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Code of Federal Regulations

Title 21 Food and Drugs

Part 1 General Enforcement Regulations

Subpart A—General Provisions

§ 1.1 General.

(a) The provisions of regulations
promulgated under the Federal Food,
Drug, and Cosmetic 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 interpretations
of terms contained in sections 201 and
900 of the Federal Food, Drug, and
Cosmetic Act (21 U.S.C. 321 and 387)
shall be applicable also to such terms
when used in regulations promulgated
under that act.

(¢c) The definition of package in § 1.20
and of principal display panel in §§
101.1, 201.60, 501.1, 701.10 and
801.60 of this chapter; and the
requirements pertaining to uniform
location, lack of qualification, and
separation of the net quantity
declaration in §§ 101.7(f), 201.62(e),
501.105(f), 701.13(f) and 801.62(e) of
this chapter to type size requirements
for net quantity declaration in §§
101.7(3), 201.62(h), 501.105(),
701.13(1) and 801.62(h) of this chapter,
to initial statement of ounces in the

dual declaration of net quantity in §§
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101.7(j) and (m), 201.62(i) and (k),
501.105() and (m), 701.13() and (m)
and 801.62(1) and (k) of this chapter, to
initial statement of inches in
declaration of net quantity in §§
201.62(m), 701.13(0) and 801.62(m) of
this chapter, to initial statement of
square inches in declaration of net
quantity in §8§ 201.62(n), 701.13(p) and
801.62(n) of this chapter, to prohibition
of certain supplemental net quantity
statements in §§ 101.7(0), 201.62(0),
501.105(0), 701.13(q) and 801.62(0) of
this chapter, and to servings
representations in § 501.8 of this
chapter are provided for solely by the
Fair Packaging and Labeling Act. The
other requirements part of this part are
issued under both the Fair Packaging
and Labeling Act and the Federal Food,
Drug, and Cosmetic Act, or by the
latter act solely, and are not limited in
their application by section 10 of the
Fair Packaging and Labeling Act.

§ 1.3 Definitions.

(a) Labeling includes all written,
printed, or graphic matter
accompanying an article at any time
while such article is in interstate
commerce or held for sale after
shipment or delivery in interstate
commerce.

(b) Label means any display of written,
printed, or graphic matter on the
immediate container of any article, or

any such matter affixed to any

2 A1) =7 WEF o5 &7 Al
| 27, A201.62%A133},
3 2 A801.62% 41133
8 1 Al 1A S 71 A

, A201.62% 41143, A701.13%A)
8 A4 =5 WS

714 27, A

101.7%A1153, A201.62%41153, A
501.105%A415%, A701.13%A417% 2
A801.62%A 1539 =4 W& 1719

—
(@)
oft
ng
2,
(&)
—
(@]
A\l
IN
—

37l A AEAA A

s E4 REAsE F4 87, 18
A501.829] AME Sl 27] ax1E T
AIFFEAY, o 2 2AS Fa gl
t} o] }ol g2 ore TFTAHEIREA
Ha 3 TAw AE, ookE 2 sE
o BT EE $29] Helwk 2AE F
3 9dewn, 71 Agof dstele FAX
AEAE A10F wE AES wx
o} gt}

A1.3% A9

O "FA"E F T T FolAY F 1t
TS T o AE T A E
3 Byl §t A FEol HEEE
RE AW, 4, EE 22353 xS
Eiga=3

@ "epdlrol M, ol i =433
At BE9 dak 7] e WA A
Foll F-ZstAY aH|A} dEo] EolU=
FAbo] B e 3713 AL 2



O SR A @ AMIAE A 2 e

consumer commodity or affixed to or
appearing upon a package containing
any consumer commodity.

§ 1.4 Authority citations.

(a) For each part of its regulations, the
Food and Drug Administration includes
a centralized citation of all of the
statutory provisions that provide
authority for any regulation that is
included in that part.

(b) The agency may rely on any one or
more of the authorities that are listed
for a particular part in implementing or
enforcing any section in that part.

(c) All citations of authority in this
chapter will list the applicable sections
in the organic statute if the statute is
the Federal Food, Drug, and Cosmetic
Act, the Public Health Service Act, or
the Fair Packaging and Labeling Act.
References to an act or a section
thereof include references to
amendments to that act or section.
These citations will also list the
corresponding United States Code
(U.S.C.) sections. For example, a
citation to section 701 of the Federal
Food, Drug, and Cosmetic Act would be
listed: Sec. 701 of the Federal Food,
Drug, and Cosmetic Act (21 U.S.C.
371).

(d) If the organic statute is one other
than those specified in paragraph (c¢) of
this section, the citations of authority
in this chapter generally will list only

the applicable U.S.C. sections. For
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example, a citation to section 552 of
the Administrative Procedure Act
would be listed: 5 U.S.C. 552. The
agency may, where it determines that
such measures are in the interest of
clarity and public understanding, list
the applicable sections in the organic
statute and the corresponding U.S.C.
section in the same manner set out in
paragraph (c) of this section.
References to an act or a section
thereof include references to
amendments to that act or section.

(e) Where there is no U.S.C. provision,
the agency will include a citation to the
U.S. Statutes at Large. Citations to the
U.S. Statutes at Large will refer to
volume and page.

(f) The authority citations will include a
citation to executive delegations (i.e.,
Executive Orders), if any, necessary to
link the statutory authority to the
agency.

Subpart B—General Labeling

Requirements

§ 1.20 Presence of mandatory label
information.

In the regulations specified in § 1.1(c)
of this chapter, the term package
means any container or wrapping in
which any food, drug, device, or
cosmetic is enclosed for use in the
delivery or display of such
commodities to retail purchasers, but

does not include:
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(a) Shipping containers or wrappings
used solely for the transportation of
any such commodity in bulk or in
quantity to manufacturers, packers,
processors, or wholesale or retail
distributors;

(b) Shipping containers or outer
wrappings used by retailers to ship or
deliver any such commodity to retail
customers if such containers and
wrappings bear no printed matter
pertaining to any particular commodity;
or

(c) Containers subject to the provisions
of the Act of August 3, 1912 (37 Stat.
250, as amended; 15 U.S.C. 231-233),
the Act of March 4, 1915 (38 Stat.
1186, as amended; 15 U.S.C. 234-236),
the Act of August 31, 1916 (39 Stat.
673, as amended; 15 U.S.C. 251-256),
or the Act of May 21, 1928 (45 Stat.
635, as amended; 15 U.S.C. 257-2571).

(d) Containers used for tray pack
displays in retail establishments.

(e) Transparent wrappers or containers
which do not bear written, printed, or
graphic matter obscuring the label
information required by this part.

A requirement contained in this part
that any word, statement, or other
information appear on the label shall
not be considered to be complied with

unless such word, statement, or
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information also appears on the outer
container or wrapper of the retail
package of the article, or, as stated in
paragraph (e) of this section, such
information is easily legible by virtue
of the transparency of the outer
wrapper or container. Where a
consumer commodity is marketed in a
multiunit retail package bearing the
mandatory label information as
required by this part and the unit
containers are not intended to be sold
separately, the net weight placement
requirement of § 101.7(f) applicable to
such unit containers is waived if the
units are in compliance with all the
other requirements of this part.

§ 1.21 Failure to reveal material facts.
(a) Labeling of a food, drug, device,
cosmetic, or tobacco product shall be
deemed to be misleading if it fails to
reveal facts that are:

(1) Material in light of other
representations made or suggested by
statement, word, design, device or any
combination thereof; or

(2) Material with respect to
consequences which may result from
use of the article under:

(1) The conditions prescribed in such
labeling or

(ii) such conditions of use as are
customary or usual.

(b) Affirmative disclosure of material

facts pursuant to paragraph (a) of this
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section may be required, among other
appropriate regulatory procedures, by
H A 7012A 1 w2 3 o]
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(1) Regulations in this chapter
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promulgated pursuant to section 701(a)

of the act; or

(2) Direct court enforcement action. 2. Mo AHAQ JAAE
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for food, drugs, devices, cosmetics, or
tobacco products under the Federal
Food, Drug, and Cosmetic Act.
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as defined in sections 505(d) and
512(d) of the act.
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exemptions from the required
declaration of ingredients where such
declaration is impracticable, or results
in deception or unfair competition.
Section 502(b) of the act provides for
the establishment by regulation of
reasonable variations and exemptions
for small packages from the required
declaration of net quantity of contents.
Section 602(b) of the act provides for
the establishment by regulation of
reasonable variations and exemptions
for small packages from the required
declaration of net quantity of contents.
Section 5(b) of the Fair Packaging and
Labeling Act provides for the
establishment by regulation of
exemptions from certain required
declarations of net quantity of
contents, identity of commodity,
identity and location of manufacturer,
packer, or distributor, and from
declaration of net quantity of servings
represented, based on a finding that
full compliance with such required
declarations is impracticable or not
necessary for the adequate protection
of consumers, and a further finding that
the nature, form, or quantity of the
packaged consumer commodity or
other good and sufficient reasons
justify such exemptions. The
Commissioner, on his own initiative or
on petition of an interested person,
may propose a variation or exemption

based upon any of the foregoing
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statutory provisions, including
proposed findings if section 5(b) of the
Fair Packaging and Labeling Act
applies, pursuant to parts 10, 12, 13,
14, 15, 16, and 19 of this chapter.

