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SUBCHAPTER VI—COSMETICS

§361. Adulterated cosmetics

A cosmetic shall be deemed to be

adulterated—
(a) If it bears or contains any
poisonous or deleterious substance
which may render it injurious to users
under the conditions of use prescribed
in the labeling thereof, or under such
conditions of use as are customary or
usual, except that this provision shall
not apply to coal-tar hair dye, the label
of which bears the following legend
conspicuously displayed thereon:
"Caution—This product contains
ingredients which may cause skin
irritation on certain individuals and a
preliminary test according to
accompanying directions should first
be made. This product must not be
used for dyeing the eyelashes or
eyebrows: to do so may cause
blindness.", and the labeling of which
bears adequate directions for such
preliminary testing. For the purposes
of this paragraph and paragraph (e)
the term "hair dye" shall not include
eyelash dyes or eyebrow dyes.
(b) If it consists in whole or in part of
any filthy, putrid, or decomposed
substance.
(c) If it has been prepared, packed, or
held under insanitary conditions
whereby it may have become

contaminated with filth, or whereby it
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may have been rendered injurious to
health.
(d) If its container is composed, in
whole or in part, of any poisonous or
deleterious substance which may
render the contents injurious to health.
(e) If it is not a hair dye and it is, or it
bears or contains, a color additive
which is unsafe within the meaning
of section 379e(a) of this title.
(f) If it has been manufactured or
processed under conditions that do not
meet the good manufacturing practice
requirements of section 364b of this
title.
(g) If it is a cosmetic product, and the
cosmetic product, including each
ingredient in the cosmetic product,
does not have adequate substantiation
for safety, as defined in section 364d(c)
of this title.
(June 25, 1938, ch. 675, §601, 52 Stat.
1054; Pub. L. 86-618, title I, §102(c)(1),
July 12, 1960, 74 Stat. 398; Pub. L. 102~
571, title I, §107(11), Oct. 29, 1992, 106
Stat. 4499; Pub. L. 103-80, §3(x), Aug. 13,
1993, 107 Stat. 778; Pub. L. 117-328, div.
FF, title III, §3503(a)(2), Dec. 29, 2022, 136
Stat. 5858.)
§362. Misbranded cosmetics
A cosmetic shall be deemed to be
misbranded—
(a) If its labeling is false or misleading
in any particular.
(b) If in package form unless it bears a

label containing (1) the name and place
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of business of the manufacturer,
packer, or distributor; (2) an accurate
statement of the quantity of the
contents in terms of weight, measure,
or numerical count; and (3) the
information required under section
364e of this title: Provided, That under
clause (2) of this paragraph reasonable
variations shall be permitted, and
exemptions as to small packages shall
be established, by regulations
prescribed by the Secretary.

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

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

(e) If it is a color additive, unless its
packaging and labeling are in
conformity with such packaging and
labeling requirements, applicable to
such color additive, as may be
contained in regulations issued

under section 379e of this title. This
paragraph shall not apply to packages
of color additives which, with respect

to their use for cosmetics, are
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marketed and intended for use only in
or on hair dyes (as defined in the last
sentence of section 361(a) of this title).
(f) If its packaging or labeling is in
violation of an applicable regulation
issued pursuant to section 1472 or 1473
of title 15.
(June 25, 1938, ch. 675, §602, 52 Stat.
1054; Pub. L. 86-618, title I, §102(c)(2),
July 12, 1960, 74 Stat. 398; Pub. L. 91—
601, §6(f), formerly §7(f), Dec. 30,
1970, 84 Stat. 1673, renumbered Pub. L.
97-35, title XII, §1205(c), Aug. 13,
1981, 95 Stat. 716; Pub. L. 102-571, title I,
§107(12), Oct. 29, 1992, 106 Stat.
4499; Pub. L. 117-328, div. FF, title 1II,
§3503(a)(3), Dec. 29, 2022, 136 Stat. 5858.)
8363. Regulations making exemptions
The Secretary shall promulgate
regulations exempting from any labeling
requirement of this chapter cosmetics
which are, in accordance with the
practice of the trade, to be processed,
labeled, or repacked in substantial
quantities at establishments other than
those where originally processed or
packed, on condition that such cosmetics
are not adulterated or misbranded under
the provisions of this chapter upon
removal from such processing, labeling,
or repacking establishment.
(June 25, 1938, ch. 675, §603, 52 Stat.
1054.)
§364. Definitions
In this subchapter:

(1) Adverse event

(1938. 6. 25. HE Al6752 AI602%, HFAH T A|
52-1054%; 2% A)|86-6183. A 1A 10224135
235.1960.7. 12. XN 5 &)|74-3985; 2 A
91-6013 AI6RA63}, - A|7x2A)63}, 1970. 12. 30.
UGN S A|84-1673, HEH7 5 A97-355 Al
1251205238}, 1981. 8.13. Bl AIH 5 &||95-
7163 25 29 &|102-5715 A 1EA| 1075412
,1992.10. 29. HEFAIH S A|106-44995; 551 Al
117-328% A|32HA|3HA|3503 A 1A|35., 2022.
12.29. HHAIH S A]136-58585.)
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The term "adverse event" means any
health-related event associated with
the use of a cosmetic product that is
adverse.
(2) Cosmetic product
The term "cosmetic product" means a
preparation of cosmetic ingredients
with a qualitatively and quantitatively
set composition for use in a finished
product.
(3) Facility
(A) IN GENERAL.—The term "facility"
includes any establishment
(including an establishment of an
importer) that manufactures or
processes cosmetic products
distributed in the United States.
(B) Such term does not include any of
the following:

(i) Beauty shops and salons,
unless such establishment
manufactures or processes
cosmetic products at that
location.

