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15. Commerce and Trade. 39. The Postal Service.
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17. Copyrights. . and Works,
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28. Judiciary and Judicial Pro- 50. War and National Defense,
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Federal

Food, Drug, and Cosmetic Act

As Amended and

General Regulations for Its Enforcement
Title 21, Part 1

(Act revised October 1962
Regulations revised August 1963)

U.S. DEPARTMENT OF HEALTH, EDUCATION,
AND WELFARE

FOOD AND DRUG ADMINISTRATION
F.D.C. Act and Part 1 Regs.
Reprinted 1963
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FEDERAL FOOD, DRUG, AND COSMETIC.ACT AS AMENDED

and

GENERAL REGULATIONS FOR ITS ENFORCEMENT
PHB Arfh, #dn 3 bEdak

vl
=
29 fEfTe A% AR
AN ACT to prohibit the movement in interstate commerce of
adulterated and misbranded food, drugs, devices, and cosmetics,
and for other purposes

Mol YA KRR mE REERAS %5 AR 2 e &)
ML Hio 2 st s,
Be it enacted by the Senate and House of Representatives of

the United States of America in Congress assembled.
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Section 1{301]. This Act may be 81 4E(301) ol B2 MRISAS, A LU ()
cited as the Federal Food, Drug, and ¥oo) 2 Hﬁﬁ(% 4 olu},

Cosmetic Act.

CHAPTER Il - DEFINITION
BIE OE

Sec. 201 [321]. For the purposes 2014 (321) o kA BRYE Asted chgst o)
of this Act— !

(a) (1) The term “State,”” except’ e
as used in the last sentence of section (a)(1) (M) 8 SI7024% (a) o) fGedhel SCFEe proba 3
702(a), means any State or Territory : ) . S,
of the United States, the District of GRES SE M e H, ZEOHERIK W OoF
Columbia, and the Commonwealth of o) & 2l 2LHHEIE Tk

Puerto Rico.



(2) The term “Territory” means
any Territory or possession of the
United States, including the District of
Columbia, and excluding the Common-
wealth of Puerto Rico ahd the Canal
Zone.

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

(¢) The term ‘“Department” means
the U.S. Department of Health, Edu-
cation, and Welfare.

{d) The term “Secretary” means
the Secretary of Health, Education,
and Welfare.

(e) The term “person” includes in-
dividual, partnership, corporation, and
association.

(f) The term “food” means (1)
articles used for food or drink for man
or other animals, (2) chewing gum,
and (3) articles used for components
of any such article.

(g) The term “drug” mesns (1)
articles recognized in the official
United States Pharmacopeia, official
Homoeopathic Pharmacopoeia of the

United States, or official National
Formulary, or any supplement to any
of them; and (2) articles intended for
use in the diagnosis, cure, mitigation,
treatment, or prevention of disease in
man or other animals; and (3)
articles (other than food) intsnded to
affect the structure or any function
of the body of man or other animals;
and (4) articles intended for use as a
component of any articles specified in
clause (1), (2), or (3); but does not
include devices or their components,
parts, or accessories.

(h) The term “device’” (except
when used in paragraph (n) of this
section and in sections 301(i), 403(f},
502(c), and 602(c) means instru-
ments, apparatus, and contrivances.
including their components, parts, and
eccessories, intended (1) for use in
the diagnosis, cure, mitigation, treat-
ment, or prevention of disease in man
or other animals; or (2) to affect the
structure or any function of the body
of man or other animal-.
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(i) The term *“cosmetic’”” means
(i) articles intended to be rubbed,
poured, sprinkled, or sprayed on, in-
troduced into, or otherwise applied to
the human body or any part thereof
for cleansing, beuatifying, promoting
attractiveness, or altering the appear-
ance, and (2) articles intended for use
as a compoaent of any such articles;
except that such term shall not in-
clude soap.

(j)  The term “official compendium”
means the official United States Phar-
‘macopeia, official Homoeopathic Phar-
macoposia of the United States, offi-
cial National! Formulary, or any sup-
plement to any of them.