§ 1.24 Exemptions from required label
statements.

The following exemptions are granted
from label statements required by this
part:

(a) Foods.

(1) While held for sale, a food shall be
exempt from the required declaration
of net quantity of contents specified in
this part if said food is received in bulk
containers at a retail establishment and
1s accurately weighed, measured, or
counted either within the view of the
purchaser or in compliance with the
purchaser's order.

(2) Random food packages, as defined
in § 101.7(j) of this chapter, bearing
labels declaring net weight, price per
pound or per specified number of
pounds, and total price shall be exempt
from the type size, dual declaration,
and placement requirements of § 101.7
of this chapter if the accurate
statement of net weight is presented
conspicuously on the principal display
panel of the package. In the case of
food packed in random packages at one
place for subsequent shipment and sale
at another, the price sections of the
label may be left blank provided they

are filled in by the seller prior to retail
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sale. This exemption shall also apply to
uniform weight packages of cheese and
cheese products labeled in the same
manner and by the same type of
equipment as random food packages
exempted by this paragraph (a)(2)
except that the labels shall bear a
declaration of price per pound and not
price per specified number of pounds.
(3) Individual serving-size packages of
foods containing less than 1/2 ounce or
less than 1/2 fluid ounce for use in
restaurants, institutions, and passenger
carriers, and not intended for sale at
retail, shall be exempt from the
required declaration of net quantity of
contents specified in this part.

(4) Individually wrapped pieces of
penny candy and other confectionery
of less than one—half ounce net weight
per individual piece shall be exempt
from the labeling requirements of this
part when the container in which such
confectionery is shipped is in
conformance with the labeling
requirements of this part. Similarly,
when such confectionery items are
sold in bags or boxes, such items shall
be exempt from the labeling
requirements of this part, including the
required declaration of net quantity of
contents specified in this part when the
declaration on the bag or box meets

the requirements of this part.
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(i) Soft drinks packaged in bottles shall | 1) Wl &% HA#FS 59 49, Hupy
be exempt from the placement of TAE A|FHo| ol 2 =HA B
requirements for the statement of M o] & A101.3FA 13 2 A48 u}
identity prescribed by § 101.3 (a) and g A AEE FAY YHF o] W
(d) of this chapter if such statement Ao 293 =FSE7F s &9 9
appears conspicuously on the bottle g ¥#o 7 FujdE uf tF w99
closure. When such soft drinks are 2§ xge] &9 &7 99 AEY *%
marketed in a multiunit retail package, A& 7HA Eevd g 39 A
the multiunit retail package shall be £ xAe o] A A101.3% o3 +A4
exempt from the statement of identity H AEE EA 27io] WA H)
declaration requirements prescribed by

§ 101.3 of this chapter if the statement

of identity on the unit container is not

obscured by the multiunit retail

package.

(i) A multiunit retail package for soft 2) AEge5Y ts @9 vl 2GS
drinks shall be exempt from the AT Aol &9l 7] 919 TAIE 7
declaration regarding name and place A EAY sl G e &7 A=
of business required by § 101.5 of this A3 e FTA7F Jup= E7F 35y
chapter if the package does not o w9l &7] 9ol A= EAITE o] F A
obscure the declaration on unit 101.5%& &gt A5d+e o & A
containers or if it bears a statement 101527} &73st= 45 2 A9
that the declaration can be found on 2o A3 A o7do] AA ALY o] H
the unit containers and the declaration A101.5904 873t BAIE ld &1
on the unit containers complies with § 7b ol & Eojox ¢ A% A5, A
101.5 of this chapter. The declaration FSa7F 971 Wel vyl Sidoly S
required by § 101.5 of this chapter may | o #A9 4 Ut}

appear on the top or side of the closure

of bottled soft drinks if the statement

s conspicuous and easily legible.

(iii) Soft drinks packaged in bottles 3) mh7Rel Rt 71EF 4 e JHIF A
which display other required label H e F AFERe HEsdd @
information only on the closure shall be | Z 3ZA|7} vl7fjoll A 717k2 W A
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requirements for the declaration of Ae6gtel ol 1A WE=E EAY ¢
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this chapter if the required content
declaration is blown, formed, or molded
into the surface of the bottle in close
proximity to the closure.

(iv) Where a trademark on a soft drink
package also serves as, or is, a
statement of identity, the use of such
trademark on the package in lines not
parallel to the base on which the
package rests shall be exempted from
the requirement of § 101.3(d) of this
chapter that the statement be in lines
parallel to the base so long as there is
also at least one statement of identity
in lines generally parallel to the base.
(v) A multiunit retail package for soft
drinks in cans shall be exempt from the
declaration regarding name and place
of business required by § 101.5 of this
chapter if the package does not
obscure the declaration on unit
containers or if it bears a statement
that the declaration can be found on
the unit containers and the declaration
on the unit containers complies with §
101.5 of this chapter. The declaration
required by § 101.5 of this chapter may
appear on the top of soft drinks in cans
if the statement is conspicuous and
easily legible, provided that when the
declaration is embossed, it shall appear
in type size at least one—eighth inch in
height, or if it is printed, the type size
shall not be less than one-sixteenth
inch in height. The declaration may

follow the curvature of the lid of the
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can and shall not be removed or
obscured by the tab which opens the
can.

(6)

(i) Ice cream, french ice cream, ice
milk, fruit sherbets, water ices,
quiescently frozen confections (with or
without dairy ingredients), special
dietary frozen desserts, and products
made in semblance of the foregoing,
when measured by and packaged in
1/2-liquid pint and 1/2-gallon
measure—containers, as defined in the
"Measure Container Code of National
Bureau of Standards Handbook 44,"
Specifications, Tolerances, and Other
Technical Requirements for Weighing
and Measuring Devices, Sec. 4.45
"Measure—Containers," which is
incorporated by reference, are exempt
from the requirements of § 101.7(b)(2)
of this chapter to the extent that net
contents of 8—fluid ounces and 64—fluid
ounces (or 2 quarts) may be expressed
as 1/2 pint and 1/2 gallon,
respectively. Copies are available from
the Center for Food Safety and Applied
Nutrition (HFS-150), Food and Drug
Administration, 5001 Campus Dr.,
College Park, MD 20740, or at the
National Archives and Records
Administration (NARA). For information
on the availability of this material at
NARA, call 202-741-6030, or go to:

http://www.archives.gov/federal_regist
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er/code_of_federal_regulations/ibr_loca
tions.html.

(i) The foods named in paragraph
(a)(6)(i) of this section, when measured
by and packaged in 1-liquid pint, 1—
liquid quart, and 1/2-gallon measure-
containers, as defined in the "Measure
Container Code of National Bureau of
Standards Handbook 44,"
Specifications, Tolerances, and Other
Technical Requirements for Weighing
and Measuring Devices, Sec. 4.45
"Measure—Containers," which is
incorporated by reference, are exempt
from the dual net-contents declaration
requirement of § 101.7 of this chapter.
Copies are available from the Center
for Food Safety and Applied Nutrition
(HFS-150), Food and Drug
Administration, 5001 Campus Dr.,
College Park, MD 20740, or at the
National Archives and Records
Administration (NARA). For information
on the availability of this material at
NARA, call 202-741-6030, or go to:
http://www.archives.gov/federal_regist
er/code_of_federal_regulations/ibr_loca
tions.html.

(iii) The foods named in paragraph
(a)(6)(1) of this section, when measured
by and packaged in 1/2-liquid pint, 1-
liquid pint, 1-liquid quart, 1/2-gallon,
and l—-gallon measured-containers, as
defined in the "Measure Container
Code of National Bureau of Standards
Handbook 44," Specifications,
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Tolerances, and Other Technical
Requirements for Weighing and
Measuring Devices, Sec. 4.45
"Measure—Containers," which is
incorporated by reference, are exempt
from the requirement of § 101.7(f) of
this chapter that the declaration of net
contents be located within the bottom
30 percent of the principal display
panel. Copies are available from the
Center for Food Safety and Applied
Nutrition (HFS-150), Food and Drug
Administration, 5001 Campus Dr.,
College Park, MD 20740, or at the
National Archives and Records
Administration (NARA). For information
on the availability of this material at
NARA, call 202-741-6030, or go to:
http://www.archives.gov/federal_regist
er/code_of_federal_regulations/ibr_loca
tions.html.