(ii) Cosmetic product retailers,
including individual sales
representatives, direct sellers
(as defined in section
3508(b)(2) of title 26), retail
distribution facilities, and
pharmacies, unless such
establishment manufactures
or processes cosmetic
products that are not sold
directly to consumers at that

location.
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(iii) Hospitals, physicians' offices,
and health care clinics.

(iv) Public health agencies and
other nonprofit entities that
provide cosmetic products
directly to the consumer.

(v) Entities (such as hotels and
airlines) that provide
complimentary cosmetic
products to customers
incidental to other services.

(vi) Trade shows and other
venues where cosmetic
product samples are provided
free of charge.

(vii) An establishment that
manufactures or processes
cosmetic products that are
solely for use in research or
evaluation, including for
production testing and not
offered for retail sale.

(viii) An establishment that solely
performs one or more of the
following with respect to
cosmetic products:

(I) Labeling.
(II) Relabeling.
(II1) Packaging.
(IV) Repackaging.
(V) Holding.

(VI) Distributing.

(C) CLARIFICATION.—For the
purposes of subparagraph (B)(viii),
the terms "packaging" and

"repackaging” do not include filling
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a product container with a
cosmetic product.
(4) Responsible person
The term "responsible person" means
the manufacturer, packer, or
distributor of a cosmetic product
whose name appears on the label of
such cosmetic product in accordance
with section 364e(a) of this
title or section 1453(a) of title 15.
(5) Serious adverse event
The term "serious adverse event"
means an adverse event that—
(A) results in—
(i) death;
(ii) a life-threatening experience:
(iii) inpatient hospitalization:
(iv) a persistent or significant
disability or incapacity;
(v) a congenital anomaly or birth
defect;
(vi) an infection; or
(vii) significant disfigurement
(including serious and
persistent rashes, second- or
third-degree burns, significant
hair loss, or persistent or
significant alteration of
appearance), other than as
intended, under conditions of
use that are customary or
usual; or
(B) requires, based on reasonable
medical judgment, a medical or
surgical intervention to prevent an

outcome described in
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subparagraph (A).

(June 25, 1938, ch. 675, §604, as (1938. 6. 25. HE& A|6753 A604%, ExAl
added Pub. L. 117-328, div. FF, title III, A FH AI117-32835 A|32HA|3HA|3502%,
§3502, Dec. 29, 2022, 136 Stat. 5847.) 2022.12. 29. H3WH S A|136-58473..)
§364a. Adverse events A 364a & S-sfAH
(a) Serious adverse event reporting @ ZO5t S5fAlEe] B o
requirements
The responsible person shall submit to AROIXL= ApAlO] A & -2 A S E5T SHAM]
the Secretary any report received of a A&9] o]= W AFgF A=A SH S st G-k
serious adverse event associated with Ao]| thato] A= Al DS Ao A A&
the use, in the United States, of a Shojof Stct,

cosmetic product manufactured,

packed, or distributed by such person.

(b) Submission of reports @ Y149 A&

(1) Serious adverse event report . SISt SoliAH BalA
The responsible person shall submit AR = Zofist SofjAt Q] Al & F4
to the Secretary a serious adverse st RE 15U olylof sid ag-&
event report accompanied by a copy AMEQ] A%} HO|L L FO] BAJAL
of the label on or within the retail g AME-S MBS TSt SofAt B alA
packaging of such cosmetic product = gof|A A& sto]of sttt

no later than 15 business days after
the report is received by the

responsible person.

(2) New medical information 2. =& 9Jst/ "
The responsible person shall submit A AR = A 15.0of T} Ao Al Al &5t
to the Secretary any new and Zfst oA B AR W5, Ak
material medical information, related oA Zx BE13F IRE] 13 o|ujof] A2
to a serious adverse event report =58 9t S AL4st =, A4Y

submitted to the Secretary in HE 153U o]
accordance with paragraph (1), that H 115fojof stct,
is received by the responsible person
within 1 year of the initial report to
the Secretary, no later than 15
business days after such information
is received by such responsible

person.
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(3) Consolidation of reports
The Secretary shall develop systems
to enable responsible persons to
submit a single report that includes
duplicate reports of, or new medical
information related to, a serious
adverse event.

(c) Exemptions

The Secretary may establish by

regulation an exemption to any of the

requirements of this section if the

Secretary determines that such

exemption would have no significant

adverse effect on public health.

(d) Contact information

The responsible person shall receive

reports of adverse events through the

domestic address, domestic telephone

number, or electronic contact

information included on the label in

accordance with section 364e(a) of this

title.

(e) Maintenance and inspection of

adverse event records

(1) Maintenance
The responsible person shall
maintain records related to each
report of an adverse event associated
with the use, in the United States, of
a cosmetic product manufactured or
distributed by such person received
by such person, for a period of 6
years, except that a responsible
person that is considered a small
business for the purposes of section
364h of this title, who does not
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engage in the manufacturing or
processing of the cosmetic products
described in subsection 364h(b) of
this title, shall maintain such records

for a period of 3 years.

(2) Inspection 2. AA}

(A) In general 7} X
The responsible person shall AROI X} = o] I A|374% 0| T2 ArLS
permit an authorized person to gt =0} o] X of et B ¥tsto]of 5t
have access to records required to = 7|29 AAMEARS] A1E 5] 85}
be maintained under this section of stct,
during an inspection pursuant
to section 374 of this title.

