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Federal Food, Drug and Cosmetic Act ' (sections 361 - 364)

(FD&C Act) :
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oIt 74 . 701 COSMETIC LABELING

- I T . 710 VOLUNTARY REGISTRATION OF COSMETIC
w—— AlZ 0l o|okZ .4 | PRODUCT ESTABLISHMENTS
’ ; : . 720 VOLUNTARY FILING OF COSMETIC PRODUCT
0 Ia.l:l-l Code of Federal Regulations Title 21 i INGREDIENT COMPOSITION STATEMENTS
- (21 CFR) | 740 COSMETIC PRODUCT WARNING STATEMENTS
= <Oof[AL>

California Safe Cosmetics Act
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FD&C Act (Federal Food, Drug, and Cosmetic Act)
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SUBCHAPTER I =2}
DEFINITIONS A28
(i) The term "cosmetic" means (1) articles intended to 9|
be rubbed, poured, sprinkled, or sprayed on, =
FZ” 2 HA
introduced into, or otherwise applied to the human (i) "SrEE"0| 2I=E F2, Dot RS S &

body or any part thereof for cleansing, beautifying, JHASEZ| fI6H QA0 HE2 7L 7L} B | AL &
promoting attractiveness, or altering the appearance
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ip2y U.S. FOOD & DRUG

ADMINISTRATION

Drugs

Home > Drugs

Status of OTC Rulemakings
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Medical Devices

Development & Approval Process (Drugs)

Radiation-Emitting Products | Vaccines, Blood & Biologics

Development Resources » Over-he-Counter (OTC) Drugs

Status of OTC Rulemakings

f sHeRE in LINKEDIN | @ PINIT | 3B 8 PRINT

The Over-the-Counter (OTC) drug category web site contains Federal
Register notices organized by therapeutic category subtopics. Each web
page also links to therapeutic category pages organized chronologically.

This rulemaking history site is intended as a research aid and is not an
official FDA record. We have tried to make these histories accurate and
complete. Should you find an error, however, please let us know so that we
can corect it

ABCDEFGHIJKLMNOPQRSTUVWXYZ

L

Labeling

Laxafive

Leg Muscle Cramps

Male Genital Desensitizers

Analgesic, Extenal

Menstrual
Analgesic, Intemal
Anorectal N

Tightime Sieep Aid

o

Ophthalmic

Oral Health Care
Oral Waund Healing
Otic

Antimalarial
Antimicrobial

Poison Treatment
Prostatic Hypertrophy
Psoriasis

Astringent

AtoZindex | Foliow FDA | EnEspaiiol

TN -

Animal & Veterinary

11

Cosmefics | Tobacco Products

Status of OTC Rulemakings

Contact FDA

Toll Free
(855) 5433784, or
(301) 796-3400
druginfo@fda hhs.gov

Human Drug Information
Division of Drug Information
(CDER)

Office of Communications

back Form

10001 New Hampshire Avenue
Hillandale Buiding, 4th Fioor
Silver Spring, MD 20983



https://www.fda.gov/Drugs/DevelopmentApprovalProcess/DevelopmentResources/Over-the-CounterOTCDrugs/StatusofOTCRulemakings/default.htm
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Bithionol

Chlorofluorocarbon propellants
Chloroform
Halogenated salicylanilides

Hexachlorophene

Mercury compounds

21 CFR 700.11

21 CFR 700.23

21 CFR 700.18

21 CFR 700.15

21 CFR 250.250

21 CFR 700.13

EG; www.ecfr.gov

iy bl =1} 20 £akoff ==
Sl MEWMeE AHEE = 8IS
UMl OHMSH CHE BEEX|7t e 420 ot6tY, & F
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(0.0065 %)= X 1t5tH Ot=l
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= 21 1ppm(0.0001%) O|Tte| O|ZF =ZF0| Oofd Z 0
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Methylene chloride

Prohibited cattle materials
Vinyl chloride
Zirconium-containing complexes

Sunscreens in cosmetics

21 CFR 700.19

21 CFR 700.27

21 CFR 700.14

21 CFR 700.16

21 CFR 700.35

EG; www.ecfr.gov

HHZE MBOAM it =X

NAHZE HMZFOA e =X

APl AHEA £ 2 8E0] ot o[k E Aol HES Ba
o SHEE0| MZFe MdS BE=ot7| ol At dAE o

2= ME%H 20+ 0| E =0 “Contains a sunscreen to
protect product color. " 2 22 22 S{OF &
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21 CFR Parts 70 ~ 82
“ Specific color additives are addressed in Parts 73, 74, and 82,

PART 73—LISTING OF COLOR ADDITIVES EXEMPT FROM CERTIFICATION
Subpart C - Cosmetics
PART 74—LISTING OF COLOR ADDITIVES SUBJECT TO CERTIFICATION
Subpart C - Cosmetics
PART 82—LISTING OF CERTIFIED PROVISIONALLY LISTED COLORS AND SPECIFICATIONS

stgE0l| ALl = 2= 2H4A|= FDA 2| 5212 '&ofof gt
= 2Hz= ofof et ol BA=|O| U= EXET ALEE|0{0f &
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Import Alerts for a Country/Area
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(Labelling)
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 Fair Packaging and Labeling Act (FP&L Act)
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* FDA Cosmetic Labeling Guide
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(Name and Identity of product)
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(Declaration of net quantity of contents.)
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(Declaration of net quantity of contents.)

