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<> Responsible Person
The term ‘responsible person’ means the manufacturer, packer, of distributor of a
cosmetic product whose name appears on the label of such cosmetic product in
accordance with section 609(a) of the Act or section 4(a) of the Fair Packaging
and Labeling Act.
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& Serious Adverse Event
- The term ‘serious adverse event’ means an adverse event that
(A) results in
i) death;
a life-threatening experience;
inpatient hospitalization;

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 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 subparagraph(A).
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& SEC. 607, REGISTRATION AND PRODUCT LISTING.
(a) SUBMISSION OF REGISTRATION,—
(1) INITIAL REGISTRATION.—

(A) EXISTING FACILITIES.—Every person that, on the date of enactment of the
Modernization of Cosmetics Regulation Act of 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 date of enactment of such Act.
(B) NEW FACILITIES.—Every person that owns or operates a facility that first
engages, after the date of enactment of the Modernization of Cosmetics
Regulation Act of 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
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

(@)(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 paragraph 4 (1) or (2).

(b) FORMAT; CONTENTS OF REGISTRATION.—
(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;
(B) with respect to any foreign facility, the contact for the United States agent

of the facility, and, if available, the electronic contact information;




(C) the facility registration number, if any, previously assigned by the Secretary
under subsection (d);
(D) all brand names under which cosmetic products manufactured or
processed in the facility are sold; and
(E) the product category or categories and responsible person for each
cosmetic product manufactured or processed at the facility.
(c) COSMETIC PRODUCT LISTING.—

(1) IN GENERAL—For each cosmetic product, the responsible person shall submit
to the Secretary a cosmetic product listing, or ensure that such submission is
made, at such time and in such manner as the Secretary may prescribe.

(2) COSMETIC PRODUCT LISTING.—The responsible person of a cosmetic product
that is marketed on the date of enactment of the Modernization of Cosmetics
Regulation Act of 2022 shall submit to the Secretary a cosmetic product
listing not later than 1 year after the date of enactment of the Modernization
of Cosmetics Regulation Act of 2022, or for a cosmetic product that is first
marketed after the date of enactment of such Act, within 120 days of
marketing such product in 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 is manufactured or processed;

(i) 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 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), 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 listing number publicly available.
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(FDCA Section 608: Cosmetic Safety Substantiation)
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< SEC. 608. SAFETY SUBSTANTIATION.

(@) 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 601(a).

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
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.
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< SEC. 609. 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 rule making promulgating the regulation implementing this requirement
not later than 18 months after the date of enactment of the Modernization of
Cosmetics Regulation Act of 2022, and not later than 180 days after the date on
which the public comment period on the proposed rule making 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.
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(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 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 days of the notice provided under
subparagraph(A), for the responsible person to provide a plan for addressing
the reasons for possible suspension of the facility registration.

(3) HEARING ON SUSPENSION.—The Secretary shall provide the registrant subject to

an order under paragraph (1) or (2) with an opportunity for an informal

hearing, to be held as soon as possible but not later than 5 business days after

_13_



the issuance of the order, or such other time period agreed upon by the
Secretary and the registrant, on the actions required for reinstatement of
registration and why the registration 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.—If, after providing opportunity for
an informal hearing under paragraph (3), the Secretary determines that the
suspension of registration remains necessary, the Secretary shall require the
registrant to submit a corrective action plan to demonstrate how the registrant
plans to correct the conditions found by the 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.—Upon a determination by the Secretary
that adequate grounds do not exist to continue the suspension actions, the
Secretary shall promptly vacate the suspension and reinstate the registration of
the facility.

(6) EFFECT OF SUSPENSION.—If the registration of the facility is suspended under
this section, no person shall introduce or deliver for introduction into commerce
in the United States cosmetic products from such facility.

(7) NO DELEGATION.—The authority conferred by this section to issue an order to
suspend a registration or vacate an order of suspension shall not be delegated

to any officer or employee other than the Commissioner.
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® FDCA MM 610: 7|& HZ
(FDCA Section 610: Records Access)
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<> SEC. 610. 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.
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 Act), 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 Ilimit

the authority of the Secretary to inspect records or require establishment and
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maintenance of records under any other provision of this Act, including section

605 or 606
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<> SEC. 611. MANDATORY RECALL AUTHORITY.

(a)

(b)

IN GENERAL—If the Secretary determines that there is a reasonable probability
that a cosmetic is adulterated under section 601 or misbranded under section
602 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 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.
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.
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 regarding
such recall.
ACTION FOLLOWING ORDER—Any person who is subject to an order pursuant
to paragraph (2) or (3) of subsection (c) shall immediately cease distribution of
or recall, as applicable, the cosmetic and provide notification as required by such
order.
NOTICE TO PERSONS AFFECTED.—If the Secretary determines necessary, the
Secretary may require the person subject to an order pursuant to subsection (a)

or an amended order pursuant to paragraph (2) or (3) of subsection (c) to

provide either a notice of a recall order for, or an order to cease distribution of,
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such cosmetic, as 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 pubilic.

