit issued under authority of this section if it is found
that any of the conditions of the permit have been violated. The
holder of a permit so suspended shall be privileged at any time to
apply for the reinstatement of such permit, and the Secretary shall,
immediately after prompt hearing and an inspection of the estab-
lishment, reinstate such permit if it is found that adequate measures
have been taken to comply with and maintain the conditions of the
permit, as originally issued or as amended.

(c) Any officer or employee duly designated by the Secretary shall
have access to any factory or establishment, the operator of which
holds a permit from the Secretary, for the purpose of ascertaining
whether or not the conditions of the permit are being complied with,
and denial of access for such inspection shall be ground for suspen-
sion of the permit until such access is freely given by the operator.
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REGULATIONS MAKING EXEMPTIONS

Sec. 405. The Secretary shall promulgate regulations exempting
from any labeling requirement of this Act (1) small open containers
of fresh fruits and fresh vegetables and (2) food which is, in accord-
ance with the practice of the trade, to be processed, labeled, or
repacked in substantial quantities at establishments other than those
where originally processed or packed, on condition that such food is
not adulterated or misbranded under the provisions of this Act upon
removal from such processing, labeling, or repacking establishment.

TOLERANCES FOR POISONOUS INGREDIENTS IN FOOD AND CERTIFICATION OF
COAL-TAR COLORS FOR FOOD

Skc. 406. (a) Any poisonous or deleterious substance added to any
food, except where such substance is required in the production
thereof or cannot be avoided by good manufacturing practice shall
be deemed to be unsafe for purposes of the application of clause (2)
of section 402 (a); but when such substance 1s so required or cannot
be so avoided, the Secretary shall promulgate regulations limiting
the quantity therein or thereon to such extent as he finds necessary
for the protection of public health, and any quantity exceeding the
limits so fixed shall also be deemed to be unsafe for purposes of the
application of clause (2) of section 402 (a). While such a regulation
is in effect limiting the quantity of any such substance in the case of
any food, such food shall not, by reason of bearing or containing any
added amount of such substance, be considered to be adulterated
within the meaning of clause (1) of section 402 (a). In determining
the quantity of such added substance to be tolerated in or on different
articles of food the Secretary shall take into account the extent to
which the use of such substance is required or cannot be avoided in
the production of each such article, and the other ways in which the
consumer may be affected by the same or other poisonous or deleteri-
ous substances.

(b) The Secretary shall promulgate regulations providing for the
listing of coal-tar colors which are harmless and suitable for use in
food and for the certification of batches of such colors, with or with-
out harmless diluents.

CHAPTER V—DRUGS AND DEVICES

ADULTERATED DRUGS AND DEVICES

Sec. 501, A drug or device shall be deemed to be adulterated—

(a) (1) If it consists in whole or in part of any filthy, putrid, or
decomposed substance; or (2) if it has been prepared, packed, or
held under insanitary conditions whereby it may have been contami-
nated with filth, or whereby it may have been rendered injurious to
health; or (3) if it is a drug and its container is composed, in whole
or in part, of any poisonous or deleterious substance which may
render the contents injurious to health; or (4) if it is a drug and
it bears or contains, for purposes of coloring only, a coal-tar color
other than one from a batch that has been certified in accordance
with regulations as provided by section 504.

(b) If it purports to be or is represented as a drug the name of
which is recognized in an official compendium, and its strength differs
from, or its quality or purity falls below, the standard set forth in
such compendium. Such determination as to strength, quality, or
purity shall be made in accordance with the tests or methods of
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assay set forth in such compendium, except that whenever tests or
methods of assay have not been prescribed in such compendium, or
such tests or methods of assay as are prescribed are, in the judgment
of the Secretary, insufficient for the making of such determination,
the Secretary shall bring such fact to the attention of the appropriate
body charged with the revision of such compendium, and if such body
fails within a reasonable time to prescribe tests or methods of assay
which, in the judgment of the Secretary, are sufficient for purposes
of this paragraph, then the Secretary shall promulgate regulations
prescribing appropriate tests or methods of assay in accordance with
which such determination as to strength, quality, or purity shall be
made. No drug defined in an official compendium shall be deemed
to be adulterated under this paragraph because it differs from the
standard of strength, quality, or purity therefor set forth in such
compendium, if its difference in strength, quality, or purity from
such standard is plainly stated on its label. Whenever a drug is
recognized in both the United States Pharmacopeeia and the
Homeopathic Pharmacopeeia of the United States it shall be subject
to the requirements of the United States Pharmacopceia unless it is
labeled and offered for sale as a homwopathic drug, in which case
it shall be subject to the provisions of the Homeeopathic Pharma-
copeeia of the United States and not to those of the United States
Pharmacopceia.

(c) If it is not subject to the provisions of paragraph (b) of this
section and its strength differs from, or its purity or quality falls
below, that which it purports or is representedp to possess.

(d) It itisa drugand any substance has been (1) mixed or packed
therewith so as to reduce its quality or strength or (2) substituted
wholly or in part therefor.

MISBRANDED DRUGS AND DEVICES

Sec. 502. A drug or device shall be deemed to be misbranded—

(a) If its labeling is false or misleading in any particular.

(b) If in package form unless it bears a label containing (1) the
name and place of business of the manufacturer, packer, or distribu-
tor; and (2) an accurate statement of the quantity of the contents
in terms of weight, measure, or numerical count: Provided, That
under clause (2) of this paragraph reasonable variations shall be per-
mitted, and exemptions as to small packages shall be established, by
regulations prescribed by the Secretary.

(¢) If any word, statement, or other information required by or
under authority of this Act to appear on the label or labeling is not
prominently placed thereon with such conspicuousness (as compared
with other words, statements, designs, or devices, in the labeling) and
in such terms as to render it likely to be read and understood by the
ordinary individual under customary conditions of purchase and use.

(d) If it is for use by man and contains any quantity of the nar-
cotic or hypnotic substance alpha eucaine, barbituric acid, beta-
eucaine, bromal, cannabis, carbromal, chloral, coca, cocaine, codeine,
heroin, marihuana, morphine, opium, paraldehyde, peyote, or sul-
phonmethane; or any chemical derivative of such substance, which
derivative has been by the Secretary, after investigation, found to be,
and by regulations designated as, habit forming; unless its label bears
the name, quantity, and percentage of such substance or derivative
and in juxtaposition therewith the statement “Warning—May be
habit forming”.

(e) If it is a drug and is not designated solely by a name recog-
nized in an official compendium unless its label bears (1) the common
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or usual name of the drug, if such there be; and (2), in case it is
fabricated from two or more ingredients, the common or usual name
of each active ingredient, including the quantity, kind, and propor-
tion of any alcohol, and also including, whether active or not, the
name and quantity or proportion of any bromides, ether, chloro-
form, acetanilid, acetphenetidin, amidopyrine, antipyrine, atropine,
hyoscine, hyoscyamine, arsenic, digitalis, digitalis glucosides, mer-
cury, ouabain, strophanthin, strychnine, thyroid, or any derivative or
preparation of any such substances, contained therein: Provided, That
to the extent that compliance with the requirements of clause (2)
of this paragraph is impracticable, exemptions shall be established
by regulations promulgated by the Secretary.

(f) Unless its labeling bears (1) adequate directions for use; and
(2) such adequate warnings against use in those pathological con-
ditions or by children where its use may be dangerous to health, or
against unsafe dosage or methods or duration of administration or
application, in such manner and form, as are necessary for the protec-
tion of users: Provided, Thatiwhererany requirement of clause (1) of
this paragraph, as applied to any drug or device, is not necessary for
the;protectionyof thespublicsheaithy the Secretary shall promulgate
regulations exempting such drug or device from such requirement.

(g) If it purports to be a drug the name of which is recognized in
an official compendium, unless it is packaged and labeled as pre-
scribed therein : Prowided, That the method of packing may be modi-
fied with the consent of the Secretary. Whenever a drug is recog-
nized in both the United States Pharmacopeia and the Homeeopathic
Pharmacopeeia of the United States, it shall be subject to the require-
ments of the United States Pharmacopia with respect to packaging
and labeling unless it is labeled and offered for sale as a homceopathic
drug, in which case it shall be subject to the provisions of the Homaeo-
pathic Pharmacopeia of the United States, and not to those of the
United States Pharmacopaia.

(h) If it has been found by the Secretary to be a drug liable to
deterioration, unless it is packaged in such form and manner, and
its label bears a statement of such precautions, as the Secretary shall
by regulations require as necessary for the protection of the public
health. No such regulation shall be established for any drug recog-
nized in an official compendium until the Secretary shall have
informed the appropriate body charged with the revision of such
compendium of the need for such packaging or labeling requirements
and such body shall have failed within a reasonable time to prescribe
such requirements.

(1) (1) Ifitis a drug and its container is so made, formed, or filled
as to be misleading; or (2) if it is an imitation of another drug; or
(8) if it is offered for sale under the name of another drug.

(j) Xf it is dangerous to health when used in the dosage, or with
the frequency or duration prescribed, recommended, or suggested in
the labeling thereof.

EXEMPTIONS IN CASE OF DRUGS AND DEVICES

Skc. 503. (a) The Secretary is hereby directed to promulgate regu-
lations exempting from any labeling or packaging requirement of
this Act drugs and devices which are, in accordance with the prac-
tice of the trade, to be processed, labeled, or repacked in substantial
quantities at establishments other than those where originally proc-
essed or packed, on condition that such drugs and devices are not
adulterated or misbranded under the provisions of this Act upon
removal from such processing, labeling, or repacking establishment.
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wiugs dispensed oo (b) A drug dispensed on a written prescription signed by a physi-
cian, dentist, or veterinarian (except a drug dispensed in the course
of the conduct of a business of dispensing drugs pursuant to diag-
nosis by mail), shall if—
(1) such physician, dentist, or veterinarian is licensed by law
to administer such drug, and
(2) such drug bears a label containing the name and place of
business of the dispenser, the serial number and date of such
prescription, and the name of such physician, dentist, or
veterinarian,
- 4Auté, p. 1050. be exempt from the requirements of section 502 (b) and (e), and (in
case such prescription is marked by the writer thereof as not refill-
able or its refilling is prohibited by law) of section 502 (d).

CERTIFICATION OF COAL-TAR COLORS FOR DRUGS

aocifeationofcoal- - Qpe, 504, The Secretary shall promulgate regulations providing
for the listing of coal-tar colors which are harmless and suitable for
use in drugs for IIlnurposes of coloring only and for the certification
of batches of such colors, with or without harmless diluents.

New drugs. NEW DRUGS

b Blication, for i»- B0, 505 (a) No person shall introduce or deliver for introduction
state commerce. into interstate commerce any new drug, unless an application filed
pursuant to subsection (b) is effective with respect to such drug.

_Filing of applica- (b) Any person may file with the Secretary an application with

tion; requirements. . . . g
respect to any drug subject to the provisions of subsection (a). Such
person shall submit to the Secretary as a part of the application (1)
full reports of investigations which have been made to show whether
or not such drug is safe for use; (2) a full list of the articles used as
components of such drug; (8) a full statement of the composition
of such drug; (4) a full description of the methods used in, and the
facilities and controls used for, the manufacture, processing, and
packing of such drug; (5) such samples of such drug and of the
articles used as components thereof as the Secretary may require; and
(6) specimens of the labeling proposed to be used for such drug.

piEfective dateofap- ~ (c) An application provided for in subsection (b) shall become

’ effective on the sixtieth day after the filing thereof unless prior to

such day the Secretary by notice to the applicant in writing post-
pones the effective date of the application to such time (not more
than one hundred and eighty days after the filing thereof) as the
Secretary deems necessary to enable him to study and investigate the
application.

Tests, ete. (d) If the Secretary finds, after due notice to the applicant and
giving him an opportunity for a hearing, that (1) the investigations,
reports of which are required to be submitted to the Secretary pur-
suant to subsection (b), do not include adequate tests by all methods
reasonably applicable to show whether or not such drug is safe for
use under the conditions prescribed, recommended, or suggested in
the proposed labeling thereof; (2) the results of such tests show
that such drug is unsafe for use under such conditions or do not
show that such drug is safe for use under such conditions; (3) the
methods used in, and the facilities and controls used for, the manu-
facture, processing, and packing of such drug are inadequate to
preserve its identity, strength, quality, and purity; or (4) upon the
basis of the information submitted to him as part of the application,
or upon the basis of any other information before him with respect
to such drug, he has insufficient information to determine whether

Order refusing to such drug is safe for use under such conditions, he shall, prior to the

permit application t0 o fFective date of the application, issue an order refusing to permit
the application to become effective.
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(e) The effectiveness of an application with respect to any drug

1053

Suspension of appli-

shall, after due notice and opportunity for hearing to the applicant,
by order of the Secretary be suspended if the Secretary finds (1)
that clinical experience, tests by new methods, or tests by methods
not deemed reasonably applicable when such application became
effective show that such drug is unsafe for use under the conditions
of use upon the basis of which the application became effective, or
(2) that the application contains any untrue statement of a material
fact. The order shall state the findings upon which it is based.

(f) An order refusing to permit an application with respect to
any drug to become effective shall be revoked whenever the Secretary
finds that the facts so require.

(g) Orders of the Secretary issued under this section shall be
served (1) in person by any officer or employee of the department
designated by the Secretary or (2) by mailing the order by registered
mail addressed to the applicant or respondent at his last-known
address in the records of the Secretary.

(h) An appeal may be taken by the applicant from an order of the
Secretary refusing to permit the application to become effective, or
suspending the effectiveness of the application. Such appeal shall be
taken by filing in the district court of the United States within any
district wherein such applicant resides or has his principal place of
business, or in the District Court of the United States for the District
of Columbia, within sixty days after the entry of such order, a written
petition praying that the order of the Secretary be set aside. A copy
of such petition shall be forthwith served upon the Secretary, or upon
any officer designated by him for that purpose, and thereupon the
Secretary shall certify and file in the court a transcript of the record
upon which the order complained of was entered. Upon the filing of
such transcript such court shall have exclusive jurisdiction to affirm
or set aside such order. No objection to the order of the Secretary
shall be considered by the court unless such objection shall have been
urged before the Secretary or unless there were reasonable grounds
tor failure so to do. The finding of the Secretary as to the facts, if
supported by substantial evidence, shall be conclusive. If any person
shall apply to the court for leave to adduce additional evidence, and
shall show to the satisfaction of the court that such additional evidence
is material and that there were reasonable grounds for failure to
adduce such evidence in the proceeding before the Secretary, the
court may order such additional evidence to be taken before the
Secretary and to be adduced upon the hearing in such manmer and
upon such terms and conditions as to the court may seem proper.
The Secretary may modify his findings as to the facts by reason of the
additional evidence so taken, and he shall file with the court such
modified findings which, if supported by substantial evidence, shall
be conclusive, and his recommendation, if any, for the setting aside
of the original order. The judgment and decree of the court affirming
or setting aside any such order of the Secretary shall be final, subject
to review as provided in sections 128, 239, and 240 of the Judicial
Code, as amended (U. S. C., 1934 ed., title 28, secs. 225, 846, and 347),
and in section 7, as amended, of the Act entitled “An Act to establish
a Court of Appeals for the District of Columbia”, approved February
9, 1893 (D. C. Code, title 18, sec. 26). The commencement of pro-
ceedings under this subsection shall not, unless specifically ordered by
the court to the contrary, operate as a stay of the Secretary’s order.

(i) The Secretary shall promulgate regulations for exempting from
the operation of this section drugs intended solely for investigational
use by experts qualified by scientific training and experience to investi-
gate the safety of drugs.
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CHAPTER VI—COSMETICS

ADULTERATED COSMETICS

Sec. 601. A cosmetic shall be deemed to be adulterated—

(a) If it bears or contains any poisonous or deleterious substance
which may render it injurious to users under the conditions of use
prescribed in the labeling thereof, or under such conditions of use as
are customary or usual : Provided, That this provision shall not apply
to coal-tar hair dye, the label of which bears the following legend
conspicuously displayed thereon: “Caution—This product contains
ingredients which may cause skin irritation on certain individuals
and a preliminary test according to accompanying directions should
first be made. This product must not be used for dyeing the eye-
lashes or eyebrows; to do so may cause blindness.”, and the labeling
of which bears adequate directions for such preliminary testing. For
the purposes of this paragraph and paragraph (e) the term “hair
dye” shall not include eyelash dyes or eyebrow dyes.

(b) Ifit consists in whole or 1n part of any filthy, putrid, or decom-
posed substance.

(¢) Ifithasbeen prepared, packed, or held under insanitary condi-
tions whereby it may have become coutaminated with filth, or whereby
it may have ﬁeen rendered injurious to health.

(d) If its container is composed, in whole or in part, of any poison-
ous or deleterious substance which may render the contents injurious
to health.

(e) If it is not a hair dye and it bears or contains a coal-tar color
other than one from a batch that has been certified in accordance
with regulations as provided by section 604.

[52 STAT.

MISBRANDED COSMETICS

Skc. 602. A cosmetic shall be deemed to be misbranded—

éa) If its labeling is false or misleading in any particular.

b) If in package form unless it bears a label containing (1) the
name and place of business of the manufacturer, packer, or dis-
tributor; and (2) an accurate statement of the quantity of the con-
tents in terms of weight, measure, or numerical count: Provided,
That under clause (2) of this paragraph reasonable variations shall
be permitted, and exemptions as to small packages shall be estab-
lished, by regulations prescribed by the Secretary.

(c) If any word, statement, or other information required by or
under authority of this Act to appear on the label or labeling is not
prominently placed thereon with such conspicuousness (as compared
with other words, statements, designs, or devices, in the labeling)
and in such terms as to render it likely to be read and understood
bydthe ordinary individual under customary conditions of purchase
and use.

(d) If its container is so made, formed, or filled as to be mis-
leading.

REGULATIONS MAKING EXEMPTIONS

Sec. 603. The Secretary shall promulgate regulations exempting
from any labeling requirement ef this Act cosmetics which are, in
accordance with the practice of the trade, to be processed, labeled,
or repacked in substantial quantities at establishments other than
those where originally processed or packed, on condition that such
cosmetics are not adulterated or misbranded under the provisions of
this Act upon removal from such processing, labeling, or repacking
establishment.
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CERYTIFICATION OF COAL-TAR COLORS ¥OR COSMETICS

Sec. 604. The Secretary shall promulgate regulations providing
for the listing of coal-tar colors which are harmless and suitable for
use in cosmetics and for the certification of batches of such colors,
with or without harmless diluents.

CHAPTER VII—GENERAL ADMINISTRATIVE
PROVISIONS

REGULATIONS AND HEARINGS

Sec. 701. (a) The authority to promulgate regulations for the effi-
cient enforcement of this Act, except as otherwise provided in this
section, is hereby vested in the Secretary.

(b) The Secretary of the Treasury and the Secretary of Agricul-
ture shall jointly prescribe regulations for the efficient enforcement
of the provisions of section 801, except as otherwise provided therein.
Such regulations shall be promulgated in such manner and take effect
at such time, after due notice, as the Secretary of Agriculture shall
determine.

(c) Hearings authorized or required by this Act shall be con-
ducted by the Secretary or such officer or employee as he may desig-
nate for the purpose.

(d) The definitions and standards of identity promulgated in
accordance with the provisions of this Act shall be effective for the
purposes of the enforcement of this A.ct, notwithstanding such defini-
tions and standards as may be contained in other laws of the United
States and regulations promulgated thereunder.

(e) The Secretary, on his own initiative or upon an application of
any interested industry or substantial portion thereof stating reason-
able grounds therefor, shall hold a public hearing upon a proposal to
issue, amend, or repeal any regulation contemplated by any of the
following sections of this Act: 401, 403 (j), 404 (a), 406 (a) and (b),
501 (b), 502 (d), 502 (h), 504, and 604. The Secretary shall give
appropriate notice of the hearing, and the notice shall set forth the
proposal in general terms and specify the time and place for a public
hearing to be held thereon not less than thirty days after the date
of the notice, except that the public hearing on regulations under
section 404 (a) may be held within a reasonable time, to be fixed by
the Secretary, after notice thereof. At the hearing any interested
person may be heard in person or by his representative. As soon as
practicable after completion of the hearing, the Secretary shall by
order make public his action in issuing, amending, or repealing the
regulation or determining not to take such action. The Secretary
shall base his order only on substantial evidence of record at the hear-
ing and shall set forth as part of the order detailed findings of fact
on which the order is based. No such order shall take effect prior to
the ninetieth day after it is issued, except that if the Secretary finds
that emergency conditions exist necessitating an earlier effective date,
then the Secretary shall specify in the order his findings as to such
conditions and the order shall take effect at such earlier date as the
Secretary shall specify therein to meet the emergency.

(f) (1) In a case of actual controversy as to the validity of any
order under subsection (e), any person who will be adversely affected
by such order if placed in effect may at any time prior to the nine-
tieth day after such order is issued file a petition with the Circuit
Court of Appeals of the United States for the circuit wherein such
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person resides or has his principal place of business, for a judicial
review of such order. The summons and petition may be served at
any place in the United States. The Secretary, promptly upon serv-
ice of the summons and petition, shall certify and file in the court
the transcript of the proceedings and the record on which the Secre-
tary based his order.

2) If the petitioner applies to the court for leave to adduce addi-
tional evidence, and shows to the satisfaction of the court that such
additional evidence is material and that there were reasonable grounds
for the failure to adduce such evidence in the proceeding before the
Secretary, the court may order such additional evidence (and evidence
in rebuttal thereof) to be taken before the Secretary, and to be
adduced upon the hearing, in such manner and upon such terms and
conditions as to the court may seem proper. The Secretary may
modify his findings as to the facts, or make new findings, by reason of
the additional evidence so taken, and he shall file such modified or new
findings, and his recommendation, if any, for the modification or set-
ting aside of his original order, with the return of such additional
evidence.

(8) The court shall have jurisdiction to affirm the order, or to set
it aside in whole or in part, temporarily or permanently. If the
order of the Secretary refuses to issue, amend, or repeal a regulation
and such order is not in accordance with law the court shall by its
judgment order the Secretary to take action, with respect to such
regulation, in accordance with law. The findings of the Secretary
als to the facts, if supported by substantial evidence, shall be con-
clusive.

(4) The judgment of the court affirming or setting aside, in whole
or in part, any such order of the Secretary shall be final, subject to
review by the Supreme Court of the United States upon certiorari or
certification as provided in sections 239 and 240 of the Judicial Code,
as amended,

(5) Any action instituted under this subsection shall survive not-
withstanding any change in the person occupying the office of Secre-
tary or any vacancy in such office.

(6) The remedies provided for in this subsection shall be in addi-
tion to and not in substitution for any other remedies provided by
law.

(g) A certified copy of the transcript of the record and proceed-
ings under subsection (e) shall be furnished by the Secretary to any
interested party at his request, and payment of the costs thereof, and
shall be admissible in any criminal, libel for condemnation, exclusion
of imports, or other proceeding arising under or in respect to this
Act, irrespective of whether proceedings with respect to the order
have previously been instituted or become final under subsection (f).

EXAMINATIONS AND INVESTIGATIONS

Src. 702. (a) The Secretary is authorized to conduct examinations
and investigations for the purposes of this Act through officers and
employees of the Department or through any health, food, or drug
officer or employee of any State, Territory, or political subdivision
thereof, duly commissioned by the Secretary as an officer of the
Department. In the case of food packed in a Territory the Secretary
shall attempt to make inspection of such food at the first point of
entry within the United States when, in his opinion and with due
regard to the enforcement of all the provisions of this Act, the facili-
ties at his disposal will permit of such inspection. For the purposes



52 StAT.] 751H CONG., 3p SESS.—CH. 675—JUNE 25, 1938

of this subsection the term *“United States” means the States and
the District of Columbia.

(b) Where a sample of a food, drug, or cosmetic is collected for
analysis under this Act the Secretary shall, upon request, provide a
part of such official sample for examination or analysis by any person
named on the label of the article, or the owner thereof, or his attorney
or agent; except that the Secretary is authorized, by regulations, to
make such reasonable exceptions from, and impose such reasonable
terms and conditions relating to, the operation of this subsection as
he finds necessary for the proper administration of the provisions
of this Act.

(¢) For purposes of enforcement of this Act, records of any depart-
ment or independent establishment in the executive branch of the
Government shall be open to inspection by any official of the Depart-
ment of Agricuiture duly authorized by the gecretary to make such
inspection,

RECORDS OF INTERSTATE SHIPMENT

Swc. 703. For the purpose of enforcing the provisions of this Act,
carriers engaged in interstate commerce, and persons receiving food,
drugs, devices, or cosmetics in interstate commerce or holding such
articles so received, shall, upon the request of an officer or employee
duly designated by the Secretary, permit such officer or employee, at
reasonable times, to have access to and to copy all records showing
the movement in interstate commerce of any food, drug, device, or
cosmetic, or the holding thereof during or after such movement, and
the quantity, shipper, and consignee thereof; and it shall be unlawful
for any such carrier or person to fail to permit such access to and
copying of any such record so requested when such request is accom-
panied by a statement in writing specifying the nature or kind of
food, drug, device, or cosmetic to which such request relates: Pro-
vided, That evidence obtained under this section shall not be used
in a criminal prosecution of the person from whom obtained: Pro-
vided further, That carriers shall not be subject to the other provi-
sions of this Act by reason of their receipt, carriage, holding, or
delivery of food, drugs, devices, or cosmetics in the usual course of
business as carriers.

FACTORY INSPECTION

Sec. 704. For purposes of enforcement of this Act, officers or
employees duly designated by the Secretary, after first making
request and obtaining permission of the owner, operator, or custo-
dian thereof, are authorized (1) to enter, at reasonable times, any
factory, warehouse, or establishment in which food, drugs, devices,
or cosmetics are manufactured, processed, packed, or held, for intro-
duction into interstate commerce or are held after such introduction,
or to enter any vehicle being used to transport or hold such food,
drugs, devices, or cosmetics In interstate commerce; and (2) to
inspect, at reasonable times, such factory, warehouse, establishment,
or vehicle and all pertinent equipment, finished and unfinished mate-
rials, containers, and labeling therein.

PUBLICITY

Sec. 705. (a) The Secretary shall cause to be published from time
to time reports summarizing all judgments, decrees, and court orders
which have been rendered under this Act, including the nature of
the charge and the disposition thereof.

36525°—38———67
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(b) The Secretary may also cause to be disseminated information
regarding food, drugs, devices, or cosmetics in situations involving,
in the opinion of the Secretary, imminent danger to health or gross
deception of the consumer. Nothing in this section shall be construed
to prohibit the Secretary from collecting, reporting, and illustrating
the results of the investigations of the Department.

COST OF CERTIFICATION OF COAL-TAR COLORS

Sec. 706. The admitting to listing and certification of coal-tar
colors, in accordance with regulations prescribed under this Act,
shail be performed only upon payment of such fees, which shall be
specified in such regulations, as may be necessary to provide, main-
tain, and equip an adequate service for such purposes.

CHAPTER VIII-IMPORTS AND EXPORTS

Sec. 801. (a) The Secretary of the Treasury shall deliver to the
Secretary of Agriculture, upon his request, samples of food, drugs,
devices, and cosmetics which are being imported or offered for import
into the United States, giving notice thereof to the owner or con-
signee, who may appear before the Secretary of Agriculture and.
have the right to introduce testimony. If it appears from the exami-
nation of such samples or otherwise that (1) such article has been
manufactured, processed, or packed under insanitary conditions, or
(2) such article is forbidden or restricted in sale in the country in
which it was produced or from which it was exported, or (8) such
article is adulterated, misbranded, or in violation of section 505,
then such article shall be refused admission. This paragraph shall
not be construed to prohibit the admission of narcotic drugs the
importation of which 1s permitted under section 2 of the Act of May
96, 1922, as amended (U. S. C., 1934 edition, title 21, sec. 173).

(b) The Secretary of the Treasury shall refuse delivery to the
consignee and shall cause the destruction of any such article refused
admission, unless such article is exported by the consignee within
three months from the date of notice of such refusal, under such
regulations as the Secretary of the Treasury may prescribe: Pro-
vided, That the Secretary of the Treasury may deliver to the con-
signee any such article pending examination and decision in the
matter on execution of a bond as liquidated damages for the amount
of the full invoice value thereof together with the duty thereon and
on refusing for any cause to return such article or any part thereof
to the custody of the Secretary of the Treasury when demanded for
the purpose of excluding it from the country or for any other pur-
pose, such consignee shall forfeit the full amount of the bond as
liquidated damages.

(c) All charges for storage, cartage, and labor on any article which
is refused admission or delivery shall be paid by the owner or con-
signee and in default of such payment shall constitute a lien against
any future importations made by such owner or consignee.

(d) A food, drug, device, or cosmetic intended for export shall not
be deemed to be adulterated or misbranded under this Act if it (1)
accords to the specifications of the foreign purchaser, (2) is not
in conflict with the laws of the country to which it is intended for
export, and (3) is labeled on the outside of the shipping package to
show that it is intended for export. But if such article is sold or
offered for sale in domestic commerce, this subsection shall not exempt
it from any of the provisions of this Act.
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CHAPTER IX—MISCELLANEQOUS
SEPARABILITY CLATUSE

Skc. 901. If any provision of this Act is declared unconstitutional,
or the applicability thereof to any person or circumstances is held
invalid, the constitutionality of the remainder of the Act and the
applicability thereof to other persons and circumstances shall not be
atfected thereby.

EFFECTIVE DATE AND REPEALS

Src. 902. (a) This Act shall take effect twelve months after the
date of its enactment. The Federal Food and Drugs Act of June 30,
1906, as amended (U. 8. C., 1934 ed., title 21, secs. 1-15), shall remain
in force until such effective date, and, except as otherwise provided
in this subsection, is hereby repealed effective upon such date: Pro-
vided, That the provisions of section 701 shall become effective on the
enactment of this Act, and thereafter the Secretary is authorized
hereby to (1) conduct hearings and to promulgate regulations which
shall become effective on or after the effective date of this Act as the
Secretary shall direct, and (2) designate prior to the effective date
of this Act food having common or usual names and exempt such
food from the requirements of clause (2) of section 403 (i) for a
reasonable time to permit the formulation, promulgation, and effec-
tive application of definitions and standards of identity therefor as
provided by section 401: Provided further, That sections 502 (j),
505, and 601 (a), and all other provisions of this Act to the extent
that they may relate to the enforcement of such sections, shall take
effect on the date of the enactment of this Act, except that in the case
of a cosmetic to which the proviso of section 601 (a) relates, such
cosmetic shall not, prior to the ninetieth day after such date of enact-
ment, be deemed adulterated by reason of the failure of its label to
bear the legend prescribed in such proviso: Provided further, That
the Act of March 4, 1923 (U. S. C., 1934 ed., title 21, sec. 6; 42 Stat.
1500, ch. 268), defining butter and providing a standard therefor;
the Act of July 24, 1919 (U. S. C., 1934 ed., title 21, sec. 10; 41 Stat.
271, ch. 26), defining wrapped meats as in package form; and the
amendment to the Food and Drugs Act, section 10A, approved
August 27,1935 (U. 8. C., 1934 ed., Sup. 111, title 21, sec. 14a), shall
remain in force and effect and be applicable to the provisions of this
Act.

