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Title 21-FOOD AND DRUGS A21H A& 9 oJorx
CHAPTER 9-FEDERAL FOOD, DRUG, A9RF oyl AlE o]okx ol FpAbEW

AND COSMETIC ACT

SUBCHAPTER III PROHIBITED ACTS
AND PENALTIES

§331. Prohibited acts

The following acts and the causing
thereof are prohibited:

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

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

(c) The receipt in interstate commerce
of any food, drug, device, tobacco
product, 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
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of any article in violation of section
344, 350d, 355, or 360bbb~3 of this
title.

(e) The refusal to permit access to or
copying of any record as required by
section 350a, 350c, 3501(j), 350e, 354,
360bbb-3, 373, 374(a), 379aa, or
379aa-1 of this title; or the failure to
establish or maintain any record, or
make any report, required under
section 350a, 350c(b), 350f, 350e, 354,
355(i) or (k), 360b(a)(4)(C), 360b(j), (1) or
(m), 360ccc—1(i), 360e(f), 360i, 360bbb-
3, 379aa, 379aa-1, 387i, or 387t of this
title or the refusal to permit access to
or verification or copying of any such
required record; or the violation of any
recordkeeping requirement under
section 2223 of this title (except when

such violation is committed by a farm).

(f) The refusal to permit entry or
inspection as authorized by section 374
of this title.

(g) The manufacture within any
Territory of any food, drug, device,

tobacco product, or cosmetic that is
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adulterated or misbranded.

(h) The giving of a guaranty or
undertaking referred to in section
333(c)(2) of this title, 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 residing in the
United States from whom he received
in good faith the food, drug, device,
tobacco product, or cosmetic; or the
giving of a guaranty or undertaking
referred to in section 333(c)(3) of this
title, which guaranty or undertaking is
false.

(i)(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 promulgated
under the provisions of section 344 or
3'79e of this title.

(2) Making, selling, disposing of, or
keeping in possession, control, or
custody, or concealing any punch, die,

plate, stone, or other thing designed to
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print, imprint, or reproduce the
trademark, trade name, or other
identifying mark, imprint, or device of
another or any likeness of any of the
foregoing upon any drug or container
or labeling thereof so as to render
such drug a counterfeit drug.

(3) The doing of any act which causes a
drug to be a counterfeit drug, or the
sale or dispensing, or the holding for
sale or dispensing, of a counterfeit
drug.

(j) 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 chapter, any
information acquired under authority
of section 344, 348, 350a, 350c, 355,
360, 360b, 360c, 360d, 360e, 360f, 360h,
3601, 360j, 360ccc, 360ccc—1, 360ccc2,
374, 379, 379, 387d, 387e, 387f, 387g,
387h, 387i, or 387t(b) of this title
concerning any method or process
which as a trade secret is entitled to
protection; or the violating of section

346a(i)(2) of this title or any regulation
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issued under that section. This
paragraph does not authorize the
withholding of information from either
House of Congress or from, to the
extent of matter within its jurisdiction,
any committee or subcommittee of
such committee or any joint committee
of Congress or any subcommittee of
such joint committee.

(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,
tobacco product, or cosmetic, if such
act is done while such article is held
for sale (whether or not the first sale)
after shipment in interstate commerce
and results in such article being
adulterated or misbranded.

(1) Repealed. Pub. L. 105-115, title IV,
8421, Nov. 21, 1997, 111 Stat. 2380.

(m) The sale or offering for sale of
colored oleomargarine or colored
margarine, or the possession or
serving of colored oleomargarine or

colored margarine in violation of
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subsections (b) or (¢) of section 347 of
this title.

(n) The using, in labeling, advertising
or other sales promotion of any
reference to any report or analysis
furnished in compliance with section
374 of this title.

(0) In the case of a prescription drug
distributed or offered for sale in
interstate commerce, the failure of the
manufacturer, packer, or distributor
thereof to maintain for transmittal, or
to transmit, to any practitioner
licensed by applicable State law to
administer such drug who makes
written request for information as to
such drug, true and correct copies of
all printed matter which is required to
be included in any package in which
that drug is distributed or sold, or such
other printed matter as is approved by
the Secretary. Nothing in this
paragraph shall be construed to
exempt any person from any labeling
requirement imposed by or under
other provisions of this chapter.

(p) The failure to register in

accordance with section 360 or 387e of

c
=N
r\l
of
ox
=
2
Jo
of
ol
-
X
I
g
=
=
=

O
[

ARG pulstel AEE 4 YRR A
olslAL, ALstA] ohsts a9, of
50 ojrj3t WEE o] Ao th2 14
A st BAAR 2718 wAjstE Zo

si4E]x] opgict.

(p) o] W A360E E& A387Texo] e
522 5x] ofst: 9, o] W A360
0% el AlE, ojorE 2 shgEy



rok

Q SR A @ AMIAE A 2 e KLIS stamzmusg

this title, the failure to provide any
information required by section 360(j),
360(k), 387e(i), or 387e(j) of this title, or
the failure to provide a notice required
by section 360(j)(2) or 387e(i)(3) of this
title.

(q)(1) The failure or refusal-

(A) to comply with any requirement
prescribed under section 360h, 360ij(g),
387c¢(b), 387g, 387h, or 3870 of this
title;

(B) to furnish any notification or other
material or information required by or
under section 360i, 360j(g), 387d, 387i,
or 387t of this title; or

(C) to comply with a requirement under
section 3601 or 387m of this title.

(2) With respect to any device or
tobacco product, the submission of any
report that is required by or under this
chapter that is false or misleading in
any material respect.

(3) The failure to comply with any
requirement under section 360n-
2(b)(2) of this title (relating to ensuring
device cybersecurity).

(r) The movement of a device, drug, or
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tobacco product in violation of an
order under section 334(g) of this title
or the removal or alteration of any
mark or label required by the order to
identify the device, drug, or tobacco
product as detained.

(s) The failure to provide the notice
required by section 350a(c) or 350a(e)
of this title, the failure to make the
reports required by section
350a(f)(1)(B) of this title, the failure to
retain the records required by section
350a(b)(4) of this title, or the failure to
meet the requirements prescribed
under section 350a(f)(3) of this title.

(t) The importation of a drug in
violation of section 381(d)(1) of this
title, the sale, purchase, or trade of a
drug or drug sample or the offer to
sell, purchase, or trade a drug or drug
sample in violation of section 353(c) of
this title, the sale, purchase, or trade
of a coupon, the offer to sell, purchase,
or trade such a coupon, or the
counterfeiting of such a coupon in
violation of section 353(c)(2) of this
title, the distribution of a drug sample

in violation of section 353(d) of this title

E= FHiAlE

ofop

ivtsto] o) 87171, oo
&71E B9, Ex 81T =717,
E= FHiRlEO]

£
274 BAO|Y BAIS A

(s) o] # A|350axA(c)d E= A350ax
Al(e)dollA a+st= &A1 A& 3HAl ot
Ytz 39, of H AI350a=A|(H)FAI(1)
2(B)FoA 2tk BiLS SHA] otyst
+ 339, o] " A350axA(b)FA|(4)=.0
oA @+st= 7155 EsHA] otdst=
391, E= o] " A350azA(f)FA3)=

o 971g $55A| ofUst: 9

(t) o] H A381=A(A)FAN(1) =S etst
49, o | 353
oleFFolY ofE
wof, Lo == ANstAY 28
et S AAsh= Y, of H AIB3E
Al(c)ZA(2) =5 ¢utsty &= T,
0 E= AstAY d2iet Y-S AT
ol | A



Q SR A @ AMIAE A 2 e

KLIY s=E88EH

or the failure to otherwise comply with
the requirements of section 353(d) of
this title, the distribution of drugs in
violation of section 353(e) of this title,
failure to comply with the requirements
under section 360eee—1 of this title, the
failure to comply with the requirements
under section 360eee—3 of this title, as
applicable, or the failure to otherwise
comply with the requirements of
section 353(e) of this title.

(u) The failure to comply with any
requirements of the provisions of, or
any regulations or orders of the
Secretary, under section 360b(a)(4)(A),
360b(a)(4)(D), or 360b(a)(5) of this title.
(v) The introduction or delivery for
introduction into interstate commerce
of a dietary supplement that is unsafe
under section 350b of this title.

(w) The making of a knowingly false
statement in any statement, certificate
of analysis, record, or report required
or requested under section 381(d)(3) of
this title; the failure to submit a
certificate of analysis as required
under such section; the failure to

maintain records or to submit records
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or reports as required by such section;
the release into interstate commerce of
any article or portion thereof imported
into the United States under such
section or any finished product made
from such article or portion, except for
export in accordance with section
381(e) or 382 of this title, or with
section 262(h) of title 42; or the failure
to so export or to destroy such an
article or portions thereof, or such a
finished product.

(x) The falsification of a declaration of
conformity submitted under section
360d(c) of this title or the failure or
refusal to provide data or information
requested by the Secretary under
paragraph (3) of such section.

(y) In the case of a drug, device, or
food-

(1) the submission of a report or
recommendation by a person
accredited under section 360m of this
title that is false or misleading in any
material respect;

(2) the disclosure by a person
accredited under section 360m of this

title of confidential commercial
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information or any trade secret
without the express written consent of
the person who submitted such
information or secret to such person;
or

(3) the receipt by a person accredited
under section 360m of this title of a
bribe in any form or the doing of any
corrupt act by such person associated
with a responsibility delegated to such
person under this chapter.

(z) Omitted.

(aa) The importation of a prescription
drug in violation of section 384 of this
title, the falsification of any record
required to be maintained or provided
to the Secretary under such section, or
any other violation of regulations
under such section.

(bb) The transfer of an article of food
in violation of an order under section
334(h) of this title, or the removal or
alteration of any mark or label
required by the order to identify the
article as detained.

(cc) The importing or offering for
import into the United States of an

article of food or a drug by, with the
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import into the United States of a drug
or device with respect to which there is
a failure to comply with a request of
the Secretary to submit to the
Secretary a statement under section
381(0o) of this title.

(gg) The knowing failure to comply with
paragraph (7)(E) of section 374(g) of
this title; the knowing inclusion by a
person accredited under paragraph (2)
of such section of false information in
an inspection report under paragraph
(7)(A) of such section; or the knowing
failure of such a person to include
material facts in such a report.

(hh) The failure by a shipper, carrier

12
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by motor vehicle or rail vehicle,
receiver, or any other person engaged
in the transportation of food to comply
with the sanitary transportation
practices prescribed by the Secretary
under section 350e of this title.

(ii) The falsification of a report of a
serious adverse event submitted to a
responsible person (as defined under
section 379aa or 379aa—1 of this title)
or the falsification of a serious adverse
event report (as defined under section
379aa or 379aa-1 of this title)
submitted to the Secretary.

(3)(1) The failure to submit the
certification required by section
282(3)(5)(B) of title 42, or knowingly
submitting a false certification under
such section.

(2) The failure to submit clinical trial
information required under subsection
(j) of section 282 of title 42.

(3) The submission of clinical trial
information under subsection (j) of
section 282 of title 42 that is false or
misleading in any particular under
paragraph (5)(D) of such subsection (j).

(kk) The dissemination of a television
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advertisement without complying with Hy8|A LGS vjixoh= HY

section 353c of this title.

() The introduction or delivery for () o] = A|3b5%x0f wat &Qle QJoF=E,
introduction into interstate commerce A42H A 26220 Tt o) 7t AJSSHA
of any food to which has been added a AA, = AR AArERAbo] A5t a1
drug approved under section 355 of O UAAZRAFS] AtAo] Z7iE 9o]ek=Zo|ut
this title, a biological product licensed MESHA A7 A7E AlERS &~ 7 B
under section 262 of title 42, or a drug Aol =Qloh= 3¢ F= T£US ZAoZ
or a biological product for which Ol =5t= 3. Oyt Th2 7k 59| Fo=
substantial clinical investigations have ole]z 3t

been instituted and for which the

existence of such investigations has

been made public, unless-

(1) such drug or such biological (1) Slefsoly A=stA AAZE o] # |
product was marketed in food before 355x 0] & oJok=® £01S ¥H7] Ao,

any approval of the drug under section | A|42HA]262% 0] & A=A A|A| 5

355 of this title, before licensure of the 712 ¥t7] Ao, J2]i g ojekEo|Lt
biological product under such section M-ZSHA A|Aof tigt AA| AAFFTARS] AF
262 of title 42, and before any 2 AMof AlZo] ngte]o] wojd 74$

substantial clinical investigations
involving the drug or the biological

product have been instituted;

(2) the Secretary, in the Secretary's (2) Aol 9] xfjkof wrat oju 9 9]
discretion, has issued a regulation, A 28 5 ZAXE AN dHsteE 84S
after notice and comment, approving 2 ookEo|y AEaHA AA|Q] AlE AR
the use of such drug or such biological | & £9Ist 74

product in the food;
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product in the food is to enhance the
safety of the food to which the drug or
the biological product is added or
applied and not to have independent
biological or therapeutic effects on
humans, and the use is in conformity
with-

(A) a regulation issued under section
348 of this title prescribing conditions
of safe use in food;

(B) a regulation listing or affirming
conditions under which the use of the
drug or the biological product in food
is generally recognized as safe;

(C) the conditions of use identified in a
notification to the Secretary of a claim
of exemption from the premarket
approval requirements for food
additives based on the notifier's
determination that the use of the drug
or the biological product in food is
generally recognized as safe, provided
that the Secretary has not questioned

the general recognition of safety

determination in a letter to the notifier;

(D) a food contact substance
notification that is effective under

section 348(h) of this title: or
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(E) such drug or biological product had
been marketed for smoking cessation
prior to September 27, 2007; or

(4) the drug is a new animal drug
whose use is not unsafe under section
360Db of this title.

(mm) The failure to submit a report or
provide a notification required under
section 3501f(d) of this title.

(nn) The falsification of a report or
notification required under section
350f(d) of this title.

(00) The sale of tobacco products in
violation of a no-tobacco-sale order
issued under section 333(f) of this title.
(pp) The introduction or delivery for
introduction into interstate commerce
of a tobacco product in violation of
section 387k of this title.