(7)

(1) Milk, cream, light cream, coffee or
table cream, whipping cream, light
whipping cream, heavy or heavy
whipping cream, sour or cultured sour
cream, half-and-half, sour or cultured
half-and-half, reconstituted or
recombined milk and milk products,
concentrated milk and milk products,
skim or skimmed milk, vitamin D milk
and milk products, fortified milk and
milk products, homogenized milk,
flavored milk and milk products,
buttermilk, cultured buttermilk,

cultured milk or cultured whole
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buttermilk, low—fat milk (0.5 to 2.0
percent butterfat), and acidified milk
and milk products, when packaged in
containers of 8- and 64—-fluid—ounce
capacity, are exempt from the
requirements of § 101.7(b)(2) of this
chapter to the extent that net contents
of 8 fluid ounces and 64 fluid ounces
(or 2 quarts) may be expressed as 1/2
pint and 1/2 gallon, respectively.

(i1) The products listed in paragraph
(@)(7)() of this section, when packaged
in glass or plastic containers of 1/2-
pint, 1-pint, 1-quart, 1/2-gallon, and 1-
gallon capacities are exempt from the
placement requirement of § 101.7(f) of
this chapter that the declaration of net
contents be located within the bottom
30 percent of the principal display
panel, provided that other required
label information is conspicuously
displayed on the cap or outside closure
and the required net quantity of
contents declaration is conspicuously
blown, formed, or molded into or
permanently applied to that part of the
glass or plastic container that is at or
above the shoulder of the container.
(iii) The products listed in paragraph
(a)(7)(1) of this section, when packaged
in containers of 1-pint, 1-quart, and
1/2-gallon capacities are exempt from
the dual net-contents declaration
requirement of § 101.7(j) of this
chapter.
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(8) Wheat flour products, as defined by
§§ 137.105, 137.155, 137.160, 137.165,
137.170, 137.175, 137.180, 137.185,
137.200, and 137.205 of this chapter,
packaged:

(i) In conventional 2-, 5, 10—, 25—, 50-,
and 100-pound packages are exempt
from the placement requirement of §
101.7(f) of this chapter that the
declaration of net contents be located
within the bottom 30 percent of the
area of the principal display panel of
the label; and

(i1) In conventional 2-pound packages
are exempt from the dual net-contents
declaration requirement of § 101.107 of
this chapter provided the quantity of
contents is expressed in pounds.

9

(1) Twelve shell eggs packaged in a
carton designed to hold 1 dozen eggs
and designed to permit the division of
such carton by the retail customer at
the place of purchase into two portions
of one—half dozen eggs each are
exempt from the labeling requirements
of this part with respect to each
portion of such divided carton if the
carton, when undivided, is in
conformance with the labeling
requirements of this part.

(ii) Twelve shell eggs packaged in a
carton designed to hold 1 dozen eggs
are exempt from the placement

requirements for the declaration of
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contents prescribed by § 101.7(f) of
this chapter if the required content
declaration is otherwise placed on the
principal display panel of such carton
and if, in the case of such cartons
designed to permit division by retail
customers into two portions of one-
half dozen eggs each, the required
content declaration is placed on the
principal display panel in such a
manner that the context of the content
declaration is destroyed upon division
of the carton.

(10) Butter as defined in 42 Stat. 1500
(excluding whipped butter):

(1) In 8ounce and in 1-pound packages
is exempt from the requirements of §
101.7(f) of this chapter that the net
contents declaration be placed within
the bottom 30 percent of the area of
the principal display panel;

(i1) In 1-pound packages is exempt
from the requirements of § 101.7(G)(1)
of this chapter that such declaration be
in terms of ounces and pounds, to
permit declaration of "1-pound" or "one
pound"; and

(iii) In 4-ounce, 8-ounce, and 1-pound
packages with continuous label copy
wrapping is exempt from the
requirements of §§ 101.3 and 101.7(f)
of this chapter that the statement of
identity and net contents declaration

appear in lines generally parallel to the

base on which the package rests as it
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KLIS sagzsu

1s designed to be displayed, provided
that such statement and declaration are
not so positioned on the label as to be
misleading or difficult to read as the
package is customarily displayed at
retail.

(11) Margarine as defined in § 166.110
of this chapter and imitations thereof in
1-pound rectangular packages, except
for packages containing whipped or
soft margarine or packages that
contain more than four sticks, are
exempt from the requirement of §
101.7(f) of this chapter that the
declaration of the net quantity of
contents appear within the bottom 30
percent of the principal display panel
and from the requirement of §
101.7(G)(1) of this chapter that such
declaration be expressed both in
ounces and in pounds to permit
declaration of "1-pound" or "one
pound," provided an accurate statement
of net weight appears conspicuously on
the principal display panel of the
package.

(12) Corn flour and related products, as
they are defined by §§ 137.211,
137.215, and §§ 137.230 through
137.290 of this chapter, packaged in
conventional 5—, 10—, 25—, 50—, and
100-pound bags are exempt from the
placement requirement of § 101.7(f) of
this chapter that the declaration of net

contents be located within the bottom
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30 percent of the area of the principal
display panel of the label.

(13)

(1) Single strength and less than single
strength fruit juice beverages,
imitations thereof, and drinking water
when packaged in glass or plastic
containers of 1/2-pint, 1-pint, 1-quart,
1/2-gallon, and 1-gallon capacities are
exempt from the placement
requirement of § 101.7(f) of this
chapter that the declaration of net
contents be located within the bottom
30 percent of the principal display
panel: Provided, That other required
label information is conspicuously
displayed on the cap or outside closure
and the required net quantity of
contents declaration is conspicuously
blown, formed, or molded into or
permanently applied to that part of the
glass or plastic container that is at or
above the shoulder of the container.
(i) Single strength and less than single
strength fruit juice beverages,
imitations thereof, and drinking water
when packaged in glass, plastic, or
paper (fluid milk type) containers of 1-
pint, 1-quart, and 1/2-gallon capacities
are exempt from the dual net—contents
declaration requirement of § 101.7(j) of
this chapter.

(iii) Single strength and less than single
strength fruit juice beverages,
imitations thereof, and drinking water

when packaged in glass, plastic, or
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paper (fluid milk type) containers of 8-
and 64-fluid-ounce capacity, are
exempt from the requirements of §
101.7(b)(2) of this chapter to the
extent that net contents of 8 fluid
ounces and 64 fluid ounces (or 2
quarts) may be expressed as 1/2 pint
(or half pint) and 1/2 gallon (or half
gallon), respectively.

(14) The unit containers in a multiunit
or multicomponent retail food package
shall be exempt from regulations of
section 403 (e)(1), (g)(2), (D(2), (k),
and (q) of the act with respect to the
requirements for label declaration of
the name and place of business of the
manufacturer, packer, or distributor;
label declaration of ingredients; and
nutrition information when:

(i) The multiunit or multicomponent
retail food package labeling meets all
the requirements of this part;

(ii) The unit containers are securely
enclosed within and not intended to be
separated from the retail package
under conditions of retail sale; and
(iii) Each unit container is labeled with
the statement "This Unit Not Labeled
For Retail Sale" in type size not less
than one-sixteenth of an inch in height.
The word "Individual" may be used in
lieu of or immediately preceding the
word "Retail" in the statement.

(b) Drugs. Liquid over-the-counter
veterinary preparations intended for

injection shall be exempt from the

21

2 64 A 222
FAEGEE HlE) 9l
1/2 ARG Axhor gAld 5 e

A o] A A101.7FA|128A) 25 9]

o 2
—
2O
x o
-
=
i =2
T
2
—
—
o
SE

iy
Ho
oo
N,
2,
b
=2
oo
o,
o
ot
S
I

i

FAbg oA AW S A 2AE
%

9, H3)7} 68°F (20°C)ll A

op



Q SR A @ AMIAE A 2 e

declaration of net quantity of contents
in terms of the U.S. gallon of 231 cubic
inches and quart, pint, and fluid—ounce
subdivisions thereof as required by §
201.62 (b), (1), and (j) of this chapter,
and from the dual declaration
requirements of § 201.62(1) of this
chapter, if such declaration of net
quantity of contents is expressed in
terms of the liter and milliliter, or cubic
centimeter, with the volume expressed
at 68 °F (20 °C).

(c) Cosmetics. Cosmetics in packages
containing less than one—fourth ounce
avoirdupois or one-eighth fluid ounce
shall be exempt from compliance with
the requirements of section 602(b)(2)
of the Federal Food, Drug, and
Cosmetic Act and section 4(a)(2) of the
Fair Packaging and Labeling Act:

(1) When such cosmetics are affixed to
a display card labeled in conformance
with all labeling requirements of this
part; or

(2) When such cosmetics are sold at
retail as part of a cosmetic package
consisting of an inner and outer
container and the inner container is not
for separate retail sale and the outer
container is labeled in conformance
with all labeling requirements of this
part.