(k) The term “label” means a dis-
play of written, printed, or graphic
matter upon the immediate container
of any article; and ‘a requirement made
by or under authority of this Act that
any word, statement, or. other infor-

mation appear on the label shall not
be considered to be complied with un-
Jess such word, statement, or other in-
formation also appears on the outside
_container or wrapper, if any there be,
of the retail package of such article,
or is easily legible through the outside
container or wrapper.

(1) The term “immediate contain-
er" does not include package liners.

{(m) The term “labeling” means all
labels and other written, printed, or
graphic matter (1) upon any article
or any of its containers or  wrappers,
or (2) accompanying such article.

[Regulatian] §1.2 Labeling de
finition. Labeling includes all
written; printed, or graphic matter
accompanying an article at any
time while such articleis in inter-
state commerce or held for sale
after shipment or deliveryin inter-
state commerce.

(n) I an article is alleged to be
mmisbranded because the labeling is
‘misleading, then in determining wheth-
er the labeling is misleading ' there
shall' be taken into account (among
other things) not only representa-
tions made or suggested by statement,
word, design, device, or any combina-
tion  thereof, but also the extent to
which the labeling fails to reveal facts
material in the light of such’ represen-
-tations or material with respect to
consequences which may result from
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the use of the article to which the

labeling relates under the conditions
of use prescribed in the labeling there-
of or under such conditions of use as
are customary or usual.

[Regulan’on] §1.3 Difference
of opinion among experts. The
existence of adifference of opinion,
among experts qualified by scien-
tific training and experience, as
to the truth of a representation
made or suggested in the labeling
is a fact (among other facts) the
failure to reveal which may render
the labeling misleading, if there
is a material weight of opinion
contrary to such representation.

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

body.

(p) The term “new drug’ 'mzans—

(1) Any drug the composition of
which is such that such drug is not
generally recognized, among experts
qualified by scientific training and ex-
perience #o evaluate the safety and
effectiveness of drugs, as safe and ef-
fective for use under the conditions
prescribed, recommended, or suggest-
ed in the labeling thereof, except that
such drug not so recognized shall not
he decemed to be a “new drug” if at
any time prior to the enactment of
this Act it was subject to the Fool
and Drugs Act of June 30, 1906, as
amended, and if at such time its label-
ing contained the same, representa-
tions concerning the conditions of its
use; or

(2) Any drug the composition of
which is such that such drug, as a
result of investigations to determine
its - safety and effectiveness for use
under such conditions, has become so
recognized, but which has not, other-
wise than in such investigation, been
used to a material extent or for a ma-
terial time under such conditions.
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(q) The term ‘‘pesticide chemical”
means any substance which, alone, in
chemical combination or in formula-
tion with one or more other substan-
ces, is an ‘“econom’c poison'’ withia
the meaning of the Federal Insecticide.
Fungicide, and Rodenticide Att (7
U.S.C., secs. 135-135k) as now in
force or as hereafter amended, -and
which is used in the production, stor-
age, or transportation of raw agricul-
tural commodities.

(r) The term ‘“raw agricultural
commodity’”’ means any food in its raw

or natural state, including all fruits
that are washed, colored, or other-
wise treated in their unpeeled natural
form prior to marketing.

(s). The term “food additive”
means any substance the intended use
of which results or may reasonably be
expected to result, directly or indirect-
ly, in its becoming ‘a component or
otherwise affecting the characteristics
of any food (including any substance
intended for us2 in producing, manu-
facturing, packing, processing, prepar-
ing, treating, packaging, transporting,
or holding food; and including any
source of radiation intended for any
such use), if such substance is not
generally recognized, among experts
qualified by scientific training and ex-
perience to evaluate its safsty, as hav-
ing been adequately shown through
scientific’ procedures (or, in: the case
of a substance used in food prior to’
January 1, 1958, through either scienti-
fic procedures or experience based on
common use in food) to be safe under
the conditions of its intended use; ex-
cept that such term does not include—

(1) a pesticide chemical in or on
a raw agricultural commodity; or

(2) a pesticide chemical to the ex-
tent that it is intended for use or is
used in ‘the production, storage, or
transportation of any raw agricultural
commodity; or