(qq)(1) Forging, counterfeiting,
simulating, or falsely representing, or
without proper authority using any
mark, stamp (including tax stamp), tag,
label, or other identification device
upon any tobacco product or container
or labeling thereof so as to render
such tobacco product a counterfeit

tobacco product.
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(2) Making, selling, disposing of, or
keeping in possession, control, or
custody, or concealing any punch, die,
plate, stone, or other item that is
designed to print, imprint, or
reproduce the trademark, trade name,
or other identifying mark, imprint, or
device of another or any likeness of
any of the foregoing upon any tobacco
product or container or labeling
thereof so as to render such tobacco
product a counterfeit tobacco product.
(3) The doing of any act that causes a
tobacco product to be a counterfeit
tobacco product, or the sale or
dispensing, or the holding for sale or
dispensing, of a counterfeit tobacco
product.

(rr) The charitable distribution of
tobacco products.

(ss) The failure of a manufacturer or
distributor to notify the Attorney
General and the Secretary of the
Treasury of their knowledge of tobacco
products used in illicit trade.

(tt) Making any express or implied
statement or representation directed to

consumers with respect to a tobacco
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product, in a label or labeling or S MYstAY, AHAIR stolZ 1A
through the media or advertising, that U2 QT3 AR = EAA R

either conveys, or misleads or would oL} BgS st= Y
mislead consumers into believing,
that-

(1) the product is approved by the Food | (1) 3] A|&Z0] AlZ0]okzAJo] £0]S
and Drug Administration; ghoith = W&

(2) the Food and Drug Administration (2) AlZoJokz Aol st Al&S AH|AH7}
deems the product to be safe for use by | AF&517]9] eFA st 7HRSTH= Y&
consumers;
(3) the product is endorsed by the Food | (3) s A|&Z0] AH|AIY] AFES Qs Al
and Drug Administration for use by EOJoFEA 0] £91& ¥oitt= Y&

consumers,; or

(4) the product is safe or less harmful (4) 2 7+ 29] o]8 & g A|&Zo] <
by virtue of- JAstAY & Folisithe W&

(A) its regulation or inspection by the (A) AlZoJorEA O] HA|L AALS Wkt
Food and Drug Administration; or = A

(B) its compliance with regulatory (B) AlZQojokz o] ASt A Q7S &

requirements set by the Food and Drug | $3stth= A

Administration:

including any such statement or S A|Zo] o]2st Xlzo|Lf mF oz 9l
representation rendering the product off o] = X|387cAx 9] B3t JA| ST
misbranded under section 387c¢ of this SHA © 745 ;s

title.

(uu) The operation of a facility that (uu) O]= YojjA Thojs= AlZS AE,

manufactures, processes, packs, or 7ty, A B= HO5H= A|A9] ALK}

holds food for sale in the United States SHA = tigjQlo] o] H A|350gR2 &

if the owner, operator, or agent in Z25HK] ofYstal s AlES &5t

rlr

= A% AE, dds R S

il
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charge of such facility is not in
compliance with section 350g of this
title.

(vv) The failure to comply with the
requirements under section 350h of
this title.

(ww) The failure to comply with section
350i of this title.

(xx) The refusal or failure to follow an
order under section 3501 of this title.
(yy) The knowing and willful failure to
comply with the notification
requirement under section 350f(h) of
this title.

(zz) The importation or offering for
importation of a food if the importer
(as defined in section 384a of this title)
does not have in place a foreign
supplier verification program in
compliance with such section 384a of
this title.

(aaa) The failure to register in
accordance with section 381(s) of this
title.

(bbb) The failure to notify the
Secretary in violation of section
360bbb—7 of this title.

(cee)(1) The resale of a compounded
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drug that is labeled "not for resale" in
accordance with section 353b of this
title.

(2) With respect to a drug to be
compounded pursuant to section 353a
or 353b of this title, the intentional
falsification of a prescription, as
applicable.

(3) The failure to report drugs or
adverse events by an entity that is
registered in accordance with
subsection (b) of section 353b of this
title.

(ddd)(1) The manufacture or the
introduction or delivery for
introduction into interstate commerce
of a rinse-off cosmetic that contains
intentionally-added plastic
microbeads.

(2) In this paragraph-

(A) the term "plastic microbead" means
any solid plastic particle that is less
than five millimeters in size and is
intended to be used to exfoliate or
cleanse the human body or any part
thereof; and

(B) the term "rinse-off cosmetic"
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includes toothpaste.

(eee) The failure to comply with any
order issued under section 360bbb-8d
of this title.

(fff)(1) Forging, counterfeiting,
simulating, or falsely representing, or
without proper authority using any
mark, stamp, tag, label, or other
identification upon any device or
container, packaging, or labeling
thereof so as to render such device a
counterfeit device.

(2) Making, selling, disposing of, or
keeping in possession, control, or
custody, or concealing any punch, die,
plate, stone, or other thing designed to
print, imprint, or reproduce the
trademark, trade name, or other
identifying mark or imprint of another
or any likeness of any of the foregoing
upon any device or container,
packaging, or labeling thereof so as to
render such device a counterfeit
device.

(3) The doing of any act which causes a
device to be a counterfeit device, or
the sale or dispensing, or the holding

for sale or dispensing, of a counterfeit
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device.

(ggg) The failure of a sponsor of a
product approved under accelerated
approval pursuant to section 356(c) of
this title-

(1) to conduct with due diligence any
postapproval study required under
section 356(c) of this title with respect
to such product; or

(2) to submit timely reports with
respect to such product in accordance
with section 356b(a)(2) of this title.
§332. Injunction proceedings

(a) Jurisdiction of courts

The district courts of the United States
and the United States courts of the
Territories shall have jurisdiction, for
cause shown to restrain violations of
section 331 of this title, except
paragraphs (h), (i), and (j).

(b) Violation of injunction

In case of violation of an injunction or
restraining order issued under this
section, which also constitutes a
violation of this chapter, trial shall be
by the court, or, upon demand of the
accused, by a jury.

§333. Penalties
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(a) Violation of section 331 of this title; (a) o] ® A|331x9] Qut, A, 7|t ®
second violation; intent to defraud or - Q0% 9%
mislead
(1) Any person who violates a provision | (1) o] ® A|331x9] A< uIst A=
of section 331 of this title shall be 1d o|ste] A F= 14 &Eg o]ste] ¥
imprisoned for not more than one year | 29 AstH4 oS Hulstot
or fined not more than $1,000, or both.

(2) Notwithstanding the provisions of (2) A1)z FA & = 5tal, o] &0

paragraph (1) of this section, if any 2 9% WAo] sH4=E S T2k vl

person commits such a violation after S AAE A} B 7|SHAY 2= 9]

a conviction of him under this section T2 J2ist Yure XM A|2 A= 34 o]t

has become final, or commits such a o] Ao = 19t &g o|ste] HZof A

violation with the intent to defraud or stAY o= Hulsioh

mislead, such person shall be

imprisoned for not more than three

years or fined not more than $10,000,

or both.

(b) Prescription drug marketing (b) A uleF wuf <yl

violations

(1) Notwithstanding subsection (a), any (1) Al(a)&o = =+5t, o 7t =29

person who violates section 331(t) of SEsh= s =2 o] H AI3BIZA(H)YS

this title by- AEst AF= 10 o]ste] A E= 254t

(A) knowingly importing a drug in ohe] o]ste] W2of & stAHY o2 ¥ust

violation of section 381(d)(1) of this c}.

title, (A) o] H F3812AN(d)FAN(1)=S < Etst

(B) knowingly selling, purchasing, or of 1oz 9JoFrEZ HUsk= P

trading a drug or drug sample or (B) o] ® AN|1353xA|(c)ZA(1) 25 ¢ vtst

knowingly offering to sell, purchase, or | o} 2t9]2 9Jokzo|L} oJokZ HE S m
O=_d%f Al 9ofs % eEd

23
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trade a drug or drug sample, in
violation of section 353(c)(1) of this
title,

(C) knowingly selling, purchasing, or
trading a coupon, knowingly offering to
sell, purchase, or trade such a coupon,
or knowingly counterfeiting such a
coupon, in violation of section 353(c)(2)
of this title, or

(D) knowingly distributing drugs in
violation of section 353(e)(1) of this
title,

shall be imprisoned for not more than
10 years or fined not more than
$250,000, or both.

(2) Any manufacturer or distributor
who distributes drug samples by means
other than the mail or common carrier
whose representative, during the
course of the representative's
employment or association with that
manufacturer or distributor, violated
section 331(t) of this title because of a
violation of section 353(c)(1) of this title
or violated any State law prohibiting
the sale, purchase, or trade of a drug
sample subject to section 353(b) of this

title or the offer to sell, purchase, or
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$1,000,000 for each violation resulting
in a conviction of any representative
after the second conviction in any 10-
year period.

For the purposes of this paragraph,
multiple convictions of one or more
persons arising out of the same event
or transaction, or a related series of
events or transactions, shall be
considered as one violation.

(3) Any manufacturer or distributor
who violates section 331(t) of this title
because of a failure to make a report
required by section 353(d)(3)(E) of this
title shall be subject to a civil penalty of
not more than $100,000.

(4)(A) If a manufacturer or distributor
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trade such a drug sample shall, upon Figsjin 3
conviction of the representative for
such violation, be subject to the
following civil penalties:
(A) A civil penalty of not more than (A) 1099 717F W sl AIRLDATY &=
$50,000 for each of the first two such AR HRAPE A2 & W 55 #2 S
violations resulting in a conviction of dko 7+ oJdlof Tfjsf 5%F &2 o]ste] Ul
any representative of the AR R =
manufacturer or distributor in any 10-
year period.
(B) A civil penalty of not more than (B) 1089] 717F 4 & WA Sz WA o]
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KUS ?_"5 c oL
or any representative of such A7t o] H AI331AA(t)F ytat st
manufacturer or distributor provides o, o] ® A|353ZA|(c)TA|(])ES Yulsh
information leading to the institution of | 9JoFZ A EO] wolj, Lo &= A= 5}

a criminal proceeding against, and
conviction of, any representative of
that manufacturer or distributor for a
violation of section 331(t) of this title
because of a sale, purchase, or trade
or offer to purchase, sell, or trade a
drug sample in violation of section
353(c)(1) of this title or for a violation
of State law prohibiting the sale,
purchase, or trade or offer to sell,
purchase, or trade a drug sample, the
conviction of such representative shall
not be considered as a violation for
purposes of paragraph (2).

(B) If, in an action brought under
paragraph (2) against a manufacturer
or distributor relating to the conviction
of a representative of such
manufacturer or distributor for the
sale, purchase, or trade of a drug or
the offer to sell, purchase, or trade a
drug, it is shown, by clear and
convincing evidence-

(i) that the manufacturer or distributor

conducted, before the institution of a

26
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criminal proceeding against such
representative for the violation which
resulted in such conviction, an
investigation of events or transactions
which would have led to the reporting
of information leading to the institution
of a criminal proceeding against, and
conviction of, such representative for
such purchase, sale, or trade or offer
to purchase, sell, or trade, or

(ii) that, except in the case of the
conviction of a representative
employed in a supervisory function,
despite diligent implementation by the
manufacturer or distributor of an
independent audit and security system
designed to detect such a violation, the
manufacturer or distributor could not
reasonably have been expected to have
detected such violation,

the conviction of such representative
shall not be considered as a conviction
for purposes of paragraph (2).

(5) If a person provides information
leading to the institution of a criminal
proceeding against, and conviction of,
a person for a violation of section

331(t) of this title because of the sale,
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purchase, or trade of a drug sample or
the offer to sell, purchase, or trade a
drug sample in violation of section
353(c)(1) of this title, such person shall
be entitled to one-half of the criminal
fine imposed and collected for such
violation but not more than $125,000.
(6) Notwithstanding subsection (a), any
person who is a manufacturer or
importer of a prescription drug under
section 384(b) of this title and
knowingly fails to comply with a
requirement of section 384(e) of this
title that is applicable to such
manufacturer or importer,
respectively, shall be imprisoned for
not more than 10 years or fined not
more than $250,000, or both.

(7) Notwithstanding subsection (a)(2),
any person that knowingly and
intentionally adulterates a drug such
that the drug is adulterated under
subsection (a)(1), (b), (c), or (d) of
section 351 of this title and has a
reasonable probability of causing
serious adverse health consequences
or death to humans or animals shall be

imprisoned for not more than 20 years
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or fined not more than $1,000,000, or
both.

(8) Notwithstanding subsection (a), any
person who violates section 331(i)(3) of
this title by knowingly making, selling
or dispensing, or holding for sale or
dispensing, a counterfeit drug, or who
violates section 331(fff)(3) of this title
by knowingly making, selling or
dispensing, or holding for sale or
dispensing, a counterfeit device, shall
be imprisoned for not more than 10
years or fined in accordance with title
18, or both.

(c) Exceptions in certain cases of good
faith, etc.

No person shall be subject to the
penalties of subsection (a)(1) 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
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any there be, pertaining to the delivery
of the article to him; or (2) for having
violated section 331(a) or (d) of this
title, if he establishes a guaranty or
undertaking 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 331(a) of
this title, that such article is not
adulterated or misbranded, within the
meaning of this chapter designating
this chapter or to the effect, in case of
an alleged violation of section 331(d) of
this title, that such article is not an
article which may not, under the
provisions of section 344 or 355 of this
title, be introduced into interstate
commerce; or (3) for having violated
section 331(a) of this title, where the
violation exists because the article is
adulterated by reason of containing a
color additive not from a batch
certified in accordance with
regulations promulgated by the
Secretary under this chapter, if such

person establishes a guaranty or

30

SO LR L
g0} 9lo0], o] W AI3BIEA () 9

v @ole] 49 sy 20| of Aol 774
sh dho] ot WA AL B B
AIEA] btk Wigel, o] ® A331%
Al 98t Belo) A9 s 2Fol

o] W A344x £ A35559) P

2 & 7t 54

727} 23t

A1 EA ()3 Y AL RA, 1 9
ulo] sl 2Eo] Aol o Aol
23t Ao S ASE wR|oA Lhex|
H7hgol matelo] WA 7

8ol sk AHA A7}2ol
ol wret 2a3 Y A0l LA A5
SRl e A
(b)a,
249, 3 9J5to] of
s25k7] opgt Ziolm

(o]

Al(c)T E=

r|

%
O‘oi
m{o
()
=
&
ox
Ho

W AI352EA()E

o] M HI353xA|

o wAY Ao, 3

M2 o]2olRT Y 2F 423 YA



Q SR A @ AMIAE A 2 e

undertaking signed by, and containing
the name and address of, the
manufacturer of the color additive, to
the effect that such color additive was
from a batch certified in accordance
with the applicable regulations
promulgated by the Secretary under
this chapter: or (4) for having violated
section 331(b), (c) or (k) of this title by
failure to comply with section 352(f) of
this title in respect to an article
received in interstate commerce to
which neither section 353(a) nor
353(b)(1) of this title is applicable, if the
delivery or proffered delivery was
made in good faith and the labeling at
the time thereof contained the same
directions for use and warning
statements as were contained in the
labeling at the time of such receipt of
such article: or (5) for having violated
section 331(i)(2) of this title if such
person acted in good faith and had no
reason to believe that use of the
punch, die, plate, stone, or other thing
involved would result in a drug being a
counterfeit drug, or for having violated

section 331(i)(3) of this title if the
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person doing the act or causing it to be
done acted in good faith and had no
reason to believe that the drug was a
counterfeit drug; or (6) for having
violated section 331(fff)(2) of this title if
such person acted in good faith and
had no reason to believe that use of the
punch, die, plate, stone, or other thing
involved would result in a device being
a counterfeit device, or for having
violated section 331(fff)(3) of this title if
the person doing the act or causing it
to be done acted in good faith and had
no reason to believe that the device
was a counterfeit device.