(b) Meats and meat food products shall be exempt from the provi-
sions of this Act to the extent of the application or the extension
thereto of the Meat Inspection Act, approved March 4, 1907, as
amended (U. S. C., 1934 ed., title 21, secs. 71-91; 34 Stat. 1260 et seq.).

(¢) Nothing contained in this Act shall be construed as in any way
affecting, modifying, repealing, or superseding the provisions of the
virus, serum, and toxin Act of July 1, 1902 (U. S. C., 1934 ed., title

, chap. 4) ; the Filled Cheese Act of June 6, 1896 (U. 5. C., 1934
ed., title 26, ch. 10), the Filled Milk Act of March 4, 1923 (U. 8. C,,
1934 ed., title 21, ch. 3, secs. 61-63) ; or the Import Milk Act of Febru-
ary 15,1927 (U. 8. C., 1934 ed., title 21, ch. 4, secs. 141-149).

(d) In order to carry out the provisions of this Act which take
effect prior to the repeal of the Food and Drugs Act of June 30, 1906,
as amended, appropriations available for the enforcement of such Act
of June 30, 1906, are also authorized to be made available to carry out
such provisions.

Approved, June 25, 1938.

1059

Chapter IX—Mis
cellaneous.

Separability clanse.

Effective date and
repeals.

34 Btat. 768,

21 U. 8. C. §§1-15;
Supp. I1I, § 14a,

Provigos.

Regulations and
hearings.

Ante, p. 1055.

Ante, p. 1048.

Ante, p. 1046.

Designated provi-
sions immediately in
force; exceptions.

Anie, pp. 1051, 1052,
1054.

Applicability of des-
ignated Acts.
Definition of butter.
42 8tat, 1500.
21U.8.C. §6.
Wrapped meats in
package form.
41 Btat. 271.
21U0.8.C, §10.
Sea food regulation.
49 Stat, 871.
21 U, 8. C., Supp.
II1, § 14a.

Meats and meat
food products.

34 Stat. 1260,
21U, 8. C. §§11-91.

Virus, serum, and
toxin Act.

32 Stat. 728.

42 U.B. C.ch. 4.

Filled Cheese Act.

29 Btat. 253,

28 U. 8. C., ch. 10,

Filled Milk Aect.

42 Stat. 1486,

21 U.8.C.,ch. 3.

1mport Milk Act.

44 Stat., 1101.

21 U. 8. C., §§ 141-
149,
Appropriations
available.

Ante, p. 742,


Katherine Watt

Katherine Watt

Katherine Watt


1944 Public Health Service Act, excerpts incl.
Part F, Regulation of biological products (PHSA Sec. 351 = 42 USC 262-263) and
Part G, Quarantine and inspection (PHSA Sec. 361 = 42 USC 264-272)

682

July 1, 1944
[H. R. 4466]
[Public Law 409]

56 Stat. 368,

37 U, 8. C., Supp.
III, § 118.

Post, p. 730.

Personnel making
glider flights.
Additional pay.

Limitation,

July 1, 1944
[H. R. 4624]
{Public Law 410]

. PubliccHealth Serv-
ice Aect.

“Bervice.”
“Burgeon General.”

¢ Administrator.”

“Regulations.”
“Executive depart-
ent.”

“Btate.”

PUBLIC LAWR—CHS. 371-373—JULY 1, 1944 [58 Stam.

(56 Stat. 147), as amended (56 Stat. 1093; 50 App., U. 8. C., Supp.
111, 1015), and payments under the retroactive provisions of such
amendments are authorized to be paid from appropriations currently
available.

Approved July 1, 1944.

[CHAPTER 372)
AN ACT

To amend section 18 of the Pay Readjustment Aect of 1942 to provide additional
pay for personnel who are required to participate in regular and frequent glider
flights.

Be it enacted by the Senate and House of Representatives of the
United States of America in Congress assembled, That section 18
of the Pay Readjustment Act of 1942, as amended, is hereby amended
by adding a new paragraph at the end thereof to read as follows:

“Any officer, warrant officer, nurse, or enlisted man of any of the
services mentioned in the title of this Aect, not in flying-pay or
parachute-jumping-pay status, who is required by orders of compe-
tent authority to participate in regular and frequent glider flights
as an essential part of his military or naval duty and training, as
defined under such regulations as may be prescribed by the President,
shall receive an increase of 50 per centum of their pay when in
consequence of such orders they do participate in such flights:
Provided, That such increase shall not exceed $100 per month in the
case of any such officer, warrant officer or nurse, nor $50 per month
in the case of any such enlisted man.”

Approved July 1, 1944.

[CHAPTER 373)
AN ACT

To consolidate and revise the laws relating to the Public Health Service, and for
other purposes.

Be it enacted by the Senate and House of Representatives of the
United States of Americain Congress assembled,

TITLE I—SHORT TITLE AND DEFINITIONS

SHORT TITLE

Secrron 1. Titles I to V, inclusive, of this Act may be cited as the
“Public Health Service Act”.

DEFINITIONS

Skec. 2. When used in this Act—

(a) The term “Service” means the Public Health Service;

(b) The term “Surgeon General” means the Surgeon General of
the Public Health Service;

‘(¢) The term “Administrator” means the Federal Security Admin-
istrator;

(d) The term “regulations”, except when otherwise specified, means
rules and regulations made by the Surgeon General with the approval
of the Administrator;

(e) The term “executive department” means any executive depart-
ment, agency, or independent establishment of the United States or
any corporation wholly owned by the United States;

(f) The term “State” means a State or the District of Columbia,
Hawaii, Alaska, Puerto Rico, or the Virgin Islands, except that as
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used in section 361 (d) such term means a State, the District of
Columbia, or Alaska;

(g) The term “possession” includes, among other possessions,
Puerto Rico and the Virgin Islands;

(h) The term “seamen” includes any person employed on board in
the care, preservation, or navigation of any vessel, or in the service,
on board, of those engaged in such care, preservation, or navigation;

(i) The term “vessel” includes every description of watercraft or
other artificial contrivance used, or capable of being used, as a means
of transportation on water, exclusive of aircraft and amphibious
contrivances;

(i) The term “habit-forming narcotic drug” or “narcstic” means
opium and coca leaves and the several alkaloids derived therefrom,
the best known of these alkaloids being morphia, heroin, and codeine,
obtained from opium, and cocaine derived from the coca plant; all
compounds, salts, preparations, or other derivatives obtained either
from the raw material or from the various alkaloids; Indian hemp
and its various derivatives, compounds, and preparations, and
peyote in its various forms; and

(k) The term “addict” means any person who habitually uses
any habit-forming narcotic drugs so as to endanger the public
morals, health, safety, or welfare, or who is or has been so far
addicted to the use of such habit-forming narcotic drugs as to have
lost the power of self-control with reference to his addiction.

TITLE TI—ADMINISTRATION

PUBLIO HEALTH SERVICE

Sec. 201. The Public Health Service in the Federal Security Agency
shall be administered by the Surgeon General under the supervision
and direction of the Administrator.

ORGANIZATION

Sko. 202. The Service shall consist of (1) the Offjce of the Surgeon
Geeneral, (2) the National Institute of Health, (3) the Bureau of
Medical Services, and (4) the Bureau of State Services. The
Surgeon General is authorized and directed to assign to the Office
of the Surgeon General, to the National Institute of Iiealth, to the
Bureau of Medical Services, and to the Bureau of State Services,
respectively, the several functions of the Service, and to establish
within them such divisions, sections, and other units as he may
find necessary; and from time to time abolish, transfer, and con-
solidate divisions, sections, and other units and assign their funec-
tions and personnel in such manner as he may find necessary for
efficient operation of the Service. No division shall be established,
abolished, or transferred, and no divisions shall be consolidated,
except with the approval of the Administrator. The National
Institute of Health shall be administered as a part of the field
service. The Surgeon General may delegate to any officer or employee
of the Service such of his powers and duties under this Act, except
the making of regulations, as he may deem necessary or expedient.

COMMISSIONED CORPS

Sec. 203. There shall be in the Service a commissioned Regular
Corps and, for the purpose of securing a reserve for duty in the
Service in time of national emergency, a Reserve Corps. Xll com-
missioned officers shall be citizens and shall be appointed withcut
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corps of the Service to be a military service. Upon such declaration,

and during the period of such war or such part thereof as the Presi-

dent shall prescribe, the commissioned corps (1) shall constitute a

branch of the land and naval forces of the United States, and (2)

to the extent prescribed by regulations of the President, shall be 4l 8tat.787 12 5tat.
subject to the Articles of War and to the Articles for the Govern- 10 ©U.s.C. §un
ment of the Navy : Provided, That during such period or part thereof 5 5%'¢ 5% {imn:
the commissioned corps shall continue to operate as part of the Supp-IILch.21
Service except to the extent that the President may direct as

Commander in Chief. ‘

NATIONAL ADVISORY HMEALTH AND CANCER COUNCILS
Sro. 217. (a) The National Advisory Health Council shall consist glatonal Advisory

of fourteen members. The Director of the National Institute of  Membes.

Health, and three experts, one each from the Army, the Navy, and

the Bureau of Animal Industry, to be detailed by the Secretary of

War, the Secretary of the Navy, and the Secretary of Agriculture,

respectively, shall be ex officio members of the Council. The Surgeon

General, with the approval of the Administrator, shall appoint, with-

out regard to the civil-service laws, ten members of the é)ouncil who

shall be persons, not otherwise in the employ of the United States,

gkilled in the sciences related to health. KEach appointed member

shall hold office for a term of five years, except that any member

appointed to fill a vacancy occurring prior to the expiration of the

term for which his predecessor was appointed shall be appointed for

the remainder of such term. An appointed member shall not be

eligible to serve continuously for more than five years but shall be

eligible for reappointment if he has not served immediately preced-

ing his reappointment. .
(b) The National Advisory Health Council shall advise, consult Duties.

with, and make recommendations to, the Surgeon General on matters

relating to health activities and functions of the Service. The Sur-

geon (General is authorized to utilize the services of any member or

members of the Council, and where appropriate, any member or

members of the National Advisory Cancer Council in connection with

matters related to the work of the Service, for such periods, in addi-

tion to conference periods, as he may determine. . )
(c) The National Advisory Cancer Council shall consist of the cavaaogsl Advisory

Surgeon General ex officio, who shall be Chairman, and of six mem-  Members.

bers to be appointed without regard to the civil-service laws by the

Surgeon (General with the approval of the Administrator. The six

appointed members shall be selected from leading medical or scien-

tific authorities who are outstanding in the study, diagnosis, or treat-

ment of cancer. Each appointed member shall hold office for a term

of three years, except that any member appointed to fill a vacancy

occurring prior to the eXf)iration of the term for which his prede-

cessor was appointed shall be appointed for the remainder of such

term. An appointed member shall not be eligible to serve contin-

uously for more than three years but shall be eligible for reappoint-

ment if he has not served immediately preceding his reappointment.

TITLE III-GENERAL POWERS AND DUTIES OF
PUBLIC HEALTH SERVICE

Part A—REesearcH AND INVESTIGATIONS
IN GENERAL

- Sec. 301, The Surgeon General shall conduct in the Service, and  Patics and suthor
encourage, cooperate with, and render assistance to other appropriate
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public authorities, scientific institutions, and scientists in the conduct
of, and promote the coordination of, research, investigations, experi-
ments, demonstrations, and studies relating to the causes, diagnosis,
treatment, control, and prevention of physical and mental diseases
and impairments of man, including water purification, sewage treat-
ment, and pollution of lakes and streams. In carrying out the fore-
going the Surgeon General is authorized to—

(a) Collect and make available through publications and other
appropriate means, information as to, and the practical applica-
tion of, such research and other activities;

(b) Make available research facilities of the Service to appro-
priate public authorities, and to health officials and scientists
engaged in special study ;

(c) Establish and maintain research fellowships in the Service
with such stipends and allowances, including traveling and sub-
sistence expenses, as he may deem necessary to procure the assist-
ance of the most brilliant and promising research fellows from
the United States and abroad;

(d) Make grants in aid to universities, hospitals, laboratories,
and other public or private institutions, and to individuals for
such research projects as are recommended by the National
Advisory Health Council, or, with respect to cancer, recom-
mended by the National Advisory Cancer Council ;

(e) Secure from time to time and for such periods as he deems
advisable, the assistance and advice of experts, scholars, and con-
sultants from the United States or abroad;

(f) For purposes of study, admit and treat at institutions,
hospitals, and stations of the Service, persons not otherwise
eligible for such treatment; and

g) Adopt, upon recommendation of the National Advisory
Health Council, or, with respect to cancer, upon recommendation
of the National Advisory Cancer Council, such additional means
as he deems necessary or appropriate to carry out the purposes
of this section.

NARCOTICS

Seo. 302. (a) In carrying out the purposes of section 301 with
respect to narcotics, the studies and investigations shall include
the nse and misuse of narcotic drugs, the quantities of crude opium,
coca leaves, and their salts, derivatives, and preparations, together
with reserves thereof, necessary to supply the normal and emergency
medicinal and scientific requirements of the United States. The
results of studies and investigations of the quantities of crude opium,
coca leaves, or other narcotic drugs, together with such reserves
thereof, as are necessary to supply the normal and emergency medici-
nal and scientific requirements of the United States, shall be reported
not later than the Ist day of September each year to the Secretary
of the Treasury, to be used at his discretion in determining the
amotunts of crude opium and coca leaves to be imported under the
Narcotic Drugs Import and Export Act, as amended.

(b) The Surgeon General shall cooperate with States for the
purpose of aiding them to solve their narcotic drug problems and
shall give authorized representatives of the States the benefit of his
experience in the care, treatment, and rehabilitation of narcotic
addicts to the end that each State may be encouraged to provide
adequate facilities and methods for the care and treatment of its
narcotic addicts.
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Part B—FEpERAL-STATE COOPERATION
IN GENERAL

Sec. 311. The Surgeon General is authorized to accept from State
and local authorities any assistance in the enforcement of quarantine
regulations made pursuant to this Act which such authorities may
be able and willing to provide. The Surgeon General shall also assist
States and their political subdivisions in the prevention and sup-
pression of communicable diseases, shall cooperate with and aid State
and local authorities in the enforcement of their quarantine and other
health regulations and in carrying out the purposes specified in
section 314, and shall advise the several States on matters relating
to the preservation and improvement of the public health,

HEALTH CONFERENCES

Szoc. 312. A conference of the health authorities of the several States
shall be called annually by the Surgeon General. Whenever in his
opinion the interests of the public health would be promoted by 2
conference, the Surgeon General may invite as many of such health
authorities to confer as he deems necessary or proper. Upon the
application of health authorities of five or more States it shall be the
duty of the Surgeon General to call a conference of all State and
Territorial health authorities joining in the request. Each State
represented at any conference shall be entitled to a single vote.

COLLECTION OF VITAL STATISTICS

Seo. 313, To secure uniformity in the registration of mortality,
morbidity, and vital statistics the Surgeon General shall prepare and
distribute suitable and necessary forms for the collection and com-
pilation of such statistics which shall be published as a part of the
health reports published by the Surgeon General.

GRANTS AND SERVICES TO STATES

Sec. 314. (a) To enable the Surgeon General to carry out the pur-

oses of section 301 with respect to developing more effective measures
?or the prevention, treatment, and control of venereal diseases, and to
assist, through grants and as otherwise provided in this section,
States, counties, health districts, and other political subdivisions of
the States in establishing and maintaining adequate measures for
the prevention, treatment, and control of such diseases, including
the training of personnel for State and local health work, and to
enable him to prevent and control the spread of the venereal diseases
in interstate traffic, and to meet the cost of pay, allowances, and
traveling expenses of commissioned officers and other personnel of
the Service detailed to assist in carrying out the purposes of this
section with respect to the venereal diseases, and to administer this
section with respect to such diseases, there is hereby authorized to be
appropriated for each fiscal year a sum sufficient to carry out the
purposes of this subsection.

(b) To enable the Surgeon General to carry out the purposes of ,

section 801 with respect to developing more effective measures for
the prevention, treatment, and control of tuberculosis, and to assist,
through grants and as otherwise provided in this section, States,
counties, health districts, and other political subdivisions of the
States in establishing and maintaining adequate measures for the
prevention, treatment, and control of such disease, including the
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provision of appropriate facilities for care and treatment and includ-
ing the training of personnel for State and local health work, and
to enable him to prevent and control the spread of tuberculosis in
interstate traffic, and to meet the cost of pay, allowances, and travel-
ing expenses of commissioned officers and other personnel of the
Service detailed to assist in carrying out the purposes of this section
with respect to tuberculosis, and to administer this section with
respect to such disease, there is hereby authorized to be appropriated
for the fiscal year ending June 30, 1945, the sum of $10,000,000, and
for each fiscal year thereafter a sum sufficient to carry out the
urposes of this subsection.

{¢) To enable the Surgeon General to assist, through grants and
as otherwise provided in this section, States, counties, health districts,
and other political subdivisions of the States in establishing and
maintaining adequate public health services, including grants for
demonstrations and for the training of personnel for State and local
health work, there is hereby authorized to be appropriated for each
fiscal year a sum not to exceed $20,000,000. Of the sum appropriated
for each fiscal year pursuant to this subsection there shall be avail-
able an amount, not to exceed $2,000,000, to enable the Surgeon Gen-
eral to provide demonstrations and to train personnel for State and
local health work and to meet the cost of pay, allowances, and travel-
ing expenses of commissioned officers and other personnel of the
Service detailed to assist States in carrying out the purposes of this
subsection,

(d) For each fiscal year, the Surgeon General, with the approval
of the Administrator, shall determine the total sum from the appro-
priation under subsection (a), the total sum from the appropriation
under subsection (b), and, within the limits specified in subsection
(c), the total sum from the appropriation under that subsection
which shall be available for allotment among the several States. He
shall, in accordance with regulations, from time to time make allot-
ments from such sums to the several States on the basis of (1) the
population, (2) the size of the venereal-disease problem, the size of
the tuberculosis problem, and the size of other special health prob-
lems, respectively, and (8) the financial need of the respective States.
Upon making such allotments the Surgeon General shall notify the
Secretary of the Treasury of the amounts thereof.

(e) The Surgeon General, with the approval of the Administrator,
shall from time to time determine the amounts to be paid to each
State from the allotments to such State, and shall certify to the
Secretary of the Treasury, the amounts so determined, reduced or
increased, as the case may be, by the amounts by which he finds that
estimates of required expenditures with respect to any prior period
were greater or less than the actual expenditures for such period.
Upon receipt of such certification, the Secretary of the Treasury shall,
through the Division of Disbursement of the Treasury Department
and prior to audit or settlement by the General Accounting Office,
pay in accordance with such certification.

(f) The moneys so paid to any State shall be expended solely in
carrying out the purposes specified in subsection (a), or subsection
(b), or subsection (c) of this section, as the case may be, and in
accordance with plans presented by the health authority of such
State and approved by the Surgeon General.

(2) Money so paid shall be paid upon the condition that there shall
be spent in such State for the same general purpose from funds of
such State and its political subdivisions an amount determined in
accordance with regulations.
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(h) Whenever the Surgeon General, after reasonable notice and
opportunity for hearing to the health authority of the State, finds
that, with respect to money paid to the State out of appropriations
under subsection (a), or subsection (b), or subsection (c), as the case
may be, there is a failure to comply substantially with either—

( 1) the provisions of this section;

(2% the plan submitted under subsection (f); or

(3) the regulations;
the Surgeon General shall notify such State health authority either
that further payments will not be made to the State from appro-
priations under such subsection (or in his discretion that further
payments will not be made to the State from such appropriations for
activities in which there is such failure), until he is satisfied that
there will no longer be any such failure. Until he is so satisfied the
Surgeon General shall make no further certification for payment to
such State from appropriations under such subsection, or shall limit
payment to activities in which there is no such failure.

(i) All regulations and amendments thereto with respect to grants
to States under this section shall be made after consultation with a
conference of the State health authorities. Insofar as practicable,
the Surgeon General shall obtain the agreement of the State health
authorities prior to the issuance of any such regulations or amend-
ments.

(3) Funds appropriated under subsection (a) and funds appro-
priated under subsection (b), in addition to being available for pay-
ments to States, shall also be available for expenditure by the
Surgeon General in otherwise carrying out the respective subsections,
including expenditures for printing and binding of the findings of
investigations, and for pay and allowances and traveling expenses
of personnel of the Service engaged in activities authorized by the
respective subsections.

HEALTH EDUCATION AND INFORMATION

Seoc. 815. From time to time the Surgeon General shall issue infor-
mation related to public health, in the form of publications or other-
wise, for the use of the public, and shall publish weekly reports of
health conditions in the United States and other countries and other
pertinent health information for the use of persons and institutions
engaged in work related to the functions of the Service.

Part C—Hosprrars, MeprcaL Examrnations, AND Mepicar Care

HOSPITALS

Sec. 821. The Surgeon General, pursuant to regulations, shall—

(a) Control, manage, and operate all institutions, hospitals,
and stations of the Service, and provide for the care, treatment
and hospitalization of patients, including the furnishing of pros-
thetic and orthopedic devices; and from time to time, with
the approval of the President, select suitable sites for and
establish such additional institutions, hospitals, and stations in
the States and possessions of the United States as in his judg-
ment are necessary to enable the Service to discharge its func-
tions and duties;

(b) Provide for the transfer of Public Health Service patients,
in the care of attendants where necessary, between hospitals and
stations operated by the Service or between such hospitals and
stations and other hospitals and stations in which Public Health
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(¢) Any person who procures the escape of any person admitted
to a hospital of the Service at which addicts are treated and cared
for, or who advises, connives at, aids, or assists in such escape, or
who conceals any such inmate after such escape, shall be punished
upon conviction in a United States court by imprisonment in the
penitentiary for not more than three years.

Parr F—Bioroeicar. Probuors
REGULATION. OF. BIOLOGICAL PRODUCTS

SEe851sn{a) No person shall sell, barter, or exchange, or offer
for sale, barter, or exchange in the District of Columbia, or send,
carry, or bring for sale, barter, or exchange from any State or pos-
session into any other State or possession or into any foreign country,
or from any foreign country into any State or possession, any.virus,
therapeutic serum, toxin, antitoxin, or analogous product, or arsphe-
namine or its derivatives (or any other trivalent organic arsenic com-
poundy), applicable to the prevention, treatment, or cure of diseases
or injuries of man, unless (1) such virus, serum, toxin, antitoxin, or
other product has been propagated or manufactured and prepared
at an establishment holding an unsuspended and unrevoked license,
issued by the Administrator as hereinafter authorized, to propagate
or manufacture, and prepare such virus, serum, toxin, antitoxin, or
other product for sale in the District of Columbia, or for sending,
bringing, or carrying from place to place aforesaid; and (2) each
package of such virus, serum, toxin, antitoxin, or other product is
plainly marked with the proper name of the article contained therein,
the name, address, and license number of the manufacturer, and the
date beyond which the contents cannot be expected beyond reason-
able doubt to yield their specific results. The suspension or revoca-
tion of any license shall not prevent the sale, barter, or exchange of
any virus, serum, toxin, antitoxin, or other product aforesaid which
has been sold and delivered by the licensee prior to such suspension
or revocation, unless the owner or custodian of such virus, serum,
toxin, antitoxin, or other product aforesaid has been notified by the
Administrator not to sell, barter, or exchange the same.

(b) No person shall falsely label or mark any package or container
of any virus, serum, toxin, antitoxin, or other product aforesaid; nor
alter any label or mark on any package or container of any virus,
serum, toxin, antitoxin, or other product aforesaid so as to falsify
such label or mark.

(c) Any officer, agent, or employee of the Federal Security Agency,
authorized by the Administrator for the purpose, may during all
reasonable hours enter and inspect any establishment for the propa-
gation or manufacture and preparation of any virus, serum, toxin,
antitoxin, or other product aforesaid for sale, barter, or exchange in
the District of Columbia, or to be sent, carried, or brought from any
State or possession into any other State or possession or into any
foreign country, or from any foreign country into any State or
possession.

(d) Licenses for the maintenance of establishments for the propa-
gation or manufacture and preparation of products described in sub-
section (a) of this section may be issued only upon a showing that the
establishment and the products for which a license is desired meet
standards, designed to insure the continued safety, purity, and
potency of such products, prescribed in regulations made jointly by
the Surgeon General, the Surgeon General of the Army, and the
Surgeon General of the Navy, and approved by the Administrator,
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and licenses for new products may be issued only upon a showing
that they meet such standards. All such licenses shall be issued, Conditions.
suspended, and revoked as prescribed by regulations and all licenses
issued for the maintenance of establishments for the propagation or
manufacture and preparation, in any foreign country, of any such
products for sale, barter, or exchange in any State or possession shall
be issued upon condition that the licensees will permit the inspection
of their establishments in accordance with subsection (c) of this
section.
(e) No person shall interfere with any officer, agent, or employee glnterference  with
of the Service in the performance of any duty imposed upon him ’
by this section or by regulations made by authority thereof. .
(f) Any person who shall violate, or aid or abet m violating, any | Punishmentfor vio-
of the provisions of this section shall be punished upon conviction by
a fine not exceeding $500 or by imprisonment not exceeding one year,
or by both such fine and imprisonment, in the discretion of the court.
(g) Nothing contained in this Act shall be construed as in any
way affecting, modifying, repealing, or superseding the provisions
of the Federal Food, Drug, and Cosmetic Act (U. S. C., 1940 edition, 5 S%"d"% ¢ 4
title 21, ch. 9). ¢t seq.; Supp. 111, ch. 9,

PREPARATION OF BIOLOGICAL PRODUCTS

Seo. 352. (a) The Service may prepare for its own use any prod-

uct described in section 351 and any product necessary to carrying 4wep-702

out any of the purposes of section 301. Ante, p. 691
(b) The Service may prepare any product described in section

351 for the use of other Federal departments or agencies, and public

or private agencies and individuals engaged in work in the field of

medicine when such product is not availlable from establishments

licensed under such section.

Part G—QUARANTINE AND INSPECTION

CONTROL _OF COMMUNICABLE DISEASES

See86lsp(a) The Surgeon General, with the approval of the Resulations.
Administrator, is authorized to make and enforce such regulations
as in his judgment are necessary to prevent the introduction, trans-
mission, or spread of communicable diseases from foreign countries
into the States or possessions, or from one State or possession into
any other State or possession. For purposes of carrying out and
enforcing such regulations, the Surgeon General may provide for such
inspection, fumigation, disinfection, sanitation, pest extermination,
destruction of animals or articles found to be so infected or con-
taminated as to be sources of dangerous infection to human beings,
and other measures, as in his judgment may be necessary. o
(b) Regulations prescribed under this section shall not provide ,himiation on ap
for the apprehension, detention, or conditional release of individuals individuais. —
except for the purpose of preventing the introduction, transmission,
or spread of such communicable diseases as may be specified from
time to time in Executive orders of the President upon the recom-
gendat]ion of the National Advisory Health Council and the Surgeon
eneral.
(¢) Except as provided in subsection (d), regulations prescribed Applicability.
under this section, insofar as they provide for the apprehension,
detention, examination, or conditional release of individuals, shall
be applicable only to individuals coming into a State or possession
from a foreign country, the Territory of Hawaii, or a possession.
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giterstate spresd of  (d) On recommendation of the National Advisory Health Council,
) regulations prescribed under this section may provide for the appre-
hension and examination of any individual reasonably believed to be
infected with a communicable disease in a communicable stage and
(1) to be moving or about to move from a State to another State;
or (2) to be a probable source of infection to individuals who, while
infected with such disease in a communicable stage, will be moving
from a State to another State. Such regulations may provide that if
upon examination any such individual is found to be infected, he may
be detained for such time and in such manner as may be reasonably
necessary.

SUSPENSION OF ENTRIES AND IMPORTS FROM DESIGNATED PLACES

Smc. 362. Whenever the Surgeon General determines that by reason
of the existence of any communicable disease in a foreign country
there is serious danger of the introduction of such disease into the
United States, and that this danger is so increased by the introduction
of persons or property from such country that a suspension of the
right to introduce such persons and property is required in the inter-
est of the public health, the Surgeon General, in accordance with
regulations approved by the President, shall have the power to pro-
hibit, in whole or in part, the introduction of persons and property
from such countries or places as he shall designate in order to avert
such danger, and for such period of time as he may deem necessary
for such purpose.

SPECIAL POWERS IN TIME OF WAR

Sro. 868. To protect the military and naval forces and war work-
ers of the United States, in time of war, against any communicable
disease specified in Executive orders as provided in subsection (b)
of section 861, the Surgeon General, on recommendation of the
National Advisory Health Council, is authorized to provide by regu-
lations for the apprehension and examination, in time of war, of any
individual reasonably believed (1) to be infected with such disease
in a ecommunicable stage and (2) to be a probable source of infec-
tion to members of the armed forces of the United States or to
individuals engaged in the production or transportation of arms,
munitions, ships, food, clothing, or other supplies for the armed
forces. Such regulations may provide that if upon examination any
such individual is found to be so infected, he may be detained for
such time and in such manner as may be reasonably necessary.

QUARANTINE STATIONS

Gontrol, stc. Src. 364. (a) Except as provided in title IT of the Act of June
80 052 supp. 15, 1917, as amended (U. S. C., 1940 edition, title 50, secs. 191-194),
1L, § 162. the Surgeon General shall control, direct, and manage all United

States quarantine stations, grounds, and anchorages, designate their
boundaries, and designate the quarantine officers to be in charge
4dditionat stations.  thereof. With the approval of the President he shall from time to
time select suitable sites for and establish such additional stations,
grounds, and anchorages in the States and possessions of the United
tates as in his judgment are necessary to prevent the introduction
of communicable diseases into the States and possessions of the
United States.
yQuerantine inspe- (b)) The Surgeon General shall establish the hours during which
: quarantine service shall be performed at each quarantine station,
and, upon application by any interested party, may establish quar-
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antine inspection during the twenty-four hours of the day, or any
fraction thereof, at such quarantine stations as, in his opinion, require
such extended service. He may restrict the performance of quaran-
tine inspection to hours of daylight for such arriving vessels as can-
not, in his opinion, be satisfactorily inspected during hours of dark-
ness. No vessel shall be required to undergo quarantine inspection
during the hours of darkness, unless the quarantine-officer at such
quarantine station shall deem an immediate inspection necessary to
protect the public health. Uniformity shall not be required in the
hours during which quarantine inspection may be obtained at the
various ports of the United States.

CERTAIN DUTIES OF CONSULAR AND OTHER OFFICERS

Sec. 865. (a) Any consular or medical officer of the United States,
designated for such purpose by the Administrator, shall make reports
to the Surgeon General, on such forms and at such intervals as the
Surgeon General may prescribe, of the health conditions at the port
or place at which such officer is stationed.