(B) Authorized person L. AAFE AL
For purposes of this paragraph, o] 39| ZAAL "AAHATS thEof] &
the term "authorized person" =gt HAE 22 = AlY
means an officer or employee of S @St}

the Department of Health and
Human Services who has—
(i) appropriate credentials, as 1) ZF3o] & st= vtof| ot

sH°l 78
determined by the St z4]g dke x}
Secretary; and

(ii) been duly designated by 2) o] xof wiet Hsto]of =
the Secretary to have 7120 AdoteE o gy
access to the records B AH5HA A= K}

required under this section.
S R O

(f) Fragrance and flavor ingredients ®
If the Secretary has reasonable AFato]
1

grounds to believe that an ingredient
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fragrances or flavors in the cosmetic

product, from the responsible person.

The responsible person shall ensure

that the requested information is

submitted to the Secretary within 30

days of such request. In response to a

request under section 552 of title 5,

information submitted to the Secretary

under this subsection shall be withheld

under section 552(b)(3) of title 5.

(g) Protected information

A serious adverse event report

submitted to the Secretary under this

section, including any new medical
information submitted under
subsection (b)(2), or an adverse event
report, or any new information,
voluntarily submitted to the Secretary
shall be considered to be—

(1) a safety report under section 379v
of this title and may be accompanied
by a statement, which shall be a part
of any report that is released for
public disclosure, that denies that the
report or the records constitute an
admission that the product involved
caused or contributed to the adverse
event; and

(2) a record about an individual
under section 552a of title
5 (commonly referred to as the
"Privacy Act of 1974") and a medical
or similar file the disclosure of which
would constitute a violation of
section 552 of such title 5 (commonly

referred to as the "Freedom of
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Information Act"), and shall not be
publicly disclosed unless all
personally identifiable information is
redacted.

(h) Effect of section

(1) In general
Nothing in this section shall affect
the authority of the Secretary to
provide adverse event reports and
information to any health, food, or
drug officer or employee of any
State, territory, or political
subdivision of a State or territory,
under a memorandum of
understanding between the Secretary
and such State, territory, or political
subdivision.

(2) Personally identifiable information
Notwithstanding any other provision
of law, personally-identifiable
information in adverse event reports
provided by the Secretary to any
health, food, or drug officer or
employee of any State, territory, or
political subdivision of a State or
territory, shall not—

(A) be made publicly available
pursuant to any State or other law
requiring disclosure of information
or records; or

(B) otherwise be disclosed or
distributed to any party without the
written consent of the Secretary
and the person submitting such

information to the Secretary.

(3) Use of reports
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Nothing in this section shall permit a O] A3 &2 L= =.2750] 519 3§
State, territory, or political Ao Ao 2 HE| vk [E oF& |
subdivision of a State or territory, to IA S o] Rof ¥3F51X] ofYsH= viAl o
use any safety report received from 2 AFE5tE= 718 585K ofy st
the Secretary in a manner
inconsistent with this section.
(4) Rule of construction 4. s A
The submission of any report in o] o et HIAE AESHATAL H
compliance with this section shall not 1= SSAHY QF WA = SHAHE A Eo] 1
be construed as an admission that OSAHIS Zfst ALY 19 719519
the cosmetic product involved Sof tfigt Q1 0 2 A A ] o] A= oFY
caused or contributed to the relevant =]},
adverse event.
(June 25, 1938, ch. 675, §605, as (1938. 6. 25. HE A|6753 AI605%K, ExRAl
added Pub. L. 117-328, div. FF, title III, A 8 A117-3283 A|32HAI3HA|3502%,
83502, Dec. 29, 2022, 136 Stat. 5848.) 2022. 12. 29. HE4H S #]136-58483..)
§364b. Good manufacturing practice A 364b & LA =P
(a) In general O EA
The Secretary shall by regulation Ak o] 1 A|361 %0 et 2] 7|& 9
establish good manufacturing practices S AA™ 02 7138t 5t Baltsty AASH A
for facilities that are consistent, to the W O AxxsiolE FA o2 Astojof st}
extent practicable, and appropriate, I35t AL F5HE719 Hs S5 EAo7
with national and international stojof 5t A8 A|Zo] HAE|X] o} s}
standards, in accordance with section T &2 XX E t}stofof stot. s L o]
361 of this title. Any such regulations ol whef o] Aot AR &4
shall be intended to protect the public oHZE 205t ¢ 2 Q3 7|2 Ao
health and ensure that cosmetic o]  A|374x9] AAL =& AXSIEE T
products are not adulterated. Such L35+ 2 olth
regulations may allow for the Secretary
to inspect records necessary to
demonstrate compliance with good
manufacturing practices prescribed by
the Secretary under this
paragraph during an inspection
conducted under section 374 of this
title.
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(b) Considerations
In establishing regulations for good
manufacturing practices under this
section, the Secretary shall take into
account the size and scope of the
businesses engaged in the manufacture
of cosmetics, and the risks to public
health posed by such cosmetics, and
provide sufficient flexibility to be
practicable for all sizes and types of
facilities to which such regulations will
apply. Such regulations shall include
simplified good manufacturing practice
requirements for smaller businesses,
as appropriate, to ensure that such
regulations do not impose undue
economic hardship for smaller
businesses, and may include longer
compliance times for smaller
businesses. Before issuing regulations
to implement subsection (a), the
Secretary shall consult with cosmetics
manufacturers, including smaller
businesses, consumer organizations,
and other experts selected by the
Secretary.
(c) Timeframe
The Secretary shall publish a notice of
proposed rulemaking not later than 2
years after December 29, 2022, and
shall publish a final such rule not later
than 3 years after December 29, 2022.
(June 25, 1938, ch. 675, §606, as
added Pub. L. 117-328, div. FF, title III,
83502, Dec. 29, 2022, 136 Stat. 5850.)
§364c. Registration and product listing

ulol] e}, s o] A2 AFIAL] o
& 9 ar|ma9lo] 98} @71 S Eatstolof
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A