(d) Exceptions involving misbranded
food

No person shall be subject to the
penalties of subsection (a)(1) of this
section for a violation of section 331 of
this title involving misbranded food if
the violation exists solely because the
food is misbranded under section
343(a)(2) of this title because of its
advertising.

(e) Prohibited distribution of human
growth hormone

(1) Except as provided in paragraph (2),
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whoever knowingly distributes, or
possesses with intent to distribute,
human growth hormone for any use in
humans other than the treatment of a
disease or other recognized medical
condition, where such use has been
authorized by the Secretary of Health
and Human Services under section 355
of this title and pursuant to the order
of a physician, is guilty of an offense
punishable by not more than 5 years in
prison, such fines as are authorized by
title 18, or both.

(2) Whoever commits any offense set
forth in paragraph (1) and such offense
involves an individual under 18 years
of age is punishable by not more than
10 years imprisonment, such fines as
are authorized by title 18, or both.

(3) Any conviction for a violation of
paragraphs (1) and (2) of this
subsection shall be considered a felony
violation of the Controlled Substances
Act [21 U.S.C. 801 et seq.] for the
purposes of forfeiture under section
413 of such Act [21 U.S.C. 853].

(4) As used in this subsection the term

"human growth hormone" means
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somatrem, somatropin, or an analogue
of either of them.

(5) The Drug Enforcement
Administration is authorized to
investigate offenses punishable by this
subsection.

(f) Violations related to devices

(1)(A) Except as provided in
subparagraph (B), any person who
violates a requirement of this chapter
which relates to devices shall be liable
to the United States for a civil penalty
in an amount not to exceed $15,000 for
each such violation, and not to exceed
$1,000,000 for all such violations
adjudicated in a single proceeding. For
purposes of the preceding sentence, a
person accredited under paragraph (2)
of section 374(g) of this title who is
substantially not in compliance with
the standards of accreditation under
such section, or who poses a threat to
public health or fails to act in a
manner that is consistent with the
purposes of such section, shall be
considered to have violated a
requirement of this chapter that

relates to devices.

34

Lol RAIAIE Ltk

o
O
=)
18
il
ap-
od!
rlo
o
o2

o wet A Ths

%
of
2
fulu
P
>
>,
et
g
%
o,
$0
o

() l2717] w9t
(1)(A) (B)=o] A A2 Aelst, o
271719} B o] o] a7l Y

o 7o) 712 QUG o T,



Q SR A @ AMIAE A 2 e

(B) Subparagraph (A) shall not apply-

(i) to any person who violates the
requirements of section 360i(a) or
360j(f) of this title unless such violation
constitutes (I) a significant or knowing
departure from such requirements, or
(II) a risk to public health,

(ii) to any person who commits minor
violations of section 360i(e) or 360i(g)
of this title (only with respect to
correction reports) if such person
demonstrates substantial compliance
with such section, or

(iii) to violations of section 351(a)(2)(A)
of this title which involve one or more
devices which are not defective.

(2)(A) Any person who introduces into
interstate commerce or delivers for
introduction into interstate commerce
an article of food that is adulterated
within the meaning of section
342(a)(2)(B) of this title or any person
who does not comply with a recall
order under section 3501 of this title
shall be subject to a civil money
penalty of not more than $50,000 in the

case of an individual and $250,000 in
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the case of any other person for such
introduction or delivery, not to exceed
$500,000 for all such violations
adjudicated in a single proceeding.

(B) This paragraph shall not apply to
any person who grew the article of
food that is adulterated. If the
Secretary assesses a civil penalty
against any person under this
paragraph, the Secretary may not use
the criminal authorities under this
section to sanction such person for the
introduction or delivery for
introduction into interstate commerce
of the article of food that is
adulterated. If the Secretary assesses a
civil penalty against any person under
this paragraph, the Secretary may not
use the seizure authorities of section
334 of this title or the injunction
authorities of section 332 of this title
with respect to the article of food that
is adulterated.

(C) In a hearing to assess a civil penalty
under this paragraph, the presiding
officer shall have the same authority
with regard to compelling testimony or

production of documents as a
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presiding officer has under section
346a(g)(2)(B) of this title. The third
sentence of paragraph (5)(A) shall not
apply to any investigation under this
paragraph.

(3)(A) Any person who violates section
331(jj) of this title shall be subject to a
civil monetary penalty of not more
than $10,000 for all violations
adjudicated in a single proceeding.

(B) If a violation of section 331(jj) of this
title is not corrected within the 30-day
period following notification under
section 282()(5)(C)(ii) of title 42, the
person shall, in addition to any penalty
under subparagraph (A), be subject to
a civil monetary penalty of not more
than $10,000 for each day of the
violation after such period until the
violation is corrected.

(4)(A) Any responsible person (as such
term is used in section 355-1 of this
title) that violates a requirement of
section 355(0), 355(p), or 355-1 of this
title shall be subject to a civil monetary
penalty of-

(1) not more than $250,000 per

violation, and not to exceed $1,000,000
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for all such violations adjudicated in a
single proceeding; or

(ii) in the case of a violation that
continues after the Secretary provides
written notice to the responsible
person, the responsible person shall be
subject to a civil monetary penalty of
$250,000 for the first 30-day period (or
any portion thereof) that the
responsible person continues to be in
violation, and such amount shall
double for every 30-day period
thereafter that the violation continues,
not to exceed $1,000,000 for any 30-
day period, and not to exceed
$10,000,000 for all such violations
adjudicated in a single proceeding.

(B) In determining the amount of a civil
penalty under subparagraph (A)(ii), the
Secretary shall take into consideration
whether the responsible person is
making efforts toward correcting the
violation of the requirement of section
355(0), 355(p), or 355-1 of this title for
which the responsible person is subject
to such civil penalty.

(5)(A) A civil penalty under paragraph
(1), (2), (3), (4), or (9) shall be assessed,
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or a no-tobacco-sale order may be
imposed, by the Secretary by an order
made on the record after opportunity
for a hearing provided in accordance
with this subparagraph and section 554
of title 5. Before issuing such an order,
the Secretary shall give written notice
to the person to be assessed a civil
penalty, or upon whom a no-tobacco-
sale order is to be imposed, under such
order of the Secretary's proposal to
issue such order and provide such
person an opportunity for a hearing on
the order. In the course of any
investigation, the Secretary may issue
subpoenas requiring the attendance
and testimony of witnesses and the
production of evidence that relates to
the matter under investigation.

(B) In determining the amount of a civil
penalty, or the period to be covered by
a no-tobacco-sale order, the Secretary
shall take into account the nature,
circumstances, extent, and gravity of
the violation or violations and, with
respect to the violator, ability to pay,
effect on ability to continue to do

business, any history of prior such
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violations, the degree of culpability,
and such other matters as justice may
require. A no-tobacco-sale order
permanently prohibiting an individual
retail outlet from selling tobacco
products shall include provisions that
allow the outlet, after a specified period
of time, to request that the Secretary
compromise, modify, or terminate the
order.

(C) The Secretary may compromise,
modify, or remit, with or without
conditions, any civil penalty which may
be assessed under paragraph (1), (2),
(3), (4), or (9). The amount of such
penalty, when finally determined, or
the amount agreed upon in
compromise, may be deducted from
any sums owing by the United States to
the person charged.

(D) The Secretary may compromise,
modify, or terminate, with or without
conditions, any no-tobacco-sale order.
(6) Any person who requested, in
accordance with paragraph (5)(A), a
hearing respecting the assessment of a
civil penalty or the imposition of a no-

tobacco-sale order and who is
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aggrieved by an order assessing a civil
penalty or the imposition of a no-
tobacco-sale order may file a petition
for judicial review of such order with
the United States Court of Appeals for
the District of Columbia Circuit or for
any other circuit in which such person
resides or transacts business. Such a
petition may only be filed within the
60-day period beginning on the date
the order making such assessment was
issued, or on which the no-tobacco-
sale order was imposed, as the case
may be.

(7) If any person fails to pay an
assessment of a civil penalty-

(A) after the order making the
assessment becomes final, and if such
person does not file a petition for
judicial review of the order in
accordance with paragraph (6), or

(B) after a court in an action brought
under paragraph (6) has entered a final
judgment in favor of the Secretary,
the Attorney General shall recover the
amount assessed (plus interest at
currently prevailing rates from the

date of the expiration of the 60-day
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period referred to in paragraph (6) or
the date of such final judgment, as the
case may be) in an action brought in
any appropriate district court of the
United States. In such an action, the
validity, amount, and appropriateness
of such penalty shall not be subject to
review.

(8) If the Secretary finds that a person
has committed repeated violations of
section 387f(d)(5) of this title or of
restrictions promulgated under section
387f(d) of this title at a particular retail
outlet then the Secretary may impose a
no-tobacco-sale order on that person
prohibiting the sale of tobacco
products in that outlet. A no-tobacco-
sale order may be imposed with a civil
penalty under paragraph (1). Prior to
the entry of a no-sale order under this
paragraph, a person shall be entitled to
a hearing pursuant to the procedures
established through regulations of the
Food and Drug Administration for
assessing civil money penalties,
including at a retailer's request a
hearing by telephone, or at the nearest

regional or field office of the Food and
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$15,000 for each such violation, and
not to exceed $1,000,000 for all such
violations adjudicated in a single
proceeding.

(B) Enhanced penalties.-

(i) Any person who intentionally
violates a requirement of section
387b(5), 387b(6), 387d, 387h(c), or
387k(a) of this title, shall be subject to
a civil monetary penalty of-

(I) not to exceed $250,000 per violation,
and not to exceed $1,000,000 for all
such violations adjudicated in a single
proceeding; or

(II) in the case of a violation that
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continues after the Secretary provides
written notice to such person, $250,000
for the first 30-day period (or any
portion thereof) that the person
continues to be in violation, and such
amount shall double for every 30-day
period thereafter that the violation
continues, not to exceed $1,000,000 for
any 30-day period, and not to exceed
$10,000,000 for all such violations
adjudicated in a single proceeding.

(ii) Any person who violates a
requirement of section 387k(g)(2)(C)(ii)
or 387k(i)(1) of this title, shall be
subject to a civil monetary penalty of-
(I) not to exceed $250,000 per violation,
and not to exceed $1,000,000 for all
such violations adjudicated in a single
proceeding; or

(II) in the case of a violation that
continues after the Secretary provides
written notice to such person, $250,000
for the first 30-day period (or any
portion thereof) that the person
continues to be in violation, and such
amount shall double for every 30-day
period thereafter that the violation

continues, not to exceed $1,000,000 for
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any 30-day period, and not to exceed
$10,000,000 for all such violations
adjudicated in a single proceeding.

(iii) In determining the amount of a civil
penalty under clause (i)(II) or (ii)(I), the
Secretary shall take into consideration
whether the person is making efforts
toward correcting the violation of the
requirements of the section for which
such person is subject to such civil
penalty.

(g) Violations regarding direct-to-
consumer advertising

(1) With respect to a person who is a
holder of an approved application
under section 355 of this title for a
drug subject to section 353(b) of this
title or under section 262 of title 42,
any such person who disseminates or
causes another party to disseminate a
direct-to-consumer advertisement that
is false or misleading shall be liable to
the United States for a civil penalty in
an amount not to exceed $250,000 for
the first such violation in any 3-year
period, and not to exceed $500,000 for
each subsequent violation in any 3-

year period. No other civil monetary
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penalties in this chapter (including the RS g7] Ao =LstAY SASH F1E

civil penalty in subsection (f)(4)) shall UtE A o 2 vjRst 74 oS shte] 2wl
apply to a violation regarding direct- o2 Z7kxsit) (B) O2jsh EX|E vre I
to-consumer advertising. For purposes | A % 1 0|30|= 5% =0 ¥t¥st n =
of this paragraph: (A) Repeated QutS shto] Quro g Zrzsirh AZEX]
dissemination of the same or similar Hop e die g deln]= ARy 7odk
advertisement prior to the receipt of 9] E4-Eo AAj=E Fiof WHsto], o] &

the written notice referred to in of
paragraph (2) for such advertisements (7 B A7 o2 = AMol o) e st
shall be considered one violation. (B) 2 Gt

On and after the date of the receipt of
such a notice, all violations under this
paragraph occurring in a single day
shall be considered one violation. With
respect to advertisements that appear
in magazines or other publications that
are published less frequently than
daily, each issue date (whether weekly
or monthly) shall be treated as a single
day for the purpose of calculating the
number of violations under this
paragraph.

(2) A civil penalty under paragraph (1) (2) A(1)sof 2 AN F ZFo|

shall be assessed by the Secretary by 0] =2HA AN5H A|bh4x0]| e}l A58 =
an order made on the record after o] sof 2 HZ9] 7|35 AlFst & 7]
providing written notice to the person Eof Asto] wgst fof oo Bty
to be assessed a civil penalty and an oo} sttt RIAMA|AZS FE ek Xlof|A|
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section 554 of title 5. If upon receipt of A2 BHE A YA RAF A
the written notice, the person to be ARQHTE WA= 9] AlES Qtotl &
assessed a civil penalty objects and ol9] &AMyt ZAE Q It ATAS &
requests a hearing, then in the course Hak £~ 9lol, o]= F|(I)zof BHE Q
of any investigation related to such AQF WHE S mshsirt
hearing, the Secretary may issue
subpoenas requiring the attendance
and testimony of witnesses and the
production of evidence that relates to
the matter under investigation,
including information pertaining to the
factors described in paragraph (3).