(b) It shall be the duty of the customs officers and of Coast Guard
officers to aid in the enforcement of quarantine rules and regulations;
but no additional compensation, except actual and necessary traveling
expenses, shall be allowed any such officer by reason of such services.

BILLS OF HEALTH

Sec. 366. (a) Except as otherwise prescribed in regulations, any
vessel at any foreign port or place clearing or departing for any port
or place in a State or possession shall be required to obtain from the
consular officer of the United States or from the Public Health Serv-
ice officer, or other medical officer of the United States designated by
the Surgeon General, at the port or place of departure, a bill of health
in duplicate, in the form prescribed by the Surgeon General. The
President, from time to time, shall specify the ports at which a med-
ical officer shall be stationed for this purpose. Such bill of health
shall set forth the sanitary history and condition of said vessel, and
shall state that it has in all respects complied with the regulations
prescribed pursuant to subsection (c). Before granting such dupli-
cate bill of health, such consular or medical officer shall be satisfied
that the matters and things therein stated are true. The consular
officer shall be entitled to demand and receive the fees for bills of
health and such fees shall be established by regulation.

(b) Original bills of health shall be delivered to the collectors of
customs at the port of entry. Duplicate copies of such bills of health
shall be delivered at the time of inspection to quarantine officers at
such port. The bills of health herein prescribed shall be considered
as part of the ship’s papers, and when duly certified to by the proper
consular or other officer of the United States, over his official signa-
ture and seal, shall be accepted as evidence of the statements therein
contained in any court of the United States.

(c) The Surgeon General shall from time to time prescribe regu-
lations, applicable to vessels referred to in subsection (a) of this sec-
tion for the purpose of preventing the introduction into the States
or possessions of the United States of any communicable disease by
securing the best sanitary condition of such vessels, their cargoes,
passengers, and crews. Such regulations shall be observed by such
vessels prior to departure, during the course of the voyage, and also
during inspection, disinfection, or other quarantine procedure upon
arrival at any United States quarantine station.
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(d) The provisions of subsections (a) and (b) of this section shall
not apply to vessels plying between such foreign ports on or near the
frontiers of the United States and ports of the United States as are
designated by treaty.

(e) It shall be unlawful for any vessel to enter any port in any
State or possession of the United States to discharge its cargo, or
land its passengers, except upon a certificate of the quarantine officer
that regulations prescribed under subsection (c) have in all respects
been complied with by such officer, the vessel, and its master. The
master of every such vessel shall deliver such certificate to the col-
lector of customs at the port of entry, together with the original bill
of health and other papers of the vessel. The certificate required
by this subsection shall be procurable from the quarantine officer,
upon arrival of the vessel at the quarantine station and satisfactory
inspection thereof, at any time within which quarantine services are
performed at such station.

CIVIL AIR NAVIGATION AND CIVIL AIRCRAFT

Sec. 867. The Surgeon General is authorized to provide by regu-
lIations for the application to air navigation and aircraft of any
of the provisions of sections 364, 365, and 366 and regulations pre-
seribed thereunder (including penalties and forfeitures for violations
of such sections and regulations), to such extent and upon such con-
ditions as he deems necessary for the safeguarding of the public
health.,

PENALTIES

Sre. 368. (a) Any person who violates any regulation prescribed
under sections 361, 862, or 863, or any provision of section 366 or any
regulation prescribed thereunder, or who enters or departs from the
limits of any quarantine station, ground, or anchorage in disregard
of quarantine rules and regulations or without permission of the
quarantine officer in charge, shall be punished by a fine of not more
than $1,000 or by imprisonment for not more than one year, or both.

(b) Any vessel which violates section 366, or any regulations there-
under or under section 364, or which enters within or departs from
the limits of any quarantine station, ground, or anchorage in dis-
regard of the quarantine rules and regulations or without permis-
sion of the officer in charge, shall forfeit to the United States not
more than $5,000, the amount to be determined by the court, which
shall be a lien on such vessel, to be recovered by proceedings in the
proper district court of the United States. In all such proceedings
the United States district attorney shall appear on behalf of the
United States; and all such proceedings shall be conducted in accord-
ance with the rules and laws governing cases of seizure of vessels
for violation of the revenue laws of the United States.

(¢) With the approval of the Administrator, the Surgeon General
may, upon application therefor, remit or mitigate any forfeiture
provided for under subsection (b) of this section, and he shall have
authority to ascertain the facts upon all such applications.

ADMINISTRATION OF OATHS

Sec. 869, Medical officers of the United States, when performing
duties as quarantine officers at any port or place within the United
States, are authorized to take declarations and administer oaths in
matters pertaining to the administration of the quarantine iaws and
regulations of the United States.
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§247d. Public health emergencies

(a) Emergencies
If the Secretary determines, after consultation with such public health officials as may be necessary, that-
(1) a disease or disorder presents a public health emergency; or
(2) a public health emergency, including significant outbreaks of infectious diseases or bioterrorist attacks, otherwise exists,

the Secretary may take such action as may be appropriate to respond to the public health emergency, including making grants, providing awards for expenses, and entering into contracts and conducting and
supporting investigations into the cause, treatment, or prevention of a disease or disorder as described in paragraphs (1) and (2). Any such determination of a public health emergency terminates upon the
Secretary declaring that the emergency no longer exists, or upon the expiration of the 90-day period beginning on the date on which the determination is made by the Secretary, whichever occurs first.
Determinations that terminate under the preceding sentence may be renewed by the Secretary (on the basis of the same or additional facts), and the preceding sentence applies to each such renewal. Not later
than 48 hours after making a determination under this subsection of a public health emergency (including a renewal), the Secretary shall submit to the Congress written notification of the determination.

(b) Public Health Emergency Fund

(1) In general

There is established in the Treasury a fund to be designated as the "Public Health Emergency Fund" to be made available to the Secretary without fiscal year limitation to carry out subsection (a) only if a
public health emergency has been declared by the Secretary under such subsection or if the Secretary determines there is the significant potential for a public health emergency, to allow the Secretary to
rapidly respond to the immediate needs resulting from such public health emergency or potential public health emergency. The Secretary shall plan for the expedited distribution of funds to appropriate
agencies and entities. There is authorized to be appropriated to the Fund such sums as may be necessary.

(2) Uses
The Secretary may use amounts in the Fund established under paragraph (1), to-

(A) facilitate coordination between and among Federal, State, local, Tribal, and territorial entities and public and private health care entities that the Secretary determines may be affected by a public
health emergency or potential public health emergency referred to in paragraph (1) (including communication of such entities with relevant international entities, as applicable);

(B) make grants, provide for awards, enter into contracts, and conduct supportive investigations pertaining to a public health emergency or potential public health emergency, including further supporting
programs under section 247d-3a, 247d-3b, or 247d-3c of this title;

(C) facilitate and accelerate, as applicable, advanced research and development of security countermeasures (as defined in section 247d-6b of this title), qualified countermeasures (as defined in section
247d-6a of this title), or qualified pandemic or epidemic products (as defined in section 247d-6d of this title), that are applicable to the public health emergency or potential public health emergency under
paragraph (1);

(D) strengthen biosurveillance capabilities and laboratory capacity to identify, collect, and analyze information regarding such public health emergency or potential public health emergency, including the
systems under section 247d—4 of this title;

(E) support initial emergency operations and assets related to preparation and deployment of intermittent disaster response personnel under section 300hh—11 of this title and the Medical Reserve Corps
under section 300hh—15 of this title;

(F) support the initial deployment and distribution of contents of the Strategic National Stockpile, as appropriate; and

(G) carry out other activities, as the Secretary determines applicable and appropriate.

(3) Report
Not later than 90 days after the end of each fiscal year, the Secretary shall prepare and submit to the Committee on Health, Education, Labor, and Pensions and the Committee on Appropriations of the
Senate and the Committee on Commerce and the Committee on Appropriations of the House of Representatives a report describing-
(A) the expenditures made from the Public Health Emergency Fund in such fiscal year, including-
(i) the amount obligated;
(ii) the recipient or recipients of such obligated funds;
(iii) the specific response activities such obligated funds will support; and
(iv) the declared or potential public health emergency for which such funds were obligated; and

(B) each public health emergency for which the expenditures were made and the activities undertaken with respect to each emergency which was conducted or supported by expenditures from the Fund.

(4) Review

Not later than 2 years after June 24, 2019, the Secretary, in coordination with the Assistant Secretary for Preparedness and Response, shall conduct a review of the Fund under this section and provide
recommendations to the Committee on Health, Education, Labor, and Pensions and the Committee on Appropriations of the Senate and the Committee on Energy and Commerce and the Committee on
Appropriations of the House of Representatives on policies to improve such Fund for the uses described in paragraph (2).

(5) GAO report
Not later than 4 years after June 24, 2019, the Comptroller General of the United States shall-
(A) conduct a review of the Fund under this section, including its uses and the resources available in the Fund; and
(B) submit to the Committee on Health, Education, Labor, and Pensions of the Senate and the Committee on Energy and Commerce of the House of Representatives a report on such review, including
recommendations related to such review, as applicable.

(c) Supplement not supplant
Funds appropriated under this section shall be used to rapidly respond to public health emergencies or potential public health emergencies and supplement and not supplant other Federal, State, and local
public funds provided for activities under this chapter or funds otherwise provided for emergency response.

(d) Data submittal and reporting deadlines

In any case in which the Secretary determines that, wholly or partially as a result of a public health emergency that has been determined pursuant to subsection (a), individuals or public or private entities are
unable to comply with deadlines for the submission to the Secretary of data or reports required under any law administered by the Secretary, the Secretary may, notwithstanding any other provision of law, grant
such extensions of such deadlines as the circumstances reasonably require, and may waive, wholly or partially, any sanctions otherwise applicable to such failure to comply. Before or promptly after granting
such an extension or waiver, the Secretary shall notify the Congress of such action and publish in the Federal Register a notice of the extension or waiver.

(e) Temporary reassignment of State and local personnel during a public health emergency

(1) Emergency reassignment of federally funded personnel

Notwithstanding any other provision of law, and subject to paragraph (2), upon request by the Governor of a State or a tribal organization or such Governor or tribal organization's designee, the Secretary
may authorize the requesting State or Indian tribe to temporarily reassign, for purposes of immediately addressing a public health emergency in the State or Indian tribe, State and local public health
department or agency personnel funded in whole or in part through programs authorized under this chapter, as appropriate.

(2) Activation of emergency reassignment

(A) Public health emergency
The Secretary may authorize a temporary reassignment of personnel under paragraph (1) only during the period of a public health emergency determined pursuant to subsection (a).

(B) Contents of request
To seek authority for a temporary reassignment of personnel under paragraph (1), the Governor of a State or a tribal organization shall submit to the Secretary a request for such reassignment flexibility
and shall include in the request each of the following:
(i) An assurance that the public health emergency in the geographic area of the requesting State or Indian tribe cannot be adequately and appropriately addressed by the public health workforce
otherwise available.
(i) An assurance that the public health emergency would be addressed more efficiently and effectively through the requested temporary reassignment of State and local personnel described in
paragraph (1).
(iii) An assurance that the requested temporary reassignment of personnel is consistent with any applicable All-Hazards Public Health Emergency Preparedness and Response Plan under section
247d-3a of this title.
(iv) An identification of-
(I) each Federal program from which personnel would be temporarily reassigned pursuant to the requested authority; and
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(I1) the number of personnel who would be so reassigned from each such program.

(v) Such other information and assurances upon which the Secretary and Governor of a State or tribal organization agree.
(C) Consideration
In reviewing a request for temporary reassignment under paragraph (1), the Secretary shall consider the degree to which the program or programs funded in whole or in part by programs authorized
under this chapter would be adversely affected by the reassignment.
(D) Termination and extension
(i) Termination
A State or Indian tribe's temporary reassignment of personnel under paragraph (1) shall terminate upon the earlier of the following:
(I) The Secretary's determination that the public health emergency no longer exists.
(I1) Subject to clause (ii), the expiration of the 30-day period following the date on which the Secretary approved the State or Indian tribe's request for such reassignment flexibility.
(ii) Extension of reassignment flexibility
The Secretary may extend reassignment flexibility of personnel under paragraph (1) beyond the date otherwise applicable under clause (i)(Il) if the public health emergency still exists as of such date,
but only if-
(I) the State or Indian tribe that submitted the initial request for a temporary reassignment of personnel submits a request for an extension of such temporary reassignment; and
(I1) the request for an extension contains the same information and assurances necessary for the approval of an initial request for such temporary reassignment pursuant to subparagraph (B).
(3) Voluntary nature of temporary reassignment of State and local personnel
(A) In general
Unless otherwise provided under the law or regulation of the State or Indian tribe that receives authorization for temporary reassignment of personnel under paragraph (1), personnel eligible for
reassignment pursuant to such authorization-
(i) shall have the opportunity to volunteer for temporary reassignment; and
(ii) shall not be required to agree to a temporary reassignment.
(B) Prohibition on conditioning Federal awards
The Secretary may not condition the award of a grant, contract, or cooperative agreement under this chapter on the requirement that a State or Indian tribe require that personnel eligible for reassignment
pursuant to an authorization under paragraph (1) agree to such reassignment.
(4) Notice to Congress
The Secretary shall give notice to the Congress in conjunction with the approval under this subsection of-
(A) any initial request for temporary reassignment of personnel; and
(B) any request for an extension of such temporary reassignment.
(5) Guidance
The Secretary shall-
(A) not later than 6 months after March 13, 2013, issue proposed guidance on the temporary reassignment of personnel under this subsection; and
(B) after providing notice and a 60-day period for public comment, finalize such guidance.
(6) Report to Congress
Not later than 4 years after March 13, 2013, the Comptroller General of the United States shall conduct an independent evaluation, and submit to the appropriate committees of the Congress a report, on
temporary reassignment under this subsection, including-
(A) a description of how, and under what circumstances, such temporary reassignment has been used by States and Indian tribes;
(B) an analysis of how such temporary reassignment has assisted States and Indian tribes in responding to public health emergencies;
(C) an evaluation of how such temporary reassignment has improved operational efficiencies in responding to public health emergencies;
(D) an analysis of the extent to which, if any, Federal programs from which personnel have been temporarily reassigned have been adversely affected by the reassignment; and
(E) recommendations on how medical surge capacity could be improved in responding to public health emergencies and the impact of the reassignment flexibility under this section on such surge
capacity.
(7) Definitions
In this subsection-
(A) the terms "Indian tribe" and "tribal organization" have the meanings given such terms in section 5304 of title 25; and
(B) the term "State" includes, in addition to the entities listed in the definition of such term in section 201 of this title, the Freely Associated States.
(8) Sunset
This subsection shall terminate on September 30, 2025.

(f) Determination with respect to Paperwork Reduction Act waiver during a public health emergency

(1) Determination

If the Secretary determines, after consultation with such public health officials as may be necessary, that-

(A)(i) the criteria set forth for a public health emergency under paragraph (1) or (2) of subsection (a) has been met; or

(i) a disease or disorder, including a novel and emerging public health threat, is significantly likely to become a public health emergency; and

(B) the circumstances of such public health emergency, or potential for such significantly likely public health emergency, including the specific preparation for and response to such public health
emergency or threat, necessitate a waiver from the requirements of subchapter | of chapter 35 of title 44 (commonly referred to as the Paperwork Reduction Act),

then the requirements of such subchapter | with respect to voluntary collection of information shall not be applicable during the immediate investigation of, and response to, such public health emergency
during the period of such public health emergency or the period of time necessary to determine if a disease or disorder, including a novel and emerging public health threat, will become a public health
emergency as provided for in this paragraph. The requirements of such subchapter | with respect to voluntary collection of information shall not be applicable during the immediate postresponse review
regarding such public health emergency if such immediate postresponse review does not exceed a reasonable length of time.
(2) Transparency

If the Secretary determines that a waiver is necessary under paragraph (1), the Secretary shall promptly post on the Internet website of the Department of Health and Human Services a brief justification for
such waiver, the anticipated period of time such waiver will be in effect, and the agencies and offices within the Department of Health and Human Services to which such waiver shall apply, and update such
information posted on the Internet website of the Department of Health and Human Services, as applicable.
(3) Effectiveness of waiver

Any waiver under this subsection shall take effect on the date on which the Secretary posts information on the Internet website as provided for in this subsection.
(4) Termination of waiver

Upon determining that the circumstances necessitating a waiver under paragraph (1) no longer exist, the Secretary shall promptly update the Internet website of the Department of Health and Human
Services to reflect the termination of such waiver.
(5) Limitations

(A) Period of waiver

The period of a waiver under paragraph (1) shall not exceed the period of time for the related public health emergency, including a public health emergency declared pursuant to subsection (a), and any
immediate postresponse review regarding the public health emergency consistent with the requirements of this subsection.

(B) Subsequent compliance
An initiative subject to a waiver under paragraph (1) that is ongoing after the date on which the waiver expires, shall be subject to the requirements of subchapter | of chapter 35 of title 44 and the
Secretary shall ensure that compliance with such requirements occurs in as timely a manner as possible based on the applicable circumstances, but not to exceed 30 calendar days after the expiration of
the applicable waiver.
(g) Certain appointments to support public health emergency responses
(1) In general

In order to support the initial response to a public health emergency declared by the Secretary under this section, the Secretary may, subject to paragraph (2) and without regard to sections 3309 through
3318 of title 5, appoint individuals directly to positions in the Department of Health and Human Services for which the Secretary has provided public notice in order to-
(A) address a critical hiring need directly related to responding to a public health emergency declared by the Secretary under this section; or
(B) address a severe shortage of candidates that impacts the operational capacity of the Department of Health and Human Services to respond in the event of a public health emergency declared by the
Secretary under this section.
(2) Number of appointments
Each fiscal year in which the Secretary makes a determination of a public health emergency under subsection (a) (not including a renewal), the Secretary may directly appoint not more than-
(A) 400 individuals under paragraph (1)(A); and
(B) 100 individuals under paragraph (1)(B).
(3) Compensation
The annual rate of basic pay of an individual appointed under this subsection shall be determined in accordance with chapter 51 and subchapter Ill of chapter 53 of title 5.

(4) Reporting
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The Secretary shall establish and maintain records regarding the use of the authority under this subsection, including-
(A) the number of positions filled through such authority;
(B) the types of appointments of such positions;
(C) the titles, occupational series, and grades of such positions;
(D) the number of positions publicly noticed to be filled under such authority;
(E) the number of qualified applicants who apply for such positions;
(F) the qualification criteria for such positions; and
(G) the demographic information of individuals appointed to such positions.

(5) Notification to Congress
In the event the Secretary, within a single fiscal year, directly appoints more than 50 percent of the individuals allowable under either subparagraph (A) or (B) of paragraph (2), the Secretary shall, not later
than 15 days after the date of such action, notify the Committee on Health, Education, Labor, and Pensions of the Senate and the Committee on Energy and Commerce of the House of Representatives. Such
notification shall, in a manner that protects personal privacy, to the extent required by applicable Federal and State privacy law, at a minimum, include-
(A) information on each such appointment within such fiscal year;
(B) a description of how each such position relates to the requirements of subparagraph (A) or (B) of paragraph (1); and
(C) the additional number of personnel, if any, the Secretary anticipates to be necessary to adequately support a response to a public health emergency declared under this section using the authorities
described in paragraph (1) within such fiscal year.

(6) Reports to Congress

Not later than September 30, 2023, and annually thereafter for each fiscal year in which the authority under this subsection is used, the Secretary shall submit to the Committee on Health, Education, Labor,
and Pensions of the Senate and the Committee on Energy and Commerce of the House of Representatives a report describing the total number of appointments filled under this subsection within the fiscal
year and a description of how the positions relate to the requirements of subparagraph (A) or (B) of paragraph (1).

(7) Sunset
The authority under this subsection shall expire on September 30, 2028.
(h) Stockpile depletion reporting
The Secretary shall, not later than 30 days after the deployment of contents of the Strategic National Stockpile under section 247d—6b(a) of this title to respond to a public health emergency declared by the
Secretary under this section or an emergency or major disaster declared by the President under the Robert T. Stafford Disaster Relief and Emergency Assistance Act [42 U.S.C. 5121 et seq.], and every 30 days
thereafter until the expiration or termination of such public health emergency, emergency, or major disaster, submit a report to the Committee on Health, Education, Labor, and Pensions and the Committee on
Appropriations of the Senate and the Committee on Energy and Commerce and the Committee on Appropriations of the House of Representatives on-
(1) the deployment of the contents of the stockpile in response to State, local, and Tribal requests;
(2) the amount of such products that remain within the stockpile following such deployment; and
(3) plans to replenish such products, as appropriate, including related timeframes and any barriers or limitations to replenishment.
(July 1571944, ch. 373, title 111, §319, asladded Pub: LI 106=505; title’l; §102;'NoV.13;:2000;) 114 Stat. 2315 ; amended Pub. L. 107-188, title I, §§141, 144(a), 158, June 12, 2002, 116 Stat. 626 , 630, 633; Pub.
L. 113-5, title II, §201, Mar. 13, 2013, 127 Stat. 170 ; Pub. L. 114-255, div. A, title 11, §3087, Dec. 13, 2016, 130 Stat. 1147 ; Pub. L. 11622, title II, §208, title VII, §701(c), June 24, 2019, 133 Stat. 925, 961;
Pub. L. 117-328, div. FF, title II, §§2103(a), 2223(a), 2407, Dec. 29, 2022, 136 Stat. 5711, 5747, 5788; Pub. L. 118-15, div. B, title Ill, §2332, Sept. 30, 2023, 137 Stat. 96 ; Pub. L. 118-22, div. B, title II, §203(a),
Nov. 17, 2023, 137 Stat. 120 ; Pub. L. 118-35, div. B, title I, §103(a), Jan. 19, 2024, 138 Stat. 5 ; Pub. L. 118-42, div. G, title I, §103(a), Mar. 9, 2024, 138 Stat. 398 ; Pub. L. 118-158, div. C, title |, §3103(a), Dec.
21,2024, 138 Stat. 1763 ; Pub. L. 1194, div. B, title |, §2103(a), Mar. 15, 2025, 139 Stat. 41 .)

EDITORIAL NOTES

REFERENCES IN TEXT

The Robert T. Stafford Disaster Relief and Emergency Assistance Act, referred to in subsec. (h), is Pub. L. 93-288, May 22, 1974, 88 Stat. 143 , which is classified principally to chapter 68
(85121 et seq.) of this title. For complete classification of this Act to the Code, see Short Title note set out under section 5121 of this title and Tables.

PRIOR PROVISIONS

A prior section 247d, act July 1, 1944, ch. 373, title Ill, §319, as added Pub. L. 98-49, July 13, 1983, 97 Stat. 245 ; amended Pub. L. 100-607, title Il, §256(a), Nov. 4, 1988, 102 Stat. 3110 ;
Pub. L. 102-321, title |, §163(b)(2), July 10, 1992, 106 Stat. 376 ; Pub. L. 102-531, title Il, §312(d)(2), Oct. 27, 1992, 106 Stat. 3504 , authorized the Secretary to take appropriate action relating
to public health emergencies, prior to repeal by Pub. L. 106-505, title I, §102, Nov. 13, 2000, 114 Stat. 2315 .

Another prior section 247d, act July 1, 1944, ch. 373, title Ill, §319, formerly §310, as added Sept. 25, 1962, Pub. L. 87-692, 76 Stat. 592 , and amended and renumbered, which related to
migrant health centers, was renumbered section 329 of act July 1, 1944, by Pub. L. 95-626, title |, §102(a), Nov. 10, 1978, 92 Stat. 3551 , and transferred to section 254b of this title, prior to
being omitted in the general amendment of subpart | (§254b et seq.) of part D of this subchapter by Pub. L. 104-299, §2.

AMENDMENTS

2025-Subsec. (e)(8). Pub. L. 119-4 substituted "September 30, 2025" for "March 31, 2025".

2024-Subsec. (e)(8). Pub. L. 118-158 substituted "March 31, 2025" for "December 31, 2024".

Pub. L. 118-42 substituted "December 31, 2024" for "March 8, 2024".

Pub. L. 118-35 substituted "March 8, 2024" for "January 19, 2024".

2023-Subsec. (e)(8). Pub. L. 118-22 substituted "January 19, 2024" for "November 17, 2023".

Pub. L. 118-15 substituted "November 17, 2023" for "September 30, 2023".

2022-Subsec. (b)(2)(F), (G). Pub. L. 117-328, §2103(a)(1), added subpar. (F) and redesignated former subpar. (F) as (G).

Subsec. (b)(3)(A). Pub. L. 117-328, §2103(a)(2), amended subpar. (A) generally. Prior to amendment, subpar. (A) read as follows: "the expenditures made from the Public Health
Emergency Fund in such fiscal year; and".

Subsec. (g). Pub. L. 117-328, §2223(a), added subsec. (g).

Subsec. (h). Pub. L. 117-328, §2407, added subsec. (h).

2019-Subsec. (b)(1). Pub. L. 116-22, §206(1)(A), substituted "under such subsection or if the Secretary determines there is the significant potential for a public health emergency, to allow
the Secretary to rapidly respond to the immediate needs resulting from such public health emergency or potential public health emergency. The Secretary shall plan for the expedited
distribution of funds to appropriate agencies and entities." for "under such subsection."

Subsec. (b)(2), (3). Pub. L. 116-22, §206(1)(B), (C), added par. (2) and redesignated former par. (2) as (3).

Subsec. (b)(4), (5). Pub. L. 116-22, §206(1)(D), added pars. (4) and (5).

Subsec. (c). Pub. L. 116-22, §206(2), inserted "rapidly respond to public health emergencies or potential public health emergencies and" after "used to" and substituted "activities under
this chapter or funds otherwise provided for emergency response." for "activities under this section."

Subsec. (€)(8). Pub. L. 116-22, §701(c), substituted "2023" for "2018".

2016-Subsec. (f). Pub. L. 114-255 added subsec. (f).

2013-Subsec. (e). Pub. L. 113-5 added subsec. (e).

2002-Subsec. (a). Pub. L. 107-188, §158, substituted "grants, providing awards for expenses, and" for "grants and" in concluding provisions.

Pub. L. 107-188, §144(a), inserted at end of concluding provisions "Any such determination of a public health emergency terminates upon the Secretary declaring that the emergency no
longer exists, or upon the expiration of the 90-day period beginning on the date on which the determination is made by the Secretary, whichever occurs first. Determinations that terminate
under the preceding sentence may be renewed by the Secretary (on the basis of the same or additional facts), and the preceding sentence applies to each such renewal. Not later than
48 hours after making a determination under this subsection of a public health emergency (including a renewal), the Secretary shall submit to the Congress written notification of the
determination."

Subsec. (d). Pub. L. 107-188, §141, added subsec. (d).

STATUTORY NOTES AND RELATED SUBSIDIARIES

CHANGE OF NAME
Committee on Commerce of House of Representatives changed to Committee on Energy and Commerce of House of Representatives, and jurisdiction over matters relating to

securities and exchanges and insurance generally transferred to Committee on Financial Services of House of Representatives by House Resolution No. 5, One Hundred Seventh
Congress, Jan. 3, 2001.

EFFECTIVE DATE OF 2002 AMENDMENT

Pub. L. 107-188, title |, §144(b), June 12, 2002, 116 Stat. 630 , provided that: "The amendment made by subsection (a) [amending this section] applies to any public health emergency
under section 319(a) of the Public Health Service Act [42 U.S.C. 247d(a)], including any such emergency that was in effect as of the day before the date of the enactment of this Act [June
12, 2002]. In the case of such an emergency that was in effect as of such day, the 90-day period described in such section with respect to the termination of the emergency is deemed to
begin on such date of enactment.”

CONSIDERATION OF UNIQUE CHALLENGES IN NONCONTIGUOUS STATES AND TERRITORIES

Pub. L. 117-328, div. FF, title Il, §2115, Dec. 29, 2022, 136 Stat. 5726 , provided that: "During any public health emergency declared under section 319 of the Public Health Service Act (42
U.S.C. 247d), the Secretary of Health and Human Services shall conduct quarterly meetings or consultations, as applicable or appropriate, with noncontiguous States and territories with
regard to addressing unique public health challenges in such States and territories associated with such public health emergency."
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FUNDING FOR COVID-19 VACCINE ACTIVITIES AT THE CENTERS FOR DISEASE CONTROL AND PREVENTION

Pub. L. 117-2, title Il, §2301, Mar. 11, 2021, 135 Stat. 37 , provided that:

"(a) IN GENERAL.-In addition to amounts otherwise available, there is appropriated to the Secretary of Health and Human Services (in this subtitle [subtitie D (§§2301-2305) of title Il of
Pub. L. 117-2, see Tables for classification] referred to as the 'Secretary') for fiscal year 2021, out of any money in the Treasury not otherwise appropriated, $7,500,000,000, to remain
available until expended, to carry out activities to plan, prepare for, promote, distribute, administer, monitor, and track COVID-19 vaccines.

"(b) Use oF Funps.-The Secretary, acting through the Director of the Centers for Disease Control and Prevention, and in consultation with other agencies, as applicable, shall, in
conducting activities referred to in subsection (a)-

"(1) conduct activities to enhance, expand, and improve nationwide COVID-19 vaccine distribution and administration, including activities related to distribution of ancillary medical
products and supplies related to vaccines; and

"(2) provide technical assistance, guidance, and support to, and award grants or cooperative agreements to, State, local, Tribal, and territorial public health departments for
enhancement of COVID-19 vaccine distribution and administration capabilities, including-

"(A) the distribution and administration of vaccines licensed under section 351 of the Public Health Service Act (42 U.S.C. 262) or authorized under section 564 of the Federal
Food, Drug, and Cosmetic Act (21 U.S.C. 360bbb-3) and ancillary medical products and supplies related to vaccines;

"(B) the establishment and expansion, including staffing support, of community vaccination centers, particularly in underserved areas;

"(C) the deployment of mobile vaccination units, particularly in underserved areas;

"(D) information technology, standards-based data, and reporting enhancements, including improvements necessary to support standards-based sharing of data related to
vaccine distribution and vaccinations and systems that enhance vaccine safety, effectiveness, and uptake, particularly among underserved populations;

"(E) facilities enhancements;

"(F) communication with the public regarding when, where, and how to receive COVID-19 vaccines; and

"(G) transportation of individuals to facilitate vaccinations, including at community vaccination centers and mobile vaccination units, particularly for underserved populations.

"(C) SUPPLEMENTAL FUNDING FOR STATE VACCINATION GRANTS.-

"(1) DeriNiTIONs.-In this subsection:

"(A) Base FORMULA.-The term 'base formula' means the allocation formula that applied to the Public Health Emergency Preparedness cooperative agreement in fiscal year 2020.

"(B) ALTERNATIVE ALLOCATION.-The term ‘alternative allocation' means an allocation to each State, territory, or locality calculated using the percentage derived from the allocation
received by such State, territory, or locality of the aggregate amount of fiscal year 2020 Public Health Emergency Preparedness cooperative agreement awards under section 319C—
1 of the Public Health Service Act (42 U.S.C. 247d-3a).