2 202214 129 298 2] 21 o]t
Aokl et Yol 18 stojof s,

(1938. 6. 25. & A|67535 A|606%, 22 A
A S AI117-3285 AI32HAI3HA|3502%,
2022.12. 29. g4 ¥ s A|136-5850%..)
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(a) Submission of registration
(1) Initial registration
(A) Existing facilities
Every person that, on December 29,
2022, owns or operates a facility
that engages in the manufacturing
or processing of a cosmetic product
for distribution in the United States
shall register each facility with the
Secretary not later than 1 year after
December 29, 2022.
(B) New facilities
Every person that owns or
operates a facility that first
engages, after December 29, 2022,
in manufacturing or processing of
a cosmetic product for distribution
in the United States, shall register
with the Secretary such facility
within 60 days of first engaging in
such activity or 60 days after the
deadline for registration under
subparagraph (A), whichever is
later.
(2) Biennial renewal of registration
A person required to register a
facility under paragraph (1) shall
renew such registrations with the
Secretary biennially.
(3) Contract manufacturers
If a facility manufactures or
processes cosmetic products on
behalf of a responsible person, the
Secretary shall require only a single
registration for such facility even if

such facility is manufacturing or
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processing its own cosmetic products
or cosmetic products on behalf of
more than one responsible person.
Such single registration may be
submitted to the Secretary by such
facility or any responsible person
whose products are manufactured or
processed at such facility.

(4) Updates to content
A person that is required to register
under subsection (a)(1) shall notify
the Secretary within 60 days of any
changes to information required
under subsection (b)(2).

(5) Abbreviated renewal registrations
The Secretary shall provide for an
abbreviated registration renewal
process for any person that owns or
operates a facility that has not been
required to submit updates under
paragraph (4) for a registered facility
since submission of the most recent
registration of such facility under

(2).

(b) Format; contents of registration

paragraph (1) or

(1) In general
Registration information under this
section may be submitted at such
time and in such manner as the
Secretary may prescribe.

(2) Contents
The registration under subsection (a)
shall contain—
(A) the facility's name, physical

address, email address, and

telephone number:;
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(B) with respect to any foreign L Q]2 A|E Y AL T Aol O]= oY
facility, the contact for the United o] olatx], J2] 1 AAA A2tz 7}
States agent of the facility, and, if Qe =1 ;Y
available, the electronic contact
information;

(C) the facility registration number, if tt. A|43Ho]| o2t 2 of) Aato] Bof St A]
any, previously assigned by the AEEHSIHAS Fo= T A
Secretary under subsection (d);

(D) all brand names under which 2. Al oA Al ZstAL 7155t 3148
cosmetic products manufactured Al =o] W= o] 2 & Al=H
or processed in the facility are
sold; and

(E) the product category or Of. Ao A A ESEAY 7155k e &
categories and responsible person AEd dE25 Y AR
for each cosmetic product
manufactured or processed at the
facility.

(c) Cosmetic product listing QL AE ZE
(1) In general 1. 83

For each cosmetic product, the ZF o8 Aol gisto], AAR= A

responsible person shall submit to o] got= 71t} WAl of whet ahag-g- A

the Secretary a cosmetic product = B2 AHo|A AlEotAY, 1 A&

listing, or ensure that such 0] O] FOJR| =& P& ZRR|E t}stofof §t

submission is made, at such time and C}.

in such manner as the Secretary may

prescribe.

(2) Cosmetic product listing 2. 38 Al 2=

The responsible person of a cosmetic 20224 12€ 2949 71& Al® 91 SHAFHE-

product that is marketed on A=) AARI=, 2022 129 29U LE

December 29, 2022, shall submit to 19 oJUjof], £+= 202243 124 29 3.9

the Secretary a cosmetic product RS0 2 ZX|5t= 8 A=Y 4L 1

listing not later than 1 year after A& HME) S40 EAI5H S 2H

December 29, 2022, or for a cosmetic 1204 oJUjo]], 3& A& E=& Ao

product that is first marketed after Al A|&stojof sttt O & 2AMlst= B =

December 29, 2022, within 120 days H AHee Al4s @ Absof o2t ofd

of marketing such product in 2 £0f ¥t stodof st}
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interstate commerce. Thereafter, any
updates to such listing shall be made
annually, consistent with paragraphs
(4) and (5).
(3) Abbreviated renewal
The Secretary shall provide for an
abbreviated process for the renewal
of any cosmetic product listing under
this subsection with respect to which
there has been no change since the
responsible person submitted the
previous listing.
(4) Contents of listing
(A) In general
Each such cosmetic product listing
shall include—

(i) the facility registration
number of each facility
where the cosmetic product
1s manufactured or
processed;

(ii) the name and contact
number of the responsible
person and the name for
the cosmetic product, as
such name appears on the
label;

(iii) the applicable cosmetic
category or categories for
the cosmetic product;

(iv) a list of ingredients in the
cosmetic product, including
any fragrances, flavors, or
colors, with each ingredient

identified by the name, as

required under section

3. 73409 7ha8}
AFere YAt
¥ AE 222 AE
ol gt 28 A
A stolof ik,

4. 2=20] 718
7t 2]