- LHEE0|| Ciiet =137

FQHEAR HE(sq. in.) Z& =X 37| Z0|(in.)
5 0|5} 1/16
5 =1t 25 0|35} 1/8
2521} 1000| 3} 3/16
1002= 1 1/4

X sq. in. : square inch, 4} OIX|



(Name and place of business of manufacturer, packer, or distributor)
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Manufactured for ---
Distributed by ---

MADE IN KOREA
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(Cosmetlc product Warning Statements)
- AIE SH0 e LR st ES AOE1SE 2|5 2o UtEA] B7(5{0f €f)
« 21 CFR 740-COSMETIC PRODUCT WARNING STATEMENTS '
°
o) 7I¢E7| AIES2 o2l 218 BtEA| A|Z0| 2|3l of et

‘Warning—Avoid spraying in eyes. Contents under pressure. Do not puncture or incinerate.

Do not store at temperature above 120 °F. Keep out of reach of children.’



(Designation of ingredients)

|'0II

- 2H[R}O||A TOHE S22 5f= 2HS0ll Chat

X 20| AIRS 2HO 2 5l A|E £ D3 MI 3|Zo|

- 2A37|= 1/16in. O|4t
x HAto| HA0| 12 sq. in. 0|5t AL, 1/32 in. 0|4t

- AEH2INCI EA2E HA|

EA|l B27|5H0f g

= H{EE|A| %S

29



30

a! Sk(fragrance or flavor)

FRICIZ FDAS| Q1S E2 4=

—

=
n=
=2

ol
—
on



AE 2RE2TR
(Product claims)

31



32

%)I

ot 2fof ZxLt o

cHdo Z1zHE L& 2

=

A

=X

v AH|X} 2010 YEE EI|E|Y

v AHHUO|ALL

Of =l x|



06 HF e+

33

AlS 2HE0 7|2HE 'S-81t

If a product is intended to

make lines and wrinkles less

noticeable, simply by

moisturizing the skin, it's a
cosmetic.

Similarly, makeup or “primers’

intended to make the signs of

aging less noticeable just by

hiding them are also

cosmetics.

But, products intended to affect the

structure or function of the body, such

as the skin, are drugs, or sometimes

medical devices, even if they affect the
appearance. So, if a product is
intended, for example, to remove

wrinkles or increase the skin'’s

production of collagen, it's a drug or a

medical device.
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(Warning Letter)

FDA U_S_ FOOD & DRUG AtoZIndex | Follow FDA | En Espaiiol

ADMINISTRATION

Cosmetics

CEEN -

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

Home > Cosmetics > Compliance & Enforcement > Warning Letters

Resources for You

Are Some Cosmetics Promising
Too Much?

Is It a Cosmetic, a Drug, or
Both? (Or Is It Soap?)

"Cosmeceutical”

CDER-CFSAN Agreement

Import Alert #66-38: Skin Care
Products Labeled as Anti-Aging
Creams

Warning Letters Address Drug Claims Made for
Products Marketed as Cosmetics

f sHare in LINKEDIN = @ PINIT % EMAIL & PRINT

The Warning Letters appearing below illustrate an important legal distinction, the difference between a cosmetic
and a drug under the Federal Food, Drug, and Cosmetic Act (FD&C Act).

Under the FD&C Act, a product intended to diagnose, mitigate, treat, or prevent disease, or to affect the structure
or function of the body is classified as a drug (FD&C Act, Section 201(g}). If such a product is not generally
recognized by qualified experts as safe and effective when used as labeled, it is a “new drug” (FD&C Act, Section
201(p)) and requires an approved New Drug Application to be marketed legally in the United States (FD&C Act,
Section 505(a)). FDA issued Warning Letters to the following firms, citing drug claims associated with topical skin
care, hair care, and eyelash/eyebrow preparations, noted on both product labeling and Web sites. Some examples
of the drug claims cited are acne treatment, cellulite reduction, stretch mark reduction, wrinkle removal, dandruff
treatment, hair restoration, and eyelash growth
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2> VCRP