{3) a color additive; or

(4) ' any substarce used in accord-
ance with a sanction or approval
granted prior to the enactment of this
paragraph pursuant to this Act, the
Poultry Products Inspection Act (21
U.S.C. 451 and the following) or the
Meat Inspection Act of March 4, 1907
(34 Stat. 1260), as amended and ex-
tended (21 U.S.C. 71 and the follow-
ing).
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{t) (1) The term ‘color additive”
means a material which—

(A) 1is a dye, pigment, or other
substance made by a process of
synthesis or similar artifice, or ex-
tracted, isolated, or otherwise de-
rived, with or without intermediate
or final change of identity, from a
vegetable, animal, mineral, or other
source, and

(B) when added or applied to

a food. drug, or cosmetic, or to the

human body or any part thereof,

is capable (alone or through reac-

tion with other substance) of im-
parting color thereto;

except that such term does not in-

clude any material which the Secre-.

tary, by regulation, determines. is
used (or intended to be used) solely
{for a purpose or purposes other than
coloring.

(2) The term ‘“color” includes
black, white, and intermediate grays.

(3) . Nothing in subparagraph (1)
of this paragraph shall be construed
to apply to any pesticide chemical,
soil or plant nutirient, or other agri-
cultural chemical solely because of its
effect in aiding, retarding, or other-
wise affecting, directly or indirectly,
the growth or other natural physio-
logical processes of produce of the
soil and ' thereby affecting its color,
whether before or after harvest.

(u) The term “safe,” as used in
paragraph (s) of this -section and in
sections 409 and 706, has reference
to thz health of man or.animal.

[The following additional defini-
tions for food are provided for in
cther acts:]

Secc. 201a [321a}. Butter. The Act
of March 4, 1923 (42 Stat. 1500), de-
fines butter as "For ‘the purposes of
this chapter ‘butter’ shall be under-
stcod to mean the food product usual-
ly known as butter, and which is
madz exclusively from milk or cream,
or both, with- or without common
salt and with or without additional
coloring - matter, and containing not
less than 80 per centum by weight of
milk fat, all tolerances having been
allowed for.”
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Sec .201b [321b]. Package.  The
Act of July 24, 1919 (41 Stat. 271),
declares ““The word ‘package’ where
it occurs in this chapter shall include
and shall be construed to include
wrapped meats inclosed in papers or
other materials as prepared by the
manufacturers thereof for sale.”

Sec. 201c [321c]. Nonfat Dry Milk
The Act of July 2, 1956 (70 Stat. 486),
defines nonfat dry milk as follows:
‘“% % * for the purposes of the Feder-
al Food, Drug. and Cosmetic Act of
June 26 sic, 1988 (ch. 675, sec. 1, 52
Stat. 1040). - nonfat dry milk is the
product resulting from the removal of
fat and water from milk, and contains
the lactose, milk proteins, and milk
minerals in the same relative propor."
tions as in the fresh milk from which
made. It contains not over 5 per
centum by weight of moisture.  The
fat content is not over 114 per centum
by weight unless otherwise indicated.

*“The term ‘milk," when used: herein,
means sweet milk of cows.”

[Regulaa'on] §1.1 General re-
gulation. (a) The provisions of reg-~
ulations promulgated under the act
with ‘respect to the doing of any
act shall be applicable also to the
causing of such act to be done.

(b) The definitions and inter-
pretations of terms contained in
section 201 of the act shall be ap-
plicable aiso to such terms when
used in regulations promulgated
under the act.
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CHAPTER 1l - PROHIBITED
ACTS AND PENALTIES
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Prohibited Acts
Sec. 301 [331]. The following acts

ond the causing thereof are hereby
prohibited:
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(a) The introduction or delivery
for introduction into interstate com-
merce of any food, drug, device, or
cosmetic that is adulterated or mis-~
branded.

(b) The adulteration or misbrand-
ing of any food, drug, device, or cos-
metic in interstate commerce.