"(2) SUPPLEMENTAL FUNDING.-

"(A) IN GeNerAL.-Not later than 21 days after the date of enactment of this Act [Mar. 11, 2021], the Secretary shall, out of amounts described in subsection (a), provide
supplemental funding to any State, locality, or territory that received less of the amounts that were appropriated under title Ill of division M of Public Law 116-260 [see Tables for
classification] for vaccination grants to be issued by the Centers for Disease Control and Prevention than such State, locality, or territory would have received had such amounts been
allocated using the alternative allocation.

"(B) AMounT.-The amount of supplemental funding provided under this subsection shall be equal to the difference between-

“(i) the amount the State, locality, or territory received, or would receive, under the base formula; and
"(ii) the amount the State, locality, or territory would receive under the alternative allocation."

FUNDING FOR COVID-19 TESTING, CONTACT TRACING, AND MITIGATION ACTIVITIES

Pub. L. 117-2, title Il, §2401, Mar. 11, 2021, 135 Stat. 40 , provided that:

"(a) IN GENERAL.-In addition to amounts otherwise available, there is appropriated to the Secretary of Health and Human Services (in this subtitle [subtitle E (§§2401-2404) of title Il of
Pub. L. 117-2, see Tables for classification] referred to as the 'Secretary') for fiscal year 2021, out of any money in the Treasury not otherwise appropriated, $47,800,000,000, to remain
available until expended, to carry out activities to detect, diagnose, trace, and monitor SARS—CoV-2 and COVID-19 infections and related strategies to mitigate the spread of COVID-19.

"(b) UsEe oF Funps.-From amounts appropriated by subsection (a), the Secretary shall-

"(1) implement a national, evidence-based strategy for testing, contact tracing, surveillance, and mitigation with respect to SARS—-CoV-2 and COVID-19, including through
activities authorized under section 319(a) of the Public Health Service Act [42 U.S.C. 247d(a)];
"(2) provide technical assistance, guidance, and support, and award grants or cooperative agreements to State, local, and territorial public health departments for activities to
detect, diagnose, trace, and monitor SARS—-CoV-2 and COVID-19 infections and related strategies and activities to mitigate the spread of COVID-19;
"(3) support the development, manufacturing, procurement, distribution, and administration of tests to detect or diagnose SARS—-CoV-2 and COVID-19, including through-
"(A) support for the development, manufacture, procurement, and distribution of supplies necessary for administering tests, such as personal protective equipment; and
"(B) support for the acquisition, construction, alteration, or renovation of non-federally owned facilities for the production of diagnostics and ancillary medical products and
supplies where the Secretary determines that such an investment is necessary to ensure the production of sufficient amounts of such supplies;
"(4) establish and expand Federal, State, local, and territorial testing and contact tracing capabilities, including-
"(A) through investments in laboratory capacity, such as-
"(i) academic and research laboratories, or other laboratories that could be used for processing of COVID-19 testing;
"(ii) community-based testing sites and community-based organizations; or
"(iii) mobile health units, particularly in medically underserved areas; and
"(B) with respect to quarantine and isolation of contacts;
"(5) enhance information technology, data modernization, and reporting, including improvements necessary to support sharing of data related to public health capabilities;
"(6) award grants to, or enter into cooperative agreements or contracts with, State, local, and territorial public health departments to establish, expand, and sustain a public health
workforce; and
"(7) to cover administrative and program support costs necessary to conduct activities related to subparagraph (a)."

IMPORTANCE OF THE BLOOD SUPPLY

Pub. L. 116-136, div. A, title Ill, §3226, Mar. 27, 2020, 134 Stat. 383, provided that:

"(a) IN GENERAL.-The Secretary of Health and Human Services (referred to in this section as the 'Secretary') shall carry out a national campaign to improve awareness of, and support
outreach to the public and health care providers about the importance and safety of blood donation and the need for donations for the blood supply during the public health emergency
declared by the Secretary under section 319 of the Public Health Service Act (42 U.S.C. 247d) with respect to COVID-19.

"(b) AWARENESS CAMPAIGN.-In carrying out subsection (a), the Secretary may enter into contracts with one or more public or private nonprofit entities, to establish a national blood donation
awareness campaign that may include television, radio, internet, and newspaper public service announcements, and other activities to provide for public and professional awareness and
education.

"(c) ConsuLTATION.-In carrying out subsection (a), the Secretary shall consult with the Commissioner of Food and Drugs, the Assistant Secretary for Health, the Director of the Centers for
Disease Control and Prevention, the Director of the National Institutes of Health, and the heads of other relevant Federal agencies, and relevant accrediting bodies and representative
organizations.

"(d) ReporT TO CoNGREss.-Not later than 2 years after the date of enactment of this Act [Mar. 27, 2020], the Secretary shall submit to the Committee on Health, Education, Labor, and
Pensions of the Senate and the Committee on Energy and Commerce of the House of Representatives, a report that shall include-

"(1) a description of the activities carried out under subsection (a);
"(2) a description of trends in blood supply donations; and
"(3) an evaluation of the impact of the public awareness campaign, including any geographic or population variations."

REPORTING BY LABORATORIES OF RESULTS OF TESTS To DETECT SARS-COV-2 OR To DIAGNOSE COVID-19

Pub. L. 116-136, div. B, title VIII, §18115(a)—(c), Mar. 27, 2020, 134 Stat. 574 , provided that:

"(a) IN GENERAL.-Every laboratory that performs or analyzes a test that is intended to detect SARS-CoV-2 or to diagnose a possible case of COVID-19 shall report the results from each
such test, to the Secretary of Health and Human Services in such form and manner, and at such timing and frequency, as the Secretary may prescribe until the end of the Secretary's
Public Health Emergency declaration with respect to COVID-19 or any extension of such declaration.

"(b) LABORATORIES COVERED.-The Secretary may prescribe which laboratories must submit reports pursuant to this section.

"(c) ImrLEMENTATION.-The Secretary may make prescriptions under this section by regulation, including by interim final rule, or by guidance, and may issue such regulations or guidance
without regard to the procedures otherwise required by section 553 of title 5, United States Code."

EXECUTIVE DOCUMENTS

Ex. ORD. NO. 13987. ORGANIZING AND MOBILIZING THE UNITED STATES GOVERNMENT TO PROVIDE A UNIFIED AND EFFECTIVE RESPONSE TO COMBAT COVID-19
AND To PROVIDE UNITED STATES LEADERSHIP ON GLOBAL HEALTH AND SECURITY

Ex. Ord. No. 13987, Jan. 20, 2021, 86 F.R. 7019, provided:

By the authority vested in me as President by the Constitution and the laws of the United States of America, it is hereby ordered as follows:

SECTION 1. Purpose. The Federal Government must act swiftly and aggressively to combat coronavirus disease 2019 (COVID-19). To that end, this order creates the position of
Coordinator of the COVID-19 Response and Counselor to the President and takes other steps to organize the White House and activities of the Federal Government to combat COVID—
19 and prepare for future biological and pandemic threats.

SEC. 2. Organizing the White House to Combat COVID-19. (a) In order to effectively, fully, and immediately respond to COVID-19, there is established within the Executive Office of the
President the position of Coordinator of the COVID-19 Response and Counselor to the President (COVID—19 Response Coordinator) and the position of Deputy Coordinator of the
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COVID-19 Response. The COVID-19 Response Coordinator shall report directly to the President; advise and assist the President and executive departments and agencies (agencies) in
responding to the COVID-19 pandemic; coordinate all elements of the COVID—19 response; and perform such duties as the President may otherwise direct. These duties shall include:

(i) coordinating a Government-wide effort to reduce disparities in the response, care, and treatment of COVID-19, including racial and ethnic disparities;

(i) coordinating the Federal Government's efforts to produce, supply, and distribute personal protective equipment, vaccines, tests, and other supplies for the Nation's COVID-19
response, including through the use of the Defense Production Act, as amended (50 U.S.C. 4501 et seq.);

(iii) coordinating the Federal Government's efforts to expand COVID-19 testing and the use of testing as an effective public health response;

(iv) coordinating the Federal Government's efforts to support the timely, safe, and effective delivery of COVID-19 vaccines to the United States population;

(v) coordinating the Federal Government's efforts to support the safe reopening and operation of schools, child care providers, and Head Start programs, and to help ensure the
continuity of educational and other services for young children and elementary and secondary students during the COVID-19 pandemic; and

(vi) coordinating, as appropriate, with State, local, Tribal, and territorial authorities.

(b) The COVID-19 Response Coordinator shall have the authority to convene principals from relevant agencies, in consultation with the Assistant to the President for Domestic Policy
(APDP) on matters involving the domestic COVID-19 response, and in consultation with the Assistant to the President for National Security Affairs (APNSA) on matters involving the
global COVID-19 response. The COVID-19 Response Coordinator shall also coordinate any corresponding deputies and interagency processes.

(c) The COVID-19 Response Coordinator may act through designees in performing these or any other duties.

SEc. 3. United States Leadership on Global Health and Security and the Global COVID—19 Response.

(a) Preparing to Respond to Biological Threats and Pandemics. To identify, monitor, prepare for, and, if necessary, respond to emerging biological and pandemic threats:

(i) The APNSA shall convene the National Security Council (NSC) Principals Committee as necessary to coordinate the Federal Government's efforts to address such threats and to
advise the President on the global response to and recovery from COVID-19, including matters regarding: the intersection of the COVID-19 response and other national security equities;
global health security; engaging with and strengthening the World Health Organization; public health, access to healthcare, and the secondary impacts of COVID-19; and emerging
biological risks and threats, whether naturally occurring, deliberate, or accidental.

(i) Within 180 days of the date of this order [Jan. 20, 2021], the APNSA shall, in coordination with relevant agencies, the COVID-19 Response Coordinator, and the APDP, complete a
review of and recommend actions to the President concerning emerging domestic and global biological risks and national biopreparedness policies. The review and recommended
actions shall incorporate lessons from the COVID-19 pandemic and, among other things, address: the readiness of the pandemic supply chain, healthcare workforce, and hospitals; the
development of a framework of pandemic readiness with specific triggers for when agencies should take action in response to large-scale biological events; pandemic border readiness;
the development and distribution of medical countermeasures; epidemic forecasting and modeling; public health data modernization; bio-related intelligence; bioeconomic investments;
biotechnology risks; the development of a framework for coordinating with and distributing responsibilities as between the Federal Government and State, local, Tribal, and territorial
authorities; and State, local, Tribal, and territorial preparedness for biological events.

(b) NSC Directorate on Global Health Security and Biodefense. There shall be an NSC Directorate on Global Health Security and Biodefense, which shall be headed by a Senior Director for
Global Health Security and Biodefense. The Senior Director shall be responsible for monitoring current and emerging biological threats, and shall report concurrently to the APNSA and to
the COVID-19 Response Coordinator on matters relating to COVID-19. The Senior Director shall oversee the Global Health Security Agenda Interagency Review Council, which was
established pursuant to Executive Order 13747 of November 4, 2016 (Advancing the Global Health Security Agenda To Achieve a World Safe and Secure From Infectious Disease
Threats) [50 U.S.C. 3021 note], and is hereby reconvened as described in that order.

(c) Responsibility for National Biodefense Preparedness. Notwithstanding any statements in the National Security Presidential Memorandum—14 of September 18, 2018 (Support for National
Biodefense), the APNSA shall be responsible for coordinating the Nation's biodefense preparedness efforts, and, as stated in sections 1 and 2 of this order, the COVID-19 Response
Coordinator shall be responsible for coordinating the Federal Government's response to the COVID—19 pandemic.

SEC. 4. Prompt Resolution of Issues Related to the United States COVID-19 Response. The heads of agencies shall, as soon as practicable, bring any procedural, departmental, legal, or
funding obstacle to the COVID—-19 response to the attention of the COVID-19 Response Coordinator. The COVID-19 Response Coordinator shall, in coordination with relevant agencies,
the APDP, and the APNSA, as appropriate, immediately bring to the President's attention any issues that require Presidential guidance or decision-making.

Sec. 5. General Provisions. (a) Nothing in this order shall be construed to impair or otherwise affect:

(i) the authority granted by law to an executive department or agency, or the head thereof; or

(ii) the functions of the Director of the Office of Management and Budget relating to budgetary, administrative, or legislative proposals.

(b) This order shall be implemented consistent with applicable law and subject to availability of appropriations.

(c) This order is not intended to, and does not, create any right or benefit, substantive or procedural, enforceable at law or in equity by any party against the United States, its
departments, agencies, or entities, its officers, employees, or agents, or any other person.

J.R. BIDEN, JR.

[Positions of COVID-19 Response Coordinator and Deputy Coordinator of the COVID-19 Response, as established by section 2 of Ex. Ord. No. 13987, set out above, terminated, and
responsibilities and duties transferred to Director of the Office of Pandemic Preparedness and Response Policy, by Ex. Ord. No. 14122, §3, Apr. 12, 2024, 89 F.R. 27355, set out in a note
under section 300hh-3 of this title.]

EXecuTIVE ORDER No. 13991

Ex. Ord. No. 13991, Jan. 20, 2021, 86 F.R. 7045, which required compliance with CDC guidelines with respect to wearing masks, maintaining physical distance, and other public health
measures by Federal employees and contractors and all persons in Federal buildings or on Federal lands, and HHS promotion of public health best practices identified by the CDC, was
revoked by Ex. Ord. No. 14122, §2, Apr. 12, 2024, 89 F.R. 27355, set out in a note under section 300hh-3 of this title.

EX. ORD. NO. 13994. ENSURING A DATA-DRIVEN RESPONSE TO COVID-19 AND FUTURE HIGH-CONSEQUENCE PUBLIC HEALTH THREATS

Ex. Ord. No. 13994, Jan. 21, 2021, 86 F.R. 7189, provided:

By the authority vested in me as President by the Constitution and the laws of the United States of America, it is hereby ordered as follows:

SECTION 1. Policy. It is the policy of my Administration to respond to the coronavirus disease 2019 (COVID-19) pandemic through effective approaches guided by the best available
science and data, including by building back a better public health infrastructure. This stronger public health infrastructure must help the Nation effectively prevent, detect, and respond to
future biological threats, both domestically and internationally.

Consistent with this policy, the heads of all executive departments and agencies (agencies) shall facilitate the gathering, sharing, and publication of COVID-19-related data, in
coordination with the Coordinator of the COVID—19 Response and Counselor to the President (COVID—19 Response Coordinator), to the extent permitted by law, and with appropriate
protections for confidentiality, privacy, law enforcement, and national security. These efforts shall assist Federal, State, local, Tribal, and territorial authorities in developing and
implementing policies to facilitate informed community decision-making, to further public understanding of the pandemic and the response, and to deter the spread of misinformation and
disinformation.

SEC. 2. Enhancing Data Collection and Collaboration Capabilities for High-Consequence Public Health Threats, Such as the COVID-19 Pandemic. (a) The Secretary of Defense, the Attorney General,
the Secretary of Commerce, the Secretary of Labor, the Secretary of Health and Human Services (HHS), the Secretary of Education, the Director of the Office of Management and Budget
(OMB), the Director of National Intelligence, the Director of the Office of Science and Technology Policy (OSTP), and the Director of the National Science Foundation shall each promptly
designate a senior official to serve as their agency's lead to work on COVID-19- and pandemic-related data issues. This official, in consultation with the COVID-19 Response
Coordinator, shall take steps to make data relevant to high-consequence public health threats, such as the COVID-19 pandemic, publicly available and accessible.

(b) The COVID-19 Response Coordinator shall, as necessary, convene appropriate representatives from relevant agencies to coordinate the agencies' collection, provision, and
analysis of data, including key equity indicators, regarding the COVID-19 response, as well as their sharing of such data with State, local, Tribal, and territorial authorities.

(c) The Director of OMB, in consultation with the Director of OSTP, the United States Chief Technology Officer, and the COVID-19 Response Coordinator, shall promptly review the
Federal Government's existing approaches to open data, and shall issue supplemental guidance, as appropriate and consistent with applicable law, concerning how to de-identify
COVID-19-related data; how to make data open to the public in human- and machine-readable formats as rapidly as possible; and any other topic the Director of OMB concludes would
appropriately advance the policy of this order. Any guidance shall include appropriate protections for the information described in section 5 of this order.

(d) The Director of the Office of Personnel Management, in consultation with the Director of OMB, shall promptly:

(i) review the ability of agencies to hire personnel expeditiously into roles related to information technology and the collection, provision, analysis, or other use of data to address high-
consequence public health threats, such as the COVID-19 pandemic; and

(ii) take action, as appropriate and consistent with applicable law, to support agencies in such efforts.

SEc. 3. Public Health Data Systems. The Secretary of HHS, in consultation with the COVID-19 Response Coordinator and the heads of relevant agencies, shall promptly:

(a) review the effectiveness, interoperability, and connectivity of public health data systems supporting the detection of and response to high-consequence public health threats, such as
the COVID-19 pandemic;

(b) review the collection of morbidity and mortality data by State, local, Tribal, and territorial governments during high-consequence public health threats, such as the COVID-19
pandemic; and

(c) issue a report summarizing the findings of the reviews detailed in subsections (a) and (b) of this section and any recommendations for addressing areas for improvement identified in
the reviews.

SEC. 4. Advancing Innovation in Public Health Data and Analytics. The Director of OSTP, in coordination with the National Science and Technology Council, as appropriate, shall develop a
plan for advancing innovation in public health data and analytics in the United States.

SEec. 5. Privileged Information. Nothing in this order shall compel or authorize the disclosure of privileged information, law-enforcement information, national-security information, personal
information, or information the disclosure of which is prohibited by law.

SEC. 6. General Provisions. (a) Nothing in this order shall be construed to impair or otherwise affect:

(i) the authority granted by law to an executive department or agency, or the head thereof; or

(ii) the functions of the Director of the Office of Management and Budget relating to budgetary, administrative, or legislative proposals.

(b) This order shall be implemented consistent with applicable law and subject to the availability of appropriations.

(c) This order is not intended to, and does not, create any right or benefit, substantive or procedural, enforceable at law or in equity by any party against the United States, its
departments, agencies, or entities, its officers, employees, or agents, or any other person.
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J.R. BIDEN, JR.

[Position of COVID-19 Response Coordinator terminated, and responsibilities and duties of COVID-19 Response Coordinator specified in Ex. Ord. No. 13994, set out above,
transferred to Director of the Office of Pandemic Preparedness and Response Policy, by Ex. Ord. No. 14122, §3, Apr. 12, 2024, 89 F.R. 27355, set out in a note under section 300hh-3 of
this title.]

EX. ORD. NO. 13995. ENSURING AN EQUITABLE PANDEMIC RESPONSE AND RECOVERY

Ex. Ord. No. 13995, Jan. 21, 2021, 86 F.R. 7193, provided:

By the authority vested in me as President by the Constitution and the laws of the United States of America, and in order to address the disproportionate and severe impact of
coronavirus disease 2019 (COVID-19) on communities of color and other underserved populations, it is hereby ordered as follows:

SECTION 1. Purpose. The COVID-19 pandemic has exposed and exacerbated severe and pervasive health and social inequities in America. For instance, people of color experience
systemic and structural racism in many facets of our society and are more likely to become sick and die from COVID-19. The lack of complete data, disaggregated by race and ethnicity,
on COVID-19 infection, hospitalization, and mortality rates, as well as underlying health and social vulnerabilities, has further hampered efforts to ensure an equitable pandemic
response. Other communities, often obscured in the data, are also disproportionately affected by COVID-19, including sexual and gender minority groups, those living with disabilities,
and those living at the margins of our economy. Observed inequities in rural and Tribal communities, territories, and other geographically isolated communities require a place-based
approach to data collection and the response. Despite increased State and local efforts to address these inequities, COVID-19's disparate impact on communities of color and other
underserved populations remains unrelenting.

Addressing this devastating toll is both a moral imperative and pragmatic policy. It is impossible to change the course of the pandemic without tackling it in the hardest-hit communities.
In order to identify and eliminate health and social inequities resulting in disproportionately higher rates of exposure, illness, and death, | am directing a Government-wide effort to address
health equity. The Federal Government must take swift action to prevent and remedy differences in COVID-19 care and outcomes within communities of color and other underserved
populations.

SEC. 2. COVID-19 Health Equity Task Force. There is established within the Department of Health and Human Services (HHS) a COVID-19 Health Equity Task Force (Task Force).

(a) Membership. The Task Force shall consist of the Secretary of HHS; an individual designated by the Secretary of HHS to Chair the Task Force (COVID-19 Health Equity Task Force
Chair); the heads of such other executive departments, agencies, or offices (agencies) as the Chair may invite; and up to 20 members from sectors outside of the Federal Government
appointed by the President.

(i) Federal members may designate, to perform the Task Force functions of the member, a senior-level official who is a part of the member's agency and a full-time officer or employee
of the Federal Government.

(ii) Nonfederal members shall include individuals with expertise and lived experience relevant to groups suffering disproportionate rates of illness and death in the United States;
individuals with expertise and lived experience relevant to equity in public health, health care, education, housing, and community-based services; and any other individuals with expertise
the President deems relevant. Appointments shall be made without regard to political affiliation and shall reflect a diverse set of perspectives.

(iii) Members of the Task Force shall serve without compensation for their work on the Task Force, but members shall be allowed travel expenses, including per diem in lieu of
subsistence, as authorized by law for persons serving intermittently in the Government service (5 U.S.C. 5701-5707).

(iv) At the direction of the Chair, the Task Force may establish subgroups consisting exclusively of Task Force members or their designees under this section, as appropriate.

(b) Mission and Work.

(i) Consistent with applicable law and as soon as practicable, the Task Force shall provide specific recommendations to the President, through the Coordinator of the COVID-19
Response and Counselor to the President (COVID-19 Response Coordinator), for mitigating the health inequities caused or exacerbated by the COVID-19 pandemic and for preventing
such inequities in the future. The recommendations shall include:

(A) recommendations for how agencies and State, local, Tribal, and territorial officials can best allocate COVID-19 resources, in light of disproportionately high rates of COVID-19
infection, hospitalization, and mortality in certain communities and disparities in COVID—19 outcomes by race, ethnicity, and other factors, to the extent permitted by law;

(B) recommendations for agencies with responsibility for disbursing COVID-19 relief funding regarding how to disburse funds in a manner that advances equity; and

(C) recommendations for agencies regarding effective, culturally aligned communication, messaging, and outreach to communities of color and other underserved populations.

(i) The Task Force shall submit a final report to the COVID-19 Response Coordinator addressing any ongoing health inequities faced by COVID-19 survivors that may merit a public
health response, describing the factors that contributed to disparities in COVID-19 outcomes, and recommending actions to combat such disparities in future pandemic responses.

(c) Data Collection. To address the data shortfalls identified in section 1 of this order, and consistent with applicable law, the Task Force shall:

(i) collaborate with the heads of relevant agencies, consistent with the Executive Order entitled "Ensuring a Data-Driven Response to COVID-19 and Future High-Consequence

Public Health Threats," [Ex. Ord. No. 13994, set out above] to develop recommendations for expediting data collection for communities of color and other underserved populations and

identifying data sources, proxies, or indices that would enable development of short-term targets for pandemic-related actions for such communities and populations;

(i) develop, in collaboration with the heads of relevant agencies, a set of longer-term recommendations to address these data shortfalls and other foundational data challenges,
including those relating to data intersectionality, that must be tackled in order to better prepare and respond to future pandemics; and

(iii) submit the recommendations described in this subsection to the President, through the COVID-19 Response Coordinator.

(d) External Engagement. Consistent with the objectives set out in this order and with applicable law, the Task Force may seek the views of health professionals; policy experts; State,
local, Tribal, and territorial health officials; faith-based leaders; businesses; health providers; community organizations; those with lived experience with homelessness, incarceration,
discrimination, and other relevant issues; and other stakeholders.

(e) Administration. Insofar as the Federal Advisory Committee Act, as amended ([former] 5 U.S.C. App.) [see 5 U.S.C. 1001 et seq.], may apply to the Task Force, any functions of the
President under the Act, except for those in section 6 of the Act, shall be performed by the Secretary of HHS in accordance with the guidelines that have been issued by the Administrator
of General Services. HHS shall provide funding and administrative support for the Task Force to the extent permitted by law and within existing appropriations. The Chair shall convene
regular meetings of the Task Force, determine its agenda, and direct its work. The Chair shall designate an Executive Director of the Task Force, who shall coordinate the work of the
Task Force and head any staff assigned to the Task Force.

(f) Termination. Unless extended by the President, the Task Force shall terminate within 30 days of accomplishing the objectives set forth in this order, including the delivery of the report
and recommendations specified in this section, or 2 years from the date of this order [Jan. 21, 2021], whichever comes first.

SEec. 3. Ensuring an Equitable Pandemic Response. To address the inequities identified in section 1 of this order, it is hereby directed that:

(a) The Secretary of Agriculture, the Secretary of Labor, the Secretary of HHS, the Secretary of Housing and Urban Development, the Secretary of Education, the Administrator of the
Environmental Protection Agency, and the heads of all other agencies with authorities or responsibilities relating to the pandemic response and recovery shall, as appropriate and
consistent with applicable law:

(i) consult with the Task Force to strengthen equity data collection, reporting, and use related to COVID-19;

(i) assess pandemic response plans and policies to determine whether personal protective equipment, tests, vaccines, therapeutics, and other resources have been or will be allocated
equitably, including by considering:

(A) the disproportionately high rates of COVID—19 infection, hospitalization, and mortality in certain communities; and

(B) any barriers that have restricted access to preventive measures, treatment, and other health services for high-risk populations;
(iii) based on the assessments described in subsection (a)(ii) of this section, modify pandemic response plans and policies to advance equity, with consideration to:

(A) the effect of proposed policy changes on the distribution of resources to, and access to health care by, communities of color and other underserved populations;

(B) the effect of proposed policy changes on agencies' ability to collect, analyze, and report data necessary to monitor and evaluate the impact of pandemic response plans and
policies on communities of color and other underserved populations; and

(C) policy priorities expressed by communities that have suffered disproportionate rates of illness and death as a result of the pandemic;

(iv) strengthen enforcement of anti-discrimination requirements pertaining to the availability of, and access to, COVID-19 care and treatment; and

(v) partner with States, localities, Tribes, and territories to explore mechanisms to provide greater assistance to individuals and families experiencing disproportionate economic or
health effects from COVID-19, such as by expanding access to food, housing, child care, or income support.

(b) The Secretary of HHS shall:

(i) provide recommendations to State, local, Tribal, and territorial leaders on how to facilitate the placement of contact tracers and other workers in communities that have been hardest
hit by the pandemic, recruit such workers from those communities, and connect such workers to existing health workforce training programs and other career advancement programs; and

(i) conduct an outreach campaign to promote vaccine trust and uptake among communities of color and other underserved populations with higher levels of vaccine mistrust due to
discriminatory medical treatment and research, and engage with leaders within those communities.

SEC. 4. General Provisions. (a) Nothing in this order shall be construed to impair or otherwise affect:

(i) the authority granted by law to an executive department or agency, or the head thereof; or

(ii) the functions of the Director of the Office of Management and Budget relating to budgetary, administrative, or legislative proposals.

(b) This order shall be implemented consistent with applicable law and subject to the availability of appropriations.

(c) This order is not intended to, and does not, create any right or benefit, substantive or procedural, enforceable at law or in equity by any party against the United States, its
departments, agencies, or entities, its officers, employees, or agents, or any other person.

J.R. BIDEN, JR.

EX. ORD. NO. 13996. ESTABLISHING THE COVID-19 PANDEMIC TESTING BOARD AND ENSURING A SUSTAINABLE PuBLIC HEALTH WORKFORCE FOR COVID-19
AND OTHER BIOLOGICAL THREATS

Ex. Ord. No. 13996, Jan. 21, 2021, 86 F.R. 7197, provided:

By the authority vested in me as President by the Constitution and the laws of the United States of America, including section 301 of title 3, United States Code, it is hereby ordered as
follows:

SECTION 1. Policy. It is the policy of my Administration to control coronavirus disease 2019 (COVID-19) by using a Government-wide, unified approach that includes: establishing a
national COVID-19 testing and public health workforce strategy; working to expand the supply of tests; working to bring test manufacturing to the United States, where possible; working
to enhance laboratory testing capacity; working to expand the public health workforce; supporting screening testing for schools and priority populations; and ensuring a clarity of
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messaging about the use of tests and insurance coverage.

SEC. 2. COVID-19 Pandemic Testing Board.

(a) Establishment and Membership. There is established a COVID-19 Pandemic Testing Board (Testing Board), chaired by the Coordinator of the COVID-19 Response and Counselor to
the President (COVID-19 Response Coordinator) or his designee. The Testing Board shall include representatives from executive departments and agencies (agencies) that are
designated by the President. The heads of agencies so designated shall designate officials from their respective agencies to represent them on the Testing Board.

(b) Mission and Functions. To support the implementation and oversight of the policy laid out in section 1 of this order, the Testing Board shall:

(i) coordinate Federal Government efforts to promote COVID-19 diagnostic, screening, and surveillance testing;

(i) make recommendations to the President with respect to prioritizing the Federal Government's assistance to State, local, Tribal, and territorial authorities, in order to expand testing
and reduce disparities in access to testing;

(iii) identify barriers to access and use of testing in, and coordinate Federal Government efforts to increase testing for:

(A\) priority populations, including healthcare workers and other essential workers;

(B) communities with major shortages in testing availability and use;

(C) at-risk settings, including long-term care facilities, correctional facilities, immigration custodial settings, detention facilities, schools, child care settings, and food processing and
manufacturing facilities; and

(D) high-risk groups, including people experiencing homelessness, migrants, and seasonal workers;

(iv) identify methods to expand State, local, Tribal, and territorial capacity to conduct testing, contact tracing, and isolation and quarantine, in order for schools, businesses, and travel to
be conducted safely;

(v) provide guidance on how to enhance the clarity, consistency, and transparency of Federal Government communication with the public about the goals and purposes of testing;

(vi) identify options for the Federal Government to maximize testing capacity of commercial labs and academic labs; and

(vii) propose short- and long-term reforms for the Federal Government to: increase State, local, Tribal, and territorial capacity to conduct testing; expand genomic sequencing; and
improve the effectiveness and speed of the Federal Government's response to future pandemics and other biological emergencies.

(d) The Chair of the Testing Board shall coordinate with the Secretary of Health and Human Services (HHS) and the heads of other relevant agencies or their designees, as necessary,
to ensure that the Testing Board's work is coordinated with the Public Health Emergency Countermeasures Enterprise within HHS.

SEc. 3. Actions to Address the Cost of COVID-19 Testing. (a) The Secretary of the Treasury, the Secretary of HHS, and the Secretary of Labor, in coordination with the COVID—19 Response
Coordinator, shall promptly, and as appropriate and consistent with applicable law:

(i) facilitate the provision of COVID-19 testing free of charge to those who lack comprehensive health insurance; and

(i) clarify group health plans' and health insurance issuers' obligations to provide coverage for COVID-19 testing.