Subpart C [Reserved]

Subpart D—Electronic Import Entries

§ 1.70 Scope.
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This subpart specifies the data
elements that are required by the Food
and Drug Administration (FDA) to be
included in an electronic import entry
submitted in the Automated
Commercial Environment (ACE) system
or any other U.S. Customs and Border
Protection (CBP)-authorized electronic
data interchange (EDI) system, which
contains an article that is being
imported or offered for import into the
United States and that is regulated by
FDA.

§ 1.71 Definitions.

For purposes of subpart D:

ACE filer means the person who is
authorized to submit an electronic
import entry for an FDA-regulated
product in the Automated Commercial
Environment or any other CBP-
authorized EDI system.

Acidified food means acidified food, as
defined in § 114.3(b) of this chapter,
and subject to the requirements in
parts 108 and 114 of this chapter.
Automated Commercial Environment or
ACE means the automated and
electronic system for processing
commercial importations that is
operated by U.S. Customs and Border
Protection in accordance with the
National Customs Automation Program
established in Subtitle B of Title VI—
Customs Modernization, in the North

American Free Trade Agreement
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Implementation Act (Pub. L. 103182,
107 Stat. 2057, 2170, December 8,
1993) (Customs Modernization Act), or
any other CBP-authorized EDI system.
Biological product means a biological
product as defined in section 351()(1)
of the Public Health Service Act.
Cosmetic means a cosmetic as defined
in section 201(i) of the Federal Food,
Drug, and Cosmetic Act.

CBP or U.S. Customs and Border
Protection means the Federal Agency
that is primarily responsible for
maintaining the integrity of the borders
and ports of entry of the United States.
Drug means those articles meeting the
definition of a drug in section 201(g)(1)
of the Federal Food, Drug, and
Cosmetic Act.

FDA or Agency means the U.S. Food
and Drug Administration.

Food means food as defined in section
201(f) of the Federal Food, Drug, and
Cosmetic Act.

Food contact substance means any
substance, as defined in section
409(h)(6) of the Federal Food, Drug,
and Cosmetic Act, that is intended for
use as a component of materials used
in manufacturing, packing, packaging,
transporting, or holding food if such
use is not intended to have any
technical effect in such food.

HCT/Ps means human cells, tissues, or
cellular or tissue-based products, as
defined in § 1271.3(d) of this chapter.
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Low-acid canned food means a
thermally processed low—-acid food (as
defined in § 113.3(n) of this chapter) in
a hermetically sealed container (as
defined in § 113.3() of this chapter),
and subject to the requirements in
parts 108 and 113 of this chapter.
Medical device means a device as
defined in section 201(h) of the Federal
Food, Drug, and Cosmetic Act, that is
intended for use in humans.
Radiation—emitting electronic product
means an electronic product as defined
in section 531 of the Federal Food,
Drug, and Cosmetic Act.

Tobacco product means a tobacco
product as defined in section 201(rr) of
the Federal Food, Drug, and Cosmetic
Act.

Veterinary device means a device as
defined in section 201(h) of the Federal
Food, Drug, and Cosmetic Act, that is
intended for use in animals.

§ 1.72 Data elements that must be
submitted in ACE for articles regulated
by FDA.

General. When filing an entry in ACE,
the ACE filer shall submit the following
information for food contact
substances, drugs, biological products,
HCT/Ps, medical devices, veterinary
devices, radiation—emitting electronic
products, cosmetics, and tobacco

products.
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(a) Product identifying information for
the article that is being imported or
offered for import. This consists of:
(1) FDA Country of Production, which
is the country where the article was
last manufactured, processed, or grown
(including harvested, or collected and
readied for shipment to the United
States). The FDA Country of
Production for an article that has
undergone any manufacturing or
processing is the country where that
activity occurred provided that the
manufacturing or processing had more
than a minor, negligible, or insignificant
effect on the article.

(2) The Complete FDA Product Code,
which must be consistent with the
invoice description of the product.

(3) The Full Intended Use Code.

(b) Importer of record contact
information, which is the telephone and
email address of the importer of
record.

§ 1.73 Food.

(a) Food contact substances. An ACE
filer must submit the information
specified in § 1.72 at the time of filing
entry in ACE for food that is a food
contact substance.

(b) Low=acid canned food. For an
article of food that is a low—acid
canned food, the ACE filer must submit
at the time of filing entry the Food
Canning Establishment Number and the

Submission Identifier, and can
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dimensions or volume, except that the T4 £ %% vzrbxolt. oyt s
ACE filer does not need to submit this T =%ol Ad FAEoER FYHAY
information in ACE at the time of entry | &% A¢tE L Al2]o] L} AHE 3t A
if the article is being imported or o] ojd AFoE= g AHE A&
offered for import for laboratory 27} ¢},

analysis only and will not be taste

tested or otherwise ingested.

(c) Acidified food. For an article of @ Abd st A

food that is an acidified food, the ACE Al AEQl AEe A, A S
filer must submit at the time of filing o 21712 Alal A] FCES}F SIDE A=
entry the Food Canning Establishment 3lojoF shy

Number and the Submission Identifier, 7k el t}, Tk & Fol A% #48&
and can dimensions or volume, except S 2N FAFAY 7 AJXF I Al A 0]
that the ACE filer does not need to U AHE #1% Zo] obd dgol= "
submit this information in ACE at the ARE A= 87 givh

time of entry if the article is being
imported or offered for import for
laboratory analysis only and will not be

taste tested or otherwise ingested.

§ 1.74 Human drugs.

A1.74% AAE FFE

In addition to the data required to be A|1.72%0 AEFst== HAE do]H
submitted in § 1.72, an ACE filer must fof] MAFY T AHALS AAE o
submit the following information at the E o7 AZojokxzd o]okEu] vl FLAlE]
time of filing entry in ACE for drugs, o FAIE W= T AFE, okE H
including biological products and stEHL A804zx wEk A= ALY
eligible prescription drugs as defined in | Y& $8] A& & o 2%, =34

§ 251.2 of this chapter that are AA L o] F A251.2z%0A HoH A
imported or offered for import under A Ay o) okES AR E ol Al
section 804 of the Federal Food, Drug, Al oS 7ZF ol | dele ARE A&
and Cosmetic Act, intended for human of o} shrt,

use that are regulated by the FDA

Center for Drug Evaluation and

Research.

(a) For a drug intended for human use @ o] % A28t ug} H Ay
o}

that is not an eligible prescription drug

27



O SR A @ AMIAE A 2 e

covered under paragraph (b) of this
section:

(1) Registration and listing. The Drug
Registration Number and the Drug
Listing Number of the foreign
establishment where the human drug
was manufactured, prepared,
propagated, compounded, or processed
before being imported or offered for
import into the United States is
required to register and list the drug
under part 207 of this chapter. For the
purposes of this section, the Drug
Registration Number that must be
submitted at the time of entry filing in
ACE is the unique facility identifier of
the foreign establishment where the
human drug was manufactured,
prepared, propagated, compounded, or
processed before being imported or
offered for import into the United
States. The unique facility identifier is
the identifier submitted by a registrant
in accordance with the system
specified under section 510 of the
Federal Food, Drug, and Cosmetic Act.
For the purposes of this section, the
Drug Listing Number is the National
Drug Code number of the human drug
article being imported or offered for
import.

(2) Drug application number. For a drug
intended for human use that is the
subject of an approved application
under section 505(b) or 505(j) of the
Federal Food, Drug, and Cosmetic Act,

28
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the number of the new drug application | 2F% 3 7}A1A WHZo|t), A=k
or abbreviated new drug application. ojfFHI7IATFAH Y AlE e AE
For a biological product regulated by SHAA AR FlE AEE A
the FDA Center for Drug Evaluation o] Mast A, s 21He HEolr
and Research that is required to have
an approved biologics license
application, the number of the
applicable application.