(c) The receipt in interstate com-
merce of any food, drug, device, or
cosmetic that is adulterated or mia-
branded, and the delivery or proffered

delivery thereof for pay or otherwise.

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

(e) The refusal to. permit access
to or copying of any:record as re-
quired by section 703;' or the failure
to establish or maintain any record,
or make any report, required under
section 505 (i) or (j), or 507 (d) or
(g), or the refusal to permit access to
or verification or copying of any such
required record.

(f) The refusal to permit entry or
inspection as authorized by section
704,

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

(h) The pgiving of a guaranty or
undertaking referred to in section
303(c) (2), which guaranty or under-
taking is false, except by =a person
who relied upon a guaranty or under-
taking to the same effect signed by
and contsining the name and address
of, the person residing in the United
States from whom he received in good
faith the food, drug, device, or cos-
metic; or the giving of a guaranty or
undertaking referred to in . section
303(c) (3), which guaranty or under-
taking is false.

[Regulation] §1.4 Guaranty. In
case of the giving of a guaranty or
undertaking referred to in section
303(c) (2) or (3) of the act, ecach
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person signing such guaranty or
undertaking shall be considered to
have given it.

(i)  Forging, counterfeiting, simu-
lating, or falsely representing, or with-
out proper authority using any mark,
stamp, tag, label, or other identifica-
tion device authorized or required by
regulations promulgated under the
provisions - of section 404 506, 507, or
706.

(i) The using by any person to his
own advantage, or revealing, other
than to the Secretary or officers or
employees of the Department, or to
the courts when relevant in any judi-
cal praceeding under this Act, any in-
formation acquired under authority of
section 404, 409, 505, 506, 507, 704,
or 706 concerning any method or pro-
cess which ‘as a trade secret is entitl-
ed 'to protection.

(k) The alteration, mutilation, de-
struction, obliteration, or removal of
the whole or any part of the labeling
of, or the doing of any other act with
respect te, a food, drug, device, 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 mis-
branded.

(1) The using, on the labeling of
any drug or in any advertising relat-
ing to such drug, of any representa-
tion or suggestion that approval of an
application with respect to such drug
is in effect under ssction 505, or that
such drug complies with the provisions
of such section.

(m) The sale or offering for sale
of colored oleomargarine or colored
margarine, or the possession or serv-
ing of colored oleomargarine or color-
ed margarine in violation of section
407(b) or 407(c).

(n) - The using, in labeling, adver-
tising or other sales promotion of any
reference to any. report or analysis
furnished in compliance with section
704.

(o) In the case of a prescription
drug distributed or offered for sale in
interstate commerce, the failure of the
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manufacturer, packer, or distributor
thereof to maintain for transmittal,
or to tiransmit, to any practitioner
licensed by applicable State law to
administer such drug who makes
written request !or information as to
such drug, true :: 1 correct copies of
all printed matter swhich is required
to be included in uny package in
which is required to be included in
any package in which that drug is dis-
tributed or sold, or such other printed
matter as is approved by the Secre-
tary. Nothing in this paragraph shall
be construed to exempt any person
from any labeling requirement impos-
ed by or under other provisions of

this Act.

(p) The failure to register as re-
quired by section 510.

Injunction Proceedings

[Nothing in [these] ~amendments
shall be construed to negate or
derogate from any authority of the
Secretary existing prior to the enact-
ment of this Act.]

SEC. (302 [332]. (a) The district
courts of the United States and the
United States courts of the Territories
shall have jurisdiction, for cause
shown, and subject to the provisions
of section 3Bi(relating to notice to op-
posite party) of Title 28, to restrain
violations of section 301 of this title,
except paragraphs (h), (i), and (j)
of said section.