71&0]| o] gFof m st
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2) EAIAFZ] 7119 ARt o] &
o AR 2 vlR5to] 31§
SEDREE
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701.3 of title 21, Code of
Federal Regulations (or any
successor regulations), or
by the common or usual
name of the ingredient; and
(v) the product listing
number, if any previously
assigned by the Secretary
under subsection (d).
(B) Flexible listings
A single listing submission for a
cosmetic product may include
multiple cosmetic products with
identical formulations, or
formulations that differ only with
respect to colors, fragrances or
flavors, or quantity of contents.
(5) Updates to content
A responsible person that is required
to submit a cosmetic product listing
shall submit any updates to such
cosmetic product listing annually.
(6) Submission
A responsible person may submit
product listing information as part of
a facility registration or separately.
(d) Facility registration and product
listing numbers
At the time of the initial registration of
any facility under subsection (a)(1) or
initial listing of any cosmetic product
under (c)(1),1 the Secretary shall
assign a facility registration number to
the facility and a product listing

number to each cosmetic product. The

Secretary shall not make such product

5) A4zl wet wp o] A go] »
oIt AE %% WErt AL %
Qo2 gu
. 859 99X
o= 3 28 Al Eol thsto] A5 5t
L HY B5e Arsyo] SUY o
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listing number publicly available.

(e) Confidentiality

In response to a request under section

552 of title 5, information described in

subsection (b)(2)(D) or (c)(4)(A)(i) that is

derived from a registration or listing

under this section shall be withheld

under section 552(b)(3) of title 5.

(f) Suspensions

(1) Suspension of registration of a
facility
The Secretary may suspend the
registration of a facility if the
Secretary determines that a cosmetic
product manufactured or processed
by a registered facility and distributed
in the United States has a reasonable
probability of causing serious adverse
health consequences or death to
humans and the Secretary has a
reasonable belief that other products
manufactured or processed by the
facility may be similarly affected
because of a failure that cannot be
isolated to a product or products, or is
sufficiently pervasive to raise concerns
about other products manufactured in
the facility.

(2) Notice of suspension
Before suspending a facility
registration under this section, the
Secretary shall provide—
(A) notice to the facility registrant of

the cosmetic product or other
responsible person, as

appropriate, of the intent to
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suspend the facility registration,
which shall specify the basis of the
determination by the Secretary
that the facility registration should
be suspended: and
(B) an opportunity, within 5 business L 7129 SR AVE 53 AU o] &, o
days of the notice provided under 18 Al S5 HKA] ALS-9] s A =®QE
subparagraph (A), for the = A& 735 AR A A5
responsible person to provide a
plan for addressing the reasons for
possible suspension of the facility
registration.
(3) Hearing on suspension 3. AA] A& st A=
The Secretary shall provide the Ao =20] Bolof HQst AR S H|E
registrant subject to an order under oto] AAH 559 59 ARl tigh oF
paragraph (1) or (2) with an AFEE ALlS B A2s0 e ¥YS
opportunity for an informal hearing, Hto =211 thAato 2 A A|sto]of 51
to be held as soon as possible but not N2 W8 dist GHE 5 o]l 2 7}
later than 5 business days after the =5t ot whg] AA|5te 2 51: Ayt &
issuance of the order, or such other ZX 7o oot AR B2 AT
time period agreed upon by the 2 Qlt}, Arto] Al&9 S5 0f 7| &5t
Secretary and the registrant, on the SEY AR E ALY 25 IAZE ATk
actions required for reinstatement of O OOstH | Ao =29 Hol5to]of
registration and why the registration Stk
that is subject to the suspension
should be reinstated. The Secretary
shall reinstate a registration if the
Secretary determines, based on
evidence presented, that adequate
grounds do not exist to continue the
suspension of the registration.
(4) Post-hearing corrective action plan 4. A3 3 XA Hiot
If, after providing opportunity for an o] A|35of it FAIH 2 S AlA]stH
informal hearing under paragraph Holl = AR & SAZE Q7 i
(3), the Secretary determines that the TS, g2 Agto] elst A A
suspension of registration remains 3FS S 2 X7} ojush vl o 2 A|A S A
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necessary, the Secretary shall 2 0lX] dYst= AlA QIotS A|Eote=
require the registrant to submit a Q-tstojof stot. Ak A1 wioto] A|
corrective action plan to demonstrate S5 GHH 1499 o]l = Ao
how the registrant plans to correct S 219t 95t HE 2 ASH= 7]5) o]
the conditions found by the jol] 2 "iet-S A Estofof sty
Secretary. The Secretary shall review
such plan not later than 14 business
days after the submission of the
corrective action plan or such other
time period as determined by the
Secretary, in consultation with the
registrant.

(5) Vacating of order; reinstatement 5. M3Ho] H3], 2
Upon a determination by the o] AR 2SS AlET 53 2 A7
Secretary that adequate grounds do STty WHsHH, ARt A& 5] ARE
not exist to continue the suspension 3]sty A 528 EYsto]of stk
actions, the Secretary shall promptly
vacate the suspension and reinstate
the registration of the facility.
(6) Effect of suspension 6. JX|9] au}t
If the registration of the facility is Al EZ2o0] o] Rof It AR EHWH, =L
suspended under this section, no =X g AlES SRR o= SHAHE A
person shall introduce or deliver for 2 0= S0 EAIIAY EA1E 54
introduction into commerce in the O 2 Q1L 3to] A= oy =},
United States cosmetic products from
such facility.
(7) No delegation 7. 9 2K
The authority conferred by this SE8 AX|ot= "HHE S Yot AR H
section to issue an order to suspend HJS A3t = o] RofJA] Host Yt
a registration or vacate an order of 7ol opd o2 oLt Al dof|A
suspension shall not be delegated to A L] X] opstct.
any officer or employee other than
the Commissioner.
(June 25, 1938, ch. 675, §607, as (1938. 6. 25. HE AI6753 A|607x%, XAl
added Pub. L. 117-328, div. FF, title III, A 8 A117-3283 A|32HAI3HA|3502%,
83502, Dec. 29, 2022, 136 Stat. 5851.) 2022.12. 29. HgAH 3 A]136-58513..)
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§364d. Safety substantiation
(a) Substantiation of safety
A responsible person for a cosmetic
product shall ensure, and maintain
records supporting, that there is
adequate substantiation of safety of
such cosmetic product.
(b) Coal-tar hair dye
Subsection (a) shall not apply to coal-
tar hair dye that otherwise complies
with the requirements of section 361(a)
of this title. A responsible person for a
coal-tar hair dye shall maintain
records related to the safety of such
product.
(c) Definitions