(3) Investigational new drug application | 3. LA HE 52AH HSE
number. For a drug intended for human T AE, ookE R sPEERL Al
use that is the subject of an 505 A9 wE AdAIE g pleF Al
investigational new drug application Aol tlido] Hi= AAL oekEe AHg
under section 505(1) of the Federal UG 5UAH Hs ol
Food, Drug, and Cosmetic Act, the
number of the investigational new drug
application.
(b) For an eligible prescription drug as @ o] & A251.2%0 Aol A ulo]ek
defined in § 251.2 of this chapter that Fol Ak A& ookF 2 AER
is imported or offered for import under A804Z] Wt FAHAY A8 Y3l
section 804 of the Federal Food, Drug, A== A5
and Cosmetic Act:
(1) Registration and listing. The Drug 1. 523 22 7|z
Registration Number and the Drug ook 55 Ha oJokE A Ws.
Listing Number. For the purposes of o] X9 B4 HAAFYE el AlEdho
this section, the Drug Registration of 3hi= 9JoFE TF WE T A251.9%
Number that must be submitted in ACE | o w&} & #v) S=2171 A&7 2L+
is the unique facility identifier A AR Todur 2]3E ) ojokZ W
submitted by the Foreign Seller = A510ZF0 HAEH AAE uw
registrant under § 251.9 of this chapter | 2}of st} o] &9 HHd oFEF A
in accordance with the system HE = FAA7E A251.13%F &%
specified under section 510 of the 2 Aol ekEs AEAY o AT
Federal Food, Drug, and Cosmetic Act. =7} ook 3= 5ot}
For the purposes of this section, the
Drug Listing Number is the National
Drug Code number that the Importer
will use when relabeling the eligible

Hl = Aol okEad ARk A
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prescription drug as required in §
251.13 of this chapter.

(2) Drug application number. The
number of the new drug application or
abbreviated new drug application for
the counterpart FDA-approved drug.
(3) Lot or control number. The lot or
control number assigned by the
manufacturer of the eligible
prescription drug.

(4) FDA Quantity. FDA Quantity, which
is the quantity of each eligible
prescription drug in an import line
delineated by packaging level,
including the type of package from the
largest packaging unit to the smallest
packaging unit; the quantity of each
packaging unit; and the volume and/or
weight of each of the smallest of the
packaging units.

(5) Pre-Import Request number. The
Pre-Import Request number assigned
by FDA.

§ 1.75 Animal drugs and veterinary
devices.

(a) Animal drugs. In addition to the data
required to be submitted in § 1.72, an
ACE filer must submit the following
information at the time of filing entry in
ACE for animal drugs:

(1) Registration and listing. For a drug
intended for animal use, the Drug
Registration Number and the Drug
Listing Number if the foreign
establishment where the drug was

manufactured, prepared, propagated,
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compounded, or processed before EAA AAFERE T Al Al A &S}
being imported or offered for import ojof 3= YoFE TF HIEIE T8 9
into the United States is required to ok o] ZA|, v, T == JhaE 9
register and list the drug under part = Al - Al A Rlo|t},
207 of this chapter. For the purposes Al A= TRy A 3% ofokE E
of this section, the Drug Registration A= A510FA 280 WA H A~
Number that must be submitted in ACE | gl wlg} TE5A7} A|&3F 2 H Aot}
at the time of entry is the Unique o] o] A oekE TA HEes
Facility Identifier of the foreign AL ALY & Aotsls 2L ook
establishment where the animal drug E&o] o7} oJokE FE=HH T ot}
was manufactured, prepared,
propagated, compounded, or processed
before being imported or offered for
import into the United States. The
Unique Facility Identifier is the
identifier submitted by a registrant in
accordance with the system specified
under section 510(b) of the Federal
Food, Drug, and Cosmetic Act. For the
purposes of this section, the Drug
Listing Number is the National Drug
Code number of the animal drug article
being imported or offered for import.

(2) New animal drug application 2. At E& 9o%F 7 W
number. For a drug intended for animal TA A oJokE F SAEHL A
use that is the subject of an approved 512z upg} FQlE A Aol djifo]
application under section 512 of the He TES oUEY 45, v=8& A
Federal Food, Drug, and Cosmetic Act, 7MY e sE=g AdlEg el ekE 37}
the number of the new animal drug A7 Azt ToAn) 2% ookE Hl
application or abbreviated new animal = A571F wel =45 7}
drug application. For a drug intended o] t)de] ¥ T=8 Yoo A,
for animal use that is the subject of a ZH- 7RI g ot
conditionally approved application
under section 571 of the Federal Food,
Drug, and Cosmetic Act, the application

Hl = Aol okEad ARk A
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number for the conditionally approved
new animal drug.

(3) Veterinary minor species index file
number. For a drug intended for use in
animals that is the subject of an Index
listing under section 572 of the Federal
Food, Drug, and Cosmetic Act, the
Minor Species Index File number of the
new animal drug on the Index of
Legally Marketed Unapproved New
Animal Drugs for Minor Species.

(4) Investigational new animal drug file
number. For a drug intended for animal
use that is the subject of an
investigational new animal drug or
generic investigational new animal drug
file under part 511 of this chapter, the
number of the investigational new
animal drug or generic investigational
new animal drug file.

(b) Veterinary devices. An ACE filer
must submit the data specified in § 1.72
at the time of filing entry in ACE for
veterinary devices.

§ 1.76 Medical devices.

In addition to the data required to be
submitted in § 1.72, an ACE filer must
submit the following information at the
time of filing entry in ACE for medical
devices regulated by the FDA Center
for Devices and Radiological Health.

(a) Registration and listing. For a
medical device, the Registration
Number for Foreign Manufacturers,
Foreign Exporters, and/or Domestic

Manufacturers, and the Device Listing
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Number, required under section 510 of
the Federal Food, Drug, and Cosmetic
Act and part 807 of this chapter.

(b) Investigational devices. For an
investigational medical device that has
an investigational device exemption
granted under section 520(g) of the
Federal Food, Drug, and Cosmetic Act,
the Investigational Device Exemption
Number. For an investigational medical
device being imported or offered for
import for use in a nonsignificant risk
or exempt study, "NSR" to be entered
in the Affirmation of Compliance for
the "investigational device exemption"
that identifies the device as being used
in a nonsignificant risk or exempt
study.

(c) Premarket number. For a medical
device that has one, the Premarket
Number. This is the Premarket
Approval Number for those medical
devices that have received premarket
approval under section 515 of the
Federal Food, Drug, and Cosmetic Act;
the Product Development Protocol
Number for those medical devices for
which FDA has declared the product
development protocol complete under
section 515(f) of the Federal Food,
Drug, and Cosmetic Act; the De Novo
number for those medical devices
granted marketing authorization under
section 513(f)(2) of the Federal Food,
Drug, and Cosmetic Act; the Premarket

Notification Number for those medical
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KLIY sh=EHE8E8E

devices that received premarket
clearance under section 510(k) of the
Federal Food, Drug, and Cosmetic Act;
or the Humanitarian Device Exemption
Number for those medical devices for
which an exemption has been granted
under section 520(m) of the Federal
Food, Drug, and Cosmetic Act.

(d) Component. If applicable for a
medical device, an affirmation
identifying that the article being
imported or offered for import is a
component that requires further
processing or inclusion into a finished
medical device.

(e) Lead wire/patient cable. For
electrode lead wires and patient cables
intended for use with a medical device,
an Affirmation of Compliance with the
applicable performance standard under
§ 898.12 of this chapter.

(f) Impact resistant lens. For impact
resistant lenses in eyeglasses and
sunglasses, an Affirmation of
Compliance with the applicable
requirements of § 801.410 of this
chapter.

(g) Convenience kit. If applicable for a
medical device, an Affirmation of
Compliance that the article imported or
offered for import is a convenience kit
or part of a convenience Kit.

§ 1.77 Radiation—-emitting electronic
products.

In addition to the data required to be
submitted in § 1.72, an ACE filer must
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submit all of the declarations required
in Form FDA 2877 electronically in
ACE at the time of filing entry for
products subject to the standards
under parts 1020-1050 of this chapter.
§ 1.78 Biological products, HCT/Ps, and
related drugs and medical devices.

In addition to the data required to be
submitted in § 1.72, an ACE filer must
submit the following information at the
time of filing entry in ACE for
biological products, HCT/Ps, and
related drugs and medical devices
regulated by the FDA Center for
Biologics Evaluation and Research.

(a) Product name which identifies the
article being imported or offered for
import by the name commonly
associated with that article including
the established name, trade name,
brand name, proper name, or product
description if the article does not have
an established name, trade name, brand
name, or proper name.

(b) HCT/P registration and affirmation.
(1) For an HCT/P regulated solely
under section 361 of the Public Health
Service Act and the regulations in part
1271 of this chapter that is
manufactured by an establishment that
is required to be registered under part
1271 of this chapter, the HCT/P
Registration Number; and

(2) For an HCT/P regulated solely
under section 361 of the Public Health

Service Act and the regulations in part

35
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1271 of this chapter, an Affirmation of HCT/PY A%, o] & #|12715-°l s
Compliance with the applicable 3= 240 gk i+ £ 1=
requirements of part 1271 of this
chapter.
(c) Licensed biological products. For a ® 37k A=Y AA|

r A|351%0 wE A=)

biological product that is the subject of N

an approved biologics license A AEe s 7tE AEQekE §7F AlA
application under section 351 of the of el B, 517k A A= F4
Public Health Service Act, the He /e AEAAA 57 Hs

Submission Tracking Number of the
biologics license application and/or the

Biologics License Number.

