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PCPC Principles for Federal Cosmetics Reform

PCPC and its members advocated for regulatory reform based on the following principles, many of which are reflected
in MoCRA:

National Program Uniformity:|Preempt state and local laws that would duplicate new authorities in the FDA regulation

of cosmetics; preempt state and local laws for all cosmetic ingredients based on human health concerns if the FDA has
reviewed the ingredient’s safety or has been presented with a safety review of the ingredient by the Expert Panel for
Cosmetic Ingredient Safety and, after a period for the FDA review, has not rejected the Expert Panel's safety finding.

https://www.personalcarecouncil.org/public-policy/policy-advocacy/pcpcs-principles-for-federal-cosmetics-reform/
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Mandatory Regfstmﬁon:‘Establish mandatory foreign and domestic manufacturing establishment registration and

ingredient reporting by manufacturers for all cosmetic products sold in the United States

Adverse Event Reporting]Require mandatory reporting by manufacturers to the FDA of serious and unexpected

adverse health events experienced by a consumer from a cosmetic product marketed and used in the U.S.

Good Manufacturing Practices: futhorize the FDA to issue Good Manufacturing Practices for cosmetics products

Mandatory Recall:|Provide the FDA authority to order a mandatory recall of a product if a manufacturer refuses to

comply with a FDA request for a voluntary recall in which the FDA has a reasonable belief that the product is

adulterated or otherwise is likely to cause serious adverse health consequences

FDA Cosmetic Ingredient Revfew:l(:reate a FDA program authorized to review the safety of individual cosmetic

ingredients and nonfunctional constituents found in cosmetics in a timely manner and utilizing widely accepted

scientific principles such as those reflected in the scientific reviews by the Expert Panel and other scientifically based

organizations

Cosmetic Records Inspection

Allow the FDA to inspect a manufacturer’'s records if the FDA has a reasonable belief

that a cosmetic product presents a threat of serious adverse health consequences to humans

https://www.personalcarecouncil.org/public-policy/policy-advocacy/pcpcs-principles-for-federal-cosmetics-reform/ 4
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Safety Substantiation]Require manufacturers to substantiate the safety of cosmetic products and ingredients, utilizing

widely accepted scientific principles and established scientific ingredient reviews such as the Expert Panel’'s Cosmetic
Ingredient Review. Manufacturers may choose which FDA-accepted data to use.

Special Provisions for Small Businesses:JAllow flexibility for small businesses, as defined by the Small Business

Administration, to comply with certain requirements, including additional time to submit ingredient statements to the
FDA, simplified ingredient statements, additional FDA guidance on safety substantiation, and extended effective date
for GMP compliance. Very small cosmetic manufacturers (those making less than $2 million in gross receipts annually in
the U.S.) would be entirely exempted from any new requirements.

OTC and Cosmetic Regulation:]Clarify that when a product falls under the FDA's cosmetic and over-the-counter (OTC)

drug authorities and the requirements conflict, the OTC drug requirements will apply. Members can click here to access
the OTC Reform Webinar Recording.

Alternatives to Animal Testing:JEncourage FDA approval of alternatives to animal testing

Importation:Bar importation of cosmetics produced outside the U.S. where the manufacturing facility or ingredient

statement has not been registered with the FDA

https://www.personalcarecouncil.org/public-policy/policy-advocacy/pcpcs-principles-for-federal-cosmetics-reform/ S
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= 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 609(a) of [the Food
Drug & Cosmetic Act (FDCA)] or section 4(a) of the Fair Packaging and
Labeling Act [FPLA].”