(3) The Secretary, in determining the (3) Ae Al(1)zo 2 TIAAAZ 2
amount of the civil penalty under oHe AAXSH off t}29o 7t 22 ;LS50
paragraph (1), shall take into account Qute] A Atsr wHo] 4l ZidS 1y
the nature, circumstances, extent, and | sfjof gtch

gravity of the violation or violations,

including the following factors:

(A) Whether the person submitted the (A) siid A7} o] H A|379h-1x09f Tt
advertisement or a similar vt SARE H1E AEE sl AlEsY
advertisement for review under section | =X| o

379h~-1 of this title.

(B) Whether the person submitted the
advertisement for review if required
under section 353c 2 of this title.

(C) Whether, after submission of the

advertisement as described in

47

—_

B) sl A7} o] ™ A|353c 2% OfA]

st 49 ¥ne AEL U8l AEUEA
of 2
(©) (A)=olt (B2 4¥d o2 s

Azt =, sig A7t 4589 o Al

At

yu} Al 3

o

oF
=

_k?_\:

=4

ol=_dd

il
g

= 9



Q SR A @ AMIAE A 2 e

et

e

KL%

subparagraph (A) or (B), the person
disseminated or caused another party
to disseminate the advertisement
before the end of the 45-day comment
period.

(D) Whether the person incorporated
any comments made by the Secretary
with regard to the advertisement into
the advertisement prior to its
dissemination.

(E) Whether the person ceased
distribution of the advertisement upon
receipt of the written notice referred to
in paragraph (2) for such
advertisement.

(F) Whether the person had the
advertisement reviewed by qualified
medical, regulatory, and legal
reviewers prior to its dissemination.
(G) Whether the violations were
material.

(H) Whether the person who created
the advertisement or caused the
advertisement to be created acted in
good faith.

(I) Whether the person who created the
advertisement or caused the

advertisement to be created has been
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assessed a civil penalty under this
provision within the previous 1-year
period.

(J) The scope and extent of any
voluntary, subsequent remedial action
by the person.

(K) Such other matters, as justice may
require.

(4)(A) Subject to subparagraph (B), no
person shall be required to pay a civil
penalty under paragraph (1) if the
person submitted the advertisement to
the Secretary and disseminated or
caused another party to disseminate
such advertisement after incorporating
each comment received from the
Secretary.

(B) The Secretary may retract or
modify any prior comments the
Secretary has provided to an
advertisement submitted to the
Secretary based on new information or
changed circumstances, so long as the
Secretary provides written notice to
the person of the new views of the
Secretary on the advertisement and
provides a reasonable time for

modification or correction of the
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advertisement prior to seeking any
civil penalty under paragraph (1).
(5) The Secretary may compromise, (5) A+e A|(1)zof et EatE &~ 9l
modify, or remit, with or without QIAMAI R 22 27 23} of 2o} A9l o]
conditions, any civil penalty which may | &}g, &8 % Z4WHT 4~ it} z]&5X 0
be assessed under paragraph (1). The 2 A8 AAZ = == Elgoz st
amount of such penalty, when finally olg] ZFoie St Atof] tfsh o] ARA

determined, or the amount charged A=
upon in compromise, may be deducted c}.
from any sums owed by the United

States to the person charged.

(6) Any person who requested, in (6) A(2)3.0] wet UANAZ Fatof
accordance with paragraph (2), a st A= 35 AF=A TIAAIAIES &

hearing with respect to the assessment | ¥sh= W30 o5 TS YL A= 2

of a civil penalty and who is aggrieved Edjof EH L Ayl tAHYo|Y s A}
by an order assessing a civil penalty, 7} AZSIAY AR S JYst= x|l o
may file a petition for de novo judicial Hb SFAHA 0 g HHo tist A=2&

review of such order with the United AFHAIALS @ AFSH= AYLS AZIE & 9

States Court of Appeals for the District | t}. o]2|st Y& A2 ¥u} o] ot
of Columbia Circuit or for any other H=] JHE 60Y oJUoet A7]E 4~ Q)
circuit in which such person resides or c}.

transacts business. Such a petition
may only be filed within the 60-day
period beginning on the date the order

making such assessments was issued.

(7) If any person fails to pay an (7) A1) =0l o UARAZ Fabg
assessment of a civil penalty under S X7 2 AR ES EESHA] oty st
paragraph (1)- thg 7t 2o sjgstes A9 0] Wew
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(A) after the order making the
assessment becomes final, and if such
person does not file a petition for
judicial review of the order in
accordance with paragraph (6), or

(B) after a court in an action brought
under paragraph (6) has entered a final
judgment in favor of the Secretary,

the Attorney General of the United
States shall recover the amount
assessed (plus interest at currently
prevailing rates from the date of the
expiration of the 60-day period
referred to in paragraph (6) or the date
of such final judgment, as the case
may be) in an action brought in any
appropriate district court of the United
States. In such an action, the validity,
amount, and appropriateness of such
penalty shall not be subject to review.
§333a. Repealed. Pub. L. 101-647, title
XIX, §1905, Nov. 29, 1990, 104 Stat.
4853

§334. Seizure

(a) Grounds and jurisdiction

(1) Any article of food, drug, or
cosmetic that is adulterated or

misbranded when introduced into or
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while in interstate commerce or while o] £ o] JEE B350} E2A0 72
held for sale (whether or not the first HOst= o HARI AU BodsHA JA|
sale) after shipment in interstate = AL = o] I A3BIERA|(INE, Al
commerce, or which may not, under 344% F= AN|355x9] Ao w2t & 71
the provisions of section 331(ll), 344, or | A0 =U= &~ P& FQ 1235t 2=
355 of this title, be introduced into 2 3 7t B9 BN B T 0]%
interstate commerce, shall be liable to AR EX] A& Aol 9IS AL RA5H=
be proceeded against while in AR thido] EH, oY Z=o] ¥y
interstate commerce, or at any time A|9dL Hatsh= o] A|HHYo|u; &2
thereafter, on libel of information and o] o]z HYA o5 LF/FT 4 ATt

condemned in any district court of the Borst mAjof] ofjst &9oj7t Qoete 19}
United States or United States court of =

a Territory within the jurisdiction of of @2 4F ARt Ao AlF 5L W
A

which the article is found. No libel for = o st 45 AlAo] 3] &E|X] oty
condemnation shall be instituted under | 3}, HYo| A5 59 AHdo] glg HL
this chapter, for any alleged o] &7 AR= 132 2ISHA] ofYsto
misbranding if there is pending in any of stc}. ojgt, o]gst A|gte e 7t =
court a libel for condemnation 9] JLo= AL X o3ttt (A) =A
proceeding under this chapter based 7} = BoSt BA|7E o] Ao T2 A},

upon the same alleged misbranding, =X U = d5 AXA 0] A
and not more than one such g5 felst ol wAe ZA7F A
proceeding shall be instituted if no L (B) Ado|y BHol ZH ¥ 1
such proceeding is so pending, except 18Qlo] FF Qlo] &olst AtAlo] L A5
that such limitations shall not apply (A) | of BG5A BAY &&0| 7o ¢ds

when such misbranding has been the e
basis of a prior judgment in favor of A
the United States, in a criminal, iy

injunction, or libel for condemnation =

O AE, JobE U SR
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proceeding under this chapter, or (B) = AL AE Fo|AHYU A7|H AARf= A
when the Secretary has probable cause | +212] A A|st Al wet GAA} 7F &
to believe from facts found, without olof oJsff grojel X|do] ¥, F= g
hearing, by him or any officer or Aol AlZF Yo 12]st §re]7} o] F o]k K]
employee of the Department that the te HQ AR} o]F0%l X|H9] HA
misbranded article is dangerous to Ao (S A1l b= ZAAMA e
health, or that the labeling of the Aol EX|Qt oA AA] 7]8E ALst 2)
misbranded article is fraudulent, or HA] FFol sl F1e £ AMIA
would be in a material respect It ste]AQl 2AAo] 9J= RX|do g o)A
misleading to the injury or damage of Tjo] A& gtotof st} oglb, Aodst Af
the purchaser or consumer. In any L7 AAlE HL = 12{5HA] ofyY sttt
case where the number of libel for
condemnation proceedings is limited as
above provided 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
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

ojZ_ A AE, oforE 2 aiEH
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claimant's principal place of business,
to which the case shall be removed for
trial.

(2) The following shall be liable to be
proceeded against at any time on libel
of information and condemned in any
district court of the United States or
United States court of a Territory
within the jurisdiction of which they
are found: (A) Any drug that is a
counterfeit drug, (B) Any container of a
counterfeit drug, (C) Any punch, die,
plate, stone, labeling, container, or
other thing used or designed for use in
making a counterfeit drug or drugs, (D)
Any adulterated or misbranded device,
(E) Any adulterated or misbranded
tobacco product, (F) Any device that is
a counterfeit device, (G) Any container,
packaging, or labeling of a counterfeit
device, and (H) Any punch, die, plate,
stone, labeling, container, or other
thing used or designed for use in
making a counterfeit device or devices.
(3)(A) Except as provided in
subparagraph (B), no libel for
condemnation may be instituted under

paragraph (1) or (2) against any food
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which-

(i) is misbranded under section
343(a)(2) of this title because of its
advertising, and

(ii) is being held for sale to the ultimate
consumer in an establishment other
than an establishment owned or
operated by a manufacturer, packer, or
distributor of the food.

(B) A libel for condemnation may be
instituted under paragraph (1) or (2)
against a food described in
subparagraph (A) if-

(1)(I) the food's advertising which
resulted in the food being misbranded
under section 343(a)(2) of this title was
disseminated in the establishment in
which the food is being held for sale to
the ultimate consumer,

(II) such advertising was disseminated
by, or under the direction of, the owner
or operator of such establishment, or
(IIT) all or part of the cost of such
advertising was paid by such owner or
operator; and

(ii) the owner or operator of such
establishment used such advertising in

the establishment to promote the sale

55

L BFUR B SEUR
ot Aol obd oAl

A|E av|ApoA Hofshr] $fsi Ha &<l

(D) AFol o H A343x=A](a)FAI(2)=

AYHES ohE AE

Al7dol vlE S

() 22jgt Fust i AlAle] A 9xpY

erto] o8, E= 0] AA whet w

2|5 2u|Atol7]| s}



Q SR A @ AMIAE A 2 e KLIS stamzmusg

of the food.

(b) Procedure; multiplicity of pending (b) BX}, A& 9 A40] B2 Y
proceedings

The article, equipment, or other thing i 2=, AY| £= 1 "ol B0 ¢
proceeded against shall be liable to off A%o] AI7|EH A5 ZAH| et o
seizure by process pursuant to the =22 2 9lon, o] Roj| = A9 A

libel, and the procedure in cases under | A= SjAHH AXS Z|gjjst whatof stct.
this section shall conform, as nearly as | TF9F, oj- st TFAAIS] QAo] 9= HX
may be, to the procedure in admiralty: 123t AFAOA] A7|=l R & APAlof st

except that on demand of either party a8 e off A OF orLy.
h d d of eith A2 v Lol ofsf Al2]& ofof ottt

any issue of fact joined in any such T Adst ALl z=UsH HA = Hotst
case shall be tried by jury. When libel HA] R™o] WHHE|o] o] xof THE AR

for condemnation proceedings under AZ0] F o]At9] W LA AE 5

this section, involving the same ol A9 75t AlE &9 A4S A9l

claimant and the same issues of o] 13t W& Lo = st}o] HYPo] A
adulteration or misbranding, are Ao AlRsto g2 e 7F 59} o] &

pending in two or more jurisdictions, o=]o] A2 drotof gt

such pending proceedings, upon

application of the claimant seasonably (1) 283t A4 & st Als 59 A
made to the court of one such o & Aol AEish 3¢
jurisdiction, shall be consolidated for (2) GAFRE 2F &ojof 9Jsf Z2AH A

trial by order of such court, and tried

in (1) any district selected by the gre]Aol A1ZF Yof £33 o]l WA
claimant where one of such Or= HOo XMIole st Ust 1 =
proceedings is pending: or (2) a district | st 329] HYof] AP L~ QJoH, s

cE
l-' O
rlo
@
ofl
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18
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H
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>
=
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agreed upon by stipulation between the

parties. If no order for consolidation is ol EX|Qt 9J A AA] 718]E A&t &)

so made within a reasonable time, the NSt gt AFS 7T AAIEA] 9F= st o
0% @ AE olofE % HUEY
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claimant may apply to the court of one HS Eof] A9 £ AtGA A
o
-

such jurisdiction and such court (after o] 22X o] 9= X|dLE X|AsloF 51,

giving the United States attorney for 2E 83 Als 59 A%5L oY A
such district reasonable notice and o7 E3tko] RS wopof St} o]
opportunity to be heard) shall by order, | 3t £33 W2 ojo] Ajg Exp7t A4l

unless good cause to the contrary is AFAQ] o]AEg Q5= vixlog Mg
shown, specify a district of reasonable A] ofystct. 18st HH & U= €Y
proximity to the claimant's principal 2 s

place of business, in which all such of 1 AAS Al&3] EX|sfjof sirt.
pending proceedings 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
order shall give prompt notification
thereof to the other courts having

jurisdiction of the cases covered

thereby.

(c) Availability of samples of seized (c) AT A AR =9 HAE o]g 7t
goods prior to trial 4

The court at any time after seizure up HA2 U5 T A A FejAd Al Y
to a reasonable time before trial shall of 8= &l Y7 28 2= GAKL
by order allow any party to a 9] HS A = tfg|Qlo] A RE &9
condemnation proceeding, his attorney | ti® AE1} sjd 249 A7 Y= &
or agent, to obtain a representative A Aol AASH AFE(Ql= FQ), T84l
sample of the article seized and a true BEXE ARo] FEH mA9 AH gA0|
copy of the analysis, if any, on which U HsQe F42)E 92 H JdrE 58
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the proceeding is based and the o
identifying marks or numbers, if any,
of the packages from which the
samples analyzed were obtained.