For purposes of this section:

(1) Adequate substantiation of safety
The term "adequate substantiation of
safety" means tests or studies,
research, analyses, or other evidence
or information that is considered,
among experts qualified by scientific
training and experience to evaluate
the safety of cosmetic products and
their ingredients, sufficient to
support a reasonable certainty that a
cosmetic product is safe.

(2) Safe
The term "safe" means that the
cosmetic product, including any
ingredient thereof, is not injurious to
users under the conditions of use

prescribed in the labeling thereof, or

under such conditions of use as are
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customary or usual. The Secretary
shall not consider a cosmetic
ingredient or cosmetic product
injurious to users solely because it

can cause minor and transient

reactions or minor and transient skin

irritations in some users. In
determining for purposes of this
section whether a cosmetic product
is safe, the Secretary may consider,
as appropriate and available, the
cumulative or other relevant
exposure to the cosmetic product,
including any ingredient thereof.

(June 25, 1938, ch. 675, §608, as

added Pub. L. 117-328, div. FF, title III,

§3502, Dec. 29, 2022, 136 Stat. 5854.)

8364e. Labeling

(a) General requirement

Each cosmetic product shall bear a label

that includes a domestic address,

domestic phone number, or electronic

contact information, which may include

a website, through which the responsible

person can receive adverse event reports

with respect to such cosmetic product.
(b) Fragrance allergens

The responsible person shall identify on
the label of a cosmetic product each
fragrance allergen included in such
cosmetic product. Substances that are
fragrance allergens for purposes of this
subsection shall be determined by the
Secretary by regulation. The Secretary
shall issue a notice of proposed

rulemaking promulgating the regulation
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implementing this requirement not later
than 18 months after December 29, 2022,
and not later than 180 days after the date
on which the public comment period on
the proposed rulemaking closes, shall
issue a final rulemaking. In promulgating
regulations implementing this
subsection, the Secretary shall consider
international, State, and local
requirements for allergen disclosure,
including the substance and format of
requirements in the European Union,
and may establish threshold levels of
amounts of substances subject to
disclosure pursuant to such regulations.
(c) Cosmetic products for professional
use

(1) Definition of professional

For purposes of this subsection, the

term "professional” means an

individual who is licensed by an
official State authority to practice in
the field of cosmetology, nail care,
barbering, or esthetics.

(2) Professional use labeling

A cosmetic product introduced into

interstate commerce and intended to

be used only by a professional shall
bear a label that—

(A) contains a clear and prominent
statement that the product shall be
administered or used only by
licensed professionals; and

(B) is in conformity with the
requirements of the Secretary for

cosmetics labeling under this
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chapter and section 1453(a) of title
15.
(June 25, 1938, ch. 675, §609, as
added Pub. L. 117-328, div. FF, title III,
83502, Dec. 29, 2022, 136 Stat. 5854.)
§364f. Records
(a) In general
If the Secretary has a reasonable belief
that a cosmetic product, including an
ingredient in such cosmetic product,
and any other cosmetic product that
the Secretary reasonably believes is

likely to be affected in a similar

manner, is likely to be adulterated such

that the use or exposure to such
product presents a threat of serious
adverse health consequences or death
to humans, each responsible person
and facility shall, at the request of an
officer or employee duly designated by
the Secretary, permit such officer or
employee, upon presentation of
appropriate credentials and a written
notice to such person, at reasonable
times and within reasonable limits and
in a reasonable manner, to have access
to and copy all records relating to such
cosmetic product, and to any other
cosmetic product that the Secretary
reasonably believes is likely to be
affected in a similar manner, that are
needed to assist the Secretary in
determining whether the cosmetic
product is adulterated and presents a
threat of serious adverse health

consequences or death to humans.

(1938. 6. 25. HE A|6753 A|609%, EXR Al
A TH A117-32835 A|32HA|3HA|3502%,
2022.12. 29. 3 H S A|136-58543..)
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This subsection shall not be construed
to extend to recipes or formulas for
cosmetics, financial data, pricing data,
personnel data (other than data as to
qualification of technical and
professional personnel performing
functions subject to this chapter),
research data (other than safety
substantiation data for cosmetic
products and their ingredients), or
sales data (other than shipment data
regarding sales).
(b) Rule of construction
Nothing in this section shall be
construed to limit the authority of the
Secretary to inspect records or require
establishment and maintenance of
records under any other provision of
this chapter, including section 364a or
364b of this title.

(June 25, 1938, ch. 675, §610, as

added Pub. L. 117-328, div. FF, title III,

83502, Dec. 29, 2022, 136 Stat. 5855.)