(f) PUBLIC NOTIFICATION.—In conducting a recall under this section, the Secretary
shall—

(1) ensure that a press release is published regarding the recall, and that alerts
and public notices are issued, as appropriate, in order to provide notification
(A) of the recall to consumers and retailers to whom such cosmetic was, or

may have been, distributed; and
(B) that includes, at a minimum—
(i) the name of the cosmetic subject to the recall;
(i) 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 press
release described in paragraph (1), if available.

(g0 NO DELEGATION.—The authority conferred by this section to order a recall or
vacate a recall order shall not be delegated to any officer or employee other
than the Commissioner.

(h) EFFECT.—Nothing in this section shall affect the authority of the Secretary to
request or participate in a voluntary recall, or to issue an order to cease

distribution or to recall under any other provision of this chapter.
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® 8 A% (Animal Testing)
- MoCRA(SFIE #4 drjshi)e 52 Ag 538 27 Age Aska gtz
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<> SEC. 3507. SENSE OF THE CONGRESS ON ANIMAL TESTING.
It is the sense of the Congress that animal testing should not be used for the
purposes of safety testing on cosmetic products and should be phased out with

the exception of appropriate allowances.
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<& Sec. 612. Small Business
(@) In general — Responsible persons, and owners and operators of facilities, whose
average gross annual sales in the United States of cosmetic products for the
previous 3-year 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 the subsection (b), shall be considered small businesses and not subject to

_22_



the requirements of section 606 or 607.

(b) Requirement 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 porcessing of any of the following
products;
(1) Cosmetics products that regularly come into contact with mucus membrane of
the eye under conditions of use that are customary or usual.
(2) Cosmetics products that are injected.
(3) Cosmetics products that are intended for internal use.
(4) Cosmetics productsthat 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.
O MM, 612. 2112 7|
(@) ut AFZ - X|t 39 S O|=Z0|M Y ELl " 7t & OjE0| QS o|MS
Zot5tol $1,000,000 OJ2HO[L kR MM (b)of HYE SHYEQ M= Es= 7SO
ZHOISHA| @fs MAXL A|E ARX B 2HAE AR Yo R ZHFEED MY
606 L= 6072 27 AtEO| HEL[X| USLICE
(b) 2= EE MZYH X 7tS A0 HELl= 27 At - (@0 ME A= Ct
2 HEQ M= E££ 730 SAtSE MAX = A|H0 HEEX| ¥SLIC
(1) BEHO|AHLE YMHRl ALE ZAAM £2of Ao HI|Hez HESI= HE.
2) FASHE HHEE.
3) 58 2&E
4) THHO|AHLL LAEQl AL 0N 24A|2H O] QS HASIEE oL El
SIEE. AH|XIE ®AHSe A2 BEHHO|AL LYEQ ALE =l P8It of
e L Ct.
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— GMP 12]|(Current Good Manufacturing Practices Rule)
- Mz 7 A 606> FDAZE =7F 9 =14 BE1 4A|sk= GMP #2l& 43Hste
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- Ho A F 28 o] FDAE 713 At (proposed rule)= TESEL A & 3
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olokE ¥ FEH(FDCA), 9 A4 6019 whet £ AFe= gyt

<> SEC. 606. GOOD MANUFACTURING PRACTICE.

(@ IN GENERAL—The Secretary shall by regulation establish good manufacturing
practices for facilities that are consistent, to the extent practicable, and
appropriate, with national and international standards, in accordance with section
601. Any such regulations shall be intended to protect the public health and
ensure that cosmetic products are not adulterated. Such 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 704.

—~~
O
~

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.
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O MM 606. S M 2+

(@) gt AF - Fo2 FEof| w2t MM 6010 M2t =S X =X BEEo XSt
A Jtss Hel oM HESt dabd A AlHo| i 2 XX ZHAE =+
Zsfjof LICt olz{st N2 3F B2 23D IEEN E+==0| 40X ¥
T & gLC ol3{st 82 A0 MM 7040 et =AHE|= HAF Fo O EHE
Of mzh &0l 88t GMP =8 235t= O East 7|58 HASER 58
&= AELCH

(b) n2{ Atgt- O] MMoj| m2t 24 M= 2o st 82 Y O F2 ¥
Z HZO| SASHs 7|9 2o HY, siY 2tHE0| 35 EHo 0X|= /s

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.

TIMEFRAME.—The Secretary shall publish a notice of proposed rulemaking not
later than 2 years after the date of enactment of the Modernization of
Cosmetics Regulation Act of 2022 and shall publish a final such rule not later

than 3 years after such date of enactment.
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