(d) Drug registration. For a drug @ ookE TF

intended for human use, the Drug AAE oJoFFe] A, H=mog F9y
Registration Number if the foreign Ay do] Aekx 7] Ao AA- o oF
establishment where the human drug S AxE, Z2A, Y, T == rEet
was manufactured, prepared, = AL ookE TF WHE 9 ookE
propagated, compounded, or processed | A HE7} A207F F= o] & A607
before being imported or offered for Fo weg} oJekE S 5 uw ag-E
import into the United States is o] Zo] HAA}, ARG E el AL A
required to register the drug under A Zslojof 3= oekE 5= HEE 9
part 207 or part 607 of this chapter as AL vlmozZ FAEAY Fdo] At
applicable. For the purposes of this 7] Aol o eksto] ZA, v, A E=
section, the Drug Registration Number 7hEE 9a A afr A A E A}
that must be submitted at the time of o a2 AR AR TAd AE 9
entry in ACE is the unique facility oF% 2 SlAEH ) A510Fe] HAH
identifier of the foreign establishment A 2=gle mhe} SEATE AlEsE A HE A}
where the human drug was =

manufactured, prepared, propagated,
compounded, or processed before
being imported or offered for import
into the United States. The unique
facility identifier is the identifier
submitted by a registrant in accordance

with the system specified under
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section 510 of the Federal Food, Drug,

and Cosmetic Act.

(e) Drug application number. For a drug | & 9= 2134 H3E

intended for human use that is the TA AFE OJoE F SAAEHL A
subject of an approved application 505%2% L+ A505%A108 el whe}
under section 505(b) or 505()) of the SAE A ] o] He AL 9
Federal Food, Drug, and Cosmetic Act, k&9 Ag-, Aok s e AUY
the number of the new drug application | 2]¢F% 37M1% W

or the abbreviated new drug
application.

(f) Investigational new drug application | ® UXAHE Ak AlY HE
number. For a drug intended for human r °
use that is the subject of an 505F A9 uE AdA e
investigational new drug application )
under section 505(i) of the Federal =9
Food, Drug, and Cosmetic Act, the

number of the investigational new drug

application.

(g) Medical device registration and @ 9gu717] =24 E= 7|7

listing. For a medical device subject to | ©] & #A|807H-o ¥xstd TF = A
the registration and listing procedures AzFe] gl 957719 Ag-, T
contained in part 807 of this chapter, A, YofE 2 EEH, AL10x= 2
the Registration Number for Foreign o] & A|8O7H-o w} L%+ o= Al
Manufacturers, Foreign Exporters, ZHJA, o= FEHA B/EE = Al
and/or Domestic Manufacturers, and A9 5 HE} 85UV sFHE

the Device Listing Number, required
under section 510 of the Federal Food,
Drug, and Cosmetic Act and part 807 of
this chapter.

(h) Investigational devices. For an ® AgAHAE o7 7]7]

investigational medical device that has T A ookE R sPEERL Al
an investigational device exemption 5204|780 wE AFAHE o577
granted under section 520(g) of the Agazio] WA= dFAEE 987
Federal Food, Drug, and Cosmetic Act, 7191 A9, A AT HE, T
the Investigational Device Exemption SHA] e 9% i HemA] Ao A
Number. For an investigational medical | AF&3}7] 98] FHsAY FHE 2130
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device being imported or offered for
import for use in a nonsignificant risk
or exempt study, "NSR" to be entered
in the Affirmation of Compliance for
the "investigational device exemption"
that identifies the device as being used
in a nonsignificant risk or exempt
study.

(1) Medical device premarket number.
For a medical device that has one, the
Premarket Number. This is the
Premarket Approval Number for those
medical devices that have received
premarket approval under section 515
of the Federal Food, Drug, and
Cosmetic Act; the Product
Development Protocol Number for
those medical devices for which FDA
has declared the product development
protocol complete under section 515(f)
of the Federal Food, Drug, and
Cosmetic Act; the De Novo number for
those medical devices granted
marketing authorization under section
513(f)(2) of the Federal Food, Drug,
and Cosmetic Act; the Premarket
Notification Number for those medical
devices that received premarket
clearance under section 510(k) of the
Federal Food, Drug, and Cosmetic Act;
or the Humanitarian Device Exemption
Number for those medical devices for
which an exemption has been granted
under section 520(m) of the Federal
Food, Drug, and Cosmetic Act.
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(j) Medical device component. If
applicable for a medical device, an
affirmation identifying that the article
being imported or offered for import is
a component that requires further
processing or inclusion into a finished
medical device.

§ 1.79 Tobacco products.

In addition to the data required to be
submitted in § 1.72, an ACE filer must
submit the following information at the
time of filing entry in ACE.

(a) Brand name of an article that is a
tobacco product that is being imported
or offered for import. If the article
does not have a specific brand name,
the ACE filer must submit a commercial
name for the brand name. This data
element is not applicable to those
products solely intended either for
further manufacturing or as
investigational tobacco products.

(b) [Reserved]

§ 1.80 Cosmetics.

An ACE filer must submit the data
specified in § 1.72 at the time of filing
entry in ACE.

§ 1.81 Rejection of entry filing.

FDA may reject an entry filing for
failure to provide complete and
accurate information that is required
pursuant to this subpart.

Subpart E—Imports and Exports

§ 1.83 Definitions.
For the purposes of regulations

prescribed under section 801(a), (b),
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and (c) of the Federal Food, Drug, and sto] whels A= o2 4 g A
Cosmetic Act: ol & A&t
(a) The term owner or consignee @O "AFAF e ekltelw s
means the person who makes entry oA 1930, A484Z(m=HAd A
under the provisions of section 484 of 19\ A 1484 %)l wre} Al E dF+= A},
the Tariff Act of 1930, as amended (19 | & "A|3& 23 FYA"E D),

U.S.C. 1484), namely, the "importer of

record."

(b) The term division director means @ "F-A G ol FHEHAY TP At

the director of the division of the Food | ¥ E3%°] T38tE F#do] gt #sh

and Drug Administration having BE 7HAE A EFY R A B

jurisdiction over the port of entry A801=A13}, A2 = A 33| AL

through which an article is imported or | +83}3 Hst= AFE HEst=E A

offered for import, or such officer of B e FAY FEAE 2

the division as he or she may designate

to act on his or her behalf in

administering and enforcing the

provisions of section 801(a), (b), and

(o).

§ 1.90 Notice of sampling. A1.90F ANE AAF ER

When a sample of an article offered for | A &o] 40| Aty EE9 ANBE

import has been requested by the fete A5, AFYFEH S 2w

division director, FDA shall provide to T= FoleloA dd AR Q% T

the owner or consignee prompt notice A= OJALE Al&3] FA|stofof gt} &

of delivery of, or intention to deliver, A g W AfA BE o100 Y =

such sample. Upon receipt of the ES B A5 AAF Ao i HF

notice, the owner or consignee shall A e vla AT RS Y o2 Y

hold such article and not distribute it F7F FAF A& wWrkA] 2RSS {530

until further notice from the division A= o "o

director or U.S. Customs and Border

Protection of the results of examination

of the sample.

§ 1.91 Payment for samples. A1.91% A& HL AF

The Food and Drug Administration will AlgolekRg e TAul 2% ook d

pay for all import samples which are pAEN, QAS F5EE Aow 9l

found to be in compliance with the H EE Y AR g v&Ss ATt
Hl = Aol okEad ARk A
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requirements of the Federal Food,
Drug, and Cosmetic Act. Billing for
reimbursement should be made by the
owner or consignee to the Food and
Drug Administration division where the
shipment was offered for import.
Payment for samples will not be made
if the article is found to be in violation
of the act, even though subsequently
brought into compliance under the
terms of an authorization to bring the
article into compliance or rendered not
a food, drug, device, or cosmetic as set
forth in § 1.95.

§ 1.94 Hearing on refusal of admission
or destruction.

(a) If it appears that the article may be
subject to refusal of admission or that
the article is a drug that may be
subject to destruction under section
801(a) of the Federal Food, Drug, and
Cosmetic Act, the division director
shall give the owner or consignee a
written or electronic notice to that
effect, stating the reasons therefor.
The notice shall specify a place and a
period of time during which the owner
or consignee shall have an opportunity
to introduce testimony. Upon timely
request giving reasonable grounds
therefor, such time and place may be
changed. Such testimony shall be
confined to matters relevant to the
admissibility or destruction of the
article, and may be introduced orally or

in writing.
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(b) If such owner or consignee submits
or indicates his or her intention to
submit an application for authorization
to relabel or perform other action to
bring the article into compliance with
the Federal Food, Drug, and Cosmetic
Act or to render it other than a food,
drug, device, or cosmetic, such
testimony shall include evidence in
support of such application. If such
application is not submitted at or prior
to the hearing on refusal of admission,
the division director shall specify a
time limit, reasonable in the light of the
circumstances, for filing such
application.