* includes international persons
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"1 Beauty shops/salons

] Cosmetic product retailers
"I Direct sellers

1 Retail distribution facilities
"I Pharmacies

"1 Hospitals/healthcare clinics
"I Public health agencies
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1 Entities that provide complimentary
cosmetics incidental to other
services (e.g. hotels)

1 Trade shows and other venues that
provide product samples

1 Establishments that manufacture
cosmetics solely for use in research
or evaluation

1 Establishments that solely perform
one or more of: labeling, relabeling,
packaging, repackaging, holding, or
distributing—but packaging and
repackaging do not include filling a
product container with a cosmetic
product
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Facilities Responsible Persons Ingredient Suppliers

= Facility registration Product listing = May have implications:
= GMPs Adverse events e Fragrance allergen
Safety substantiation disclosure

Labeling Fragrance records

access
Fragrance allergen

disclosure Ingredient safety
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Fragrance records
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Under sections 607(a) and 607(b)(2) of the FD&C Act,
the following information must be submitted in a
facility registration:

» the name of the owner and/or operator of the facility;

* the facility’s name, physical address, email address,
and telephone number;

« with respect to any foreign facility, the contact for the
United States agent4 of the facility (name and phone
number), and, if available, the electronic contact
information (email);

 the facility registration number, if any, previously
assigned by FDA,;

 all brand names under which cosmetic products
manufactured or processed in the facility are sold;

» the product category or categories and responsible
person for each cosmetic product manufactured or
processed at the facility; and

» type of submission (initial, amended, biennial
renewal, or abbreviated renewal, for further
information see discussion in section I11.F.1).
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FDA also requests that the following additional
optional information be submitted:

« parent company name (if applicable);

 facility DUNS Number; and

« additional contact information for individuals
associated with the registration.
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FEI Search Portal

portal.login

https://www.accessdata.fda.gov/scripts/feiportal/index.cfm?action
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Registration and Listing of Cosmetic

Product Facilities and Products

https://kcia.orkr/home/edu/edu 01.php?type=view
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APPENDIX A
Cosmetic Product Categories and Codes

(01) Baby products.
(a) Baby shampoos.
{b) Lotions, oils, powders, and creams.
{c) Baby wipes.
(d) Other baby products.
1. Leave-on.
2. Rinse-off
(02) Bath preparafions.
(a) Bath oils, tablets, and salts.
(b) Bubble baths.
{c) Bath capsules.
{d) Other bath preparations.
(03) Eye makenp preparations (other than children’s eve makeup preparafions).
{a) Eyebrow pencils.
(b) Eveliners.
(c) Eve shadows.
{d) Eve lotions.
() Eve makeup removers.
(f) False evelashes.
{z) Mascaras.
(h) Evelash and evebrow adhesives, glues, and sealants.
(1) Evelash and evebrow preparations (primers, conditioners, serums, fortifiers).
(1) Evelash cleansers.
(k) Other eye makeup preparations.
(04) Children’s eve makenp preparafions.
(a) Children’s eveshadows.
(b} Other children’s eve makeup.
(05) Fragrance preparations.
(a) Colognes and foilet waters.
(b) Perfumes.
(c) Powders (dusting and talcum) (excluding aftershave talc).
{d) Other fragrance preparations.
(06) Hair preparafions (non-coloring).
(a) Hair conditioners.
1. Leave-on.
2. Rinse-off
(b} Hair sprays (aerosol fixatives).
{c) Hair straighteners.
(d) Permanent waves.
(e) Rinses (non-coloring). 23
(f) Shampoos (non-coloring).


https://kcia.or.kr/home/edu/edu_01.php?type=view&no=15768&ss=page%3D%26skind%3DTITLE_CNTNT%26sword%3D%EA%B0%80%EC%9D%B4%EB%8D%98%EC%8A%A4%26ob%3D
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1. Leave-on.
2. Rinse-off

(g) Tonics, dressings. and other hair grooming aids.
(h) Wave sets.
(1) Other hair preparations.
1. Leave-on
2. Rinse-off.
(0T} Hair celering preparations.

(a) Hair dyes and colors (all types requinng caufion statement and patch test).

{b) Hair tints.
{c) Hair rinses (coloring).

1. Leave-on.
2. Rinse-off
{d) Hair shampoos (coloring).
1. Leave-on.
2. Rinse-off

(&) Hair color spravs (aerosol).

(f) Hair lighteners with color.

(g) Hair bleaches.

{h) Evelash and evebrow dves.