(d) Disposition of goods after decree of d ¢ 324 3 259 A&, 249 9
condemnation; claims for remission or Al E= &35 A

mitigation of forfeitures

(1) Any food, drug, device, tobacco (1) o] =of] et 7= AlF, ooE, 9
product, or cosmetic condemned 2717], QHiAIE = sES wE ©

under this section shall, after entry of Helo] o] xo] FAof wpet X|A|5H= of
Lt oj2te ) A e ofo} 5t

the decree, be disposed of by 2 h0§7] &
destruction or sale as the court may, in | ©, Oj2t=l 74 7 Holdofx #HA v &

accordance with the provisions of this 7 2282 At YA = o] & o]
section, direct and the proceeds welglojof 3tct. oot 12|53t 2E2 o]

thereof, if sold, less the legal costs and | &9 Ao Tojg]= Hsh 1990 HE
charges, shall be paid into the o] ¢uijE]l= wrAlo g2 mAof whel ufztE

Treasury of the United States: but such | oj4]= oty ¢} =2 S T2{st 449]

article shall not be sold under such H]-8-5 A|&ota sfid =&o°] o] &9 +#
decree contrary to the provisions of Aoyt tj2tE] = & = &20] HEo
this chapter or the laws of the AufE]= Al o2 tfZaE AU A EE A
jurisdiction in which sold. After entry IS Zlojgt= HESH 528 JdHsH F

of the decree and upon the payment of L HYPL HH S EF) s =22 A S
=

the costs of such proceedings and the ALl Al Q1 &=sto] AFjo] AHAlo g2 K|Hsh
execution of a good and sufficient bond | ZTE2gojut o] 78919 ZH= 3}o m|7]5
conditioned that such article shall not A o] A9 HAE E4ote=E & 4L Q)
be sold or disposed of contrary to the Oon, J8st Zt=of E= H|8&2 vz
provisions of this chapter or the laws S =0l ofld =S SHESH A A =5
of any State or Territory in which sold, of sit}. s &=o0] 2oz Hol= 7]
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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
chapter, under the supervision of an
officer 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. If the article was imported
into the United States and the person
seeking its release establishes (A) that
the adulteration, misbranding, or
violation did not occur after the article
was imported, and (B) that he had no
cause for believing that it was
adulterated, misbranded, or in
violation before it was released from
customs custody, the court may permit
the article to be delivered to the owner
for exportation in lieu of destruction
upon a showing by the owner that all of
the conditions of section 381(e) of this
title can and will be met. The
provisions of this sentence shall not
apply where condemnation is based
upon violation of section 342(a)(1), (2),

or (6), section 351(a)(3), section 352(j),
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or section 361(a) or (d) of this title.
Where such exportation is made to the
original foreign supplier, then
subparagraphs (A) and (B) of section
381(e)(1) of this title and the preceding
sentence shall not be applicable; and in
all cases of exportation the bond shall
be conditioned that the article shall not
be sold or disposed of until the
applicable conditions of section 381(e)
of this title have been met. Any person
seeking to export an imported article
pursuant to any of the provisions of
this subsection shall establish that the
article was intended for export at the
time the article entered commerce.
Any article condemned by reason of its
being an article which may not, under
section 344 or 355 of this title, be
introduced into interstate commerce,
shall be disposed of by destruction.

(2) The provisions of paragraph (1) of
this subsection shall, to the extent
deemed appropriate by the court, apply
to any equipment or other thing which
is not otherwise within the scope of
such paragraph and which is referred

to in paragraph (2) of subsection (a).

60
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(3) Whenever in any proceeding under (3) o] Rof] @}= A2&0A Al(a)TA(2)E
this section, involving paragraph (2) of of Wslo] Ay (o= AQ])9] &
subsection (a), the condemnation of 571 AiE= Fe HAe Arolo] HY
any equipment or thing (other than a o] UtEsh utst ~F 02 28 AUZSHH
drug) is decreed, the court shall allow A Lo1o] o]l HQ] YojA 125t =49]
the claim of any claimant, to the extent | AW &3t A= 5] &ofjof it}
of such claimant's interest, for (i) Aol A(2)3A AGH ZAH
remission or mitigation of such Q]S AR 2AHYU T2t siQo] Yol
forfeiture if such claimant proves to A Z5tR] Qrgrom, I otofA] A= 9]
the satisfaction of the court (i) that he oF=of tfjsf ojmgt ojsiIUA = QPti= A
has not committed or caused to be (i) Qlo] Moz FE3SH A SR} A
committed any prohibited act referred SHUAIRA EE= T vlo] wkAlo g st
to in such paragraph (2) and has no ey Zogke] 310 gigh olsiAIvt
interest in any drug referred to Adth+= A
therein, (ii) that he has an interest in (iil) AGLQlo] oj® AJA & sl AH|Lt
such equipment or other thing as 1 8kl 27o] Y& 9Jok=E vy}t W= O]
owner or lienor or otherwise, acquired =9] HES ¢ylst= glof] AFEE 1 A
by him in good faith, and (iii) that he at | U A}8= Zlolgt= AJAlS x| ZLaiAL}
no time had any knowledge or reason J=5A 18 utst o] 97 gioitt= A
to believe that such equipment or other
thing was being or would be used in, or
to facilitate, the violation of laws of the
United States relating to counterfeit
drugs.

(e) Costs (e) H] &

When a decree of condemnation is g =20 tiof &7 =Zo] W=zd 7

entered against the article, court costs L HY v 8y 4w, EdE|] @ T gk

and fees, and storage and other proper | ¢ AAsSH vH| &2 st &9 A0loz
O=_d%f Al 9ofs % eEd
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expenses, shall be awarded against the
person, if any, intervening as claimant
of the article.

(f) Removal of case for trial

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.

(g) Administrative restraint; detention
orders

(1) If during an inspection conducted
under section 374 of this title of a
facility or a vehicle, a device, drug, or
tobacco product which the officer or

employee making the inspection has
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reason to believe is adulterated or AEo] sig Aldo|ut RpgoflA 2Had 7
misbranded is found in such facility or L 85t FREYo|u 1180l (Ao
vehicle, such officer or employee may F783t g0 wel) st 717t 5t i
order the device, drug, or tobacco g o g7|7], 9JekE = THHjAES &
product detained (in accordance with Astes H3ds 4 Qltt. o] 7172 20
regulations prescribed by the S x9st & 9lon}, Ato| A(a)dt E=
Secretary) for a reasonable period o] ™ A|332%x0f = A4S A|7|517]
which may not exceed twenty days Qs 20¥-& E3tet= SX] 7|7to] =WQo

unless the Secretary determines that a Oty wdsts 742 3098 RiupohA] =

period of detention greater than twenty | ®¢ WA SX] 7]7Hs AAE 4 9l

days is required to institute an action o] 3o wat AHo] fASH HAL o] &
under subsection (a) or section 332 of of et Q] wv7]7], QJokE £+ FHiAE
this title, in which case he may o RRI7F R E 7] Aofl o} Aol
authorize a detention period of not to A|¥st 22 = oy8Qlo] st §
exceed thirty days. Regulations of the 58 &It = Q- Lsfjof sttt o] 39
Secretary prescribed under this 02 & 982 X 717 5ot gX=
paragraph shall require that before a o]z 7]7], 9JokE x = HHAES AlHst
device, drug, or tobacco product may 7] Y5t E2A0 2 g S| BAARFS
be ordered detained under this BASIAY BAISIES Q1Y 4 Qi
paragraph the Secretary or an officer Al(a)&dof et deH 3L sid =77
or employee designated by the 7], 9JokE r = duijA=Z=S AL R4
Secretary approve such order. A 0] 9J= A= o] 3o W= 9lw7|7], 9
detention order under this paragraph oFE v PHiAIEY [Alo thsl Aol
may require the labeling or marking of A ol9jE A7 4 At} S&]of st

a device, drug, or tobacco product ol A|7|7T AofA AlEs= SXE 5
during the period of its detention for ojyjo] AL "|FAl A7 7|35 A&t
the purpose of identifying the device, S Hy e B SX|E sQlstAY R85t

drug, or tobacco product as detained. sfjoF sict.
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Any person who would be entitled to
claim a device, drug, or tobacco
product if it were seized under
subsection (a) may appeal to the
Secretary a detention of such device,
drug, or tobacco product under this
paragraph. Within five days of the date
an appeal of a detention is filed with
the Secretary, the Secretary shall after
affording opportunity for an informal
hearing by order confirm the detention
or revoke it.

(2)(A) Except as authorized by
subparagraph (B), a device, drug, or
tobacco product subject to a detention
order issued under paragraph (1) shall
not be moved by any person from the
place at which it is ordered detained
until-

(i) released by the Secretary, or

(ii) the expiration of the detention
period applicable to such order,
whichever occurs first.

(B) A device or drug subject to a
detention order under paragraph (1)
may be moved-

(i) in accordance with regulations

prescribed by the Secretary, and
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(i) if not in final form for shipment, at (i) AAE st 2] FER7} ofd HE
the discretion of the manufacturer of A EZAXS] A= et J2st FEj= gF
the device or drug for the purpose of =7] Yol Qs AAE YT ZA9]
completing the work required to put it o] =

in such form.

(h) Administrative detention of foods (h) AlZ9] SIAA Q-&]

(1) Detention authority (1) 8x] @3t

(A) In general (A) 49t 474

An officer or qualified employee of the AlZOJoFE X o] Jodo|ut AHAS ZHE
Food and Drug Administration may o 18912 o] 7gof Mt sid s FLojy
order the detention, in accordance AHAS 7 ma18Qlo] 4sist AAL, Al

with this subsection, of any article of A E 3]

food that is found during an AL BodsHq BA|E ity e utst o]
inspection, examination, or 571 = AL o] &of e} sy AlE9]
investigation under this chapter SRS HF3Y 4 9ok

conducted by such officer or qualified
employee, if the officer or qualified
employee has reason to believe that

such article is adulterated or

misbranded.
(B) Secretary's approval (B) Arto] 2ol
An article of food may be ordered AlZ o xbto|u} Aol A|HEE FRLYo|

detained under subparagraph (A) only Sl

if the Secretary or an official w2} §X|7F "= 4 9t FRYL §f
designated by the Secretary approves o AlZo] 9x|st X|HO] o] Ao T X
the order. An official may not be so o AROIX}o| AL} T2igt ARQIXIHCH At
designated unless the official is the Z 2ol ofd St THA XHE £ Ut

director of the district under this
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chapter in which the article involved is

located, or is an official senior to such

director.

(2) Period of detention (2) &&] 717t

An article of food may be detained AlZ o A(1)zo et 20¥S xu}6HA]
under paragraph (1) for a reasonable or= Atohst 717F =9F SX|=E 4~ Qi

period, not to exceed 20 days, unless a gk, Aol Al(a)dr == o] H A|332%
greater period, not to exceed 30 days, of @& A4S A7|st7] ¢Jo HQast 4
is necessary, to enable the Secretary to | % 3092 %=3}31X] %= ¢ 71 7|7F =9t

institute an action under subsection (a) | SX|= 4 At} Ao A4S E5| HEaj

or section 332 of this title. The 5t7] & AEy Bsto 1e2st £A%53
Secretary shall by regulation provide Al&5HA A17181H7] st AXIS opsfof
for procedures for instituting such St

action on an expedited basis with

respect to perishable foods.

(3) Security of detained article (3) &X" FF9] Hot

An order under paragraph (1) with A(1)zo] T2 AlZo| st ¥y s
respect to an article of food may AlZol| SX|EATH= FA|S HASEAL
require that such article be labeled or BAIBIEE Q18 4 9lon], AASH 73
marked as detained, and shall require L ot AZES QHXSHE AJE R o] 55t =

that the article be removed to a secure Q sfjof stch. Teist W o] tjalo] =

facility, as appropriate. An article =52 o] §EsHAY slid ggol A
subject to such an order shall not be L= 9X] 7|7to] gtgE W7HK], & &
transferred by any person from the WA 9SH= AJA7ER] ofH AFE SX]7}
place at which the article is ordered HEE AL o]lzH AAA oA £
detained, or from the place to which 9t} o] & ST ESEo] WY thitel
the article is so removed, as the case =t ¥ 5ol Alsio ThE & £9ls)

may be, until released by the Secretary | & 7102 3L ojA= oY L, o] H
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or until the expiration of the detention

period applicable under such order,

whichever occurs first. This subsection

may not be construed as authorizing
the delivery of the article pursuant to
the execution of a bond while the
article is subject to the order, and
section 381(b) of this title does not
authorize the delivery of the article
pursuant to the execution of a bond
while the article is subject to the order.
(4) Appeal of detention order

(A) In general

With respect to an article of food
ordered detained under paragraph (1),
any person who would be entitled to be
a claimant for such article if the article
were seized under subsection (a) may
appeal the order to the Secretary.
Within five days after such an appeal is
filed, the Secretary, after providing
opportunity for an informal hearing,
shall confirm or terminate the order
involved, and such confirmation by the
Secretary shall be considered a final
agency action for purposes of section
702 of title 5. If during such five-day

period the Secretary fails to provide
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regulation;

(B) provide a period of not less than 60
days for comments on the proposed
regulation; and

(C) publish the final regulation not less
than 30 days before the regulation's
effective date.

(2) Restrictions

Notwithstanding any other provision of

68
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such an opportunity, or to confirm or
terminate such order, the order is
deemed to be terminated.
(B) Effect of instituting court action (B) ¥ &4 A|719] a1t
The process under subparagraph (A) (A)=oll 2 A(1)= FFol digh o] A
for the appeal of an order under 7] AX= Aol sl AlZa; 22 5)o]
paragraph (1) terminates if the A(a)d £+ o] H AI332x0] T2 A5
Secretary institutes an action under 2 A7Iote 4% SR8
subsection (a) or section 332 of this
title regarding the article of food
involved.
(i) Procedures for promulgating (i) +8 =9 AX}
regulations
(1) In general (1) ¢yt 44
In promulgating a regulation o] &E Al AL 21 o A
implementing this section, the 2 o2 72t S o] it}
Secretary shall-
(A) issue a notice of proposed (A) A A5 25t A Al &
rulemaking that includes the proposed A= &l

(B) At /8ol tish 3 AlAl 717t

60 oY A+
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Federal law, in implementing this
section, the Secretary shall only
promulgate regulations as described in
paragraph (1).