(b) The Secretary of HHS, the Secretary of Education, and the Secretary of Homeland Security, through the Administrator of the Federal Emergency Management Agency (FEMA), in
coordination with the COVID-19 Response Coordinator, shall promptly, and as appropriate and consistent with applicable law:

(i) provide support for surveillance tests for settings such as schools; and

(i) expand equitable access to COVID-19 testing.

SEC. 4. Establishing a Public Health Workforce Program. (a) The Secretary of HHS and the Secretary of Labor shall promptly consult with State, local, Tribal, and territorial leaders to
understand the challenges they face in pandemic response efforts, including challenges recruiting and training sufficient personnel to ensure adequate and equitable community-based
testing, and testing in schools and high-risk settings.

(b) The Secretary of HHS shall, as appropriate and consistent with applicable law, as soon as practicable:

(i) provide technical support to State, local, Tribal, and territorial public health agencies with respect to testing and contact-tracing efforts; and

(ii) assist such authorities in the training of public health workers. This may include technical assistance to non-Federal public health workforces in connection with testing, contact
tracing, and mass vaccinations, as well as other urgent public health workforce needs, such as combating opioid use.

(c) The Secretary of HHS shall submit to the President, through the COVID-19 Response Coordinator, the Assistant to the President for Domestic Policy (APDP), and the Assistant to
the President for National Security Affairs (APNSA), a plan detailing:

(i) how the Secretary of HHS would deploy personnel in response to future high-consequence public health threats; and

(ii) five-year targets and budget requirements for achieving a sustainable public health workforce, as well as options for expanding HHS capacity, such as by expanding the U.S. Public
Health Service Commissioned Corps and Epidemic Intelligence Service, so that the Department can better respond to future pandemics and other biological threats.

(d) The Secretary of HHS, the Secretary of Homeland Security, the Secretary of Labor, the Secretary of Education, and the Chief Executive Officer of the Corporation for National and
Community Service, in coordination with the COVID-19 Response Coordinator, the APDP, and the APNSA, shall submit a plan to the President for establishing a national contact tracing
and COVID-19 public health workforce program, to be known as the U.S. Public Health Job Corps, which shall be modeled on or developed as a component of the FEMA Corps program.
Such plan shall include means by which the U.S. Public Health Job Corps can be part of the National Civilian Community Corps program, as well as recommendations about whether it
would be appropriate for the U.S. Public Health Job Corps to immediately assign personnel from any of the agencies involved in the creation of the plan, including existing AmeriCorps
members, to join or aid the U.S. Public Health Job Corps. The U.S. Public Health Job Corps will:

(i) conduct and train individuals in contact tracing related to the COVID-19 pandemic;

(ii) assist in outreach for vaccination efforts, including by administering vaccination clinics;

(iii) assist with training programs for State, local, Tribal, and territorial governments to provide testing, including in schools; and

(iv) provide other necessary services to Americans affected by the COVID-19 pandemic.

SEc. 5. General Provisions. (a) Nothing in this order shall be construed to impair or otherwise affect:

(i) the authority granted by law to an executive department or agency, or the head thereof; or

(ii) the functions of the Director of the Office of Management and Budget relating to budgetary, administrative, or legislative proposals.

(b) This order shall be implemented consistent with applicable law and subject to the availability of appropriations.

(c) This order is not intended to, and does not, create any right or benefit, substantive or procedural, enforceable at law or in equity by any party against the United States, its
departments, agencies, or entities, its officers, employees, or agents, or any other person.

J.R. BIDEN, JR.

[Position of COVID-19 Response Coordinator terminated, and responsibilities and duties of COVID-19 Response Coordinator specified in Ex. Ord. No. 13996, set out above,
transferred to Director of the Office of Pandemic Preparedness and Response Policy, by Ex. Ord. No. 14122, §3, Apr. 12, 2024, 89 F.R. 27355, set out in a note under section 300hh-3 of
this title.]

EX. ORD. NO. 13997. IMPROVING AND EXPANDING ACCESS TO CARE AND TREATMENTS FOR COVID-19

Ex. Ord. No. 13997, Jan. 21, 2021, 86 F.R. 7201, provided:

By the authority vested in me as President by the Constitution and the laws of the United States of America, it is hereby ordered as follows:

SECTION 1. Policy. It is the policy of my Administration to improve the capacity of the Nation's healthcare systems to address coronavirus disease 2019 (COVID-19), to accelerate the
development of novel therapies to treat COVID-19, and to improve all Americans' access to quality and affordable healthcare.

SEC. 2. Accelerating the Development of Novel Therapies. To enhance the Nation's ability to quickly develop the most promising COVID-19 interventions, the Secretary of Health and Human
Services (HHS), in consultation with the Director of the National Institutes of Health, shall:

(a) develop a plan for supporting a range of studies, including large-scale randomized trials, for identifying optimal clinical management strategies, and for supporting the most
promising treatments for COVID-19 and future high-consequence public health threats, that can be easily manufactured, distributed, and administered, both domestically and
internationally;

(b) develop a plan, in consultation with non-governmental partners, as appropriate, to support research:

(i) in rural hospitals and other rural locations; and

(ii) that studies the emerging evidence concerning the long-term impact of COVID-19 on patient health; and

(c) consider steps to ensure that clinical trials include populations that have been historically underrepresented in such trials.

SEC. 3. Improving the Capacity of the Nation's Healthcare Systems to Address COVID-19. To bolster the capacity of the Nation's healthcare systems to support healthcare workers and patients:

(a) The Secretary of Defense, the Secretary of HHS, the Secretary of Veterans Affairs, and the heads of other relevant executive departments and agencies (agencies), in coordination
with the Coordinator of the COVID-19 Response and Counselor to the President (COVID-19 Response Coordinator), shall promptly, as appropriate and consistent with applicable law,
provide targeted surge assistance to critical care and long-term care facilities, including nursing homes and skilled nursing facilities, assisted living facilities, intermediate care facilities for
individuals with disabilities, and residential treatment centers, in their efforts to combat the spread of COVID-19.

(b) The COVID-19 Response Coordinator, in coordination with the Secretary of Defense, the Secretary of HHS, the Secretary of Veterans Affairs, and the heads of other relevant
agencies, shall review the needs of Federal facilities providing care to COVID-19 patients and develop recommendations for further actions such facilities can take to support active
military personnel, veterans, and Tribal nations during this crisis.

(c) The Secretary of HHS shall promptly:

(i) issue recommendations on how States and healthcare providers can increase the capacity of their healthcare workforces to address the COVID-19 pandemic; and

(ii) through the Administrator of the Health Resources and Services Administration and the Administrator of the Substance Abuse and Mental Health Services Administration, take
appropriate actions, as consistent with applicable law, to expand access to programs and services designed to meet the long-term health needs of patients recovering from COVID-19,
including through technical assistance and support to community health centers.

SEC. 4. Improving Access to Quality and Affordable Healthcare. (a) To facilitate the equitable and effective distribution of therapeutics and bolster clinical care capacity where needed to
support patient care, the Secretary of Defense, the Secretary of HHS, and the Secretary of Veterans Affairs, in coordination with the COVID-19 Response Coordinator, shall establish
targets for the production, allocation, and distribution of COVID-19 treatments. To meet those targets, the Secretary of Defense, the Secretary of HHS, and the Secretary of Veterans
Affairs shall consider prioritizing, including through grants for research and development, investments in therapeutics that can be readily administered and scaled.

(b) To facilitate the utilization of existing COVID-19 treatments, the Secretary of HHS shall identify barriers to maximizing the effective and equitable use of existing COVID-19
treatments and shall, as appropriate and consistent with applicable law, provide support to State, local, Tribal, and territorial authorities aimed at overcoming those barriers.
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(c) To address the affordability of treatments and clinical care, the Secretary of HHS shall, promptly and as appropriate and consistent with applicable law:

(i) evaluate the COVID-19 Uninsured Program, operated by the Health Resources and Services Administration within HHS, and take any available steps to promote access to
treatments and clinical care for those without adequate coverage, to support safety-net providers in delivering such treatments and clinical care, and to make the Program easy to use and
accessible for patients and providers, with information about the Program widely disseminated; and

(i) evaluate Medicare, Medicaid, group health plans, and health insurance issuers, and take any available steps to promote insurance coverage for safe and effective COVID-19
treatments and clinical care.

SEc. 5. General Provisions. (a) Nothing in this order shall be construed to impair or otherwise affect:

(i) the authority granted by law to an executive department or agency, or the head thereof; or

(i) the functions of the Director of the Office of Management and Budget relating to budgetary, administrative, or legislative proposals.

(b) This order shall be implemented consistent with applicable law and subject to the availability of appropriations.

(c) This order is not intended to, and does not, create any right or benefit, substantive or procedural, enforceable at law or in equity by any party against the United States, its
departments, agencies, or entities, its officers, employees, or agents, or any other person.

J.R. BIDEN, JR.

EXecuTIVE ORDER No. 13998

Ex. Ord. No. 13998, Jan. 21, 2021, 86 F.R. 7205, which related to promoting COVID-19 safety in domestic and international travel, was revoked by Ex. Ord. No. 14122, §2, Apr. 12,
2024, 89 F.R. 27355, set out in a note under section 300hh-3 of this title.

EX. ORD. NO. 13999. PROTECTING WORKER HEALTH AND SAFETY

Ex. Ord. No. 13999, Jan. 21, 2021, 86 F.R. 7211, provided:

By the authority vested in me as President by the Constitution and the laws of the United States of America, it is hereby ordered as follows:

SEcTION 1. Policy. Ensuring the health and safety of workers is a national priority and a moral imperative. Healthcare workers and other essential workers, many of whom are people of
color and immigrants, have put their lives on the line during the coronavirus disease 2019 (COVID-19) pandemic. It is the policy of my Administration to protect the health and safety of
workers from COVID-19.

The Federal Government must take swift action to reduce the risk that workers may contract COVID-19 in the workplace. That will require issuing science-based guidance to help keep
workers safe from COVID-19 exposure, including with respect to mask-wearing; partnering with State and local governments to better protect public employees; enforcing worker health
and safety requirements; and pushing for additional resources to help employers protect employees.

SEC. 2. Protecting Workers from COVID-19 Under the Occupational Safety and Health Act. The Secretary of Labor, acting through the Assistant Secretary of Labor for Occupational Safety and
Health, in furtherance of the policy described in section 1 of this order and consistent with applicable law, shall:

(a) issue, within 2 weeks of the date of this order [Jan. 21, 2021] and in conjunction or consultation with the heads of any other appropriate executive departments and agencies
(agencies), revised guidance to employers on workplace safety during the COVID-19 pandemic;

(b) consider whether any emergency temporary standards on COVID-19, including with respect to masks in the workplace, are necessary, and if such standards are determined to be
necessary, issue them by March 15, 2021;

(c) review the enforcement efforts of the Occupational Safety and Health Administration (OSHA) related to COVID-19 and identify any short-, medium-, and long-term changes that
could be made to better protect workers and ensure equity in enforcement;

(d) launch a national program to focus OSHA enforcement efforts related to COVID—-19 on violations that put the largest number of workers at serious risk or are contrary to anti-
retaliation principles; and

(e) coordinate with the Department of Labor's Office of Public Affairs and Office of Public Engagement and all regional OSHA offices to conduct, consistent with applicable law, a
multilingual outreach campaign to inform workers and their representatives of their rights under applicable law. This campaign shall include engagement with labor unions, community
organizations, and industries, and place a special emphasis on communities hit hardest by the pandemic.

SEC. 3. Protecting Other Categories of Workers from COVID-19. (a) The Secretary of Labor, acting through the Assistant Secretary of Labor for Occupational Safety and Health and
consistent with applicable law, shall:

(i) coordinate with States that have occupational safety and health plans approved under section 18 of the Occupational Safety and Health Act (Act) (29 U.S.C. 667) to seek to ensure
that workers covered by such plans are adequately protected from COVID-19, consistent with any revised guidance or emergency temporary standards issued by OSHA; and

(i) in States that do not have such plans, consult with State and local government entities with responsibility for public employee safety and health and with public employee unions to
bolster protection from COVID-19 for public sector workers.

(b) The Secretary of Agriculture, the Secretary of Labor, the Secretary of Health and Human Services, the Secretary of Transportation, and the Secretary of Energy, in consultation with
the heads of any other appropriate agencies, shall, consistent with applicable law, explore mechanisms to protect workers not protected under the Act [29 U.S.C. 651 et seq.] so that they
remain healthy and safe on the job during the COVID-19 pandemic.

(c) The Secretary of Labor, acting through the Assistant Secretary of Labor for Mine Safety and Health, shall consider whether any emergency temporary standards on COVID-19
applicable to coal and metal or non-metal mines are necessary, and if such standards are determined to be necessary and consistent with applicable law, issue them as soon as
practicable.

SEC. 4. General Provisions. (a) Nothing in this order shall be construed to impair or otherwise affect:

(i) the authority granted by law to an executive department or agency, or the head thereof; or

(ii) the functions of the Director of the Office of Management and Budget relating to budgetary, administrative, or legislative proposals.

(b) This order shall be implemented consistent with applicable law and subject to the availability of appropriations.

(c) This order is not intended to, and does not, create any right or benefit, substantive or procedural, enforceable at law or in equity by any party against the United States, its
departments, agencies, or entities, its officers, employees, or agents, or any other person.

J.R. BIDEN, JR.

EX. ORD. NO. 14000. SUPPORTING THE REOPENING AND CONTINUING OPERATION OF SCHOOLS AND EARLY CHILDHOOD EDUCATION PROVIDERS

Ex. Ord. No. 14000, Jan. 21, 2021, 86 F.R. 7215, provided:

By the authority vested in me as President by the Constitution and the laws of the United States of America, to ensure that students receive a high-quality education during the
coronavirus disease 2019 (COVID-19) pandemic, and to support the safe reopening and continued operation of schools, child care providers, Head Start programs, and institutions of
higher education, it is hereby ordered as follows:

SECTION 1. Policy. Every student in America deserves a high-quality education in a safe environment. This promise, which was already out of reach for too many, has been further
threatened by the COVID-19 pandemic. School and higher education administrators, educators, faculty, child care providers, custodians and other staff, and families have gone above
and beyond to support children's and students' learning and meet their needs during this crisis. Students and teachers alike have found new ways to teach and learn. Many child care
providers continue to provide care and learning opportunities to children in homes and centers across the country. However, leadership and support from the Federal Government is
needed. Two principles should guide the Federal Government's response to the COVID—19 crisis with respect to schools, child care providers, Head Start programs, and higher education
institutions. First, the health and safety of children, students, educators, families, and communities is paramount. Second, every student in the United States should have the opportunity
to receive a high-quality education, during and beyond the pandemic.

Accordingly, it is the policy of my Administration to provide support to help create the conditions for safe, in-person learning as quickly as possible; ensure high-quality instruction and
the delivery of essential services often received by students and young children at school, institutions of higher education, child care providers, and Head Start programs; mitigate learning
loss caused by the pandemic; and address educational disparities and inequities that the pandemic has created and exacerbated.

SEC. 2. Agency Roles and Responsibilities. The following assignments of responsibility shall be exercised in furtherance of the policy described in section 1 of this order:

(a) The Secretary of Education shall, consistent with applicable law:

(i) provide, in consultation with the Secretary of Health and Human Services, evidence-based guidance to assist States and elementary and secondary schools in deciding whether and
how to reopen, and how to remain open, for in-person learning; and in safely conducting in-person learning, including by implementing mitigation measures such as cleaning, masking,
proper ventilation, and testing;

(i) provide, in consultation with the Secretary of Health and Human Services, evidence-based guidance to institutions of higher education on safely reopening for in-person learning,
which shall take into account considerations such as the institution's setting, resources, and the population it serves;

(iii) provide advice to State, local, Tribal, and territorial educational authorities, institutions of higher education, local education agencies, and elementary and secondary schools
regarding distance and online learning, blended learning, and in-person learning; and the promotion of mental health, social-emotional well-being, and communication with parents and
families;

(iv) develop a Safer Schools and Campuses Best Practices Clearinghouse to enable schools and institutions of higher education to share lessons learned and best practices for
operating safely during the pandemic;

(v) provide technical assistance to schools and institutions of higher education so that they can ensure high-quality learning during the pandemic;

(vi) direct the Department of Education's Assistant Secretary for Civil Rights to deliver a report as soon as practicable on the disparate impacts of COVID-19 on students in elementary,
secondary, and higher education, including those attending historically black colleges and universities, Tribal colleges and universities, Hispanic-serving institutions, and other minority-
serving institutions;

(vii) coordinate with the Director of the Institute of Education Sciences to facilitate, consistent with applicable law, the collection of data necessary to fully understand the impact of the
COVID-19 pandemic on students and educators, including data on the status of in-person learning. These data shall be disaggregated by student demographics, including race, ethnicity,
disability, English-language-learner status, and free or reduced lunch status or other appropriate indicators of family income; and

(viii) consult with those who have been struggling for months with the enormous challenges the COVID-19 pandemic poses for education, including students; educators; unions;
families; State, local, Tribal, and territorial officials; and members of civil rights and disability rights organizations, in carrying out the directives in this order.

(b) The Secretary of Health and Human Services shall, consistent with applicable law:

(i) facilitate the collection of data needed to inform the safe reopening and continued operation of elementary and secondary schools, child care providers, and Head Start programs,
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and ensure that such data are readily available to State, local, Tribal, and territorial leaders and the public, consistent with privacy interests, and that such data are disaggregated by race,
ethnicity, and other factors as appropriate;

(ii) ensure, in coordination with the Coordinator of the COVID-19 Response and Counselor to the President (COVID-19 Response Coordinator) and other relevant agencies, that
COVID-19-related supplies the Secretary administers, including testing materials, are equitably allocated to elementary and secondary schools, child care providers, and Head Start
programs to support in-person care and learning;

(iii) to the maximum extent possible, support the development and operation of contact tracing programs at the State, local, Tribal, and territorial level, by providing guidance and
technical support to ensure that contact tracing is available to facilitate the reopening and safe operation of elementary and secondary schools, child care providers, Head Start programs,
and institutions of higher education;

(iv) provide guidance needed for child care providers and Head Start programs for safely reopening and operating, including procedures for mitigation measures such as cleaning,
masking, proper ventilation, and testing, as well as guidance related to meeting the needs of children, families, and staff who have been affected by the COVID-19 pandemic, including
trauma-informed care, behavioral and mental health support, and family support, as appropriate; and

(v) provide technical assistance to States, localities, Tribes, and territories to support the accelerated distribution of Federal COVID—-19 relief funds to child care providers, and identify
strategies to help child care providers safely remain open during the pandemic and beyond while the sector experiences widespread financial disruption due to increased costs and less
revenue.

(c) The Secretary of Education and the Secretary of Health and Human Services shall submit a report to the Assistant to the President for Domestic Policy and the COVID-19
Response Coordinator identifying strategies to address the impact of COVID-19 on educational outcomes, especially along racial and socioeconomic lines, and shall share those
strategies with State, local, Tribal, and territorial officials. In developing these strategies, the Secretaries shall, as appropriate and consistent with applicable law, consult with such
officials, as well as with education experts; educators; unions; civil rights advocates; Tribal education experts; public health experts; child development experts; early educators, including
child care providers; Head Start staff; school technology practitioners; foundations; families; students; community advocates; and others.

(d) The Federal Communications Commission is encouraged, consistent with applicable law, to increase connectivity options for students lacking reliable home broadband, so that they
can continue to learn if their schools are operating remotely.

SEec. 3. General Provisions. (a) Nothing in this order shall be construed to impair or otherwise affect:

(i) the authority granted by law to an executive department or agency, or the head thereof; or

(ii) the functions of the Director of the Office of Management and Budget relating to budgetary, administrative, or legislative proposals.

(b) This order shall be implemented consistent with applicable law and subject to the availability of appropriations.

(c) This order is not intended to, and does not, create any right or benefit, substantive or procedural, enforceable at law or in equity by any party against the United States, its
departments, agencies, or entities, its officers, employees, or agents, or any other person.

J.R. BIDEN, JR.

ADDRESSING THE LONG-TERM EFFECTS OF COVID-19

Memorandum of President of the United States, Apr. 5, 2022, 87 F.R. 20995, provided:

Memorandum for the Heads of Executive Departments and Agencies

By the authority vested in me as President by the Constitution and the laws of the United States of America, it is hereby ordered as follows:

SECTION 1. Policy. My Administration has made combating the coronavirus disease 2019 (COVID-19) pandemic, and guiding the Nation through the worst public health crisis in more
than a century, our top priority. When | came into office, COVID-19 was wreaking havoc on our country-closing our businesses, keeping our kids out of school, and forcing us into
isolation. Today, America has the tools to protect against COVID—19 and to dramatically decrease its risks. We move towards a future in which COVID—19 does not disrupt our daily lives
and is something we prevent, protect against, and treat.

As we chart the path forward, we remember the more than 950,000 people in the United States lost to COVID-19. They were beloved parents, grandparents, children, siblings,
spouses, neighbors, and friends. More than 200,000 children in the United States have lost a parent or caregiver to the disease. Each soul is irreplaceable, and the families and
communities left behind are still reeling from profound loss. Many families and communities have already received support from Federal programs that help with the loss they have
experienced. As we move forward, we commit to ensuring that families and communities can access these support programs and connect to resources they may need to help with their
healing, health, and well-being.

At the same time, many of our family members, neighbors, and friends continue to experience negative long-term effects of COVID—19. Many individuals report debilitating, long-lasting
effects of having been infected with COVID-19, often called "long COVID." These symptoms can happen to anyone who has had COVID-19-including individuals across ages, races,
genders, and ethnicities; individuals with or without disabilities; individuals with or without underlying health conditions; and individuals whether or not they had initial symptoms.
Individuals experiencing long COVID report experiencing new or recurrent symptoms, which can include anxiety and depression, fatigue, shortness of breath, difficulty concentrating,
heart palpitations, disordered sleep, chest and joint pain, headaches, and other symptoms. These symptoms can persist long after the acute COVID-19 infection has resolved. Even
young people and otherwise healthy people have reported long COVID symptoms that last for many months. These symptoms may be affecting individuals' ability to work, conduct daily
activities, engage in educational activities, and participate in their communities. Our world-class research and public health organizations have begun the difficult work of understanding
these new conditions, their causes, and potential prevention and treatment options. Our health care and support programs are working to help meet the needs of individuals experiencing
the lasting effects of COVID-19. To organize the Federal Government's response, executive departments and agencies (agencies) must work together to use the expertise, resources,
and benefit programs of the Federal Government to ensure that we are accelerating scientific progress and providing individuals with the support and services they need.

In addition, the American public is grappling with a mental health crisis exacerbated by the pandemic. Too many have felt the effects of social isolation, sickness, economic insecurity,
increased caregiver burdens, and grief. My Administration has made significant investments in mental health as well as substance use disorder prevention, treatment, and recovery
support for the American public, including by expanding access to community-based behavioral health services. We are committed to advancing these behavioral health efforts in order to
better identify the effects of the pandemic on mental health, substance use, and well-being, and to take steps to address these effects for the people we serve.

Our Nation can continue to protect the public-and spare countless families from the deepest pain imaginable-if everybody does their part. Today, we have numerous tools to protect
ourselves and our loved ones from COVID-19-from vaccines to tests, treatments, masks, and more. My Administration recognizes the toll of this pandemic on the American public and
commits to redoubling our efforts to support the American people in addressing the long-term effects of COVID-19 on their lives and on society.

SEC. 2. Organizing the Government-Wide Response to the Long-Term Effects of COVID-19. (a) The Secretary of Health and Human Services (Secretary) shall coordinate the Government-wide
response to the long-term effects of COVID-19. My Administration will harness the full potential of the Federal Government, in coordination with public- and private-sector partners, to
mount a full and effective response. The Secretary shall report on the coordination efforts to the Coordinator of the COVID-19 Response and Counselor to the President and to the
Assistant to the President for Domestic Policy.

(b) The heads of agencies shall assist and provide information to the Secretary, consistent with applicable law, as may be necessary to carry out the Secretary's duties described in
subsection (a) of this section.

(c) In performing the duties described in subsection (a) of this section, the Secretary shall seek information from relevant nongovernmental experts, organizations, and stakeholders,
including individuals affected directly by the long-term effects of COVID—19. The Secretary shall consider using all available legal authorities, as appropriate and consistent with applicable
law, to assist in gathering relevant information, including a waiver under 42 U.S.C. 247d(f).

SEC. 3. Report on the Long-Term Effects of COVID-19. The Secretary, supported within the Department of Health and Human Services by the Assistant Secretary for Health and the
Assistant Secretary for Mental Health and Substance Use, shall publish a public report within 120 days of the date of this memorandum [Apr. 5, 2022] outlining services and mechanisms
of support across agencies to assist the American public in the face of the far-reaching and long-term effects of COVID-19. The report shall outline Federal Government services to
support individuals experiencing long COVID, individuals and families experiencing a loss due to COVID-19, and all those grappling with mental health and substance use issues in the
wake of this pandemic. The report shall also specifically address the long-term effects of COVID-19 on underserved communities and efforts to address disparities in availability and
adoption of services and support for such communities.

SEC. 4. National Research Action Plan on Long COVID. (a) Coordinated efforts across the public and private sectors are needed to advance progress in prevention, diagnosis, treatment, and
provision of services for individuals experiencing long COVID. The Secretary, supported by the Assistant Secretary for Health and in collaboration with the Secretary of Defense, the
Secretary of Labor, the Secretary of Energy, and the Secretary of Veterans Affairs, shall coordinate a Government-wide effort to develop the first-ever interagency national research
agenda on long COVID, to be reflected in a National Research Action Plan. The National Research Action Plan will build on ongoing efforts across the Federal Government, including the
landmark RECOVER Initiative implemented by the National Institutes of Health. The Secretary shall release the jointly developed National Research Action Plan within 120 days of the
date of this memorandum.

(b) The National Research Action Plan shall build upon existing research efforts and include strategies to:

(i) help measure and characterize long COVID in both children and adults, including with respect to its frequency, severity, duration, risk factors, and trends over time;

(i) support the development of estimates on prevalence and incidence of long COVID disaggregated by demographic groups and symptoms;

(iii) better understand the epidemiology, course of illness, risk factors, and vaccine effectiveness in prevention of long COVID;

(iv) advance our understanding of the health and socioeconomic burdens on individuals affected by long COVID, including among different race and ethnicity groups, pregnant people,
and those with underlying disabilities;

(v) foster development of new treatments and care models for long COVID based on a better understanding of the pathophysiological mechanisms of the SARS—-CoV-2 virus;

(vi) inform decisions related to high-quality support, services, and interventions for long COVID;

(vii) improve data-sharing between agencies and academic and industry researchers about long COVID, to the extent permitted by law; and

(viii) specifically account for the pandemic's effect on underserved communities and rural populations.

Sec. 5. General Provisions. (a) Nothing in this memorandum shall be construed to impair or otherwise affect:

(i) the authority granted by law to an executive department or agency, or the head thereof; or

(ii) the functions of the Director of the Office of Management and Budget relating to budgetary, administrative, or legislative proposals.

(b) This memorandum shall be implemented consistent with applicable law and subject to the availability of appropriations.

(c) This memorandum is not intended to, and does not, create any right or benefit, substantive or procedural, enforceable at law or in equity by any party against the United States, its
departments, agencies, or entities, its officers, employees, or agents, or any other person.

(d) The Secretary is authorized and directed to publish this memorandum in the Federal Register.

J.R. BIDEN, JR.
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§247d-6d. Targeted liability protections for pandemic and epidemic products and security countermeasures
(a) Liability protections

(1) In general
Subject to the other provisions of this section, a covered person shall be immune from suit and liability under Federal and State law with respect to all claims for loss caused by, arising out of, relating to, or
resulting from the administration to or the use by an individual of a covered countermeasure if a declaration under subsection (b) has been issued with respect to such countermeasure.
(2) Scope of claims for loss
(A) Loss
For purposes of this section, the term "loss" means any type of loss, including-
(i) death;
(ii) physical, mental, or emotional injury, illness, disability, or condition;
(iii) fear of physical, mental, or emotional injury, illness, disability, or condition, including any need for medical monitoring; and
(iv) loss of or damage to property, including business interruption loss.

Each of clauses (i) through (iv) applies without regard to the date of the occurrence, presentation, or discovery of the loss described in the clause.
(B) Scope
The immunity under paragraph (1) applies to any claim for loss that has a causal relationship with the administration to or use by an individual of a covered countermeasure, including a causal relationship
with the design, development, clinical testing or investigation, manufacture, labeling, distribution, formulation, packaging, marketing, promotion, sale, purchase, donation, dispensing, prescribing,
administration, licensing, or use of such countermeasure.

(3) Certain conditions
Subject to the other provisions of this section, immunity under paragraph (1) with respect to a covered countermeasure applies only if-
(A) the countermeasure was administered or used during the effective period of the declaration that was issued under subsection (b) with respect to the countermeasure;
(B) the countermeasure was administered or used for the category or categories of diseases, health conditions, or threats to health specified in the declaration; and
(C) in addition, in the case of a covered person who is a program planner or qualified person with respect to the administration or use of the countermeasure, the countermeasure was administered to or
used by an individual who-
(i) was in a population specified by the declaration; and
(i) was at the time of administration physically present in a geographic area specified by the declaration or had a connection to such area specified in the declaration.

(4) Applicability of certain conditions
With respect to immunity under paragraph (1) and subject to the other provisions of this section:
(A) In the case of a covered person who is a manufacturer or distributor of the covered countermeasure involved, the immunity applies without regard to whether such countermeasure was administered
to or used by an individual in accordance with the conditions described in paragraph (3)(C).
(B) In the case of a covered person who is a program planner or qualified person with respect to the administration or use of the covered countermeasure, the scope of immunity includes circumstances in
which the countermeasure was administered to or used by an individual in circumstances in which the covered person reasonably could have believed that the countermeasure was administered or used in
accordance with the conditions described in paragraph (3)(C).

(5) Effect of distribution method

The provisions of this section apply to a covered countermeasure regardless of whether such countermeasure is obtained by donation, commercial sale, or any other means of distribution, except to the
extent that, under paragraph (2)(E) of subsection (b), the declaration under such subsection provides that subsection (a) applies only to covered countermeasures obtained through a particular means of
distribution.

(6) Rebuttable presumption
For purposes of paragraph (1), there shall be a rebuttable presumption that any administration or use, during the effective period of the emergency declaration by the Secretary under subsection (b), of a
covered countermeasure shall have been for the category or categories of diseases, health conditions, or threats to health with respect to which such declaration was issued.

(b) Declaration by Secretary

(1) Authority to issue declaration

Subject to paragraph (2), if the Secretary makes a determination that a disease or other health condition or other threat to health constitutes a public health emergency, or that there is a credible risk that the
disease, condition, or threat may in the future constitute such an emergency, the Secretary may make a declaration, through publication in the Federal Register, recommending, under conditions as the
Secretary may specify, the manufacture, testing, development, distribution, administration, or use of one or more covered countermeasures, and stating that subsection (a) is in effect with respect to the
activities so recommended.