(1) Other hair coloring preparations.
1. Leave-on.
2. Rinse-off.

(08) Makeup preparations (not eve)(other than makenp preparations for children).

(a) Blushers and rouges (all types).
(b) Face powders.
(c) Foundations.
1. Traditional applications.
2. Airbrush applications.
(d) Leg and body paints.
1. Traditional applications.
2. Airbrush applications.
(e) Lipsticks and lip glosses.
(f) Makeup bases.
1. Traditional applications.
2. Airbrush applications.
{g) Makeup fixatives.
(h) Other makeup preparations.
1. Traditional applications.
2. Airbrush applications.
(09} Makeup preparations for children (not eve).
{a) Children’s blushers and rouges (all types).
() Children’s face paints.
(c) Children’s face powders.
{d) Children’s foundations.
(e) Children’s lipsticks and lip glosses.

(f) Children’s color hairsprays.

(g) Other children’s makeup.

(10) Mamicuring preparations.

(a) Basecoats and undercoats.

{b) Cuticle softeners.

(c) Nail creams and lofions.

(d) Nail extenders.

(&) Nail polishes and enamels.

(f) Nail polish and enamel removers.
{g) Other manicuring preparations.
(11) Oral products.

(a) Denfifrices (aerosols, liquids, pastes, and powders).

(b) Mouthwashes and breath fresheners (liguids and sprays).

(c) Other oral products.
(12) Personal cleaniiness.
(a) Bath soaps and body washes.
(b) Deodorants (underarm).
1. Sticks, roll-ons, gels, creams, and wipes.
2. Sprays.
(c) Douches.
{(d) Feminine deodorants.
1. Leave-on.
2. Rinse-off.
{e) Disposable wipes.
(f) Other personal cleanliness products.
1. Leave-on.
2. Rinse-off.
(13) Shaving preparations.
(a) Aftershave lotions.
(b) Beard softeners.
(c) Men's talcum.
(d) Pre-shave lotions (all types).
(e) Shaving creams (aerosol. brushless, and lather).
(f) Shaving soaps (cakes, sticks, etc.).
(g) Other shaving preparation products.

(g) Night.
(h) Paste masks (mud packs).
(1) Skin fresheners.
(j) Other skin care preparations.
1. Leave-on
2. Rinse-off
(15) Sunfan preparations.
(a) Suntan gels. creams. and liquids.
(b} Indoor tanning preparations.
1. Traditional applications (creams, lofions, ete.).
Airbrush applications.
3. Sprav applications.
4. Professional airbrush tanning applications.
5. Professional spray tanning applications.
{c) Other suntan preparations.
(16) Taftoo preparations.
(a) Permanent tattoo inks.
(b) Temporary tattoo inks.
(c) Other tattoo preparations.

[

(17) Other preparations (i e., those preparations that do not fit another category).

(14) Skin care preparations, (creams, lotions, powder, and sprays).

(a) Cleansing (cold creams, cleansing lotions, liquids, and pads).

{(b) Depilatories.

(c) Face and neck (excluding shaving preparations).
1. Leave-on.
2. Rinse-off.

(d) Body and hand (excluding shaving preparations).
1. Leave-on
2. Rinse-off.

(e) Foot powders and sprays.

(f) Moisturizing.
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Under section 607(c) of the FD&C Act, the following
information must be submitted in a cosmetic product
listing:

« the facility registration number of each facility where
the cosmetic product is manufactured or processed;

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

« the applicable cosmetic category or categories for the
cosmetic product (refer to Appendix A below);

« alist 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;

 the product listing number, if any previously assigned,
and

» type of submission (initial, update to content (annual),
abbreviated renewal).