§335. Hearing before report of criminal
violation

Before any violation of this chapter is
reported by the Secretary to any
United States attorney for institution of
a criminal proceeding, 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.

§335a. Debarment, temporary denial of
approval, and suspension

(a) Mandatory debarment; certain drug
applications

(1) Corporations, partnerships, and
associations

If the Secretary finds that a person
other than an individual has been
convicted, after May 13, 1992, of a
felony under Federal law for conduct
relating to the development or

approval, including the process for

uu
el
o%
o
=
39,
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=
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=
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AFgrol o] Ato] giute] chah FAb 252
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development or approval, of any
abbreviated drug application, the c}.
Secretary shall debar such person
from submitting, or assisting in the
submission of, any such application.
(2) Individuals (2) 7

If the Secretary finds that an individual | Ato] 7jjQlo] tf& 7k & %= oj- sjutet
o

has been convicted of a felony under A= siQof sl duldo] rE ZF =2
Federal law for conduct- OF WAS "ke APAS o = HQ A
(A) relating to the development or Be a5t 7|Qlo] SRl AAY AlF &
approval, including the process for Ql ofofz Aol Q= Atof|Al ofmgt At
development or approval, of any drug Ao E MUIAE Algste AE FAIS
product, or of &tc},

(B) otherwise relating to the regulation (A) oJoF=Z o] yjutolL} 2ol(7fdto|L} &
of any drug product under this o1 25t Ax} &3gh

chapter, (B) o] Aol W ojorE Alet D) B
the Secretary shall debar such A HL

individual from providing services in
any capacity to a person that has an
approved or pending drug product
application.

(b) Permissive debarment; certain drug | (b) 5] &X A}4 dred, EX o]okz o] Al

applications; food imports A, AE9 £

(1) In general (1) g9t 474

The Secretary, on the Secretary's own Ao xpdFA o 2 = Mo S5,
initiative or in response to a petition, A(2)2 E= A|(3)zof et oS 2H=0
may, in accordance with paragraph (2) SE5t= AtQ] AtAL ytersr 4~ olrt,

or (3), debar-
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(A) a person other than an individual
from submitting or assisting in the
submission of any abbreviated drug
application:

(B) an individual from providing
services in any capacity to a person
that has an approved or pending drug
product application;

(C) a person from importing an article
of food or offering such an article for
import into the United States: or

(D) a person from importing or offering
for import into the United States a
drug.

(2) Persons subject to permissive
debarment; certain drug applications
The following persons are subject to
debarment under subparagraph (A) or
(B) of paragraph (1):

(A) Corporations, partnerships, and
associations

Any person other than an individual
that the Secretary finds has been
convicted-

(i) for conduct that-

(I) relates to the development or
approval, including the process for the

development or approval, of any
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abbreviated drug application: and droju} 29018 9|5t ARt mghu}t e

(II) is a felony under Federal law (if the 32

person was convicted before May 13, (II) deldo] @2 = x| (G AH7F 19924
1992), a misdemeanor under Federal 54 13 o|Adof §& HWAES e HQ)
law, or a felony under State law, or Ao & dHE, B+ Yo &

(ii) of a conspiracy to commit, or aiding | £%|Q 3%

or abetting, a criminal offense (i) 1)of] A= Hz] s F= A|(a)TA|
described in clause (i) or a felony ()30 AYE 272 1o], WAl Ft 8
described in subsection (a)(1), x5 AL

if the Secretary finds that the type of
conduct which served as the basis for
such conviction undermines the

process for the regulation of drugs.

(B) Individuals (B) 7i!

(i) Any individual whom the Secretary (i) Aol 7fQlo] 29| G HAS 4t
finds has been convicted of- = AdE 27 ° BF

(I) a misdemeanor under Federal law or | (I) 2]eF=9] 7jjuto|L} &ol(7fjdto|u}t 491
a felony under State law for conduct 2 QJst AR} mgha} WAL AL o] Ao
relating to the development or w2 ookx 1At Ze] THH s§o
approval, including the process for ool Aol g d¥Hs £= FH
development or approval, of any drug = &5

product or otherwise relating to the

regulation of drug products under this

chapter, or

(II) a conspiracy to commit, or aiding (I) 2293t HA s == A|(a)TA(2)=

or abetting, such criminal offense or a of d¥E 235 WO WA E= HFXSH
felony described in subsection (a)(2), 73

(]
k]
if the Secretary finds that the type of Abbo] 12 sh o2 7019l S&.& WA9]
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conduct which served as the basis for
such conviction undermines the
process for the regulation of drugs.

(ii) Any individual whom the Secretary
finds has been convicted of-

(I) a felony which is not described in
subsection (a)(2) or clause (i) of this
subparagraph and which involves
bribery, payment of illegal gratuities,
fraud, perjury, false statement,
racketeering, blackmail, extortion,
falsification or destruction of records,
or interference with, obstruction of an
investigation into, or prosecution of,
any criminal offense, or

(II) a conspiracy to commit, or aiding
or abetting, such felony,

if the Secretary finds, on the basis of
the conviction of such individual and
other information, that such individual
has demonstrated a pattern of conduct
sufficient to find that there is reason to
believe that such individual may violate
requirements under this chapter
relating to drug products.

(iii) Any individual whom the Secretary
finds materially participated in acts

that were the basis for a conviction for
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an offense described in subsection (a)
or in clause (i) or (ii) for which a
conviction was obtained, if the
Secretary finds, on the basis of such
participation and other information,
that such individual has demonstrated
a pattern of conduct sufficient to find
that there is reason to believe that
such individual may violate
requirements under this chapter
relating to drug products.

(iv) Any high managerial agent whom
the Secretary finds-

(I) worked for, or worked as a
consultant for, the same person as
another individual during the period in
which such other individual took
actions for which a felony conviction
was obtained and which resulted in the
debarment under subsection (a)(2), or
clause (i), of such other individual,

(II) had actual knowledge of the actions
described in subclause (I) of such other
individual, or took action to avoid such
actual knowledge, or failed to take
action for the purpose of avoiding such
actual knowledge,

(IIT) knew that the actions described in
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subclause (I) were violative of law, and AR S oty Ql9itt= A
(IV) did not report such actions, or did (IV) gre]A ol AJ7F Yo 1235t i =
not cause such actions to be reported, H7AHo] o] njy80 £ tfg]Qlo]

to an officer, employee, or agent of the U AAsE W Ashato| Al Hal5HA] U4kA

Department or to an appropriate law U, BVEEE ofX] QFAY, QJokE
enforcement officer, or failed to take Al ARPE FLEA] s BAs o2
other appropriate action that would st 2R]E FotA] LUtt= A

have ensured that the process for the
regulation of drugs was not
undermined, within a reasonable time

after such agent first knew of such

actions,

if the Secretary finds that the type of Aol T12ist o2 7HQ19] Sx] wmHA 9]
conduct which served as the basis for 277t | Y 7ol JokE Al AR}
such other individual's conviction £ &gttty ddsts 4$

undermines the process for the

regulation of drugs.

(3) Persons subject to permissive (3) 3184 A}A uied gidAL, AE =
debarment; food or drug importation O]okx 20l

A person is subject to debarment 02 Z2F 59 4% e A= Al(1)=2(C)=
under paragraph (1)(C) if- of & At4 9e

=l
(A) the person has been convicted of a (A) Al=9] o]= £Uup A=A

felony for conduct relating to the 3 32 & WAL dvre x}
importation into the United States of

any food:

o
N

(B) the person has engaged in a pattern | (B) Afgoly &=2] 740 Soist A&

of importing or offering for import oL AtHE Refjeh Az HAE Al=0]

adulterated food that presents a threat | AF&SA Z2Qloju) 49 A|otol| =Hoist A}
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of serious adverse health
consequences or death to humans or
animals;
(C) the person has been convicted of a (C) 9Jor=o| L} EA|EA(0]2HA A21H
felony for conduct relating to the A8o2xof AJol¥l vtof] TH5)9] u]= £
importation into the United States of 7 A= s§Qof s £ =2 SF WA
any drug or controlled substance (as £ dke %}

defined in section 802 of this title);

(D) the person has engaged in a pattern | (D) T2 %9 ASA £ F= £

of importing or offering for import- A|Qtof o gt X}
(i) controlled substances that are (i) o]=2EA A19HA| 1401 2 A (m)&of ot
prohibited from importation under 2ol FAH SAIEA

section 1401(m) of title 19; or

(ii) adulterated or misbranded drugs (i) ©F29] ojr shitof st HAE
that are- AL BG5HA BAIE ofekE

(I) not designated in an authorized (I) £91=l AR} glo]y wdh A|AEIofA]

electronic data interchange system as o] FAIsH= AlZEo g2 XAER e
a product that is regulated by the 2

Secretary; or
(II) knowingly or intentionally falsely (I) &9l=l XX} o]y g A]AEIA
designated in an authorized electronic AHto] Alsh= AlEo2 119 F= 9k
data interchange system as a product Aoz AXEA K= A

that is regulated by the Secretary.
(4) Stay of certain orders (4) EX "9 a3 AKX

An order of the Secretary under clause | A|(2)3H(B)=(iii) £+ (iv)o] T2 A%o]
(iii) or (iv) of paragraph (2)(B) shall not HH 2 st o] wgde S 30¥o] 74
take effect until 30 days after the order | g Wi7tx] 30| ¥HAESHA] ofystct.

has been issued.
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(5) Definition

For purposes of paragraph (3)(D), the
term "pattern of importing or offering
for import" means importing or
offering for import a drug described in
clause (i) or (ii) of paragraph (3)(D) in
an amount, frequency, or dosage that
is inconsistent with personal or
household use by the importer.

(c) Debarment period and
considerations

(1) Effect of debarment

The Secretary-

(A) shall not accept or review (other
than in connection with an audit under
this section) any abbreviated drug
application submitted by or with the
assistance of a person debarred under
subsection (a)(1) or (b)(2)(A) during the
period such person is debarred,

(B) shall, during the period of a
debarment under subsection (a)(2) or
(b)(2)(B), debar an individual from
providing services in any capacity to a
person that has an approved or
pending drug product application and
shall not accept or review (other than

in connection with an audit under this

77

(5) 89
A(3)=(D)F) 4G dEA +9 Ex
> Aol AAAAE Al(3)=(D)=(1)

E ()] HYate oSS gl

717 B9t A& o] JoFE AR (o] &
of whe ZtAbet BUE ot Al A

23t AEsHA ot

(B) Al(a)3A(2)5 E& A(b)ZA(2)5(B)
2o whE A wg S Fok Al
ARAAL AF FA oo
& AolA oludt AAoRE AujAg A

25t= 71e ZX|5H, 228k sjologw

—_—

2
[}

N5e v

oftl



Q SR A @ AMIAE A 2 e

rok
Hl

section) an abbreviated drug
application from such individual, and
(C) shall, if the Secretary makes the
finding described in paragraph (6) or
(7) of section 335b(a) of this title,
assess a civil penalty in accordance
with section 335b of this title.

(2) Debarment periods

(A) In general

The Secretary shall debar a person
under subsection (a) or (b) for the
following periods:

(i) The period of debarment of a person
(other than an individual) under
subsection (a)(1) shall not be less than
1 year or more than 10 years, but if an
act leading to a subsequent debarment
under subsection (a) occurs within 10
years after such person has been
debarred under subsection (a)(1), the
period of debarment shall be
permanent.

(ii) The debarment of an individual
under subsection (a)(2) shall be
permanent.

(iii) The period of debarment of any
person under paragraph (2) or (3) of

subsection (b) shall not be more than 5
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years.
The Secretary may determine whether
debarment periods shall run
concurrently or consecutively in the
case of a person debarred for multiple
offenses.

(B) Notification

Upon a conviction for an offense
described in subsection (a) or (b) or
upon execution of an agreement with
the United States to plead guilty to
such an offense, the person involved
may notify the Secretary that the
person acquiesces to debarment and
such person's debarment shall
commence upon such notification.

(3) Considerations

In determining the appropriateness
and the period of a debarment of a
person under subsection (b) and any
period of debarment beyond the
minimum specified in subparagraph
(A)(i) of paragraph (2), the Secretary
shall consider where applicable-

(A) the nature and seriousness of any
offense involved,

(B) the nature and extent of

management participation in any
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offense involved, whether corporate S 275I=A] o R, EAAESH 738 FA
policies and practices encouraged the 7} s HE|of] 7]3=A] o5
offense, including whether inadequate

institutional controls contributed to the

offense,

(C) the nature and extent of voluntary (C) ¥HAd "HE7E 559 uR]le 9=
steps to mitigate the impact on the tstebrz] st ApEA RX|Q] AT A
public of any offense involved, L. O]= 9AlE]= oJokm 0] 3|} 8 &
including the recall or the F, B ZA] Oist MR PR(2E
discontinuation of the distribution of AZof gist A-ESH F=oo] 3 A=
suspect drugs, full cooperation with IshH, APZ|2 A& oJokz £9]of st o]

=)
any investigations (including the extent | @19] m7| J2]1 F& Y710 ojjst A&
of disclosure to appropriate authorities | A E£= AAA Bx88 AAIA O 2 A|st
of all wrongdoing), the relinquishing of st7] s Fst 1
profits on drug approvals fraudulently
obtained, and any other actions taken
to substantially limit potential or actual
adverse effects on the public health,
(D) whether the extent to which (D) 294, 49 E= 99 WHHHo=
changes in ownership, management, or | &® HX|Q] ¥0lo] A SFo 17
operations have corrected the causes g HEIF SAYSHA] oS Zlolgte YA
of any offense involved and provide A BE5S AlEsteAl ofF
reasonable assurances that the offense

will not occur in the future,

(E) whether the person to be debarred (E) AFA& etedst A7 dAAf AJAE 501
is able to present adequate evidence Zto] oJekr= AN At QJek=yt n = A
that current production of drugs = &9l 7to] oJor= Alo] AM|L HTf
subject to abbreviated drug St AAl A&2YH AS8ST= 55 &
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applications and all pending
abbreviated drug applications are free
of fraud or material false statements,
and

(F) prior convictions under this
chapter or under other Acts involving
matters within the jurisdiction of the
Food and Drug Administration.