(2) Contents
In issuing a declaration under paragraph (1), the Secretary shall identify, for each covered countermeasure specified in the declaration-

(A) the category or categories of diseases, health conditions, or threats to health for which the Secretary recommends the administration or use of the countermeasure;

(B) the period or periods during which, including as modified by paragraph (3), subsection (a) is in effect, which period or periods may be designated by dates, or by milestones or other description of
events, including factors specified in paragraph (6);

(C) the population or populations of individuals for which subsection (a) is in effect with respect to the administration or use of the countermeasure (which may be a specification that such subsection
applies without geographic limitation to all individuals);

(D) the geographic area or areas for which subsection (a) is in effect with respect to the administration or use of the countermeasure (which may be a specification that such subsection applies without
geographic limitation), including, with respect to individuals in the populations identified under subparagraph (C), a specification, as determined appropriate by the Secretary, of whether the declaration
applies only to individuals physically present in such areas or whether in addition the declaration applies to individuals who have a connection to such areas, which connection is described in the declaration;
and

(E) whether subsection (a) is effective only to a particular means of distribution as provided in subsection (a)(5) for obtaining the countermeasure, and if so, the particular means to which such subsection
is effective.

(3) Effective period of declaration
(A) Flexibility of period
The Secretary may, in describing periods under paragraph (2)(B), have different periods for different covered persons to address different logistical, practical or other differences in responsibilities.
(B) Additional time to be specified
In each declaration under paragraph (1), the Secretary, after consulting, to the extent the Secretary deems appropriate, with the manufacturer of the covered countermeasure, shall also specify a date that
is after the ending date specified under paragraph (2)(B) and that allows what the Secretary determines is-
(i) a reasonable period for the manufacturer to arrange for disposition of the covered countermeasure, including the return of such product to the manufacturer; and
(i) a reasonable period for covered persons to take such other actions as may be appropriate to limit administration or use of the covered countermeasure.
(C) Additional period for certain strategic national stockpile countermeasures
With respect to a covered countermeasure that is in the stockpile under section 247d—6b of this title, if such countermeasure was the subject of a declaration under paragraph (1) at the time that it was
obtained for the stockpile, the effective period of such declaration shall include a period when the countermeasure is administered or used pursuant to a distribution or release from the stockpile.
(4) Amendments to declaration
The Secretary may through publication in the Federal Register amend any portion of a declaration under paragraph (1). Such an amendment shall not retroactively limit the applicability of subsection (a) with
respect to the administration or use of the covered countermeasure involved.
(5) Certain disclosures
In publishing a declaration under paragraph (1) in the Federal Register, the Secretary is not required to disclose any matter described in section 552(b) of title 5.
(6) Factors to be considered
In deciding whether and under what circumstances or conditions to issue a declaration under paragraph (1) with respect to a covered countermeasure, the Secretary shall consider the desirability of
encouraging the design, development, clinical testing or investigation, manufacture, labeling, distribution, formulation, packaging, marketing, promotion, sale, purchase, donation, dispensing, prescribing,
administration, licensing, and use of such countermeasure.
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(7) Judicial review
No court of the United States, or of any State, shall have subject matter jurisdiction to review, whether by mandamus or otherwise, any action by the Secretary under this subsection.

(8) Preemption of State law
During the effective period of a declaration under subsection (b), or at any time with respect to conduct undertaken in accordance with such declaration, no State or political subdivision of a State may
establish, enforce, or continue in effect with respect to a covered countermeasure any provision of law or legal requirement that-
(A) is different from, or is in conflict with, any requirement applicable under this section; and
(B) relates to the design, development, clinical testing or investigation, formulation, manufacture, distribution, sale, donation, purchase, marketing, promotion, packaging, labeling, licensing, use, any other
aspect of safety or efficacy, or the prescribing, dispensing, or administration by qualified persons of the covered countermeasure, or to any matter included in a requirement applicable to the covered
countermeasure under this section or any other provision of this chapter, or under the Federal Food, Drug, and Cosmetic Act [21 U.S.C. 301 et seq.].

(9) Report to Congress
Within 30 days after making a declaration under paragraph (1), the Secretary shall submit to the appropriate committees of the Congress a report that provides an explanation of the reasons for issuing the
declaration and the reasons underlying the determinations of the Secretary with respect to paragraph (2). Within 30 days after making an amendment under paragraph (4), the Secretary shall submit to such
committees a report that provides the reasons underlying the determination of the Secretary to make the amendment.
(c) Definition of willful misconduct
(1) Definition
(A) In general
Except as the meaning of such term is further restricted pursuant to paragraph (2), the term "willful misconduct" shall, for purposes of subsection (d), denote an act or omission that is taken-
(i) intentionally to achieve a wrongful purpose;
(i) knowingly without legal or factual justification; and
(iii) in disregard of a known or obvious risk that is so great as to make it highly probable that the harm will outweigh the benefit.
(B) Rule of construction
The criterion stated in subparagraph (A) shall be construed as establishing a standard for liability that is more stringent than a standard of negligence in any form or recklessness.

(2) Authority to promulgate regulatory definition

(A) In general

The Secretary, in consultation with the Attorney General, shall promulgate regulations, which may be promulgated through interim final rules, that further restrict the scope of actions or omissions by a
covered person that may qualify as "willful misconduct" for purposes of subsection (d).
(B) Factors to be considered

In promulgating the regulations under this paragraph, the Secretary, in consultation with the Attorney General, shall consider the need to define the scope of permissible civil actions under subsection (d)
in a way that will not adversely affect the public health.
(C) Temporal scope of regulations

The regulations under this paragraph may specify the temporal effect that they shall be given for purposes of subsection (d).

(D) Initial rulemaking
Within 180 days after December 30, 2005, the Secretary, in consultation with the Attorney General, shall commence and complete an initial rulemaking process under this paragraph.

(3) Proof of willful misconduct
In an action under subsection (d), the plaintiff shall have the burden of proving by clear and convincing evidence willful misconduct by each covered person sued and that such willful misconduct caused
death or serious physical injury.

< 1

(4) Defense for acts or omissi taken p to y's d

Notwithstanding any other provision of law, a program planner or qualified person shall not have engaged in "willful misconduct" as a matter of law where such program planner or qualified person acted
consistent with applicable directions, guidelines, or recommendations by the Secretary regarding the administration or use of a covered countermeasure that is specified in the declaration under subsection
(b), provided either the Secretary, or a State or local health authority, was provided with notice of information regarding serious physical injury or death from the administration or use of a covered

countermeasure that is material to the plaintiff's alleged loss within 7 days of the actual discovery of such information by such program planner or qualified person.
(5) ion for lated activity of fact or distributor

(A) In general
If an act or omission by a manufacturer or distributor with respect to a covered countermeasure, which act or omission is alleged under subsection (e)(3)(A) to constitute willful misconduct, is subject to
regulation by this chapter or by the Federal Food, Drug, and Cosmetic Act [21 U.S.C. 301 et seq.], such act or omission shall not constitute "willful misconduct" for purposes of subsection (d) if-
(i) neither the Secretary nor the Attorney General has initiated an enforcement action with respect to such act or omission; or
(i) such an enforcement action has been initiated and the action has been terminated or finally resolved without a covered remedy.

Any action or proceeding under subsection (d) shall be stayed during the pendency of such an enforcement action.

(B) Definitions

For purposes of this paragraph, the following terms have the following meanings:
(i) Enforcement action

The term "enforcement action" means a criminal prosecution, an action seeking an injunction, a seizure action, a civil monetary proceeding based on willful misconduct, a mandatory recall of a product
because voluntary recall was refused, a proceeding to compel repair or replacement of a product, a termination of an exemption under section 505(i) or 520(g) of the Federal Food, Drug, and Cosmetic
Act [21 U.S.C. 355(i), 360j(g)], a debarment proceeding, an investigator disqualification proceeding where an investigator is an employee or agent of the manufacturer, a revocation, based on willful
misconduct, of an authorization under section 564 of such Act [21 U.S.C. 360bbb-3], or a suspension or withdrawal, based on willful misconduct, of an approval or clearance under chapter V of such Act
[21 U.S.C. 351 et seq.] or of a licensure under section 262 of this title.
(ii) Covered remedy

The term "covered remedy" means an outcome-

(1) that is a criminal conviction, an injunction, or a condemnation, a civil monetary payment, a product recall, a repair or replacement of a product, a termination of an exemption under section 505(i) or
520(g) of the Federal Food, Drug, and Cosmetic Act [21 U.S.C. 355(i), 360j(g)], a debarment, an investigator disqualification, a revocation of an authorization under section 564 of such Act [21 U.S.C.
360bbb-3], or a suspension or withdrawal of an approval or clearance under chapter 5 1 of such Act or of a licensure under section 262 of this title; and

(I1) that results from a final determination by a court or from a final agency action.

(iii) Final
The terms "final" and "finally"-

(1) with respect to a court determination, or to a final resolution of an enforcement action that is a court determination, mean a judgment from which an appeal of right cannot be taken or a voluntary or
stipulated dismissal; and

(I1) with respect to an agency action, or to a final resolution of an enforcement action that is an agency action, mean an order that is not subject to further review within the agency and that has not
been reversed, vacated, enjoined, or otherwise nullified by a final court determination or a voluntary or stipulated dismissal.

(C) Rules of construction
(i) In general
Nothing in this paragraph shall be construed-
(1) to affect the interpretation of any provision of the Federal Food, Drug, and Cosmetic Act [21 U.S.C. 301 et seq.], of this chapter, or of any other applicable statute or regulation; or
(I1) to impair, delay, alter, or affect the authority, including the enforcement discretion, of the United States, of the Secretary, of the Attorney General, or of any other official with respect to any
administrative or court proceeding under this chapter, under the Federal Food, Drug, and Cosmetic Act [21 U.S.C. 301 et seq.], under title 18, or under any other applicable statute or regulation.
(ii) Mandatory recalls
A mandatory recall called for in the declaration is not a Food and Drug Administration enforcement action.

(d) Exception to immunity of covered persons

(1) In general

Subject to subsection (f), the sole exception to the immunity from suit and liability of covered persons set forth in subsection (a) shall be for an exclusive Federal cause of action against a covered person for
death or serious physical injury proximately caused by willful misconduct, as defined pursuant to subsection (c), by such covered person. For purposes of section 2679(b)(2)(B) of title 28, such a cause of
action is not an action brought for violation of a statute of the United States under which an action against an individual is otherwise authorized.
(2) Persons who can sue

An action under this subsection may be brought for wrongful death or serious physical injury by any person who suffers such injury or by any representative of such a person.

(e) Procedures for suit
(1) Exclusive Federal jurisdiction
Any action under subsection (d) shall be filed and maintained only in the United States District Court for the District of Columbia.
(2) Governing law
The substantive law for decision in an action under subsection (d) shall be derived from the law, including choice of law principles, of the State in which the alleged willful misconduct occurred, unless such
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law is inconsistent with or preempted by Federal law, including provisions of this section.

(3) Pleading with particularity
In an action under subsection (d), the complaint shall plead with particularity each element of the plaintiff's claim, including-
(A) each act or omission, by each covered person sued, that is alleged to constitute willful misconduct relating to the covered countermeasure administered to or used by the person on whose behalf the
complaint was filed;
(B) facts supporting the allegation that such alleged willful misconduct proximately caused the injury claimed; and
(C) facts supporting the allegation that the person on whose behalf the complaint was filed suffered death or serious physical injury.

(4) Verification, certification, and medical records

(A) In general
In an action under subsection (d), the plaintiff shall verify the complaint in the manner stated in subparagraph (B) and shall file with the complaint the materials described in subparagraph (C). A complaint
that does not substantially comply with subparagraphs (B) and (C) shall not be accepted for filing and shall not stop the running of the statute of limitations.

(B) Verification requirement

(i) In general
The complaint shall include a verification, made by affidavit of the plaintiff under oath, stating that the pleading is true to the knowledge of the deponent, except as to matters specifically identified as
being alleged on information and belief, and that as to those matters the plaintiff believes it to be true.

(i) Identification of matters alleged upon information and belief
Any matter that is not specifically identified as being alleged upon the information and belief of the plaintiff, shall be regarded for all purposes, including a criminal prosecution, as having been made
upon the knowledge of the plaintiff.

(C) Materials required
In an action under subsection (d), the plaintiff shall file with the complaint-
(i) an affidavit, by a physician who did not treat the person on whose behalf the complaint was filed, certifying, and explaining the basis for such physician's belief, that such person suffered the serious
physical injury or death alleged in the complaint and that such injury or death was proximately caused by the administration or use of a covered countermeasure; and
(ii) certified medical records documenting such injury or death and such proximate causal connection.

(5) Three-judge court

Any action under subsection (d) shall be assigned initially to a panel of three judges. Such panel shall have jurisdiction over such action for purposes of considering motions to dismiss, motions for summary
judgment, and matters related thereto. If such panel has denied such motions, or if the time for filing such motions has expired, such panel shall refer the action to the chief judge for assignment for further
proceedings, including any trial. Section 1253 of title 28 and paragraph (3) of subsection (b) of section 2284 of title 28 shall not apply to actions under subsection (d).
(6) Civil discovery

(A) Timing

In an action under subsection (d), no discovery shall be allowed-
(i) before each covered person sued has had a reasonable opportunity to file a motion to dismiss;

(i) in the event such a motion is filed, before the court has ruled on such motion; and
(iii) in the event a covered person files an interlocutory appeal from the denial of such a motion, before the court of appeals has ruled on such appeal.

(B) Standard

Notwithstanding any other provision of law, the court in an action under subsection (d) shall permit discovery only with respect to matters directly related to material issues contested in such action, and
the court shall compel a response to a discovery request (including a request for admission, an interrogatory, a request for production of documents, or any other form of discovery request) under Rule 37,
Federal Rules of Civil Procedure, only if the court finds that the requesting party needs the information sought to prove or defend as to a material issue contested in such action and that the likely benefits of
a response to such request equal or exceed the burden or cost for the responding party of providing such response.

(7) Reduction in award of damages for collateral source benefits

(A) In general
In an action under subsection (d), the amount of an award of damages that would otherwise be made to a plaintiff shall be reduced by the amount of collateral source benefits to such plaintiff.

(B) Provider of collateral source benefits not to have lien or subrogation
No provider of collateral source benefits shall recover any amount against the plaintiff or receive any lien or credit against the plaintiff's recovery or be equitably or legally subrogated to the right of the
plaintiff in an action under subsection (d).

(C) Collateral source benefit defined
For purposes of this paragraph, the term "collateral source benefit" means any amount paid or to be paid in the future to or on behalf of the plaintiff, or any service, product, or other benefit provided or to
be provided in the future to or on behalf of the plaintiff, as a result of the injury or wrongful death, pursuant to-
(i) any State or Federal health, sickness, income-disability, accident, or workers' compensation law;
(ii) any health, sickness, income-disability, or accident insurance that provides health benefits or income-disability coverage;
(iii) any contract or agreement of any group, organization, partnership, or corporation to provide, pay for, or reimburse the cost of medical, hospital, dental, or income disability benefits; or
(iv) any other publicly or privately funded program.

(8) Noneconomic damages

In an action under subsection (d), any noneconomic damages may be awarded only in an amount directly proportional to the percentage of responsibility of a defendant for the harm to the plaintiff. For
purposes of this paragraph, the term "noneconomic damages" means damages for losses for physical and emotional pain, suffering, inconvenience, physical impairment, mental anguish, disfigurement, loss of
enjoyment of life, loss of society and companionship, loss of consortium, hedonic damages, injury to reputation, and any other nonpecuniary losses.

(9) Rule 11 sanctions

Whenever a district court of the United States determines that there has been a violation of Rule 11 of the Federal Rules of Civil Procedure in an action under subsection (d), the court shall impose upon the
attorney, law firm, or parties that have violated Rule 11 or are responsible for the violation, an appropriate sanction, which may include an order to pay the other party or parties for the reasonable expenses
incurred as a direct result of the filing of the pleading, motion, or other paper that is the subject of the violation, including a reasonable attorney's fee. Such sanction shall be sufficient to deter repetition of such
conduct or comparable conduct by others similarly situated, and to compensate the party or parties injured by such conduct.

(10) Interlocutory appeal
The United States Court of Appeals for the District of Columbia Circuit shall have jurisdiction of an interlocutory appeal by a covered person taken within 30 days of an order denying a motion to dismiss or a
motion for summary judgment based on an assertion of the immunity from suit conferred by subsection (a) or based on an assertion of the exclusion under subsection (c)(5).

() Actions by and against the United States

Nothing in this section shall be construed to abrogate or limit any right, remedy, or authority that the United States or any agency thereof may possess under any other provision of law or to waive sovereign
immunity or to abrogate or limit any defense or protection available to the United States or its agencies, instrumentalities, officers, or employees under any other law, including any provision of chapter 171 of title
28 (relating to tort claims procedure).

(g) Severability
If any provision of this section, or the application of such provision to any person or circumstance, is held to be unconstitutional, the remainder of this section and the application of such remainder to any
person or circumstance shall not be affected thereby.

(h) Rule of construction concerning National Vaccine Injury Compensation Program
Nothing in this section, or any amendment made by the Public Readiness and Emergency Preparedness Act, shall be construed to affect the National Vaccine Injury Compensation Program under subchapter
XIX of this chapter.

(i) Definitions
In this section:

(1) Covered countermeasure
The term "covered countermeasure” means-

(A) a qualified pandemic or epidemic product (as defined in paragraph (7));

(B) a security countermeasure (as defined in section 247d-6b(c)(1)(B) of this title);

(C) a drug (as such term is defined in section 201(g)(1) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 321(g)(1)), biological product (as such term is defined by section 262(i) of this title), or
device (as such term is defined by section 201(h) of the Federal Food, Drug and Cosmetic Act (21 U.S.C. 321(h)) that is authorized for emergency use in accordance with section 564, 564A, or 564B of the
Federal Food, Drug, and Cosmetic Act [21 U.S.C. 360bbb—3, 360bbb-3a, 360bbb—3b]; or

(D) a respiratory protective device that is approved by the National Institute for Occupational Safety and Health under part 84 of title 42, Code of Federal Regulations (or any successor regulations), and
that the Secretary determines to be a priority for use during a public health emergency declared under section 247d of this title.

(2) Covered person
The term "covered person”, when used with respect to the administration or use of a covered countermeasure, means-

(A) the United States; or

(B) a person or entity that is-
(i) a manufacturer of such countermeasure;
(ii) a distributor of such countermeasure;
(iii) a program planner of such countermeasure;
(iv) a qualified person who prescribed, administered, or dispensed such countermeasure; or
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(v) an official, agent, or employee of a person or entity described in clause (i), (ii), (iii), or (iv).

(3) Distributor
The term "distributor" means a person or entity engaged in the distribution of drugs, biologics, or devices, including but not limited to manufacturers; repackers; common carriers; contract carriers; air
carriers; own-label distributors; private-label distributors; jobbers; brokers; warehouses, and wholesale drug warehouses; independent wholesale drug traders; and retail pharmacies.

(4) Manufacturer
The term "manufacturer” includes-
(A) a contractor or subcontractor of a manufacturer;
(B) a supplier or licenser of any product, intellectual property, service, research tool, or component or other article used in the design, development, clinical testing, investigation, or manufacturing of a
covered countermeasure; and
(C) any or all of the parents, subsidiaries, affiliates, successors, and assigns of a manufacturer.

(5) Person
The term "person" includes an individual, partnership, corporation, association, entity, or public or private corporation, including a Federal, State, or local government agency or department.

(6) Program planner

The term "program planner" means a State or local government, including an Indian tribe, a person employed by the State or local government, or other person who supervised or administered a program
with respect to the administration, dispensing, distribution, provision, or use of a security countermeasure or a qualified pandemic or epidemic product, including a person who has established requirements,
provided policy guidance, or supplied technical or scientific advice or assistance or provides a facility to administer or use a covered countermeasure in accordance with a declaration under subsection (b).

(7) Qualified pandemic or epidemic product
The term "qualified pandemic or epidemic product" means a drug (as such term is defined in section 201(g)(1) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 321(9)(1)),2 biological product (as
such term is defined by section 262(i) of this title), or device (as such term is defined by section 201(h) of the Federal Food, Drug and Cosmetic Act (21 U.S.C. 321(h))g that is-
(A)(i) a product manufactured, used, designed, developed, modified, licensed, or procured-

(1) to diagnose, mitigate, prevent, treat, or cure a pandemic or epidemic; or
(I to limit the harm such pandemic or epidemic might otherwise cause;

(i) a product manufactured, used, designed, developed, modified, licensed, or procured to diagnose, mitigate, prevent, treat, or cure a serious or life-threatening disease or condition caused by a product
described in clause (i); or

(iii) a product or technology intended to enhance the use or effect of a drug, biological product, or device described in clause (i) or (ii); and

(B)(i) approved or cleared under chapter V of the Federal Food, Drug, and Cosmetic Act [21 U.S.C. 351 et seq.] or licensed under section 262 of this title;

(ii) the object of research for possible use as described by subparagraph (A) and is the subject of an exemption under section 505(i) or 520(g) of the Federal Food, Drug, and Cosmetic Act [21 U.S.C.
355(i), 360j(g)]; or

(iii) authorized for emergency use in accordance with section 564, 564A, or 564B of the Federal Food, Drug, and Cosmetic Act [21 U.S.C. 360bbb—3, 360bbb-3a, 360bbb-3b].

(8) Qualified person

The term "qualified person", when used with respect to the administration or use of a covered countermeasure, means-

(A) a licensed health professional or other individual who is authorized to prescribe, administer, or dispense such countermeasures under the law of the State in which the countermeasure was prescribed,
administered, or dispensed; or

(B) a person within a category of persons so identified in a declaration by the Secretary under subsection (b).

(9) Security countermeasure
The term "security countermeasure” has the meaning given such term in section 247d-6b(c)(1)(B) of this title.
(10) Serious physical injury
The term "serious physical injury" means an injury that-
(A) is life threatening;
(B) results in permanent impairment of a body function or permanent damage to a body structure; or
(C) necessitates medical or surgical intervention to preclude permanent impairment of a body function or permanent damage to a body structure.
(JUIy15194457chn 373, title 111, §319F-3, as added Pub: LI 109=148,div.'C;'§2,/Dec."30,2005,7119 Stat. 2818 ; amended Pub. L. 113-5, title IV, §402(g)(2), (3), Mar. 13, 2013, 127 Stat. 196 ; Pub. L. 116-127,
div. F, §6005, Mar. 18, 2020, 134 Stat. 207 ; Pub. L. 116-136, div. A, title Ill, §3103, Mar. 27, 2020, 134 Stat. 361 .)

EDITORIAL NOTES

REFERENCES IN TEXT

The Federal Food, Drug, and Cosmetic Act, referred to in subsecs. (b)(8)(B), (c)(5)(A), (B)(i), (ii)(l), (C)(i), and (i)(7)(B)(i), is act June 25, 1938, ch. 675, 52 Stat. 1040 , which is classified
generally to chapter 9 (§301 et seq.) of Title 21, Food and Drugs. Chapter V of the Act is classified generally to subchapter V (§351 et seq.) of chapter 9 of Title 21. For complete classification
of this Act to the Code, see section 301 of Title 21 and Tables.

The Federal Rules of Civil Procedure, referred to in subsec. (e)(6)(B), (9), are set out in the Appendix to Title 28, Judiciary and Judicial Procedure.

The Public Readiness and Emergency Preparedness Act, referred to in subsec. (h), is div. C of Pub. L. 109-148, Dec. 30, 2005, 119 Stat. 2818 , which enacted this section, section 247d-6e
of this title, and provisions set out as a note under section 201 of this title. For complete classification of this Act to the Code, see Short Title of 2005 Amendment note set out under section
201 of this title and Tables.

AMENDMENTS

2020-Subsec. (i)(1)(D). Pub. L. 116-136 amended subpar. (D) generally. Prior to amendment, subpar. (D) read as follows: "a personal respiratory protective device that is-
approved by the National Institute for Occupational Safety and Health under part 84 of title 42, Code of Federal Regulations (or successor regulations);
"(ii) subject to the emergency use authorization issued by the Secretary on March 2, 2020, or subsequent emergency use authorizations, pursuant to section 564 of the Federal
Food, Drug, and Cosmetic Act [21 U.S.C. 360bbb-3] (authorizing emergency use of personal respiratory protective devices during the COVID-19 outbreak); and
"(iii) used during the period beginning on January 27, 2020, and ending on October 1, 2024, in response to the public health emergency declared on January 31, 2020, pursuant to
section 247d of this title as a result of confirmed cases of 2019 Novel Coronavirus (2019-nCoV)."
Pub. L. 116-127 added subpar. (D).
2013-Subsec. (i)(1)(C). Pub. L. 113-5, §402(g)(3)(A), inserted ", 564A, or 564B" after "564".
Subsec. (i)(7)(A)(iii). Pub. L. 113-5, §402(g)(2), added cl. (iii).
Subsec. (i)(7)(B)(iii). Pub. L. 113-5, §402(g)(3)(B), inserted ", 564A, or 564B" after "564".

7 So in original. Probably should be chapter "V".

2 S0 in original. A third closing parenthesis probably should appear.
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42 USC 247d-6e: Covered countermeasure process
Text contains those laws in effect on April 14, 2025

From Title 42-THE PUBLIC HEALTH AND WELFARE 1 944 PH SA SeC 31 9 F_4 = 42 U SC 247d_66
CHAPTER 6A-PUBLIC HEALTH SERVICE
SUBCHAPTER II-GENERAL POWERS AND DUTIES PREP Act, Covered countermeasure process
Part B-Federal-State Cooperation
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§247d-6e. Covered countermeasure process

(a) Establishment of Fund

Upon the issuance by the Secretary of a declaration under section 247d-6d(b) of this title, there is hereby established in the Treasury an emergency fund designated as the "Covered Countermeasure
Process Fund" for purposes of providing timely, uniform, and adequate compensation to eligible individuals for covered injuries directly caused by the administration or use of a covered countermeasure
pursuant to such declaration, which Fund shall consist of such amounts designated as emergency appropriations under section 402 of H. Con. Res. 95 of the 109th Congress, this emergency designation shall
remain in effect through October 1, 2006.

(b) Payment of compensation
(1) In general
If the Secretary issues a declaration under 247d-6d(b) of this title, the Secretary shall, after amounts have by law been provided for the Fund under subsection (a), provide compensation to an eligible
individual for a covered injury directly caused by the administration or use of a covered countermeasure pursuant to such declaration.
(2) Elements of compensation
The compensation that shall be provided pursuant to paragraph (1) shall have the same elements, and be in the same amount, as is prescribed by sections 239¢c, 239d, and 239e of this title in the case of
certain individuals injured as a result of administration of certain countermeasures against smallpox, except that section 239e(a)(2)(B) of this title shall not apply.
(3) Rule of construction
Neither reasonable and necessary medical benefits nor lifetime total benefits for lost employment income due to permanent and total disability shall be limited by section 239e of this title.
(4) Determination of eligibility and compensation
Except as provided in this section, the procedures for determining, and for reviewing a determination of, whether an individual is an eligible individual, whether such individual has sustained a covered injury,
whether compensation may be available under this section, and the amount of such compensation shall be those stated in section 239a of this title (other than in subsection (d)(2) of such section), in

fegulations’issued pursuant to that section, and in such additional or alternate regulations as the Secretary may promulgate for purposes of this section. |i‘making determinations under this'section, other than
those described in paragraph (5)(A) as to the direct causation of a covered injury, the Secretary may only make such determination based on compelling, reliable, valid, medical and scientific evidence.

(5) Covered countermeasure injury table
(A) In general
The Secretary shall by regulation establish a table identifying covered injuries that shall be presumed to be directly caused by the administration or use of a covered countermeasure and the time period in
which the first symptom or manifestation of onset of each such adverse effect must manifest in order for such presumption to apply. The Secretary may only identify such covered injuries, for purpose of
inclusion on the table, where the Secretary determines, based on compelling, reliable, valid, medical and scientific evidence that administration or use of the covered countermeasure directly caused such
covered injury.
(B) Amendments
The provisions of section 239b of this title (other than a provision of subsection (a)(2) of such section that relates to accidental vaccinia inoculation) shall apply to the table established under this section.
(C) Judicial review
No court of the United States, or of any State, shall have subject matter jurisdiction to review, whether by mandamus or otherwise, any action by the Secretary under this paragraph.
(6) Meanings of terms
In applying sections 239a, 239b, 239¢c, 239d, and 239e of this title for purposes of this section-
(A) the terms "vaccine" and "smallpox vaccine" shall be deemed to mean a covered countermeasure;
(B) the terms "smallpox vaccine injury table" and "table established under section 239b of this title" shall be deemed to refer to the table established under paragraph (4); and
(C) other terms used in those sections shall have the meanings given to such terms by this section.
(c) Voluntary program

The Secretary shall ensure that a State, local, or Department of Health and Human Services plan to administer or use a covered countermeasure is consistent with any declaration under 247d-6d of this title
and any applicable guidelines of the Centers for Disease Control and Prevention and that potential participants are educated with respect to contraindications, the voluntary nature of the program, and the
availability of potential benefits and compensation under this part.

(d) Exhaustion; exclusivity; election
(1) Exhaustion
Subject to paragraph (5), a covered individual may not bring a civil action under section 247d—6d(d) of this title against a covered person (as such term is defined in section 247d-6d(i)(2) of this title) unless
such individual has exhausted such remedies as are available under subsection (a), except that if amounts have not by law been provided for the Fund under subsection (a), or if the Secretary fails to make a

final determination on a request for benefits or compensation filed in accordance with the requirements of this section within 240 days after such request was filed, the individual may seek any remedy that
may be available under section 247d-6d(d) of this title.

(2) Tolling of statute of limitations
The time limit for filing a civil action under section 247d-6d(d) of this title for an injury or death shall be tolled during the pendency of a claim for compensation under subsection (a).
(3) Rule of construction
This section shall not be construed as superseding or otherwise affecting the application of a requirement, under chapter 171 of title 28, to exhaust administrative remedies.
(4) Exclusivity
The remedy provided by subsection (a) shall be exclusive of any other civil action or proceeding for any claim or suit this section encompasses, except for a proceeding under section 247d-6d of this title.
(5) Election

If under subsection (a) the Secretary determines that a covered individual qualifies for compensation, the individual has an election to accept the compensation or to bring an action under section 247d—
6d(d) of this title. If such individual elects to accept the compensation, the individual may not bring such an action.

(e) Definitions
For purposes of this section, the following terms shall have the following meanings:
(1) Covered countermeasure
The term "covered countermeasure” has the meaning given such term in section 247d-6d of this title.
(2) Covered individual

The term "covered individual", with respect to administration or use of a covered countermeasure pursuant to a declaration, means an individual-
(A) who is in a population specified in such declaration, and with respect to whom the administration or use of the covered countermeasure satisfies the other specifications of such declaration; or
(B) who uses the covered countermeasure, or to whom the covered countermeasure is administered, in a good faith belief that the individual is in the category described by subparagraph (A).