FD&CHH MM 607(c)0| [t} 517 HE7L HEEA| 2%
£ g| 2= 0| A H|=£|ofof gL Ct,

H

bal
ok
o
=
24
IR
rir
N
OH
n
rr
AN
>

X
10
>
nx
oln
Jhu

_Io'_l-
o
]
=2
J
00 og
N
olr
rot
_I-OI_I-
(a!
oK
|
4
Kl
d
lx
>
N
olr

E
AH

ederal Regulations(AW 178 I E), E}0| = 21

1701.3(22 7|El 5 M =)0 M 25t

o
rin
oot
hu
12t
0%t
R
kA
rr
12t
z
R
i
Hl
og
O
2
0
o]
Q.
(o]

=h
-

(0
I

of M

rot 9)_I-
F
rl
0.

g
10

Norr oz

N
WY I olr
=2
mok
0

o
=



S Al HI=5HOF of= E &

HE 2l

It 8H

FDA also requests that the following additional
optional information be submitted:

« parent company name (if applicable);

 type of business (as listed on the label), i.e.,
manufacturer, packer, or distributor;

 image of the label (currently jpg files are
accepted);

 product webpage link;

» whether the cosmetic product is for
professional use only;

 responsible person DUNS Number for address
listed on product label;

« Unique Ingredient Identifiers (UNIIs);

 and additional contact information for
individuals associated with the listing.
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https://precision.fda.gov/u

niisearch

https://www.fda.gov/indus

try/fda-data-standards-

advisory-board/fdas-

global-substance-

registration-system

For UNII requests, data
issues, or questions about
GSRS contact:
FDA-SRS@fda.hhs.gov

= &
Bl o oo DRUG precisionFDAx

FDA's Global Substance Registration System

UNII Search Service

Type in a search query or UNII Search

Information available for 150,174 substances.

FDA’s Global Substance Registration System enables efficient and accurate
exchange of information on substances through their Unique Ingredient
Identifiers (UNIIs) which can be generated at any time in the regulatory life

cycle.
Learn how to search Download substance data
= Read about how GSRS search works and find éﬂ Download lists of UNIIs, names, codes, and
substances based on partial text. attributes for substances registered in GSRS.
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LI

Serious adverse event (LS &

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
subparagraph (A).
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PERSONAL CARE PRODUCTS COUNCHL

TECHRRCAL SUNDELINES

Safety

Evaluation

2023.12.29)

4t Zbot 70| EH A (2014'H)

Safety Evaluation Guidelines

https://access.personalcarecouncil.org/Shop/Publicatio

ns/Product-Details?productid=%7B39F5202E-EOBF-
EB11-8236-000D3A12D54C%7D

Guidelines
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FDA &AL 2 7|8 ™2 (Inspections and Records Access)

“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 . . . [allow FDA] . . . at reasonable times and within reasonable
limits and in a reasonable manner, to have access ”

FDA inspection authority limited to adverse events, GMPs, and record access

Does not extend to cosmetic formulas/recipes, or to financial, pricing, sales (other than shipment
data), personnel, or research data (other than safety substantiation data)
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A
o

M 3|4 H™ AeH(Mandatory Recall Authority)

FDA may issue a Mandatory Recall if the secretary determines that there is:
v' A reasonable probability that a cosmetic is adulterated or misbranded

v' The use 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, FDA may issue a mandatory recall

v SIS0l 2T = FEEA0 siEects S22 ™e /s
| -
=

v oS HS2| A8 T AU
Cin TESHE 4%
FDA= MXtof|A ol P HMZF2| Xt F& ST A 2| 7|21 & HSE
7.| (@) CC =
o y e

otor MQIX}7} XU EQl Q.8 SEHS HHUSALL 85
o M| 2|48 otX| 2= F2, FDAS W 3%

OF
=
UL

>

41



HAI™ 2023.12.29)

M S & H™X|(Facility Suspension)

FDA may suspend a facility’s registration requiring the facility to cease distribution of
all cosmetic products if FDA:
v" 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

v" There is reasonable belief that other products manufactured or processed by the
facility may be similarly affected because of failure that cannot be isolated to a
product or products manufactured by the facility

Before suspending a facility’s registration, FDA will provide notice and an opportunity

for the facility to be heard at an informal hearing
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https://lwww.fda.gov/cosmetics/cosmetics-news-events/public-meeting-good-

manufacturing-practices-cosmetic-products-06012023
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