§364g. Mandatory recall authority

(a) In general
If the Secretary determines that there
is a reasonable probability that a
cosmetic is adulterated under section
361 of this title or misbranded
under section 362 of this title and the
use of or exposure to such cosmetic
will cause serious adverse health
consequences or death, the Secretary
shall provide the responsible person
with an opportunity to voluntarily

cease distribution and recall such

@3N 3]
o] £ o] M A364ax T A364bEE
et o] Aol o 780 met V1S5S A
/\]—8}7—] 7159 A dut kg @13t A

S Algste 7oz dfjAd5toi A= of

|

(1938. 6. 25. HE AI6753 A|610%, EX A1
A ZH A117-3285 A|32HA|3EA|3502%,
2022.12. 29. H=4XIH S A|136-585535..)
Al 364g = O£ 2]4 AR
® £l
Abo] 2 uj aPgEo] o] M AJ36120] W
A A Eol| sigsALt o] B AI36220] By
gt 2o sjestol 1 St E S AME S
ol 5 A9 270 S sz
e
o
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article. If the responsible person

refuses to or does not voluntarily cease

distribution or recall such cosmetic
within the time and manner prescribed
by the Secretary (if so prescribed), the

Secretary may, by order, require, as

the Secretary determines necessary,

such person to immediately cease
distribution of such article.

(b) Hearing

The Secretary shall provide the

responsible person who is subject to an

order under subsection (a) with an
opportunity for an informal hearing, to
be held not later than 10 days after the
date of issuance of the order, on
whether adequate evidence exists to
justify the order.

(c) Order resolution

After an order is issued according to

the process under subsections (a) and

(b), the Secretary shall, except as

provided in subsection (d)—

(1) vacate the order, if the Secretary
determines that inadequate grounds
exist to support the actions required
by the order:

(2) continue the order ceasing
distribution of the cosmetic until a
date specified in such order: or

(3) amend the order to require a recall
of the cosmetic, including any
requirements to notify appropriate
persons, a timetable for the recall to
occur, and a schedule for updates to

be provided to the Secretary
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regarding such recall.

(d) Action following order @ B3 &5 =X

Any person who is subject to an order A3A|2E E= A3 & g S gh2
pursuant to paragraph (2) or (3) of A= Z A oY gHArE0] O & o} = 3]
subsection (c) shall immediately cease 2 & G5t R XS o|distojof 5t §
distribution of or recall, as applicable, 2 o] Q 15}= vlo| o} Z-X|5he]of stct.

the cosmetic and provide notification

as required by such order.

(e) Notice to persons affected ® AR} &

If the Secretary determines necessary, Arato. 1 g stcty H = vtof| whek, A 1§k
the Secretary may require the person o]l ¥y = AI3A|I25-AI359] 4™ HH
subject to an order pursuant to S vro xtof| A, s HH oA HA|SH= A
subsection (a) or an amended order Z S A ASHAY, SESHAY, £USHAY,
pursuant to paragraph (2) or (3) of doF Hufjot= AteF Ayt O 52 ash
subsection (c¢) to provide either a notice ARIE A2, o] &0 o5t 3= 34 i
of a recall order for, or an order to Y EE G5 X YUY 5 oligol= BHS
cease distribution of, such cosmetic, as Aot & Q13 4 Q)

applicable, under this section to
appropriate persons, including persons
who manufacture, distribute, import,
or offer for sale such product that is

the subject of an order and to the

public.

(f) Public notification ® 311

In conducting a recall under this APkl o] xof i 34 KB A] e 7ZF
section, the Secretary shall— S B =0} Zro] slofof stk

(1) ensure that a press release is 1. 3]40of st ¥ &= A} g v & AHy v}t

published regarding the recall, and Il
that alerts and public notices are 5to], Ohe- 7t Zof B %= st LA 7}
issued, as appropriate, in order to o] &

provide notification—

(A) of the recall to consumers and 7}, YAt sHAFEo] S =5 YA Y 125ty
retailers to whom such cosmetic S 7F=s/d o] Q= AB|ALRE AU AR}
was, or may have been, A 335 AP S Al 5]
distributed; and

(B) that includes, at a minimum— L 2| ASH SO AHE B = nshsh=
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(i) the name of the cosmetic
subject to the recall;

(ii) a description of the risk
associated with such article;
and

(iii) to the extent practicable,
information for consumers
about similar cosmetics that
are not affected by the recall:
and

(2) ensure publication, as appropriate,
on the website of the Food and Drug
Administration of an image of the

cosmetic that is the subject of the

3) AUA 02 TH5E WeolA, S

32:0] Q32 WA] objsh 8] %
& sbgEo] chat Aulat AR

2. M150] BExtRo|A FA|2 ches o}
AFZ o] AFRlo] Q)8 W= 1 AR S AA
g W o2 AlEO|OFEA [Ato] Eo] A
Aot o 7

press release described in paragraph
(1), if available.

(g) No delegation @AY 2X]

The authority conferred by this section 3l MY Y 34 HE S Aste =
to order a recall or vacate a recall o] ROJJA] Bt Hste XM Ato] ofd =
order shall not be delegated to any S Edolu Aldo Al HUE]X] of gtk

officer or employee other than the

Commissioner.
(h) Effect 3k
Nothing in this section shall affect the o] &+ o] Ao t}& xgo|| w2} AFHA 3

<
X 3]
authority of the Secretary to request or 25 QASHAY, 9] Ao5tAHY, S&E &
participate in a voluntary recall, or to L= = A
issue an order to cease distribution or FS
to recall under any other provision of
this subchapter.
(June 25, 1938, ch. 675, §611, as
added Pub. L. 117-328, div. FF, title III,
§3502, Dec. 29, 2022, 136 Stat. 5855.)
§364h. Small businesses

(a) In general

(1938. 6. 25. HE Al6753 AlI611%E, 2xAl

A TH A117-32835 A|32HA|3HA|3502%,

2022.12. 29. 33 A|136-58553..)
Al 364h & A2 AFI AL

® 54

Responsible persons, and owners and AX 3Et o= Ui 3-8 AlEe A & F
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KLIS st=EHEEH A

operators of facilities, whose average
gross annual sales in the United States of
cosmetic products for the previous 3-
year period is less than $1,000,000,
adjusted for inflation, and who do not
engage in the manufacturing or
processing of the cosmetic products
described in subsection (b), shall be
considered small businesses and not
subject to the requirements of section
364b or 364c of this title.