(3) Covered injury
The term "covered injury" means serious physical injury or death.
(4) Declaration
The term "declaration" means a declaration under section 247d—6d(b) of this title.
(5) Eligible individual
The term "eligible individual" means an individual who is determined, in accordance with subsection (b), to be a covered individual who sustains a covered injury.
(July151944, ch. 373, title 11, §319F—4, as added Pub. L. 1109=148,div.'C, §3, Dec.'30,2005,119 Stat. 2829 .)

EDITORIAL NOTES

REFERENCES IN TEXT
H. Con. Res. 95 of the 109th Congress, referred to in subsec. (a), is H. Con. Res. 95, Apr. 28, 2005, 119 Stat. 3633, which is not classified to the Code.
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§247d-7e. Biomedical Advanced Research and Development Authority
(a) Definitions
In this section:

(1) BARDA
The term "BARDA" means the Biomedical Advanced Research and Development Authority.

(2) Fund
The term "Fund" means the Biodefense Medical Countermeasure Development Fund established under subsection (d).

(3) Other transactions
The term "other transactions" means transactions, other than procurement contracts, grants, and cooperative agreements.

(4) Qualified countermeasure
The term "qualified countermeasure” has the meaning given such term in section 247d-6a of this title.

(5) Qualified pandemic or epidemic product
The term "qualified pandemic or epidemic product" has the meaning given the term in section 247d—-6d of this title.

(6) Advanced research and development

(A) In general
The term "advanced research and development" means, with respect to a product that is or may become a qualified countermeasure or a qualified pandemic or epidemic product, activities that
predominantly-
(i) are conducted after basic research and preclinical development of the product; and
(ii) are related to manufacturing the product on a commercial scale and in a form that satisfies the regulatory requirements under the Federal Food, Drug, and Cosmetic Act [21 U.S.C. 301 et seq.] or
under section 262 of this title.

(B) Activities included

The term under subparagraph (A) includes-

(i) testing of the product to determine whether the product may be approved, cleared, or licensed under the Federal Food, Drug, and Cosmetic Act [21 U.S.C. 301 et seq.] or under section 262 of this
title for a use that is or may be the basis for such product becoming a qualified countermeasure or qualified pandemic or epidemic product, or to help obtain such approval, clearance, or license;

(ii) design and development of tests or models, including animal models, for such testing;

(iii) activities to facilitate manufacture of the product on a commercial scale with consistently high quality, as well as to improve and make available new technologies to increase manufacturing surge
capacity;

(iv) activities to support, maintain, and improve domestic manufacturing surge capacity and capabilities, as appropriate, including through the utilization of advanced manufacturing and platform
technologies, to increase the availability of products that are or may become qualified countermeasures or qualified pandemic or epidemic products;

(v) activities to improve the shelf-life of the product or technologies for administering the product; and

(vi) such other activities as are part of the advanced stages of testing, refinement, improvement, manufacturing, or preparation of the product for such use and as are specified by the Secretary.

(7) Security countermeasure
The term "security countermeasure” has the meaning given such term in section 247d-6b of this title.

(8) Research tool
The term "research tool" means a device, technology, biological material (including a cell line or an antibody), reagent, animal model, computer system, computer software, or analytical technique that is
developed to assist in the discovery, development, or manufacture of qualified countermeasures or qualified pandemic or epidemic products.

(9) Program manager
The term "program manager" means an individual appointed to carry out functions under this section and authorized to provide project oversight and management of strategic initiatives.

(10) Person
The term "person" includes an individual, partnership, corporation, association, entity, or public or private corporation, and a Federal, State, or local government agency or department.

(b) Strategic plan for countermeasure research, development, and procurement

(1) In general

Not later than 6 months after December 19, 2006, the Secretary shall develop and make public a strategic plan to integrate biodefense and emerging infectious disease requirements with the advanced
research and development, strategic initiatives for innovation, support for domestic manufacturing surge capacity and capabilities, and the procurement of qualified countermeasures and qualified pandemic or
epidemic products. The Secretary shall carry out such activities as may be practicable to disseminate the information contained in such plan to persons who may have the capacity to substantially contribute to
the activities described in such strategic plan. The Secretary shall update and incorporate such plan as part of the National Health Security Strategy described in section 300hh—1 of this title.

(2) Content

The strategic plan under paragraph (1) shall guide-

(A) research and development, conducted or supported by the Department of Health and Human Services, of qualified countermeasures and qualified pandemic or epidemic products against possible
biological, chemical, radiological, and nuclear agents and to emerging infectious diseases;

(B) innovation in technologies that may assist advanced research and development of qualified countermeasures and qualified pandemic or epidemic products (such research and development referred to
in this section as "countermeasure and product advanced research and development");

(C) activities to support, maintain, and improve domestic manufacturing surge capacity and capabilities, as appropriate, including through the utilization of advanced manufacturing and platform
technologies, to increase the availability of products that are or may become qualified countermeasures or qualified pandemic or epidemic products; and

(D) procurement of such qualified countermeasures and qualified pandemic or epidemic products by such Department.

(c) Biomedical Advanced Research and Development Authority

(1) Establishment
There is established within the Department of Health and Human Services the Biomedical Advanced Research and Development Authority.

(2) In general

Based upon the strategic plan described in subsection (b), the Secretary shall coordinate the acceleration of countermeasure and product advanced research and development by-

(A) facilitating collaboration between the Department of Health and Human Services and other Federal agencies, relevant industries, academia, and other persons, with respect to such advanced
research and development;

(B) promoting countermeasure and product advanced research and development, including through the establishment and maintenance of domestic manufacturing surge capacity and capabilities,
consistent with subsection (a)(6)(B)(iv);

(C) facilitating contacts between interested persons and the offices or employees authorized by the Secretary to advise such persons regarding requirements under the Federal Food, Drug, and Cosmetic
Act[21 U.S.C. 301 et seq.] and under section 262 of this title; and

(D) promoting innovation to reduce the time and cost of countermeasure and product advanced research and development.

(3) Director

The BARDA shall be headed by a Director (referred to in this section as the "Director") who shall be appointed by the Secretary and to whom the Secretary shall delegate such functions and authorities as
necessary to implement this section, including the execution of procurement contracts, grants, and cooperative agreements pursuant to this section.
(4) Duties

(A) Collaboration

To carry out the purpose described in paragraph (2)(A), the Secretary shall-
(i) facilitate and increase the expeditious and direct communication between the Department of Health and Human Services and relevant persons with respect to countermeasure and product advanced
research and development, including by-
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(I) facilitating such communication regarding the processes for procuring such advanced research and development with respect to qualified countermeasures and qualified pandemic or epidemic
products of interest;

(I1) soliciting information about and data from research on potential qualified countermeasures and qualified pandemic or epidemic products and related technologies;

(Il facilitating such communication, as appropriate, regarding manufacturing surge capacity and capabilities with respect to qualified countermeasures and qualified pandemic or epidemic products
to prepare for, or respond to, a public health emergency or potential public health emergency; and

(IV) facilitating such communication, as appropriate and in a manner that does not compromise national security, with respect to potential eligibility for the material threat medical countermeasure
priority review voucher program under section 565A of the Federal Food, Drug, and Cosmetic Act [21 U.S.C. 360bbb—4a];

(ii) at least annually-
(I) convene meetings with representatives from relevant industries, academia, other Federal agencies, international agencies as appropriate, and other interested persons;
(I1) sponsor opportunities to demonstrate the operation and effectiveness of relevant biodefense countermeasure technologies; and
(ll) convene such working groups on countermeasure and product advanced research and development as the Secretary may determine are necessary to carry out this section;

(iii) communicate regularly with entities in receipt of an award pursuant to subparagraph (B)(v), and facilitate communication between such entities and other entities in receipt of an award pursuant to
subparagraph (B)(iv), as appropriate, for purposes of planning and response regarding the availability of countermeasures and the maintenance of domestic manufacturing surge capacity and capabilities,
including any planned uses of such capacity and capabilities in the near- and mid-term, and identification of any significant challenges related to the long-term maintenance of such capacity and
capabilities; and

(iv) carry out the activities described in section 247d-7f of this title.

(B) Support advanced research and development
To carry out the purpose described in paragraph (2)(B), the Secretary shall-

(i) conduct ongoing searches for, and support calls for, potential qualified countermeasures and qualified pandemic or epidemic products;

(ii) direct and coordinate the countermeasure and product advanced research and development activities of the Department of Health and Human Services;

(iii) establish strategic initiatives to accelerate countermeasure and product advanced research and development (which may include advanced research and development for purposes of fulfilling
requirements under the Federal Food, Drug, and Cosmetic Act [21 U.S.C. 301 et seq.] or section 262 of this title) and innovation in such areas as the Secretary may identify as priority unmet need areas;

(iv) award contracts, grants, cooperative agreements, and enter into other transactions, for countermeasure and product advanced research and development; and

(v) award contracts, grants, and cooperative agreements and enter into other transactions to support, maintain, and improve domestic manufacturing surge capacity and capabilities, including through
supporting flexible or advanced manufacturing, to ensure that additional capacity is available to rapidly manufacture products that are or may become qualified countermeasures or qualified pandemic or
epidemic products in the event of a public health emergency declaration or significant potential for a public health emergency.

(C) Facilitating advice
To carry out the purpose described in paragraph (2)(C) the Secretary shall-

(i) connect interested persons with the offices or employees authorized by the Secretary to advise such persons regarding the regulatory requirements under the Federal Food, Drug, and Cosmetic Act
[21 U.S.C. 301 et seq.] and under section 262 of this title related to the approval, clearance, or licensure of qualified countermeasures or qualified pandemic or epidemic products;

(ii) with respect to persons performing countermeasure and product advanced research and development funded under this section, enable such offices or employees to provide to the extent
practicable such advice in a manner that is ongoing and that is otherwise designed to facilitate expeditious development of qualified countermeasures and qualified pandemic or epidemic products that
may achieve such approval, clearance, or licensure; and

(iii) consult with the Commissioner of Food and Drugs, pursuant to section 565(b)(2) of the Federal Food, Drug, and Cosmetic Act [21 U.S.C. 360bbb—4(b)(2)], to ensure that facilities performing
manufacturing, pursuant to an award under subparagraph (B)(v), are in compliance with applicable requirements under such Act and this chapter, as appropriate, including current good manufacturing
practice pursuant to section 501(a)(2)(B) of the Food, Drug, and Cosmetic Act [21 U.S.C. 351(a)(2)(B)]; and

(D) Supporting innovation

To carry out the purpose described in paragraph (2)(D), the Secretary may award contracts, grants, and cooperative agreements, or enter into other transactions, such as prize payments, to promote-
(i) innovation in technologies that may assist countermeasure and product advanced research and development, including to improve manufacturing capacities and capabilities for medical
countermeasures;

(ii) research on and development of research tools and other devices and technologies; and
(iii) research to promote strategic initiatives, such as rapid diagnostics, broad spectrum antimicrobials, vaccine-manufacturing technologies, dose-sparing technologies, efficacy-increasing technologies,
platform technologies, technologies to administer countermeasures, and technologies to improve storage and transportation of countermeasures.
(E) Medical countermeasures innovation partner
(i) In general
To support the purposes described in paragraph (2), the Secretary, acting through the Director of BARDA, may enter into an agreement (including through the use of grants, contracts, cooperative
agreements, or other transactions as described in paragraph (5)) with an independent, nonprofit entity to-
(I) foster and accelerate the development and innovation of medical countermeasures and technologies that may assist advanced research and the development of qualified countermeasures and
qualified pandemic or epidemic products, including through the use of strategic venture capital practices and methods;
(I1) promote the development of new and promising technologies that address urgent medical countermeasure needs, as identified by the Secretary;

(Ill) address unmet public health needs that are directly related to medical countermeasure requirements, such as novel antimicrobials for multidrug resistant organisms and multiuse platform
technologies for diagnostics, prophylaxis, vaccines, and therapeutics; and

(IV) provide expert consultation and advice to foster viable medical countermeasure innovators, including helping qualified countermeasure innovators navigate unique industry challenges with
respect to developing chemical, biological, radiological, and nuclear countermeasure products.
(ii) Eligibility
(1) In general
To be eligible to enter into an agreement under clause (i) an entity shall-
(aa) be an independent, nonprofit entity;

(bb) have a demonstrated record of being able to create linkages between innovators and investors and leverage such partnerships and resources for the purpose of addressing identified strategic
needs of the Federal Government;

(cc) have experience in promoting novel technology innovation;
(dd) be problem-driven and solution-focused based on the needs, requirements, and problems identified by the Secretary under clause (iv);
(ee) demonstrate the ability, or the potential ability, to promote the development of medical countermeasure products;
(ff) demonstrate expertise, or the capacity to develop or acquire expertise, related to technical and regulatory considerations with respect to medical countermeasures; and
(gg) not be within the Department of Health and Human Services.
(I) Partnering experience

In selecting an entity with which to enter into an agreement under clause (i), the Secretary shall place a high value on the demonstrated experience of the entity in partnering with the Federal
Government to meet identified strategic needs.
(i) Not agency
An entity that enters into an agreement under clause (i) shall not be deemed to be a Federal agency for any purpose, including for any purpose under title 5.
(iv) Direction
Pursuant to an agreement entered into under this subparagraph, the Secretary, acting through the Director of BARDA, shall provide direction to the entity that enters into an agreement under clause (i).
As part of this agreement the Director of BARDA shall-
(I) communicate the medical countermeasure needs, requirements, and problems to be addressed by the entity under the agreement;
(I1) develop a description of work to be performed by the entity under the agreement;

(Il1) provide technical feedback and appropriate oversight over work carried out by the entity under the agreement, including subsequent development and partnerships consistent with the needs and
requirements set forth in this subparagraph;

(IV) ensure fair consideration of products developed under the agreement in order to maintain competition to the maximum practical extent, as applicable and appropriate under applicable provisions
of this section; and

(V) ensure, as a condition of the agreement that the entity-
(aa) has in place a comprehensive set of policies that demonstrate a commitment to transparency and accountability;
(bb) protects against conflicts of interest through a comprehensive set of policies that address potential conflicts of interest, ethics, disclosure, and reporting requirements;
(cc) provides monthly accounting on the use of funds provided under such agreement; and
(dd) provides on a quarterly basis, reports regarding the progress made toward meeting the identified needs set forth in the agreement.
(v) Supplement not supplant
Activities carried out under this subparagraph shall supplement, and not supplant, other activities carried out under this section.
(vi) No establishment of entity
To prevent unnecessary duplication and target resources effectively, nothing in this subparagraph shall be construed to authorize the Secretary to establish within the Department of Health and Human
Services an entity for the purposes of carrying out this subparagraph.
(vii) Transparency and oversight
Upon request, the Secretary shall provide to Congress the information provided to the Secretary under clause (iv)(V)(dd).
(viii) Independent evaluation
Not later than 4 years after December 13, 2016, the Comptroller General of the United States shall conduct an independent evaluation, and submit to the Secretary and the appropriate committees of

Congress a report, concerning the activities conducted under this subparagraph. Such report shall include recommendations with respect to any agreement or activities carried out pursuant to this
subparagraph.
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(ix) Sunset
This subparagraph shall have no force or effect after September 30, 2028.

(F) Strategic initiatives

The Secretary, acting through the Director of BARDA, may implement strategic initiatives, including by building on existing programs and by awarding contracts, grants, and cooperative agreements, or
entering into other transactions, to support innovative candidate products in preclinical and clinical development that address priority, naturally occurring and man-made threats that, as determined by the
Secretary, pose a significant level of risk to national security based on the characteristics of a chemical, biological, radiological or nuclear threat, or existing capabilities to respond to such a threat (including
medical response and treatment capabilities and manufacturing infrastructure). Such initiatives shall accelerate and support the advanced research, development, and procurement of countermeasures and
products, as applicable, to address areas including-

(i) chemical, biological, radiological, or nuclear threats, including emerging infectious diseases, for which insufficient approved, licensed, or authorized countermeasures exist, or for which such threat, or
the result of an exposure to such threat, may become resistant to countermeasures or existing countermeasures may be rendered ineffective;

(ii) threats that consistently exist or continually circulate and have a significant potential to become a pandemic, such as pandemic influenza, which may include the advanced research and
development, manufacturing, and appropriate stockpiling of qualified pandemic or epidemic products, and products, technologies, or processes to support the advanced research and development of
such countermeasures (including multiuse platform technologies for diagnostics, vaccines, and therapeutics; virus seeds; clinical trial lots; novel virus strains; and antigen and adjuvant material); and

(iii) threats that may result primarily or secondarily from a chemical, biological, radiological, or nuclear agent, or emerging infectious diseases, and which may present increased treatment complications
such as the occurrence of resistance to available countermeasures or potential countermeasures, including antimicrobial resistant pathogens.

(G) Annual reports by award recipients
As a condition of receiving an award under subparagraph (B)(v), a recipient shall develop and submit to the Secretary annual reports related to the maintenance of such capacity and capabilities,
including ensuring that such capacity and capabilities are able to support the rapid manufacture of countermeasures as required by the Secretary.
(5) Transaction authorities
(A) Other transactions
(i) In general
The Secretary shall have the authority to enter into other transactions (as defined in subsection (a)(3)) under this subsection.
(ii) Limitations on authority
(1) In general
To the maximum extent practicable, competitive procedures shall be used when entering into transactions to carry out projects under this subsection.
(1) Written determinations required
The authority of this subparagraph may be exercised for a project that is expected to cost the Department of Health and Human Services in excess of $100,000,000 only upon a written determination
by the Assistant Secretary for Financial Resources, that the use of such authority is essential to promoting the success of the project. The authority of the Assistant Secretary for Financial Resources
under this subclause may not be delegated.
(iii) Authority during a public health emergency
(1) In general
Notwithstanding clause (ii), the Secretary, shall, to the maximum extent practicable, use competitive procedures when entering into transactions to carry out projects under this subsection for
purposes of a public health emergency declared by the Secretary under section 247d of this title. Any such transactions entered into during such public health emergency shall not be terminated solely
due to the expiration of such public health emergency, if such public health emergency ends before the completion of the terms of such agreement.
(1) Report
After the expiration of the public health emergency declared by the Secretary under section 247d of this title, the Secretary shall provide a report to the Committee on Health, Education, Labor, and

Pensions of the Senate and the Committee on Energy and Commerce of the House of Representatives regarding the use of any funds pursuant to the authority under subclause (1), including any

outcomes, benefits, and risks associated with the use of such funds, and a description of the reasons for the use of such authority for the project or projects.
(iv) Guidelines

The Secretary shall establish guidelines regarding the use of the authority under clause (i). Such guidelines shall include auditing requirements.

(B) Expedited authorities
(i) In general
In awarding contracts, grants, and cooperative agreements, and in entering into other transactions under subparagraph (B) or (D) of paragraph (4), the Secretary shall have the expedited procurement
authorities, the authority to expedite peer review, and the authority for personal services contracts, supplied by subsections (b), (c), and (d) of section 247d—6a of this title.
(ii) Application of provisions
Provisions in such section 247d—6a of this title that apply to such authorities and that require institution of internal controls, limit review, provide for Federal Tort Claims Act coverage of personal services
contractors, and commit decisions to the discretion of the Secretary shall apply to the authorities as exercised pursuant to this paragraph.
(iii) Authority to limit competition
For purposes of applying section 247d—6a(b)(1)(D) of this title to this paragraph, the phrase "BioShield Program under the Project BioShield Act of 2004" shall be deemed to mean the countermeasure
and product advanced research and development program under this section.
(iv) Availability of data
The Secretary shall require that, as a condition of being awarded a contract, grant, cooperative agreement, or other transaction under subparagraph (B) or (D) of paragraph (4), a person make available
to the Secretary on an ongoing basis, and submit upon request to the Secretary, all data related to or resulting from countermeasure and product advanced research and development carried out
pursuant to this section.
(C) Advance payments; advertising

The Secretary may waive the requirements of section 3324(a) of title 31 or section 6101 of title 41 upon the determination by the Secretary that such waiver is necessary to obtain countermeasures or
products under this section.
(D) Milestone-based payments allowed

In awarding contracts, grants, and cooperative agreements, and in entering into other transactions, under this section, the Secretary may use milestone-based awards and payments.
(E) Foreign nationals eligible

The Secretary may under this section award contracts, grants, and cooperative agreements to, and may enter into other transactions with, highly qualified foreign national persons outside the United
States, alone or in collaboration with American participants, when such transactions may inure to the benefit of the American people.
(F) Establishment of research centers

The Secretary may assess the feasibility and appropriateness of establishing, through contract, grant, cooperative agreement, or other transaction, an arrangement with an existing research center in
order to achieve the goals of this section. If such an agreement is not feasible and appropriate, the Secretary may establish one or more federally-funded research and development centers, or university-
affiliated research centers, in accordance with section 3304(a)(3) of title 41.
(G) Government purpose

In awarding contracts, grants, and cooperative agreements under this section, the Secretary shall provide a clear statement of defined Government purpose related to activities included in subsection (a)
(6)(B) for a qualified countermeasure or qualified pandemic or epidemic product.
(H) Supporting warm-base and surge capacity and capabilities

Pursuant to an award under subparagraph (B)(v),1 the Secretary may make payments for activities necessary to maintain domestic manufacturing surge capacity and capabilities supported under such
award to ensure that such capacity and capabilities are able to support the rapid manufacture of countermeasures as required by the Secretary to prepare for, or respond to, an existing or potential public
health emergency or otherwise address threats that pose a significant level of risk to national security. The Secretary may support the utilization of such capacity and capabilities under awards for
countermeasure and product advanced research and development, as appropriate, to provide for the maintenance of such capacity and capabilities.
(6) At-risk individuals

In carrying out the functions under this section, the Secretary may give priority to the advanced research and development of qualified countermeasures and qualified pandemic or epidemic products that
are likely to be safe and effective with respect to children, pregnant women, older adults, and other at-risk individuals with relevant characteristics that warrant consideration during the process of researching
and developing such countermeasures and products.

(7) Personnel authorities
(A) Specially qualified scientific and professional personnel
(i) In general
In addition to any other personnel authorities, the Secretary may-
(1) without regard to those provisions of title 5 governing appointments in the competitive service, appoint highly qualified individuals to scientific or professional positions in BARDA, such as program
managers, to carry out this section; and

(I1) compensate them in the same manner and subject to the same terms and conditions in which individuals appointed under section 9903 of such title are compensated, without regard to the
provisions of chapter 51 and subchapter Il of chapter 53 of such title relating to classification and General Schedule pay rates.

(ii) Manner of exercise of authority
The authority provided for in this subparagraph shall be exercised subject to the same limitations described in section 247d—6a(e)(2) of this title.
(iii) Term of appointment
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The term limitations described in section 9903(c) of title 5 shall apply to appointments under this subparagraph, except that the references to the "Secretary” and to the "Department of Defense's
national security missions" shall be deemed to be to the Secretary of Health and Human Services and to the mission of the Department of Health and Human Services under this section.
(B) Special consultants
In carrying out this section, the Secretary may appoint special consultants pursuant to section 209(f) of this title.
(C) Limitation
(i) In general
The Secretary may hire up to 100 highly qualified individuals, or up to 50 percent of the total number of employees, whichever is less, under the authorities provided for in subparagraphs (A) and (B).
(ii) Report
The Secretary shall report to Congress on a biennial basis on the implementation of this subparagraph.
(d) Fund

(1) Establishment
There is established the Biodefense Medical Countermeasure Development Fund, which shall be available to carry out this section in addition to such amounts as are otherwise available for this purpose.

2) Fundin
( )To carry gut the purposes of this section, there is authorized to be appropriated to the Fund $611,700,000 for each of fiscal years 2019 through 2023, such amounts to remain available until expended.
(e) Inapplicability of certain provisions
(1) Disclosure
(A) Nondisclosure of information
(i) In general
Information described in clause (ii) shall be deemed to be information described in section 552(b)(3) of title 5.

(ii) Information described
The information described in this clause is information relevant to programs of the Department of Health and Human Services that could compromise national security and reveal significant and not
otherwise publicly known vulnerabilities of existing medical or public health defenses against chemical, biological, radiological, or nuclear threats, and is comprised of-
(1) specific technical data or scientific information that is created or obtained during the countermeasure and product advanced research and development carried out under subsection (c);
(I1) information pertaining to the location security, personnel, and research materials and methods of high-containment laboratories conducting research with select agents, toxins, or other agents with
a material threat determination under section 247d—6b(c)(2) of this title; or
(I11) security and vulnerability assessments.

(B) Review
Information subject to nondisclosure under subparagraph (A) shall be reviewed by the Secretary every 5 years, or more frequently as determined necessary by the Secretary, to determine the relevance
or necessity of continued nondisclosure.
(C) Reporting
One year after June 24, 2019, and annually thereafter, the Secretary shall report to the Committee on Health, Education, Labor, and Pensions of the Senate and the Committee on Energy and Commerce
of the House of Representatives on the number of instances in which the Secretary has used the authority under this subsection to withhold information from disclosure, as well as the nature of any request
under section 552 of title 5 that was denied using such authority.
(D) Sunset
This paragraph shall cease to have force or effect after September 30, 2025.
(2) Review
Notwithstanding section 1013 of title 5, a working group of BARDA under this section and the National Biodefense Science Board under section 247d-7g of this title shall each terminate on the date that is 5

years after the date on which each such group or Board, as applicable, was established. Such 5-year period may be extended by the Secretary for one or more additional 5-year periods if the Secretary
determines that any such extension is appropriate.

(f) Independent evaluation
(1) In general

Not later than 180 days after December 29, 2022, the Comptroller General of the United States shall conduct an independent evaluation of the activities carried out to facilitate flexible manufacturing
capacity pursuant to this section.
(2) Report
Not later than 1 year after December 29, 2022, the Comptroller General of the United States shall submit to the appropriate committees of Congress a report concerning the results of the evaluation
conducted under paragraph (1). Such report shall review and assess-
(A) the extent to which flexible manufacturing capacity under this section is dedicated to chemical, biological, radiological, and nuclear threats;
(B) the activities supported by flexible manufacturing initiatives;
(C) the ability of flexible manufacturing activities carried out under this section to-
(i) secure and leverage leading technical expertise with respect to countermeasure advanced research, development, and manufacturing processes; and
(i) meet the surge manufacturing capacity needs presented by novel and emerging threats, including chemical, biological, radiological, and nuclear agents; and

(D) plans for the near-, mid-, and long-term sustainment of manufacturing activities carried out under this section, including such activities pursuant to subsection (c)(5)(H), specific actions to regularly
assess the ability of recipients of an award under subsection (c)(4)(B)(v) to rapidly manufacture countermeasures as required by the Secretary, and recommendations to address challenges, if any, related
to such activities.

(July 1, 1944, ch. 373, title IIl, §319L, as added Pub. L. 109417, title IV, §401, Dec. 19, 2006, 120 Stat. 2865 ; amended Pub. L. 113-5, title IV, §402(a)—(d), (f), Mar. 13, 2013, 127 Stat. 194 , 195; Pub. L. 114—
255, div. A, title 111, §§3082(b), 3084, Dec. 13, 2016, 130 Stat. 1141 ; Pub. L. 116-22, title Ill, §303(b), title IV, §404(a), title \V, §504(b), title VI, §§601, 602, title VII, §701(d), (e)(2)(B), (f), June 24, 2019, 133 Stat.
935, 948, 951-953, 961; Pub. L. 116-136, div. A, title lll, §3301, Mar. 27, 2020, 134 Stat. 383 ; Pub. L. 117-286, §4(a)(228), Dec. 27, 2022, 136 Stat. 4331 ; Pub. L. 117-328, div. FF, title Il, §2401(a), Dec. 29,
2022, 136 Stat. 5782 ; Pub. L. 118-22, div. B, title Il, §203(b), Nov. 17, 2023, 137 Stat. 120 ; Pub. L. 118-35, div. B, title I, §103(b), Jan. 19, 2024, 138 Stat. 5 ; Pub. L. 118-42, div. G, title |, §103(b), Mar. 9,
2024, 138 Stat. 398 ; Pub. L. 118-158, div. C, title I, §3103(b), Dec. 21, 2024, 138 Stat. 1763 ; Pub. L. 1194, div. B, title |, §2103(b), Mar. 15, 2025, 139 Stat. 41 .)

EDITORIAL NOTES

REFERENCES IN TEXT

The Federal Food, Drug, and Cosmetic Act, referred to in subsecs. (a)(6)(A)(ii), (B)(i) and (c)(2)(C), (4)(B)(iii), (C)(i), (iii), is act June 25, 1938, ch. 675, 52 Stat. 1040 , which is classified
generally to chapter 9 (§301 et seq.) of Title 21, Food and Drugs. For complete classification of this Act to the Code, see section 301 of Title 21 and Tables.

The Federal Tort Claims Act, referred to in subsec. (c)(5)(B)(ii), is title IV of act Aug. 2, 1946, ch. 753, 60 Stat. 842 , which was classified principally to chapter 20 (§§921, 922, 931-934,
941-946) of former Title 28, Judicial Code and Judiciary. Title IV of act Aug. 2, 1946, was substantially repealed and reenacted as sections 1346(b) and 2671 et seq. of Title 28, Judiciary and
Judicial Procedure, by act June 25, 1948, ch. 646, 62 Stat. 992 , the first section of which enacted Title 28. The Federal Tort Claims Act is also commonly used to refer to chapter 171 of Title
28, Judiciary and Judicial Procedure. For complete classification of title IV to the Code, see Tables. For distribution of former sections of Title 28 into the revised Title 28, see Table at the
beginning of Title 28.

CODIFICATION
In subsec. (c)(5)(C), "section 6101 of title 41" substituted for "section 3709 of the Revised Statutes of the United States (41 U.S.C. 5)" on authority of Pub. L. 111-350, §6(c), Jan. 4, 2011, 124
Stat. 3854 , which Act enacted Title 41, Public Contracts.
In subsec. (c)(5)(F), "section 3304(a)(3) of title 41" substituted for "section 303(c)(3) of the Federal Property and Administrative Services Act of 1949 (41 U.S.C. 253(c)(3))" on authority of
Pub. L. 111-350, §6(c), Jan. 4, 2011, 124 Stat. 3854 , which Act enacted Title 41, Public Contracts.

AMENDMENTS

2025-Subsec. (e)(1)(D). Pub. L. 119-4 substituted "September 30, 2025" for "March 31, 2025".

2024-Subsec. (e)(1)(D). Pub. L. 118-158 substituted "March 31, 2025" for "December 31, 2024".

Pub. L. 118-42 substituted "December 31, 2024" for "March 8, 2024".

Pub. L. 118-35 substituted "March 8, 2024" for "January 19, 2024".

2023-Subsec. (e)(1)(D). Pub. L. 118-22 substituted "after January 19, 2024" for "on the date that is 17 years after December 19, 2006".

2022-Subsec. (a)(6)(B)(iv), (v). Pub. L. 117-328, §2401(a)(1)(A), (B), added cl. (iv) and redesignated former cl. (iv) as (v). Former cl. (v) redesignated (vi).