(b) In case of violation of an in-
junction or restraining order issued
under this section, which also' consti-
tutes a violation of this Act. trial
shall be by the court, or, upon de-
mand of the accused, by a jury. Such
trial shall be conducted in .accord-
ance with the practice and procedure
applicable in the case of proceedings
subject to the provisions of section 22
of such Act. of October 15, 1914, as
emended. [This cection, which ap-
peared as U.S.C, title 28, sec. 387,
has been repealed. It is now covered
by Rule 42(b), Federal Rules of Cri-
minal Prodecure.]
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Penaclties

SEC. 303 [333]. (a) Any person
who violates any of the prowsxons of
section 301 shall be guilty of a mis-

demeanor and shall on conviction-

thereof be subject to 1mpnsonment for
not more than one year, or a fine of
not more than $1,000, or both, such
lmprxsonment and fine; but if the vio-
lation is committed after a conviction
of such person under this section has
become final such person shall be sub-
ject to - imprisonment for not - more
than three years, or a fine of not more
than $10,000, or both such imprison-
ment and fine.

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

(¢) No person shall be subject to
the penalties of sucsection (a) of this
section, (1) for having received in in-
terstate 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 fur-
nish on request of an officer or em-
plyee duly designated by the Secretary
the name and address of the person
from whom he purchased or received
such sarticle and copies of all docu-
ments, if any there be, pertaining to
the delivery of the article to him; or

(2) for having violated section 301
(a) or (d). if he establishes a guar-
anty 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 301
(a), that such article is not adulterat-
ed or misbranded, within the meaning
of this Act, designating this Act, - or
to the effect, in case of an alleged vio-
lation of section 301(d), that such ar-
ticle is not an article which may not,
under the provisions of section 404 or
505, be introduced into interstate
commerce; or
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(3) for having violated section 301
{n). where the violation exists be-
cause the article is adulterated by
reason of containing a color ad-
ditive not from a batch certified in
accordance with regulations promul-
gated by the Secretary under this Act,
if such vperson establishes a guaranty
or undertaking signed by, and contain-
ing the name and address of. the manu-
facturer of the color additive, to the
effect that such color additivs was from
a Dbatch certified in accordance with
the applicable regulations wromulgated
by the Secretary under this Act: or

(4) for having viclated section 301

(b)Y, () or (k) by failure to comply
with section 502(f) in respect to an
article received in  interstate com-
merce to which neither section 503(a)
nor section 503(b)(1) 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 state-
ments as were contained in ‘the label-

ing at the time of such receipt of such
article.

[Regulation} §1.5 Cuaranty;
definition, and suggested forms.,
{a) A guaraaty or undertaking re-
ferred to in section 303 (c) (2) of
the act may be:

{1) Limited to a specific ship-
ment or other delivery of an arti-
cle, in which casc it may be apart
of or attached to the invoice orbill
of sale covering such shipment or
delivery, or ‘

{2} Genecral and continuing, in
which case, in its application to
any shipment or other delivery of
an article, it shall be considered
to have been given at the date such
article was shipped or delivered
by the person who gives the guar-
anty or undcertaking,

(b} The following are sug-
gested  forms  of guaranty. or
undcrtaking under- section 303 {¢)
(2) of the act:

(1} Limited form far use on
invoice of bill of sale:

(Name of person giving the
guaranty or undertaking) here-
by guarantces that noarticlelisted
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herein  is  adulterated or mis-
branded within the meaning of the
Federal Food, Drug, and Cosmectic
Act, or is an article which may
not, under the provisions of sec-
tion 404 or 505 of the act be in-
troduced into interstate com-
merce.

(Signaturc and post-office ad-
dress of person giving the guar-
anty or undertaking)

(2) General and continuing
form:

The article comprising cach
shipment or other delivery here~
after made by (name of person
giving the guaranty or undertaking)
to, or on the order of {name and
post-office address of person to
whom the guaranty or undertaking
is given) is hereby guaranteed, as
of the date of such shipment or
delivery, to be, on such date, not
adulterated or misbranded within
the meaning of the Federal Food,
Drug, and Cosmetic. Act, and not
an article which may not, under
the provisions of section 404 or
505 of the act, be introduced into
interstate commerce.