\

FDA A[O|E0f| A
“Cosmetic” H|%0]| A “Registration Program”2.2
=0{7[H M| F LHE =2l 715

www.fda.gov/Cosmetics/RegistrationProgram

37

A U.S. FOOD & DRUG AtoZindex | FollowFDA | En Esparial

ADMINISTRATION

T -

Home | Food | Drugs | Medical Devices | Radiation-Emitling Products | Vaccines, Blood & Bislogics | Animal & Veterinary | Cosmefics | Tobacco Products

Cosmetics

Home > Cosmetics > Registration Program

Voluntary Cosmetic Registration Program

Registration Hel v
g ? f sHeRE in LNKEDIN | @ PINT | 3§ EMAL | & PRINT

Online Registration v

Scheduled VCRP Production Maintenance

To: VCRP Users Affected Area: VCRP Account Login, Including all Parts of Establishment Registration and
Cosmetic Product Ingredient Statement Filing

Dates: Monday, Septamber 10, 2018 — Thursday, September 20, 2018

Paper Registration

Registration Reports

Resources for You This communication is te notify you that the Voluntary Cosmetic Registration Program (VCRP) system will be
undergoing system maintenance between Monday, September 10, 2018 through Thursday, September 20,
« Follow FDA Cosmetics on 2018. This maintenance will update VCRP. You will not be able to access the system during this time. We will
Twiten? natify all existing users by email when VCRP production is restored, on or about Thursday, September 20
2018

FDA's Voluntary Cosmetic Registration Program (VCRPY) is a reporting system for use by manufacturers, packers
and distributors of cosmetic products that are in commercial distribution in the United States

On this page
+ AboutVCRP
« Benefits of VCRP Participation

+ Some Important Things to Know

+ How to Participate
o Registering cosmetic manufacturing and/or packaging establishments

o Filing Cosmetic Product Ingredient Statements (CPIS)

o Amending or Discontinuing a Product Formulation
More Resources
+ Participate Online
« Participate Using Paper Forms
« MCRP Help

« Cosmefics Guidance and Regulation
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U E (import refusal) 2} U A B (import alert)
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{( U_S. Department of Health and Human Services

AtoZindex | FollowFDA | En Espafiol

(p7Y U.S. FOOD & DRUG
ADMINISTRATION EE

Home Food Drugs Medical Devices Radiation-Emitting Products | Vaccines, Blood & Biologics Animal & Veterinary Cosmetics Tobacco Products

Home Import Program Impeort Alerts Industry Categories _¢_ I E(Import alert) |'-6-°" EHAOF
Import Alert for Industry Cosmetics “ICh A Ol | IX
°H o T ux'"E

Cosmeties - A HIFS H=Sts =] H=A
AL

I rt Alert I rt Alert Publish 1L © =
,:‘Lp,:ber e -P;:: ler [):tels Import Alert Name 3 I x1| % E u I q‘ ml E q 2E _'_ ﬂ x}

17-04 DWPE 03/18/2011 | "Detention Without Physical Examination Bulk Shipments of High-Risk Bovine Tissue from BSE-Countries--Bovine,
Spongiform Encephalopathy”

f sHaRE in UNKEDIN |~ @ PINIT EMAIL & PRINT

45-02 WPE 09/18/2018 | "Detention Without Physical Examination and Guidance of Foods Containing lllegal and/or Undeclared Colors "

45-07 DWPE 06/15/2018 | "Detention Without Physical Examination of Food Products Containing lllegal Undeclared Sweeteners"

53-03 DWPE 10/12/2011 | "Oral Tanning Tablets”

53-04 DWPE 08/09/2018  "Detention Without Physical Examination of Eyelash and Eyebrow Dyes Containing Coal-Tar"

53-05 'WPE with 03/18/2011 | "Detention Without Physical Examination of Cosmetics From Importers Exhibiting Five Detentions From Gray Market
Surveillance Purchases”

53-06 DWPE 09/18/2018 | "***Detention Without Physical Examination Of Cosmetics *** That are Adulterated and/or Misbranded Due to Color Additive

Violations™""




08 £ UYHF (import refusal)2} A K (import alert)

DWPE (Detention Without Physical Examination) = Red List
Import Alert

ZAAE (import Alerts)
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- SIAE HA MAF 22k (Adulterated), £ HEA|(misbranded)
- HE2 U L= 4 HO| SHH
o BIAE A RA HCHE= OTC |24 SMA

v" No Action Indicated (NAI) which means no objectionable conditions or practices
were found during the inspection (or the objectionable conditions found do not

justify further regulatory action)

v Voluntary Action Indicated (VAI) which means objectionable conditions or
practices were found but the agency is not prepared to take or recommend any

administrative or regulatory action

v Official Action Indicated (OAI) which means regulatory and/or administrative
actions will be recommended.
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- End of the document -
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