(c) If the article is a drug that may be
subject to destruction under section
801(a) of the Federal Food, Drug, and
Cosmetic Act, the division director may
give the owner or consignee a single
written or electronic notice that
provides the notice of refusal of
admission and the notice of destruction
of an article described in paragraph (a)
of this section. The division director
may also combine the hearing on
refusal of admission with the hearing
on destruction of the article described
in paragraph (a) of this section into a
single proceeding.

§ 1.95 Application for authorization to
relabel and recondition.

Application for authorization to relabel
or perform other action to bring the

article into compliance with the Federal
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Food, Drug, and Cosmetic Act or to 7] Ei= 3R] ofd thE EEow A
render it other than a food, drug, Asl7] Y3k Q7= A8 e 481
device, or cosmetic may be filed only of oA AH=A 4 o s 7
by the owner or consignee, and shall: 3+ Tgsto]of st

(a) Contain detailed proposals for O g AFS Hell web g g
bringing the article into compliance AV A3E, ks, 98717, s
with the act or rendering it other than a | ¥°¢] o}l E3F 02 XAt = A S
food, drug, device, or cosmetic. A Fs xS}

(b) Specify the time and place where @ M 2 3L A G4 2
such operations will be carried out and | WHEF&Ql &5 A|7HS WA gt}

the approximate time for their

completion.

§ 1.96 Granting of authorization to A1.96% AMEA L AZAH Q7 <
relabel and recondition.

(a) When authorization of a proposal O FA#o]l A1.95%00 we} Aeks <l
under § 1.95 is granted by the division | 7}sb¥ 213 A= thg 7F 3.9 Wjgo] &
director, the applicant shall be notified ste MW 59 BXE whA Hu)

of authorization, in writing, which may

include:

(1) The procedure to be followed; 1. & @Ak

(2) The disposition of the rejected 2. ARE B e T dRo AHE
articles or portions thereof;

(3) That the operations are to be 3. AA3k 4§, AFoeFEd £ v
carried out under the supervision of an | A E R T #HE| A 7H= shof] 53
officer of the Food and Drug Hojof st 2y

Administration or U.S. Customs and

Border Protection, as appropriate;

(4) A time limit, reasonable in the light | 4. 43S 1#3le] EdsiA A= =
of the circumstances, for completion of | & ¢=5E 9t A+ A

the operations; and

(5) Such other conditions as are 5. Al =%l g A4 = 2
necessary to maintain adequate gE FA5H7] 98] Besh 1 ovre] =7
supervision and control over the

article.

(b) Upon receipt of a written request Q FAe e AL} 3 sd &
for extension of time to complete such e ¢n 73 AFS Qs A Al
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operations, containing reasonable e e Ag, Ze3va Aoy = )
grounds therefor, the division director 2+ F7E Fod 4tk

may grant such additional time as he or
she deems necessary.

(c) An authorization may be amended
upon a showing of reasonable grounds
therefor and the filing of an amended
application for authorization with the
division director.

(d) If ownership of an article covered
by an authorization changes before the
operations specified in the
authorization have been completed, the
original owner will be held responsible,
unless the new owner has executed a
bond with U.S. Customs and Border
Protection and obtained a new
authorization from the Food and Drug
Administration division director. Any
authorization granted under this
section shall supersede and nullify any
previously granted authorization with
respect to the article.

§ 1.97 Bonds.

(a) The bond requirements under
section 801(b) of the Federal Food,
Drug, and Cosmetic Act may be
satisfied by the owner or consignee
executing, on the appropriate U.S.
Customs and Border Protection form, a
single—transaction or continuous bond,
containing a condition for the
redelivery of the merchandise or any
part thereof upon demand of U.S.
Customs and Border Protection and

containing a provision for the
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performance of conditions as may
legally be imposed for the relabeling or
other action necessary to bring the
article into compliance with the act or
rendering it other than a food, drug,
device, or cosmetic, in such manner as
is prescribed for such bond in the
customs regulations in force on the
date of request for authorization. The
bond shall be filed with U.S. Customs
and Border Protection.

(b) U.S. Customs and Border Protection
may cancel the liability for liquidated
damages incurred under the above-
mentioned provisions of such a bond, if
U.S. Customs and Border Protection
recelves an application for relief
therefrom, upon the payment of a
lesser amount or upon such other
terms and conditions as shall be
deemed appropriate under the law and
in view of the circumstances, but U.S.
Customs and Border Protection shall
not act under this regulation unless the
Food and Drug Administration division
director is in full agreement with the
action.

§ 1.99 Costs chargeable in connection
with relabeling and reconditioning
inadmissible imports.

The cost of supervising the relabeling
or other action in connection with an
import of food, drugs, devices, or
cosmetics which fails to comply with
the Federal Food, Drug, and Cosmetic
Act shall be paid by the owner or

45

el o R R
s i, 9 42 5

AAY HEol wet Adsittal B

TAell w3k

Fo1e] Ago] of

A1.99% 9 &3 F5 AN R A

2R3 #dst] AT 7@ vE

A, QorE, 9BV e R
T A-bste] TA AE, o E U
sPdEW) & +F6HA Eshe A, Al
A e Y] 2AE FEEehe v
< T 2XE st AB01=A2
gol wet AUS HAPste AHAME A



O SR A @ AMIAE A 2 e KLIS st2wzimsl

consignee who files an application

=
requesting such action and executes a s
bond, pursuant to section 801(b) of the >
act, as amended. The cost of such Els
supervision shall include, but not be
restricted to, the following:

(a) Travel expenses of the supervising DO =3 &%)

officer.
(b) Per diem in lieu of subsistence of @ Wl 49 npel] wpe} FEHFAE H
the supervising officer when away oAy 5 A s A AFEH+= Wl

from his or her home station, as TA4E dd 7dH]

provided by law.

(¢) The charge for the services of the @ el fgFo digh vj§2 P4 A
1o ¥ G

supervising officer, which shall include A S-11/4 5+ 29 A

administrative support, shall be It g Fo] 267HAE I
computed at a rate per hour equal to A Fsts vlE=2 AArsid, ok 19114
267 percent of the hourly rate of 29 134# HOoldd HER HE A
regular pay of a grade GS-11/4 36-901% A5 ={d A 197 A 267
employee, except that such services Z))e AE8S e AT 4% vE
performed by a customs officer and o g Hell FA-E = AAESoh

subject to the provisions of the act of
February 13, 1911, as amended (sec. 5,
36 Stat. 901, as amended (19 U.S.C.
267)), shall be calculated as provided
in that act.

g4 2 AT AdS g FA7F
AF &S GS-12/4 5w AU A
FodA AZFE A9 267 HAE
shall be computed at a rate per hour sget= vlE&=2 ALksio, s
equal to 267 percent of the hourly rate (GS-11/H)3 BA7HGS-12/4)9] Bt &
of regular pay of a grade GS-12/4 ool AIZbY =9 267 HAE T
employee. The rate per hour equal to St gL g3 o] AAtH

267 percent of the equivalent hourly

(d) The charge for the service of the
analyst, which shall include

administrative and laboratory support,

£ 41 o @

rate of regular pay of the supervising
officer (GS-11/4) and the analyst (GS—

12/4) is computed as follows:

VS A EOFEY AP ATFA
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Table 1 to Paragraph (d)

Al43rel] #ek £ 1

Government contributions for
employee retirement, life insurance,
and health benefits computed at 81/2
pct. of annual rate of pay of employee
Equivalent annual working hours
Support required to equal to 1 person—
year
Equivalent gross annual working
hours charged to Food and Drug
appropriation

Note: Ratio of equivalent gross annual

2,256
2,256
4512

number of working hours charged to
Food and Drug appropriation to net
number of annual working hours
4,512/1,688 = 267 pct.

(e) The minimum charge for services
of supervising officers and of analysts
shall be not less than the charge for 1
hour, and time after the first hour shall
be computed in multiples of 1 hour,
disregarding fractional parts less than
1/2 hour.