(Signature and post-office ad-
dress of person giving the guar-
anty or undcrtaking)

(c} The application of a guar-
anty or undertaking referred to in
scction 303 {(c) (2} of the act to any
shipment or other delivery of an
article shall expire when ' such
article, after shipment or delivery
by the person who gave such guar-
anty or undertaking, becomes
adulterated or misbranded within
the meaning of the act, or be=-
comes - an article which may not,
under the provisions of section
404 or 505 of the act, be intro-
duced into interstate commerce.

(d} A guaranty or undertaking
referred to in section 303(c)(3) of
the .act shall state that the ship-
ment or other delivery of the color
additive covered thereby was

manufactured by a singer thereof.

It may be 4 part of or attached to
the invoice or bill of sale covering
‘such color, If such stipment or
delivery is from a foreign manu-
facturer, such guaranty or under-
taking shall be signed by such
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manufacturer and by agent of such
manufacturer who resides in the
United States.

(e} The following are suggest-
ed forms of guaranty or under-
taking under section 303 {c)(3) of
the -act:

(1) For domesticc. manufac-
tures:

{(Name of manufacturer) hereby
guarantees that all color additives
listed herein were manufactured
by him, and (where color additive
regulations require certification)
arc from batches certified in ac-
cordance with the applicable regu-
lations promulgated wunder the
Federal Food, Drug, and Cosmetic
Act.

(Signature and post-office ad-
dress of manufacturer.)

{2) For foreign manufacturers:

{Name , of manufacturer and
agent) hereby severally guarantee
that all color -additives listed
herein where = manufactured by
(name of manufacturer), and
(where color additive regulations
require certification}) are from
batches certifieed in accordance
with. the applicable regulations
promulgated under the Federal
Food, Drug, and Cosmetic Act.

{Signature and post-office ad-
dress of manufacturer. )

(Signature and post-office ad-
dress of agent)

{f) For the purpose of a guar-
anty or undertaking under section
303 {c) (3) of the act the manufac-
turcr of a shipment or other de-
livery of a. color’additive is the
person who packaged such color.

(g} A guaranty or undertaking,
if signed by two or more persons,
shall state that such persons
severally guarantee the article to
which it applies.

(h) No representation or sug-
gustion that an article: is. guar-
anteed under the act shall be made

in labeling.

(e) ch&el €2& & Bl #3034 (c) (3) 2 $LEA
el fRArst foel BRoRA HEHGEA.

(1) B RES A %t she
(i) 2 o 71l BE GRS AN
ko] MG 2 o) o (BRI IRA] K 5He] FE
Pk E e wkRE) DHEBRMERLEES Y KB /.I,U'!ﬁ
A MEgHlAlel  wheb IRl ERRMY L2 ol fRiE
greh, (4L B o) BhE s R

A1

(2) SHBRLEE A X3k

(Bl e} fUIE?yl BB A7 & RE £F
e (EE4) o o st BEsE dolw (BFR
g iilel whel FETE BhRE = ﬂ}iﬂ =) DA
ERMLBEGEl RiE Adid YAl =tel Fard
BRI & oldl £& HAMSZ REDC (ﬂi‘é
He BA Bffe] BB ) REEZEL ¥ ¥
fEol BAEE ERT)

(f) & ¥ 3030 () (3) el KRR #Tk
o Hpy gl BRAMYpe el Hi EEs 73
= e o] fuE AI3Er Aol

Iy

(g) B— RIE BHol 2A =& 2 Ll kAl &
84 BaEdrkna ol s Ake AHel B
- Biad RIEste =T Rk g2 el

(hy ol #fhel & Hfite]l oA HKIER Aolete &

i

— 95 —



Seizure

Sec.304(334). (a) Any article of
food, drug, device, or cosmtic that is
adulterated or misbranded when int-
roduced" into or while in inter-
state commerce or while held for sale
(whether or not the first sale) after
shipment in interstate commerce, or
which may not, under the provision
of section 404 or 505, be introduced
into interstate. commerce, slall be
liable to be proceeded against while
in interstate commerce, or at any
time thereafter, on libel of informa-
tion and condemned in any dirtrict
court of the United States within the
jurisdiction of which the article is
found ': Provided however, That no
libel for condemnation shall be ins-
tituted under this Act, for any al-
leged misbranding if there in pend-
ing in any court a libel for condem-
nation proceeding under this Act
based’ upon the same alleged mis-
branding, and not more than one
such proceeding shall be instituted
if no such proceeding is so pending,
except that such limitations shall
not apply -