(b) Requirements applicable to all
manufacturers and processors of
cosmetics

The exemptions under subsection (a)
shall not apply to any responsible person
or facility engaged in the manufacturing
or processing of any of the following
products:

(1) Cosmetic products that regularly
come into contact with mucus
membrane of the eye under
conditions of use that are customary
or usual.

(2) Cosmetic products that are injected.

(3) Cosmetic products that are intended
for internal use.

(4) Cosmetic products that are intended
to alter appearance for more than 24
hours under conditions of use that
are customary or usual and removal
by the consumer is not part of such
conditions of use that are customary
or usual.

(June 25, 1938, ch. 675, §612, as
added Pub. L. 117-328, div. FF, title III,

o o] BIPFSEL WYFHEL
1,000,00022] olgto]o}, Hl2gol A AAsH=
a}3g AEo] AEL 7o) Wolshx] obyst
LR IRt Al AGAF U L ARFE A
T2 AIIALE B0, o] H AJ364bE E = A
364ck0] b2 2719 A § chatoz atx] of
Yk,

o

g E AR L 7HBAAt] B8
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§3502, Dec. 29, 2022, 136 Stat. 5857.) 2022.12.29. HXH S A
§364i. Exemption for certain products and Al 364i & EA A|E L Ao Tt B A

facilities

(a) In general @ £Al

Notwithstanding any other provision of 02 HEs A& B15ta0, F28 oAl A
law, except as provided in subsection St= = A5t :, A5™Ee] AT A8
(b), a cosmetic product or facility that Y= 3-8 Aol Ao tisto] o] |
is also subject to the requirements of A|364ax, A|364bx, A|364cx, A|364d=x,
subchapter V shall be exempt from the A|364ex A 13, A|364fx L A|364gx 9]
requirements of sections 364a, 364b, &8-S HA|SHT.

364c, 364d, 364e(a), 364f, and 364g of

this title.

(b) Exception @ <

A facility described in subsection (a) A1 siidst= Al & A|5A Q] Q710]
that also manufactures or processes AL E]X] ofY st o8 A& Al R5HA
cosmetic products that are not subject U 7t 5t= AL 125t A A&
to the requirements of subchapter V fjjsto] o] H A|364ax, A|364b%E, A|364c
shall not be exempt from the Z, N1364dx, N|36deR A1, A|364fx 2
requirements of sections 364a, 364b, A|364gx 0] A L2 HA|ELA] of]sict,

364c, 364d, 364e(a), 364f, and 364g of
this title, with respect to such cosmetic

products.
(June 25, 1938, ch. 675, §613, as (1938. 6. 25. Y& A|6753 A|613%, 2XAl
added Pub. L. 117-328, div. FF, title 1II, A ZH A117-3285 A|32HA|3EA|3502%,
§3502, Dec. 29, 2022, 136 Stat. 5857.) 2022.12. 29. HgAH S N|136-58573..)
§364j. Preemption A 364j & X4
(a) In general OF =
No State or political subdivision of a 2 E= 5 A S 2N AE S
State may establish or continue in 2 oaxxsye], 712, 34, St
effect any law, regulation, order, or B = QtAAd Az b T3 sto] o] Ao
other requirement for cosmetics that is et A 8oh= Q40 th2 AL, J0j g
different from or in addition to, or A, 21 ghof] AX|5HA] o5t oS ¥
otherwise not identical with, any 5 14, U8 £ 799 9 71-S AlAStH
requirement applicable under this A Al &5t A|iE 4~ Qict.

subchapter with respect to registration

and product listing, good
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manufacturing practice, records,
recalls, adverse event reporting, or
safety substantiation.

(b) Limitation

Nothing in the amendments to this
chapter made by the Modernization of
Cosmetics Regulation Act of 2022 shall
be construed to preempt any State
statute, public initiative, referendum,
regulation, or other State action,
except as expressly provided in
subsection (a). Notwithstanding
subsection (a), nothing in this section
shall be construed to prevent any State
from prohibiting the use or limiting the
amount of an ingredient in a cosmetic
product, or from continuing in effect a
requirement of any State that is in
effect at the time of enactment of the
Modernization of Cosmetics Regulation
Act of 2022 for the reporting to the
State of an ingredient in a cosmetic
product.

(c) Savings

Nothing in the amendments to this
chapter made by the Modernization of
Cosmetics Regulation Act of 2022, nor
any standard, rule, requirement,
regulation, or adverse event report
shall be construed to modify, preempt,
or displace any action for damages or
the liability of any person under the
law of any State, whether statutory or
based in common law.

(d) Rule of construction

Nothing in this section shall be
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construed to amend, expand, or limit
the provisions under section 379s of
this title.

(June 25, 1938, ch. 675, §614, as

added Pub. L. 117-328, div. FF, title III,

§3502, Dec. 29, 2022, 136 Stat. 5857.)
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