§ 1.101 Notification and recordkeeping.
(a) Scope. This section pertains to
notifications and records required for
human drug, biological product, device,
animal drug, food, cosmetic, and

tobacco product exports under sections

47

Hours Al 7k

Gross number of working hours in 52 | 2,080 525 40A17F 25 71E &= &5 A 2,080

40-hr weeks A <] A 7F:

Less: HAY FHY 108 44, vg & (80
10 legal public holidays—New 80 B A FYo gAY, A" gAY
Year's Day, Birthday of Martin d, dFd, SH7EY, =54,

Luther King, Jr., Washington's Tz & gl d, F
Birthday, Memorial Day, S, T anks
Independence Day, Labor Day, Az F7t: 26 208
Columbus Day, Veterans Day, w7l 13¢ 104
Thanksgiving Day, and 34 392
Christmas Day & ZE OAI7F 1,688
Annual leave—26 d 208 52F 40A1ZF 5 7% = 23 A7 2,080
Sick leave—13 d 104 945, AERE 2 AZRPR o (176

Total 392 AR B Aehe CRANR

Net number of working 1,688 2 A7k FoJo 81/2HAER AL

hours AZF S7F 5 AIZE 2,256

Gross number of working hours in 52 | 2,080 1913 =2 A "as Y A7F 2,256

40-hr weeks 21 E 2 o kE AR gdE A 4512

Working hour equivalent of 176 F 57 = 22 Az
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801 or 802 of the Federal Food, Drug, ojekE, AETAHAA, J=7]7], TEE
and Cosmetic Act or (21 U.S.C. 381 o ofsE, A3, E 2 9l AlE E
and 382) or section 351 of the Public = A% A B ]Fe #F Aelnt
Health Service Act (42 U.S.C. 262).

(b) Recordkeeping requirements for @ A% AF oJokF 2 SAEFH,
human drugs, biological products, A8O1ZA|58kA| 150 whe} =5 A
devices, animal drugs, foods, i F3ol wet FEEE AAE ofof
cosmetics, and tobacco products &, AESAAA, 57171, =& ooF
exported under or subject to section = A shAsE "l el Ao oSk
801(e)(1) of the Federal Food, Drug, 715 23 27 H AROIEASTA LS
and Cosmetic Act. Persons exporting of e} AEFES == A == W A
an article under section 801(e)(1) of 801xA5EA 15 Wl =& tido] =
the act or an article otherwise subject = AES FEIe A AT AlEol ¥
to section 801(e)(1) of the act shall ABO1ZALSFA1T ] 4 AterS 55
maintain records as enumerated in stth= RS 5ot o] = A2dAlE
paragraphs (b)(1) through (b)(4) of this | HE A2@AN4E71A] A 7|5& B
section demonstrating that the product #sfo]of 3o}, o) 3t 7| =L A|Eol A
meets the requirements of section & 7l AR TE B F4A

801(e)(1) of the act. Such records shall
be maintained for the same period of
time as required for records subject to
good manufacturing practice or quality
systems regulations applicable to the
product, except that records pertaining
to the export of foods and cosmetics
under section 801(e)(1) of the act shall
be kept for 3 years after the date of
exportation. The records shall be made
available to the Food and Drug
Administration (FDA), upon request,
during an inspection for review and
copying by FDA.

(1) Records demonstrating that the
product meets the foreign purchaser's

specifications: The records must

contain sufficient information to match
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the foreign purchaser's specifications
to a particular export;

(2) Records demonstrating that the
product does not conflict with the laws
of the importing country: This may
consist of either a letter from an
appropriate foreign government
agency, department, or other
authorized body stating that the
product has marketing approval from
the foreign government or does not
conflict with that country's laws, or a
notarized certification by a responsible
company official in the United States
that the product does not conflict with
the laws of the importing country and
that includes a statement
acknowledging that he or she is subject
to the provisions of 18 U.S.C. 1001;
(3) Records demonstrating that the
product is labeled on the outside of the
shipping package that it is intended for
export: This may consist of copies of
any labels or labeling statements, such
as "For export only," that are placed on
the shipping packages or, if the
exported product does not have a
shipping package or container, on
shipping invoices or other documents
accompanyling the exported product;
and

(4) Records demonstrating that the
product is not sold or offered for sale
in the United States: This may consist

of production and shipping records for
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the exported product and promotional
materials.

(c) Additional recordkeeping
requirements for partially processed
biological products exported under
section 351(h) of the Public Health
Service Act. In addition to the
requirements in paragraph (b) of this
section, persons exporting a partially
processed biological product under
section 351(h) of the Public Health
Service Act shall maintain, for the
same period of time as required for
records subject to good manufacturing
practice or quality systems regulations
applicable to the product, and make
available to FDA, upon request, during
an inspection for review and copying
by FDA, the following records:

(1) Records demonstrating that the
product for export is a partially
processed biological product and not in
a form applicable to the prevention,
treatment, or cure of diseases or
injuries of man;

(2) Records demonstrating that the
partially processed biological product
was manufactured in conformity with
current good manufacturing practice
requirements;

(3) Records demonstrating the
distribution of the exported partially
processed biological products; and

(4) Copies of all labeling that
accompanies the exported partially

processed biological product and other
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records demonstrating that the
exported partially processed biological
product is intended for further
manufacture into a final dosage form
outside the United States; this may
include a container label with the
statement, "Caution: For Further
Manufacturing Use Only" and any
package insert.

(d) Notification requirements for drugs,
biological products, and devices
exported under section 802 of the act.
(1) Persons exporting a human drug,
biological product, or device under
section 802 of the act, other than a
drug, biological product, or device for
investigational use exported under
section 802(c) of the act, or a drug,
biological product, or device exported
in anticipation of marketing
authorization under section 802(d) of
the act, shall provide written
notification to FDA. The notification
shall identify:

(i) The product's trade name;

(i1) If the product is a drug or biological
product, the product's abbreviated or
proper name or, if the product is a
device, the type of device;

(iii) If the product is a drug or
biological product, a description of the
product's strength and dosage form or,
if the product is a device, the product's
model number; and

(iv) If the export is to a country not
listed in section 802(b)(1) of the act,
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the country that is to receive the
exported article. The notification may,
but is not required to, identify
countries listed in section 802(b)(1) of
the act or state that the export is
intended for a listed country without
identifying the listed country.

(2) The notification shall be sent to the
following addresses:

(i) For biological products and devices
regulated by the Center for Biologics
Evaluation and Research—Food and
Drug Administration, Center for
Biologics Evaluation and Research,
Document Control Center, 10903 New
Hampshire Ave., Bldg. 71, Rm. G112,
Silver Spring, MD 20993-0002.

(if) For human drug products, biological
products, and devices regulated by the
Center for Drug Evaluation and
Research—Office of Drug Security,
Integrity and Response, Center for
Drug Evaluation and Research, Food
and Drug Administration, 10903 New
Hampshire Ave., Silver Spring, MD
20993-0002.

(iii) For devices—DRP2: Division of
Establishment Support, Office of
Regulatory Programs, Office of Product
Evaluation and Quality, Center for
Devices and Radiological Health, 10903
New Hampshire Ave., Bldg. 66, Rm.
1423, Silver Spring, MD 20993.

(e) Recordkeeping requirements for
products subject to section 802(g) of
the act.
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(1) Any person exporting a product 1. ¥ A802%x0 ue} AES =3+
under any provision of section 802 of A= &3 BE ook AWESHA A A
the act shall maintain records of all 94 o5 7|t O AEFEe] FEE IV
drugs, biological products, and devices o 3 75 HAsFoof st} o] %
exported and the countries to which A28ke] a1y gEo dld 7=
the products were exported. In addition | TS ZF &8 ¥33}% o]o] =3l% A o}
to the requirements in paragraph (b) of | Y3t}

this section, such records include, but

are not limited to, the following:

(i) The product's trade name; 1) AFe dxd

(ii) If the product is a drug or biological | 2) A|&o] <JokE wi= A E-F2] A A2l
product, the product's abbreviated or Bgole 2 AFS oY e Af W
proper name or, if the product is a A, e AlFo] 95778l Agole
device, the type of device; 71719 &5

(iii) If the product is a drug or 3) A|FEo] ookE wi= AE-sHA A A2l
biological product, a description of its Beole 2 AFe A= 2 AY, Ax
strength and dosage form and the G s e A HEo dgk A,
product's lot or control number or, if = Aol o g7]7]el Ao AEY
the product is a device, the product's e Ho

model number;

(iv) The consignee's name and address; | 4) 38}2l9] o]&3} FA&

and

(v) The date on which the product was | 5) AEo] =8 Ex9} 59 AF<
exported and the quantity of product T

exported.

(2) These records shall be kept at the 2. o]y 7152 AFo] FEHAY Al
site from which the products were ZH o] By ofof s, AlEel A
exported or manufactured, and be LH = Az B F4AA
maintained for the same period of time Hds m=2s 7|5 895 = Ay
as required for records subject to good | L3 7|7F &k B IE ook i}, o]
manufacturing practice or quality 718 AEoekE e Ao uel FHAL
systems regulations applicable to the Zof| 2]EookEHo] HAE W EHALES 9
product. The records shall be made s dee & JLEF AlFH o of st}

available to FDA, upon request, during
an inspection for review and copying
by FDA.
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