(1) when such misbranding has
been the basis of a prior judgment
in favor of the United States, in a
criminal, injunction, or libel for
condemnation proceeding under this
Act, or

(2) when  the = Secretary has
probable cause to believe from facts
found, without hearing, by him
or any officer or employee of the
Department that the misbranded
article ‘is bangerous to health, or
that the labeling of the misbranded
article is fraudulent, or would be i
a material respect misieading to the
injury or damage of the purchaser
or consumer.

In any case where the number of
libel for condemnation proceedings
is limited as above provided the
proceeding pending or instituted
shall, :on application of the
claimant, seasonably made, be
removed for trial to any destrict
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agreed upon by stipulations 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 proximily to
the claimant’s principal place of
business to which the case shall be
removed for trial.

(b) The articale shall be liable to
scizure by process to the libel,’ and

the procedure in.cases under this
section shall conform, as nearly as
may be, to the procedure in udmi-
ralty; except that on demand of
either party any issue of fact joined
in any such case shall be tried by
jury. When libel for condemnation
for condemnation proceedings under
this  section - involving the same
claimant and- the same . issues of
adulteration or misbranding, and
pending in two or more jurirdictions,
such pending proceedings, upon appli-
cation of the claimant seasonably
made to the court of one such juris-
diction, shall be consolidated for
trial by order of such court, and
tried in (1) any district selected by
the claimant where one of such pro-
ceedings is pending; or (2) a dist-
rict -agreed upon . by istipulation be-
tween the parties. 1f no other for
consolidation is so. made within a
reasonable time, the claimant may
apply to the court of one such juri-
sdiction, and such court (after giv-
ing the United States attorney for
such district reasonable noticé and
opportunity - to be heard) shall by
order, unless good cause to the con-
trary is shown, specify a district of
reasonable proximity to ‘the clai-
mant's principal place of business,
in which all such pending proceed-
Ings shall be consolidated for trial
and tried.. Such order of consolida-
tion shall not apply so as to require
the removal of any case the date for
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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,

(¢) The court at any time after
seizure up to a reasonable time be-
fore trial shall by order allow any
party to a condemnation proceeding,
his attorney or agent, to obtain a
representative sample of the article
seized and a true copy of the analy-
sis, if any, on which the proceeding
is based and the identifying marks
or numbers, if any, of the packages
from which the samples analyzed
were obtained.

(d) Any food, drug, device, or
cosmetic condemned under this sec-
tion shall, after entry. of the decree
be disposed of by destruction or sale
as the court may, in accordance
with the provisions of this section,
direct and the proceeds thereof, if
sold, less the legal costs and charges,
shall be paid into the  Treasury of
the United States; but such article
shall not be sold under such decree
contrary to the provisions of this
Act or the laws of the jurisdiction in
which sold : Provided, That after
entry of the decree and upon the
payment of the costs of such pro-
ceedings and the execution of 3 good
and sufficient bond conditioned that
such article shall not be sold or dis-
posed of contrary to the provisions
of this Act or the laws of any State
or Terrifory in which sold, the
court may by order direct that such
article be delivered to the ‘owner
thereof to be destroyed or brought
into compliance with the provisions
of this Act under the supervision of
ap officer or employee duly designat-
ed by the Secretary, and the ex-
penses 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 estabrishes (1) that the
adulteration, misbranding, or viola-
tion did not occur after the article

() HHFFE FRaESel HHAAL el &4 e
2 o] WINFEEel BAfR L o MRS, Eid-el (V1
Aol @i il AEa @— o ERE T4
2 EA, HAEES FEE WAL HTskA - go
o akxlel

(d) A Haol K BIND Ak, &, B ¥
fepie Hiki = BERAE WHF A Figl ol A
AT A o] FHEM skl of Rot. fi— ¥
AL e 2 AL RUNA S Hastel w5
3 PR ol Phikskel ok ek, el o] M