(d) Termination of debarment

(1) Application

Any person that is debarred under
subsection (a) (other than a person
permanently debarred) or any person
that is debarred under subsection (b)
may apply to the Secretary for
termination of the debarment under
this subsection. Any information
submitted to the Secretary under this
paragraph does not constitute an
amendment or supplement to pending
or approved abbreviated drug
applications.

(2) Deadline

The Secretary shall grant or deny any
application respecting a debarment
which is submitted under paragraph (1)
within 180 days of the date the

application is submitted.
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(3) Action by the Secretary

(A) Corporations

(i) Conviction reversal

If the conviction which served as the
basis for the debarment of a person
under subsection (a)(1) or paragraph
(2)(A) or (3) of subsection (b) is
reversed, the Secretary shall withdraw
the order of debarment.

(ii) Application

Upon application submitted under
paragraph (1), the Secretary shall
terminate the debarment of a person if
the Secretary finds that-

(I) changes in ownership, management,
or operations have fully corrected the
causes of the offense involved and
provide reasonable assurances that the
offense will not occur in the future,
and

(II) in applicable cases, sufficient
audits, conducted by the Food and
Drug Administration or by independent
experts acceptable to the Food and
Drug Administration, demonstrate that
pending applications and the
development of drugs being tested

before the submission of an application
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are free of fraud or material false
statements.

In the case of persons debarred under
subsection (a)(1), such termination
shall take effect no earlier than the
expiration of one year from the date of
the debarment.

(B) Individuals

(i) Conviction reversal

If the conviction which served as the
basis for the debarment of an
individual under subsection (a)(2) or
clause (i), (ii), (iii), or (iv) of subsection
(b)(2)(B) or subsection (b)(3) is
reversed, the Secretary shall withdraw
the order of debarment.

(ii) Application

Upon application submitted under
paragraph (1), the Secretary shall
terminate the debarment of an
individual who has been debarred
under subsection (b)(2)(B) or
subsection (b)(3) if such termination
serves the interests of justice and
adequately protects the integrity of the
drug approval process or the food
importation process, as the case may

be.
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(4) Special termination

(A) Application

Any person that is debarred under
subsection (a)(1) (other than a person
permanently debarred under
subsection (¢)(2)(A)(i)) or any individual
who is debarred under subsection (a)(2)
may apply to the Secretary for special
termination of debarment under this
subsection. Any information submitted
to the Secretary under this
subparagraph does not constitute an
amendment or supplement to pending
or approved abbreviated drug
applications.

(B) Corporations

Upon an application submitted under
subparagraph (A), the Secretary may
take the action described in
subparagraph (D) if the Secretary, after
an informal hearing, finds that-

(i) the person making the application
under subparagraph (A) has
demonstrated that the felony
conviction which was the basis for
such person's debarment involved the
commission of an offense which was

not authorized, requested,
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commanded, performed, or recklessly
tolerated by the board of directors or
by a high managerial agent acting on
behalf of the person within the scope of
the board's or agent's office or
employment,

(i) all individuals who were involved in (i) ¥z siof] TSP AY 1 P& &
the commission of the offense or who UAU LotoF iH ZE 7iQlo] o] H A|
knew or should have known of the 355%9] AH8& wh= oJokxo] Jfjdo|it

AUvp wA" NgolA AejH U= A

ol

offense have been removed from
employment involving the development
or approval of any drug subject to
sections 355 of this title,

(iii) the person fully cooperated with all | (iii) sf& AP/} B& RAM| AAo2 Fx

Yol 4143 3

o
rg
¥

investigations and promptly disclosed iy 9= AL
all wrongdoing to the appropriate sk = A

authorities, and

(iv) the person acted to mitigate any (iv) s A7} =l 25 HE|7F 250
impact on the public of any offense 0X|= F&F2 &3tot7] Yst 22X F3t
involved, including the recall, or the U= A, o]= Ao] sfid 2Qek=09] QtA
discontinuation of the distribution, of dolut a59 tist 22 QI8 3Lt
any drug with respect to which the S5 ZhS QASH 9Jok=of Ofist 3]t
Secretary requested a recall or L5 b8 1SSt

discontinuation of distribution due to

concerns about the safety or efficacy

of the drug.
(C) Individuals (C) 71
Upon an application submitted under (A)Zo] wiet AlE= Ao tfsf, Ak
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subparagraph (A), the Secretary may
take the action described in
subparagraph (D) if the Secretary, after
an informal hearing, finds that such
individual has provided substantial
assistance in the investigations or
prosecutions of offenses which are
described in subsection (a) or (b) or
which relate to any matter under the
jurisdiction of the Food and Drug
Administration.

(D) Secretarial action

The action referred to in
subparagraphs (B) and (C) is-

(1) in the case of a person other than an
individual-

(I) terminating the debarment
immediately, or

(II) limiting the period of debarment to
less than one year, and

(ii) in the case of an individual, limiting
the period of debarment to less than
permanent but to no less than 1 year,
whichever best serves the interest of
justice and protects the integrity of the
drug approval process.

(e) Publication and list of debarred

persons

86




person-
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Q) =i @A KLIS staszmgg
The Secretary shall publish in the Al A(a)d E= A|(b)go] wet x4
Federal Register the name of any o] dter=l X}9] o]g, ApA vreho] Wrgd,
person debarred under subsection (a) AHA 8rer 717FS vl B R o] Fmalof
or (b), the effective date of the stch, Arate gt J2ish AJ5o] 22 X}
debarment, and the period of the 7 dtelo] dbgoat x| A 7|7F, A}A urek
debarment. The Secretary shall also o]l 285 7|208 SX|sty E7|HZ F]
maintain and make available to the A 3t ¥ oA df|o]Esto] &0l o] &
public a list, updated no less often than | & £ Q== 5ljo} stct.
quarterly, of such persons, of the
effective dates and minimum periods of
such debarments, and of the
termination of debarments.

(f) Temporary denial of approval (f) AR 590 HY

(1) In general (1) ¢yt 44

The Secretary, on the Secretary's own Ao ApdPR o2 = Mo SH5Ho
initiative or in response to a petition, A(3)zof ot of2 7t Zof sigst= At
may, in accordance with paragraph (3), | 7} A|&3t 7to] QJoF= Ao £912 A
refuse by order, for the period (2)z0] FAE 7|7F ZoF W2 E5] A
prescribed by paragraph (2), to Hsk 2 olth

approve any abbreviated drug

application submitted by any person-

(A) if such person is under an active (A) (B)=o]] A= s§Q]of] Wsto] x|
Federal criminal investigation in Hb AL ZAFS ¥Ry Ql= R}
connection with an action described in

subparagraph (B),

(B) if the Secretary finds that such (B) o] st Atof csh o3t 22

Al
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(i) has bribed or attempted to bribe, (i) 27150 =22 my8ol =& ]
has paid or attempted to pay an illegal olojL} 7to] ojok= Alup HHE o
gratuity, or has induced or attempted A%, & = AHF 2L HEE F
to induce another person to bribe or AY 81 AlESiAY, B AES
pay an illegal gratuity to any officer, AW AY AlFotd 1 Al E3iAY, o2
employee, or agent of the Department Abdo]l O2A ste&E S LAY S %5t
of Health and Human Services or to =

any other Federal, State, or local At
official in connection with any
abbreviated drug application, or has
conspired to commit, or aided or
abetted, such actions, or
(ii) has knowingly made or caused to be | (ii) 7to] QJQF= Al o]L} 7to] o]okZ Al
made a pattern or practice of false A A 9ok
statements or misrepresentations with AAlof] o5
2]

respect to material facts relating to any | = O
=
L=k

abbreviated drug application, or the Ay BEAAISE A48 st & 3 S3o|ut
production of any drug subject to an NSRS WHAHAL, 25t Y S o], u
abbreviated drug application, to any A B BERSE 74

officer, employee, or agent of the

Department of Health and Human

Services, or has conspired to commit,
or aided or abetted, such actions, and
(C) if a significant question has been (C) ot Arol disil oist 2ol A”7]
raised regarding- = 7
(i) the integrity of the approval process (i) off

with respect to such abbreviated drug AR A

application, or
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(ii) the reliability of data in or
concerning such person's abbreviated
drug application.

Such an order may be modified or
terminated at any time.

(2) Applicable period

(A) In general

Except as provided in subparagraph
(B), a denial of approval of an
application of a person under
paragraph (1) shall be in effect for a
period determined by the Secretary but
not to exceed 18 months beginning on
the date the Secretary finds that the
conditions described in subparagraphs
(A), (B), and (C) of paragraph (1) exist.
The Secretary shall terminate such
denial-

(i) if the investigation with respect to
which the finding was made does not
result in a criminal charge against
such person, if criminal charges have
been brought and the charges have
been dismissed, or if a judgment of
acquittal has been entered, or

(ii) if the Secretary determines that
such finding was in error.

(B) Extension

89
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If, at the end of the period described in | (A)Zo] Ad= 7]7to] & o Arto] 3j

subparagraph (A), the Secretary A Al(1)=(B)=ofl A= 3]0 tjisi
determines that a person has been AP 1 E]QiTt . WSt P At
criminally charged for an action Al 591 AR 7|17HE 1871€ & R 1}6HA]
described in subparagraph (B) of or 7|7t =9F HAMSF 4~ Qitt. Abte

paragraph (1), the Secretary may o o] 7|Z4E Ay 3] wEo] Uy

extend the period of denial of approval Xl 73L

of an application for a period not to Alo] @ =9ty WHst 49 T8st HAF
exceed 18 months. The Secretary shall S & gsfjof sict.

terminate such extension if the
charges have been dismissed, if a
judgment of acquittal has been
entered, or if the Secretary determines
that the finding described in

subparagraph (A) was in error.

(3) Informal hearing (3) v =4 H&

Within 10 days of the date an order is Al(1)Zof T2 Ho] e S22 HEH
issued under paragraph (1), the 104 ofylofl, a2 siig AtoflA] o] 9
Secretary shall provide such person OFZ AlX &9 AX ZAAo| tjs] 10¥ o]
with an opportunity for an informal ol 7ialEl= vl5A A 7185 A5l
hearing, to be held within such 10 of stc}. T2st AFo] & F2HE 60
days, on the decision of the Secretary 2 ojyjol AL sy Fw2 w2 Ao
to refuse approval of an abbreviated A 599 AXIT AsE 70X, 28E A
drug application. Within 60 days of the | Q1X], Bt &2] £A= ZQIX| S EX|5
date on which such hearing is held, the | of stt}. o]g{st EX|= & 7| RX| =2

Secretary shall notify the person given et
such hearing whether the Secretary's

refusal of approval will be continued,
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terminated, or otherwise modified.
Such notification shall be final agency
action.

(g) Suspension authority

(1) In general

If-

(A) the Secretary finds-

(i) that a person has engaged in
conduct described in subparagraph (B)
of subsection (f)(1) in connection with 2
or more drugs under abbreviated drug
applications, or

(ii) that a person has engaged in
flagrant and repeated, material
violations of good manufacturing
practice or good laboratory practice in
connection with the development,
manufacturing, or distribution of one
or more drugs approved under an
abbreviated drug application during a
2-year period, and-

(I) such violations may undermine the
safety and efficacy of such drugs, and
(II) the causes of such violations have
not been corrected within a reasonable
period of time following notice of such
violations by the Secretary, and

(B) such person is under an active

91
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investigation by a Federal authority in
connection with a civil or criminal
action involving conduct described in
subparagraph (A),

the Secretary shall issue an order
suspending the distribution of all drugs
the development or approval of which
was related to such conduct described
in subparagraph (A) or suspending the
distribution of all drugs approved
under abbreviated drug applications of
such person if the Secretary finds that
such conduct may have affected the
development or approval of a
significant number of drugs which the
Secretary is unable to identify. The
Secretary shall exclude a drug from
such order if the Secretary determines
that such conduct was not likely to
have influenced the safety or efficacy
of such drug.

(2) Public health waiver

The Secretary shall, on the Secretary's
own initiative or in response to a
petition, waive the suspension under
paragraph (1) (involving an action
described in paragraph (1)(A)(i)) with

respect to any drug if the Secretary

92
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finds that such waiver is necessary to
protect the public health because
sufficient quantities of the drug would
not otherwise be available. The
Secretary shall act on any petition
seeking action under this paragraph
within 180 days of the date the petition
is submitted to the Secretary.

(h) Termination of suspension

The Secretary shall withdraw an order
of suspension of the distribution of a
drug under subsection (g) if the person
with respect to whom the order was
issued demonstrates in a petition to the
Secretary-

(1)(A) on the basis of an audit by the
Food and Drug Administration or by
experts acceptable to the Food and
Drug Administration, or on the basis of
other information, that the
development, approval,
manufacturing, and distribution of
such drug is in substantial compliance
with the applicable requirements of
this chapter, and

(B) changes in ownership,
management, or operations-

(i) fully remedy the patterns or
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practices with respect to which the L 8-S 1A 5| A|ASIiTH= A
order was issued, and

(ii) provide reasonable assurances that | (ii) 2|3t s§Q7} ks ©rAIGHX] o948 7]

such actions will not occur in the olgt= Aol ¥58 Alusitte A
future, or

(2) the initial determination was in (2) A& o] e=dct= A

error.

The Secretary shall act on a FH2 o] o] IO FY AlE £ 180
submission of a petition under this ojlUylof siid AYof tis =X]= F|sljoF
subsection within 180 days of the date stH, AX] AR} zAlof siEd LS 1
of its submission and the Secretary 2 4 ot o] &of et Ao Al A
may consider the petition concurrently | % AHEE= AlF Fo|AHL £0% 71o]
with the suspension proceeding. Any OJok=Z AlAof tist £Aoj} Hto 2 F

information submitted to the Secretary | 9% X] ojystc}.

under this subsection does not

constitute an amendment or

supplement to a pending or approved

abbreviated drug application.