Subsec. (a)(6)(B)(vi). Pub. L. 117-328, §2401(a)(1)(A), (C), redesignated cl. (v) as (vi) and inserted "manufacturing,” after "improvement,".

Subsec. (b)(1). Pub. L. 117-328, §2401(a)(2)(A), inserted "support for domestic manufacturing surge capacity and capabilities," after "initiatives for innovation,".

Subsec. (b)(2)(C), (D). Pub. L. 117-328, §2401(a)(2)(B), added subpar. (C) and redesignated former subpar. (C) as (D).

Subsec. (c)(2)(B). Pub. L. 117-328, §2401(a)(3)(A), inserted ", including through the establishment and maintenance of domestic manufacturing surge capacity and capabilities,
consistent with subsection (a)(6)(B)(iv)" after "development".

Subsec. (c)(4)(A)(i)(I1), (IV). Pub. L. 117-328, §2401(a)(3)(B)(i)(I), added subcls. (Ill) and (1V).

Subsec. (c)(4)(A)iii), (iv). Pub. L. 117-328, §2401(a)(3)(B)(i)(I1)—(1V), added cl. (iii) and redesignated former cl. (iii) as (iv).
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Subsec. (c)(4)(B)(v). Pub. L. 117-328, §2401(a)(3)(B)(ii), added cl. (v).

Subsec. (c)(4)(C)(iii). Pub. L. 117-328, §2401(a)(3)(B)(iii), added cl. (iii).

Subsec. (c)(4)(D)(i). Pub. L. 117-328, §2401(a)(3)(B)(iv), inserted ", including to improve manufacturing capacities and capabilities for medical countermeasures" after "development".

Subsec. (c)(4)(E)(ix). Pub. L. 117-328, §2401(a)(3)(B)(v), substituted "2028" for "2023".

Subsec. (c)(4)(G). Pub. L. 117-328, §2401(a)(3)(B)(vi), added subpar. (G).

Subsec. (c)(5)(H). Pub. L. 117-328, §2401(a)(3)(C), added subpar. (H).

Subsec. (e)(2). Pub. L. 117-286 substituted "section 1013 of title 5," for "section 14 of the Federal Advisory Committee Act,".

Subsec. (f)(1). Pub. L. 117-328, §2401(a)(4)(A), substituted "Not later than 180 days after December 29, 2022" for "Not later than 180 days after March 13, 2013".

Subsec. (f)(2). Pub. L. 117-328, §2401(a)(4)(B)(i), substituted "December 29, 2022" for "March 13, 2013" in introductory provisions.

Subsec. (f)(2)(D). Pub. L. 117-328, §2401(a)(4)(B)(ii}~(C), added subpar. (D).

2020-Subsec. (c)(5)(A)(iii), (iv). Pub. L. 116-136 added cl. (iii) and redesignated former cl. (iii) as (iv).

2019-Subsec. (a)(3). Pub. L. 116-22, §602(1), struck out ", such as the Secretary of Defense may enter into under section 2371 of title 10" before period at end.

Subsec. (c)(4)(A)(iii). Pub. L. 116-22, §701(e)(2)(B), substituted "section 247d-7f of this title" for "section 405 of the Pandemic and All-Hazards Preparedness Act".

Subsec. (c)(4)(D)(iii). Pub. L. 116-22, §601, substituted "platform technologies, technologies to administer countermeasures, and technologies to improve storage and transportation of
countermeasures" for "and platform technologies".

Subsec. (c)(4)(E)(ix). Pub. L. 116-22, §701(d), substituted "2023" for "2022".

Subsec. (c)(4)(F). Pub. L. 116-22, §404(a), added subpar. (F).

Subsec. (c)(5)(A)(i). Pub. L. 116-22, §602(2)(A), substituted "(as defined in subsection (a)(3)) under this subsection” for "under this subsection in the same manner as the Secretary of
Defense enters into such transactions under section 2371 of title 10".

Subsec. (c)(5)(A)(ii)(l). Pub. L. 116-22, §602(2)(B)(i), amended subcl. (1) generally. Prior to amendment, text read as follows: "Subsections (b), (c), and (h) of section 845 of the National
Defense Authorization Act for Fiscal Year 1994 (10 U.S.C. 2371 note) shall apply to other transactions under this subparagraph as if such transactions were for prototype projects described
by subsection (a) of such section 845."

Subsec. (c)(5)(A)ii)(Il). Pub. L. 116-22, §602(2)(B)(ii), substituted "$100,000,000" for "$20,000,000", "Assistant Secretary for Financial Resources" for "senior procurement executive for
the Department (as designated for purpose of section 16(c) of the Office of Federal Procurement Policy Act (41 U.S.C. 414(c)))", and "Assistant Secretary for Financial Resources under"
for "senior procurement executive under".

Subsec. (c)(6). Pub. L. 116-22, §303(b), substituted "older adults" for "elderly" and inserted "with relevant characteristics that warrant consideration during the process of researching and
developing such countermeasures and products” before period at end.

Subsec. (d)(2). Pub. L. 116-22, §504(b), substituted "$611,700,000 for each of fiscal years 2019 through 2023" for "$4 15,000,000 for each of fiscal years 2014 through 2018".

Subsec. (e)(1)(A). Pub. L. 116-22, §701(f)(1), amended subpar. (A) generally. Prior to amendment, text read as follows: "The Secretary shall withhold from disclosure under section 552 of
titte 5 specific technical data or scientific information that is created or obtained during the countermeasure and product advanced research and development carried out under subsection
(c) that reveals significant and not otherwise publicly known vulnerabilities of existing medical or public health defenses against biological, chemical, nuclear, or radiological threats. Such
information shall be deemed to be information described in section 552(b)(3) of title 5."

Subsec. (e)(1)(C). Pub. L. 116-22, §701(f)(3), added subpar. (C). Former subpar. (C) redesignated (D).

Subsec. (e)(1)(D). Pub. L. 11622, §701(f)(2), (4), redesignated subpar. (C) as (D) and substituted "17" for "12".

2016-Subsec. (c)(3). Pub. L. 114-255, §3082(b), inserted ", including the execution of procurement contracts, grants, and cooperative agreements pursuant to this section" before period
atend.

Subsec. (c)(4)(E). Pub. L. 114-255, §3084, added subpar. (E).

2013-Subsec. (c)(4)(B)(iii). Pub. L. 113-5, §402(a)(1), inserted "(which may include advanced research and development for purposes of fulfilling requirements under the Federal Food,
Drug, and Cosmetic Act or section 262 of this title)" after "research and development".

Subsec. (c)(4)(D)(iii). Pub. L. 113-5, §402(a)(2), substituted "vaccine-manufacturing technologies, dose-sparing technologies, efficacy-increasing technologies, and platform
technologies" for "and vaccine manufacturing technologies”.

Subsec. (c)(5)(G). Pub. L. 113-5, §402(b), added subpar. (G).

Subsec. (d)(2). Pub. L. 113-5, §402(c), amended par. (2) generally. Prior to amendment, text read as follows: "To carry out the purposes of this section, there are authorized to be
appropriated to the Fund-

"(A) $1,070,000,000 for fiscal years 2006 through 2008, the amounts to remain available until expended; and

"(B) such sums as may be necessary for subsequent fiscal years, the amounts to remain available until expended."
Subsec. (e)(1)(C). Pub. L. 113-5, §402(d), substituted "12 years" for "7 years".
Subsec. (f). Pub. L. 113-5, §402(f), added subsec. (f).

EXECUTIVE DOCUMENTS

EX. ORD. No. 13887. MODERNIZING INFLUENZA VACCINES IN THE UNITED STATES TO PROMOTE NATIONAL SECURITY AND PUBLIC HEALTH

Ex. Ord. No. 13887, Sept. 19, 2019, 84 F.R. 49935, provided:

By the authority vested in me as President by the Constitution and the laws of the United States of America, including section 301 of title 3, United States Code, it is hereby ordered as
follows:

SECTION 1. Findings. (a) Influenza viruses are constantly changing as they circulate globally in humans and animals. Relatively minor changes in these viruses cause annual seasonal
influenza outbreaks, which result in millions of illnesses, hundreds of thousands of hospitalizations, and tens of thousands of deaths each year in the United States. Periodically, new
influenza A viruses emerge from animals, including birds and pigs, that can spread efficiently and have sustained transmission among humans. This situation is called an influenza
pandemic (pandemic). Unlike seasonal influenza, a pandemic has the potential to spread rapidly around the globe, infect higher numbers of people, and cause high rates of illness and
death in populations that lack prior immunity. While it is not possible to predict when or how frequently a pandemic may occur, there have been 4 pandemics in the last 100 years. The
most devastating pandemic occurred in 1918—1919 and is estimated to have killed more than 50 million people worldwide, including 675,000 Americans.

(b) Vaccination is the most effective defense against influenza. Despite recommendations by the Centers for Disease Control and Prevention (CDC) that nearly every American should
receive the influenza vaccine annually, however, seasonal influenza vaccination levels in the United States have currently reached only about 45 percent of CDC goals.

(c) All influenza vaccines presently in use have been developed for circulating or anticipated influenza viruses. These vaccines must be reformulated for each influenza season as well
as in the event of a pandemic. Additional research is needed to develop influenza vaccines that provide more effective and longer-lasting protection against many or all influenza viruses.

(d) The current domestic enterprise for manufacturing influenza vaccines has critical shortcomings. Most influenza vaccines are made in chicken eggs, using a 70-year-old process that
requires months-long production timelines, limiting their utility for pandemic control; rely on a potentially vulnerable supply chain of eggs; require the use of vaccine viruses adapted for
growth in eggs, which could introduce mutations of the influenza vaccine virus that may render the final product less effective; and are unsuitable for efficient and scalable continuous
manufacturing platforms.

(e) The seasonal influenza vaccine market rewards manufacturers that deliver vaccines in time for the influenza season, without consideration of the speed or scale of these
manufacturers' production processes. This approach is insufficient to meet the response needs in the event of a pandemic, which can emerge rapidly and with little warning. Because the
market does not sufficiently reward speed, and because a pandemic has the potential to overwhelm or compromise essential government functions, including defense and homeland
security, the Government must take action to promote faster and more scalable manufacturing platforms.

SEC. 2. Policy. It is the policy of the United States to modernize the domestic influenza vaccine enterprise to be highly responsive, flexible, scalable, and more effective at preventing the
spread of influenza viruses. This is a public health and national security priority, as influenza has the potential to significantly harm the United States and our interests, including through
large-scale illness and death, disruption to military operations, and damage to the economy. This order directs actions to reduce the United States' reliance on egg-based influenza
vaccine production; to expand domestic capacity of alternative methods that allow more agile and rapid responses to emerging influenza viruses; to advance the development of new,
broadly protective vaccine candidates that provide more effective and longer lasting immunities; and to support the promotion of increased influenza vaccine immunization across
recommended populations.

SEc. 3. National Influenza Vaccine Task Force. (a) There is hereby established a National Influenza Vaccine Task Force (Task Force). The Task Force shall identify actions to achieve the
objectives identified in section 2 of this order and monitor and report on the implementation and results of those actions. The Task Force shall be co-chaired by the Secretary of Defense
and the Secretary of Health and Human Services, or their designees.

(b) In addition to the Co-Chairs, the Task Force shall consist of a senior official from the following executive branch departments, agencies, and offices:

(i) the Department of Defense (DOD);

(i) the Department of Justice;

(iii) the Department of Agriculture;

(iv) the Department of Veterans Affairs (VA);

(v) the Department of Homeland Security;

(vi) the United States Food and Drug Administration;

(vii) the Centers for Disease Control and Prevention;

(viii) the National Institutes of Health (NIH);

(ix) the Centers for Medicare and Medicaid Services (CMS); and

(x) the Biomedical Advanced Research and Development Authority (BARDA).

(c) The Co-Chairs may jointly invite additional Federal Government representatives, with the consent of the applicable executive department, agency, or office head, to attend meetings
of the Task Force or to become members of the Task Force, as appropriate.

(d) The staffs of the Department of State, the Office of Management and Budget (OMB), the National Security Council, the Council of Economic Advisers, the Domestic Policy Council,
the National Economic Council, and the Office of Science and Technology Policy (OSTP) may attend and participate in any Task Force meetings or discussions.
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(e) The Task Force may consult with State, local, tribal, and territorial government officials and private sector representatives, as appropriate and consistent with applicable law.

(f) Within 120 days of the date of this order [Sept. 19, 2019], the Task Force shall submit a report to the President, through the Assistant to the President for National Security Affairs,
the Assistant to the President for Domestic Policy, the Director of the Office of Management and Budget, and the Director of the Office of Science and Technology Policy. The report shall
include:

(i) a 5-year national plan (Plan) to promote the use of more agile and scalable vaccine manufacturing technologies and to accelerate development of vaccines that protect against many
or all influenza viruses;

(i) recommendations for encouraging non-profit, academic, and private-sector influenza vaccine innovation; and

(iii) recommendations for increasing influenza vaccination among the populations recommended by the CDC and for improving public understanding of influenza risk and informed
influenza vaccine decision-making.

(g9) Not later than June 1 of each of the 5 years following submission of the report described in subsection (f) of this section, the Task Force shall submit an update on implementation of
the Plan and, as appropriate, new recommendations for achieving the policy objectives set forth in section 2 of this order.

SEc. 4. Agency Implementation. The heads of executive departments and agencies shall also implement the policy objectives defined in section 2 of this order, consistent with existing
authorities and appropriations, as follows:

(a) The Secretary of HHS shall:

(i) through the Assistant Secretary for Preparedness and Response and BARDA:

(A) estimate the cost of expanding and diversifying domestic vaccine-manufacturing capacity to use innovative, faster, and more scalable technologies, including cell-based and
recombinant vaccine manufacturing, through cost-sharing agreements with the private sector, which shall include an agreed-upon pricing strategy during a pandemic;

(B) estimate the cost of expanding domestic production capacity of adjuvants in order to combine such adjuvants with both seasonal and pandemic influenza vaccines;

(C) estimate the cost of expanding domestic fill-and-finish capacity to rapidly fulfill antigen and adjuvant needs for pandemic response;

(D) estimate the cost of developing, evaluating, and implementing delivery systems to augment limited supplies of needles and syringes and to enable the rapid and large-scale
administration of pandemic influenza vaccines;

(E) evaluate incentives for the development and production of vaccines by private manufacturers and public-private partnerships, including, in emergency situations, the transfer of
technology to public-private partnerships-such as the HHS Centers for Innovation and Advanced Development and Manufacturing or other domestic manufacturing facilities-in advance
of a pandemic, in order to be able to ensure adequate domestic pandemic manufacturing capacity and capability;

(F) support, in coordination with the DOD, NIH, and VA, a suite of clinical studies featuring different adjuvants to support development of improved vaccines and further expand
vaccine supply by reducing the dose of antigen required; and

(G) update, in coordination with other relevant public health agencies, the research agenda to dramatically improve the effectiveness, efficiency, and reliability of influenza vaccine
production;

(ii) through the Director of NIH, provide to the Task Force estimated timelines for implementing NIH's strategic plan and research agenda for developing influenza vaccines that can
protect individuals over many years against multiple types of influenza viruses;

(iii) through the Commissioner of Food and Drugs:

(A\) further implement vaccine production process improvements to reduce the time required for vaccine production (e.g., through the use of novel technologies for vaccine seed
virus development and through implementation of improved potency and sterility assays);

(B) develop, in conjunction with the CDC, proposed alternatives for the timing of vaccine virus selection to account for potentially shorter timeframes associated with non-egg based
manufacturing and to facilitate vaccines optimally matched to the circulating strains;

(C) further support the conduct, in collaboration with the DOD, BARDA, and CDC, of applied scientific research regarding developing cell lines and expression systems that
markedly increase the yield of cell-based and recombinant influenza vaccine manufacturing processes; and

(D) assess, in coordination with BARDA and relevant vaccine manufacturers, the use and potential effects of using advanced manufacturing platforms for influenza vaccines;

(iv) through the Director of the CDC:

(A) expand vaccine effectiveness studies to more rapidly evaluate the effectiveness of cell-based and recombinant influenza vaccines relative to egg-based vaccines;

(B) explore options to expand the production capacity of cell-based vaccine candidates used by industry;

(C) develop a plan to expand domestic capacity for whole genome characterization of influenza viruses;

(D) increase influenza vaccine use through enhanced communication and by removing barriers to vaccination; and

(E) enhance communication to healthcare providers about the performance of influenza vaccines, in order to assist them in promoting the most effective vaccines for their patient
populations; and
(v) through the Administrator of CMS, examine the current legal, regulatory, and policy framework surrounding payment for influenza vaccines and assess adoption of domestically

manufactured vaccines that have positive attributes for pandemic response (such as scalability and speed of manufacturing).

(b) The Secretary of Defense shall:

(i) provide OMB with a cost estimate for transitioning DOD's annual procurement of influenza vaccines to vaccines manufactured both domestically and through faster, more scalable,
and innovative technologies;

(ii) direct, in coordination with the VA, CDC, and other components of HHS, the conduct of epidemiological studies of vaccine effectiveness to improve knowledge of the clinical effect of
the currently licensed influenza vaccines;

(iii) use DOD's network of clinical research sites to evaluate the effectiveness of licensed influenza vaccines, including methods of boosting their effectiveness;

(iv) identify opportunities to use DOD's vaccine research and development enterprise, in collaboration with HHS, to include both early discovery and design of influenza vaccines as well
as later-stage evaluation of candidate influenza vaccines;

(v) investigate, in collaboration with HHS, alternative correlates of immune protection that could facilitate development of next-generation influenza vaccines;

(vi) direct the conduct of a study to assess the feasibility of using DOD's advanced manufacturing facility for manufacturing cell-based or recombinant influenza vaccines during a
pandemic; and

(vii) accelerate, in collaboration with HHS, research regarding rapidly scalable prophylactic influenza antibody approaches to complement a universal vaccine initiative and address
gaps in current vaccine coverage.

(c) The Secretary of VA shall provide OMB with a cost estimate for transitioning its annual procurement of influenza vaccines to vaccines manufactured both domestically and with
faster, more scalable, and innovative technologies.

SEec. 5. Termination. The Task Force shall terminate upon direction from the President or, with the approval of the President, upon direction from the Task Force Co-Chairs.

SEc. 6. General Provisions. (a) Nothing in this order shall be construed to impair or otherwise affect:

(i) the authority granted by law to an executive department or agency, or the head thereof; or

(ii) the functions of the Director of the Office of Management and Budget relating to budgetary, administrative, or legislative proposals.

(b) This order shall be implemented consistent with applicable law and subject to the availability of appropriations.

(c) This order is not intended to, and does not, create any right or benefit, substantive or procedural, enforceable at law or in equity by any party against the United States, its

departments, agencies, or entities, its officers, employees, or agents, or any other person.
DONALD J. TRUMP.

7 So in original. Probably should be "paragraph (4)(B)(v).".
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42 USC 262: Regulation of biological products
Text contains those laws in effect on April 14, 2025

From Title 42-THE PUBLIC HEALTH AND WELFARE
CHAPTER 6A-PUBLIC HEALTH SERVICE

SUBCHAPTER II-GENERAL POWERS AND DUTIES —

Part F-Licensing of Biological Products and Clinical Laboratories 1 944 P H SA S eC . 35 1 — 42 U S C 2 62 .

subpart 1-biological products
Jump To:

Source Credit

Miscellaneous

References In Text

Amendments
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Effective Date

§262. Regulation of biological products

(a) Biologics license
(1) No person shall introduce or deliver for introduction into interstate commerce any biological product unless-
(A) a biologics license under this subsection or subsection (k) is in effect for the biological product; and
(B) each package of the biological product is plainly marked with-
(i) the proper name of the biological product contained in the package;
(ii) the name, address, and applicable license number of the manufacturer of the biological product; and
(iii) the expiration date of the biological product.

(2)(A) The Secretary shall establish, by regulation, requirements for the approval, suspension, and revocation of biologics licenses.
(B) PEDIATRIC STUDIES.-A person that submits an application for a license under this paragraph shall submit to the Secretary as part of the application any assessments required under section 505B of the
Federal Food, Drug, and Cosmetic Act [21 U.S.C. 355c].
(C) The Secretary shall approve a biologics license application-
(i) on the basis of a demonstration that-
(1) the biological product that is the subject of the application is safe, pure, and potent; and
(I1) the facility in which the biological product is manufactured, processed, packed, or held meets standards designed to assure that the biological product continues to be safe, pure, and potent; and

(ii) if the applicant (or other appropriate person) consents to the inspection of the facility that is the subject of the application, in accordance with subsection (c).

(D) POSTMARKET STUDIES AND CLINICAL TRIALS; LABELING; RISK EVALUATION AND MITIGATION STRATEGY.-A person that submits an application for a license under this paragraph is subject to sections 505(0), 505(p),
and 505-1 of the Federal Food, Drug, and Cosmetic Act [21 U.S.C. 355(0), (p), 355—1].

(E)(i) The Secretary may rely upon qualified data summaries to support the approval of a supplemental application, with respect to a qualified indication for a drug, submitted under this subsection, if such
supplemental application complies with the requirements of subparagraph (B) of section 505(c)(5) of the Federal Food, Drug, and Cosmetic Act [21 U.S.C. 355(c)(5)].

(ii) In this subparagraph, the terms "qualified indication" and "qualified data summary" have the meanings given such terms in section 505(c)(5) of the Federal Food, Drug, and Cosmetic Act.

(3) The Secretary shall prescribe requirements under which a biological product undergoing investigation shall be exempt from the requirements of paragraph (1).
(b) Falsely ing or marking pack or container; altering label or mark

No person shall falsely label or mark any package or container of any biological product or alter any label or mark on the package or container of the biological product so as to falsify the label or mark.

(c) 1 tion of i for pr

pag. and preparation

Any officer, agent, or employee of the Department of Health and Human Services, authorized by the Secretary for the purpose, may during all reasonable hours enter and inspect any establishment for the
propagation or manufacture and preparation of any biological product.

(d) Recall of product presenting imminent hazard; violations

(1) Upon a determination that a batch, lot, or other quantity of a product licensed under this section presents an imminent or substantial hazard to the public health, the Secretary shall issue an order
immediately ordering the recall of such batch, lot, or other quantity of such product. An order under this paragraph shall be issued in accordance with section 554 of title 5.

(2) Any violation of paragraph (1) shall subject the violator to a civil penalty of up to $100,000 per day of violation. The amount of a civil penalty under this paragraph shall, effective December 1 of each year
beginning 1 year after the effective date of this paragraph, be increased by the percent change in the Consumer Price Index for the base quarter of such year over the Consumer Price Index for the base quarter
of the preceding year, adjusted to the nearest 1/10 of 1 percent. For purposes of this paragraph, the term "base quarter”, as used with respect to a year, means the calendar quarter ending on September 30 of
such year and the price index for a base quarter is the arithmetical mean of such index for the 3 months comprising such quarter.

(e) Interference with officers
No person shall interfere with any officer, agent, or employee of the Service in the performance of any duty imposed upon him by this section or by regulations made by authority thereof.

(f) Penalties for offenses

Any person who shall violate, or aid or abet in violating, any of the provisions of this section shall be punished upon conviction by a fine not exceeding $500 or by imprisonment not exceeding one year, or by
both such fine and imprisonment, in the discretion of the court.

(g) Construction with other laws
Nothing contained in this chapter shall be construed as in any way affecting, modifying, repealing, or superseding the provisions of the Federal Food, Drug, and Cosmetic Act [21 U.S.C. 301 et seq.].

(h) Exportation of partially processed biological products
A partially processed biological product which-
(1) is not in a form applicable to the prevention, treatment, or cure of diseases or injuries of man;
(2) is not intended for sale in the United States; and
(3) is intended for further manufacture into final dosage form outside the United States,

shall be subject to no restriction on the export of the product under this chapter or the Federal Food, Drug, and Cosmetic Act [21 U.S.C. 301 et seq.] if the product is manufactured, processed, packaged, and
held in conformity with current good manufacturing practice requirements or meets international manufacturing standards as certified by an international standards organization recognized by the Secretary and
meets the requirements of section 801(e)(1) of the Federal Food, Drug, and Cosmetic Act (21 U.S.C. 381(e)).
(i) "Biological product” defined
In this section:
(1) The term "biological product” means a virus, therapeutic serum, toxin, antitoxin, vaccine, blood, blood component or derivative, allergenic product, protein, or analogous product, or arsphenamine or
derivative of arsphenamine (or any other trivalent organic arsenic compound), applicable to the prevention, treatment, or cure of a disease or condition of human beings.
(2) The term "biosimilar" or "biosimilarity”, in reference to a biological product that is the subject of an application under subsection (k), means-
(A) that the biological product is highly similar to the reference product notwithstanding minor differences in clinically inactive components; and
(B) there are no clinically meaningful differences between the biological product and the reference product in terms of the safety, purity, and potency of the product.

(3) The term "interchangeable" or "interchangeability", in reference to a biological product that is shown to meet the standards described in subsection (k)(4), means that the biological product may be
substituted for the reference product without the intervention of the health care provider who prescribed the reference product.
(4) The term "reference product" means the single biological product licensed under subsection (a) against which a biological product is evaluated in an application submitted under subsection (k).
(i) Application of Federal Food, Drug, and Cosmetic Act
The Federal Food, Drug, and Cosmetic Act [21 U.S.C. 301 et seq.], including the requirements under sections 505(0), 505(p), and 5051 of such Act [21 U.S.C. 355(0), (p), 355—1], applies to a biological
product subject to regulation under this section, except that a product for which a license has been approved under subsection (a) shall not be required to have an approved application under section 505 of
such Act.

o bl
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(k) Licensure of biological products as bi
(1) In general
Any person may submit an application for licensure of a biological product under this subsection.
(2) Content
(A) In general
(i) Required information
An application submitted under this subsection shall include information demonstrating that-
(1) the biological product is biosimilar to a reference product based upon data derived from-

(aa) analytical studies that demonstrate that the biological product is highly similar to the reference product notwithstanding minor differences in clinically inactive components;
(bb) an assessment of toxicity (which may rely on, or consist of, a study or studies described in item (aa) or (cc)); and
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(cc) a clinical study or studies (including the assessment of immunogenicity and pharmacokinetics or pharmacodynamics) that are sufficient to demonstrate safety, purity, and potency in 1 or more
appropriate conditions of use for which the reference product is licensed and intended to be used and for which licensure is sought for the biological product;

(I1) the biological product and reference product utilize the same mechanism or mechanisms of action for the condition or conditions of use prescribed, recommended, or suggested in the proposed
labeling, but only to the extent the mechanism or mechanisms of action are known for the reference product;

(I11) the condition or conditions of use prescribed, recommended, or suggested in the labeling proposed for the biological product have been previously approved for the reference product;

(V) the route of administration, the dosage form, and the strength of the biological product are the same as those of the reference product; and

(V) the facility in which the biological product is manufactured, processed, packed, or held meets standards designed to assure that the biological product continues to be safe, pure, and potent.

(ii) Determination by Secretary
The Secretary may determine, in the Secretary's discretion, that an element described in clause (i)(l) is unnecessary in an application submitted under this subsection.

(iii) Additional information
An application submitted under this subsection-
(1) shall include publicly-available information regarding the Secretary's previous determination that the reference product is safe, pure, and potent;
(I1) may include any additional information in support of the application, including publicly-available information with respect to the reference product or another biological product; and
(I11) may include information to show that the conditions of use prescribed, recommended, or suggested in the labeling proposed for the biological product have been previously approved for the
reference product.
(B) Interchangeability
An application (or a supplement to an application) submitted under this subsection may include information demonstrating that the biological product meets the standards described in paragraph (4).

(3) Evaluation by Secretary
Upon review of an application (or a supplement to an application) submitted under this subsection, the Secretary shall license the biological product under this subsection if-
(A) the Secretary determines that the information submitted in the application (or the supplement) is sufficient to show that the biological product-
(i) is biosimilar to the reference product; or
(i) meets the standards described in paragraph (4), and therefore is interchangeable with the reference product; and

(B) the applicant (or other appropriate person) consents to the inspection of the facility that is the subject of the application, in accordance with subsection (c).

(4) Safety standards for determining interchangeability
Upon review of an application submitted under this subsection or any supplement to such application, the Secretary shall determine the biological product to be interchangeable with the reference product if
the Secretary determines that the information submitted in the application (or a supplement to such application) is sufficient to show that-
(A) the biological product-
(i) is biosimilar to the reference product; and
(i) can be expected to produce the same clinical result as the reference product in any given patient; and

(B) for a biological product that is administered more than once to an individual, the risk in terms of safety or diminished efficacy of alternating or switching between use of the biological product and the
reference product is not greater than the risk of using the reference product without such alternation or switch.

(5) General rules

(A) One reference product per application
A biological product, in an application submitted under this subsection, may not be evaluated against more than 1 reference product.
(B) Review
An application submitted under this subsection shall be reviewed by the division within the Food and Drug Administration that is responsible for the review and approval of the application under which the
reference product is licensed.
(C) Risk evaluation and mitigation strategies
The authority of the Secretary with respect to risk evaluation and mitigation strategies under the Federal Food, Drug, and Cosmetic Act [21 U.S.C. 301 et seq.] shall apply to biological products licensed
under this subsection in the same manner as such authority applies to biological products licensed under subsection (a).
(6) Exclusivity for first interchangeable biological product
The Secretary shall not make approval as an interchangeable biological product effective with respect to an application submitted under this subsection that relies on the same reference product for which a
prior biological product has received a determination of interchangeability for any condition of use, until the earlier of-
(A) 1 year after the first commercial marketing of the first interchangeable biosimilar biological product to be approved as interchangeable for that reference product;
(B) 18 months after-
(i) a final court decision on all patents in suit in an action instituted under subsection (I)(6) against the applicant that submitted the application for the first approved interchangeable biosimilar biological
product; or
(ii) the dismissal with or without prejudice of an action instituted under subsection (I)(6) against the applicant that submitted the application for the first approved interchangeable biosimilar biological
product; or

(C)(i) 42 months after approval of the first interchangeable biosimilar biological product if the applicant that submitted such application has been sued under subsection (1)(6) and such litigation is still
ongoing within such 42-month period; or
(i) 18 months after approval of the first interchangeable biosimilar biological product if the applicant that submitted such application has not been sued under subsection (1)(6).

For purposes of this paragraph, the term "final court decision" means a final decision of a court from which no appeal (other than a petition to the United States Supreme Court for a writ of certiorari) has been
or can be taken, and the term "first interchangeable biosimilar biological product" means any interchangeable biosimilar biological product that is approved on the first day on which such a product is approved
as interchangeable with the reference product.

(7) Exclusivity for reference product

(A) Effective date of biosimilar application approval
Approval of an application under this subsection may not be made effective by the Secretary until the date that is 12 years after the date on which the reference product was first licensed under subsection
(a)-
(B) Filing period
An application under this subsection may not be submitted to the Secretary until the date that is 4 years after the date on which the reference product was first licensed under subsection (a).
(C) First licensure
Subparagraphs (A) and (B) shall not apply to a license for or approval of-
(i) a supplement for the biolog