AU A AT TS ARESE Bflel ekt
Sds IS ok ek, 1 JRIUEE o) ohre R

o\; ro r]o

= TS a5 ol °] b e RIS K
Veah Mk RS ol Sisked P T Al
uw Fe5ra Rl LSl WHIE WA g =

ol olabel 24 4iaissl Trliok 4l o] il Fol
11 A gt 2| %fgﬁlﬁ"” FHES BE ke S
A SIETRAY BARTFATh ol WD
AL il BlE e Abghe) o) shel s ofobyt
vh, E— Hfol ARBIl BMAR Aoz IfRE I
K3k 4bgho]

(1) el AR #%, 719
fol A7iA] epgheha # oksdhe
(2) Bihe] BBES REWE MEBRD7 Hiel P W
ARIEEA 9} o] flglebit =-gabst Mist ol
% TIehE REFE AL HOUEDA =
—E bl WHRE YEbd & KEo 2 FERs e o
Aol #isls AT FiaHdA SRS HUY
47belch, {8 o] WEES] - WXt 402K (2)

2 (D, (2, (6) Hr5020E (2) %) (3), SHE02MR() o
FOE0LE () ()Y R TRY & FHA B&
e}

Wbt RIER A9 R



was imported, and (2) that he had
no cause for beliecving that it was
adulterated, misbranded, or in vio-
lation 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 801 (d) can and will be met:
provided, however, That the provi-
sions of this sentence shall not apply
where condemnation ‘is based upon
violation of section 402 (a) (1), (2),
or (6), scction 501 (a)(3), section 502
(j), or section 601 (a) or (d): And
provided further, That where such
exportation is made to the original
foreign supplier, then clauses (1)
and(2)of section 801 (d)and the forego-
ing proviso 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 801 (d) have been met. Any
article condemned by reason of its
being an article which may not,
under section 404 or 505,  be -intro-
duced into interstate commerce,

shall be disposed of by destruction.

(e) When a decrec of condemna-

tion 'is entered the article, court
costs and fees, and storage and
other proper expenses, shall be
awarded against the person, if any,
intedvening as claimant of the
article.

(fy 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 prom-
ptly transmit to the court in which
the case is to be tried all recordsin
the case necessary in order that
such couri 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
corrt would have been subjeet. i
such case had not been removed.
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Hearing befor Report of
Criminal Violations

Sec. 305 {335]. Befor any violation
of this Act is reported by the Sec-
retary to any United State attorney
for institution of a criminal proceed-
ing, 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 proceed-
ing.

[Regulation] 81.6 Presentation of
views under seciion 305 of the act.

(a) presentationof views under
section 305 of the act shall be
private -and informal. The views
presented shall be confined to
matters relevant to the contem-
plated proceeding. Such views
may be presented by letter or in
person by the person to whom the
notice was given, or by his repre-
sentative. In case such person
holds a guaranty or undertaking
réferred to in section 303 (c) (2)
or (3) of the applicable. to the
article on which such notice was
based, such guaranty or under-
taking, or verified copy thereof
shall be made a part of such pre-
sentation of views.

(b} Upon repuest, seasonably
made, by the person to whom a
notice appointing a time and place
for the presentation of views under
section 305 of the act has been
given, or by his’ representative,
such time or place, or both such
time and place, may be changed if
the request states reasonable
grounds therefor. Such repuest
shall be addressed to the office of
the Food and Drug Administration
which issued the notice.

Repart of Minor Violations

Sec; 306 (336]. Nothing in this Act
thall be construed as requiring the
Secretary to report for prosecution
of libel or injunction proceedings,
minor violations of this Act when-
ever he believes that the public
interest will be adequately served
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by a suitable written notice or s}A] orotof ek,
warning.

Proceedings in Name of - . =1 4Heia
United States ; Provision ARERERE FHED Brkol BEst AE
. ’
as to Subpoenas
Sec. 307 (337). All such proceedings
for the enforcement, or to restrain
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such proceeding.
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