(i) Procedure (i) Bx}

The Secretary may not take any action Ao it Ao Al 5 Q35H AFAO| st
I}

under subsection (a), (b), (c). (d)(3). (g). | & Aol sk 71& & 719E A&

or (h) with respect to any person ¢t § 7150 25t ¥E2 LFSHA
unless the Secretary has issued an oty = o Atof] s = Al(a)T, Al(b)
order for such action made on the gt Ale)F, ADTFAB)=Z, AT E=

record after opportunity for an agency | Al(h)&o] T2 £X|E T 4 gt o]
hearing on disputed issues of material gho]]
fact. In the course of any investigation Bo MAQf shoke Welstyl, 912 Al

or hearing under this subsection, the =oltH, $HE $Fotl, TAF 529 AR
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Secretary may administer oaths and
affirmations, examine witnesses,
receive evidence, and issue subpoenas
requiring the attendance and testimony
of witnesses and the production of
evidence that relates to the matter
under investigation.

(j) Judicial review

(1) In general

Except as provided in paragraph (2),
any person that is the subject of an
adverse decision under subsection (a),
(b), (), (d), (f), (g), or (h) may obtain a
review of such decision by the United
States Court of Appeals for the District
of Columbia or for the circuit in which
the person resides, by filing in such
court (within 60 days following the date
the person is notified of the Secretary's
decision) a petition requesting that the
decision be modified or set aside.

(2) Exception

Any person that is the subject of an
adverse decision under clause (iii) or
(iv) of subsection (b)(2)(B) may obtain a
review of such decision by the United
States District Court for the District of

Columbia or a district court of the
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United States for the district in which
the person resides, by filing in such

court (within 30 days following the date

the person is notified of the Secretary's

decision) a complaint requesting that
the decision be modified or set aside.
In such an action, the court shall
determine the matter de novo.

(k) Certification

Any application for approval of a drug
product shall include-

(1) a certification that the applicant did
not and will not use in any capacity the
services of any person debarred under
subsection (a) or (b), in connection
with such application, and

(2) if such application is an abbreviated
drug application, a list of all
convictions, described in subsections
(a) and (b) which occurred within the
previous b years, of the applicant and
affiliated persons responsible for the
development or submission of such
application.

(1) Applicability

(1) Conviction

For purposes of this section, a person

is considered to have been convicted of
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a criminal offense-

(A) when a judgment of conviction has
been entered against the person by a
Federal or State court, regardless of
whether there is an appeal pending,
(B) when a plea of guilty or nolo
contendere by the person has been
accepted by a Federal or State court,
or

(C) when the person has entered into
participation in a first offender,
deferred adjudication, or other similar
arrangement or program where
judgment of conviction has been
withheld.

(2) Effective dates

Subsection (a), subparagraph (A) of
subsection (b)(2), clauses (i) and (ii) of
subsection (b)(2)(B), and subsection
(b)(3)(A) shall not apply to a conviction
which occurred more than 5 years
before the initiation of an agency
action proposed to be taken under
subsection (a) or (b). Clauses (iii) and
(iv) of subsection (b)(2)(B), subsection
(b)(3)(B), and subsections (f) and (g)
shall not apply to an act or action

which occurred more than b5 years
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before the initiation of an agency
action proposed to be taken under
subsection (b), (f), or (g). Clause (iv) of
subsection (b)(2)(B) shall not apply to
an action which occurred before June
1, 1992. Subsection (k) shall not apply
to applications submitted to the
Secretary before June 1, 1992.

(m) Devices; mandatory debarment
regarding third-party inspections and
reviews

(1) In general

If the Secretary finds that a person has
been convicted of a felony under
section 331(gg) of this title, the
Secretary shall debar such person
from being accredited under section
360m(b) or 374(g)(2) of this title and
from carrying out activities under an
agreement described in section 383(b)
of this title.

(2) Debarment period

The Secretary shall debar a person
under paragraph (1) for the following
periods:

(A) The period of debarment of a
person (other than an individual) shall

not be less than 1 year or more than 10
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years, but if an act leading to a
subsequent debarment under such
paragraph occurs within 10 years after
such person has been debarred under
such paragraph, the period of
debarment shall be permanent.

(B) The debarment of an individual
shall be permanent.

(3) Termination of debarment; judicial
review; other matters

Subsections (¢)(3), (d), (e), (i), (j), and
(1)(1) apply with respect to a person
(other than an individual) or an
individual who is debarred under
paragraph (1) to the same extent and in
the same manner as such subsections
apply with respect to a person who is
debarred under subsection (a)(1), or an
individual who is debarred under
subsection (a)(2), respectively.

§335b. Civil penalties

(a) In general

Any person that the Secretary finds-

(1) knowingly made or caused to be
made, to any officer, employee, or
agent of the Department of Health and

Human Services, a false statement or

99

g 2ol e $4 A upEe] 277}
L AT W AL AP w13

o g7Aololo} k.

rok

(B) 7H1e] A1
ot.
(3) A4 urdo] 8, AFHAAL 7|EF A

!

92 g olofof

T+

Al()FAR)=, A(d)Z, Ale)d, AL,
AGOY 2 AOFA(D == Al(l)=ofl et

A}#o] uhersl Jj9lo] obd Ah} ZjQlo]7
717k Al(@)&AI ()& ol we} AfAo] uhetel
A Al@)@AI2) 0] Tet ApAo| uheel
QoA HeE s A EAT HR 5
o=z Hget

O]é‘j—l:] Al O

A|335bx RIAA|A 5



rot
Hl
IE
o
0
HL

Q SR A @ AMIAE A 2 e KLiS

misrepresentation of a material fact in
connection with an abbreviated drug
application,

(2) bribed or attempted to bribe or paid | (2) 7to] oJoF= Al yt W ste] B

or attempted to pay an illegal gratuity o]
to any officer, employee, or agent of =S FAHY £ A|ESiAY, B9 AL
the Department of Health and Human =22 XFPAY A|Fd 2L A| =S Af

Services in connection with an

abbreviated drug application,

(3) destroyed, altered, removed, or (3) B74E7} Zto] oJor= Aldut st
secreted, or procured the destruction, of 1 A2 L8i5H= g Hse 2A 0
alteration, removal, or secretion of, 2 HZAYO]l AQgo|AY HARIE WG5St
any material document or other ZQst 24U 7|Et £Q35F A AtaS
material evidence which was the oy, WA, AlA B 245t 183!
property of or in the possession of the M= St & S35t Kb

Department of Health and Human
Services for the purpose of interfering
with that Department's discharge of its
responsibilities in connection with an

abbreviated drug application,

(4) knowingly failed to disclose, to an (4) 7to] oJoFr= Al thAt ojok=1} o
officer or employee of the Department sto ®¥7i20o] g 2doju; 1 dFo] m g
of Health and Human Services, a AoA 570 277 = Fash AMAES
material fact which such person had 192 ZI|sHA] ke A+

an obligation to disclose relating to any
drug subject to an abbreviated drug

application,

(5) knowingly obstructed an (5) ZFo] QJoFE Al T ofek&o oist

100
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investigation of the Department of HAHO] RALS 19]2 Hisfst At

Health and Human Services into any
drug subject to an abbreviated drug
application,

(6) is a person that has an approved or
pending drug product application and

has knowingly-

(A) employed or retained as a
consultant or contractor, or

(B) otherwise used in any capacity the
services of,

a person who was debarred under
section 33ba of this title, or

(7) is an individual debarred under
section 335a of this title and, during
the period of debarment, provided
services in any capacity to a person
that had an approved or pending drug
product application,

shall be liable to the United States for a
civil penalty for each such violation in
an amount not to exceed $250,000 in
the case of an individual and
$1,000,000 in the case of any other
person.

(b) Procedure

(1) In general
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(A) Action by the Secretary

A civil penalty under subsection (a)
shall be assessed by the Secretary on a
person by an order made on the record
after an opportunity for an agency
hearing on disputed issues of material
fact and the amount of the penalty. In
the course of any investigation or
hearing under this subparagraph, the
Secretary may administer oaths and
affirmations, examine witnesses,
receive evidence, and issue subpoenas
requiring the attendance and testimony
of witnesses and the production of
evidence that relates to the matter
under investigation.

(B) Action by the Attorney General

In lieu of a proceeding under
subparagraph (A), the Attorney
General may, upon request of the
Secretary, institute a civil action to
recover a civil money penalty in the
amount and for any of the acts set
forth in subsection (a). Such an action
may be instituted separately from or in
connection with any other claim, civil
or criminal, initiated by the Attorney

General under this chapter.
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(2) Amount

In determining the amount of a civil
penalty under paragraph (1), the
Secretary or the court shall take into
account the nature, circumstances,
extent, and gravity of the act subject to
penalty, the person's ability to pay, the
effect on the person's ability to
continue to do business, any history of
prior, similar acts, and such other
matters as justice may require.

(3) Limitation on actions

No action may be initiated under this
section-

(A) with respect to any act described in
subsection (a) that occurred before
May 13, 1992, or

(B) more than 6 years after the date
when facts material to the act are
known or reasonably should have been
known by the Secretary but in no event
more than 10 years after the date the
act took place.

() Judicial review

Any person that is the subject of an
adverse decision under subsection
(b)(1)(A) may obtain a review of such

decision by the United States Court of
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Appeals for the District of Columbia or 2st 240 tigt AALS wE 4 Qloh.
for the circuit in which the person ol= Aol AXo| sig Atof|A EX]H

resides, by filing in such court (within
60 days following the date the person is
notified of the Secretary's decision) a
petition requesting that the decision be
modified or set aside.

(d) Recovery of penalties

The Attorney General may recover any
civil penalty (plus interest at the
currently prevailing rates from the
date the penalty became final) assessed
under subsection (b)(1)(A) in an action
brought in the name of the United
States. The amount of such penalty
may be deducted, when the penalty has
become final, from any sums then or
later owing by the United States to the
person against whom the penalty has
been assessed. In an action brought
under this subsection, the validity,
amount, and appropriateness of the
penalty shall not be subject to judicial
review.

(e) Informants

The Secretary may award to any
individual (other than an officer or

employee of the Federal Government
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or a person who materially participated
in any conduct described in subsection
(a)) who provides information leading
to the imposition of a civil penalty
under this section an amount not to
exceed-

(1) $250,000, or

(2) one-half of the penalty so imposed
and collected,

whichever is less. The decision of the
Secretary on such award shall not be
reviewable.

§335c. Authority to withdraw approval
of abbreviated drug applications

(a) In general

The Secretary-

(1) shall withdraw approval of an
abbreviated drug application if the
Secretary finds that the approval was
obtained, expedited, or otherwise
facilitated through bribery, payment of
an illegal gratuity, or fraud or material
false statement, and

(2) may withdraw approval of an
abbreviated drug application if the
Secretary finds that the applicant has
repeatedly demonstrated a lack of

ability to produce the drug for which
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the application was submitted in Chy Wost= 742 71o] 9JoFZ A1X9]
accordance with the formulations or 2018 A3 4 Atk

manufacturing practice set forth in the
abbreviated drug application and has
introduced, or attempted to introduce,
such adulterated or misbranded drug
into commerce.

(b) Procedure

The Secretary may not take any action
under subsection (a) with respect to
any person unless the Secretary has
issued an order for such action made
on the record after opportunity for an
agency hearing on disputed issues of
material fact. In the course of any
investigation or hearing under this
subsection, the Secretary may
administer oaths and affirmations,
examine witnesses, receive evidence,
and issue subpoenas requiring the
attendance and testimony of witnesses
and the production of evidence that
relates to the matter under
investigation.

(c) Applicability

Subsection (a) shall apply with respect

to offenses or acts regardless of when

such offenses or acts occurred.
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(d) Judicial review

Any person that is the subject of an
adverse decision under subsection (a)
may obtain a review of such decision
by the United States Court of Appeals
for the District of Columbia or for the
circuit in which the person resides, by
filing in such court (within 60 days
following the date the person is notified
of the Secretary's decision) a petition
requesting that the decision be
modified or set aside.

§336. Report of minor violations
Nothing in this chapter shall be
construed as requiring the Secretary
to report for prosecution, or for the
institution of libel or injunction
proceedings, minor violations of this
chapter whenever he believes that the
public interest will be adequately
served by a suitable written notice or
warning.

§337. Proceedings in name of United
States; provision as to subpoenas

(a) Except as provided in subsection
(b), all such proceedings for the
enforcement, or to restrain violations,

of this chapter shall be by and in the

107

(d) APAIAL
Rl(a)gol ©he 2ajgt 259 ol

= g 24 4ot eS8

AI3362 Aulg gvie] Bwa
o] 7ol ofmat U o] AHT A

W SAY A1 Folol

4 9lrhn WEsh: o] Abo] Zulgt ¢yl

o PR g e

A337x ul= AY
& Ed 73

sth o] xofl T2 A&oA] 0]=9] oj-



Q SR A @ AMIAE A 2 e

name of the United States. Subpoenas
for witnesses who are required to
attend a court of the United States, in
any district, may run into any other
district in any proceeding under this
section.

(b)(1) A State may bring in its own
name and within its jurisdiction
proceedings for the civil enforcement,
or to restrain violations, of section 341,
343(b), 343(c), 343(d), 343(e), 343(f),
343(g), 343(h), 343(i), 343(k), 343(q), or
343(r) of this title if the food that is the
subject of the proceedings is located in

the State.

(2) No proceeding may be commenced
by a State under paragraph (1)-

(A) before 30 days after the State has
given notice to the Secretary that the
State intends to bring such proceeding,
(B) before 90 days after the State has
given notice to the Secretary of such
intent if the Secretary has, within such
30 days, commenced an informal or
formal enforcement action pertaining
to the food which would be the subject

of such proceeding, or
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(C) if the Secretary is diligently (C) Arto] i Al=aF T25te] HYo
prosecuting a proceeding in court A A4S A 488 Zo| AL, 23t
pertaining to such food, has settled A48 O AL, o A=t A
such proceeding, or has settled the H]ZAl = ZAl XS xR x|of grolst 7
informal or formal enforcement action 2
pertaining to such food.
In any court proceeding described in (C)Z20 A= HY ALoA] & JHEE=
subparagraph (C), a State may AHo=z U Helrt ok
intervene as a matter of right.
§337a. Extraterritorial jurisdiction A|337ax 99| I3ty
There is extraterritorial jurisdiction o] Ao et FAEl= 23 U5t
over any violation of this chapter o] & H¥tst= 4% sl ==°] U=
relating to any article regulated under 070l AAS 2XHO0F st ALY FE= ¢
this chapter if such article was gt 3§ S EXlst= ojmst 7t u]=o
intended for import into the United A o] F0ojX] 7§ Qo= 9] WEtHo] A&
States or if any act in furtherance of =},
the violation was committed in the
United States.
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