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Basic definitions

* Cosmetics: s

- ‘Cosmetic’ is derived from the Greek Kosmesis (ado'rni'n‘g)



Definition of a cosmetic product

* Food and Drug Administration (FDA) 20228 Vs \ ki, o, 143 3\
* The US Food Drug and Cosmetic (FDC) Act defines cosmetics as:
(1)0Art|g1’es intended to be rubbgd poured sprmkled or spggyed on,

applied to the human body foric cIeansmg, beautlfylng, promoting
attractiveness, or altering the appearance.



Basic definitions
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(2pArticles intended for use as a component of any such articles;

except that such term shall not includé’soap” - Cosmex o
P 20) ~Cny S Ly
“Soap include only those soaps intended for cleansing the human

body, that are labeled, sold and represented solely as soap, and ohat
consist primarily of nonvolatile detergent from an alkali salt of fatty
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SOAP according to USFDA

* It cleanses our hands and body% non-cosmetic (traditional soap)

Qs\.&)\_As \8.:\

E Moisturizing and deodorlzmg — cosmetic

D Antibacterial, antiperspirant, anti-acne = OTC drug-Cosmetic
product
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Basic definitions

* There is a significant difference between cosmetic products and
drugs
@Jy\g]s)are defined in the FDC Act as:
Articles intended for use in the diagnosis, cure, mitigation, treatment
or prevention of disease in man..... Articles intended to affect the
structure or and function of the body.
+ ) E(}NS@”M\ N



The grey area between a drug and a
cosmetic product

# A cosmetic product is not meant to affect the structure or function of

the skin

* Nowadays this ‘strict” definition is becoming more and more blurred

* In the past nearly all cosmetics were no more than simple \&e}ﬁ»;i\t‘—?
moisturizing, cleansing, or colouring products sooo@ Sacrion o Ao

* The legal difference between a cosmetic and a Drug is determined by

what?
o NOND /S
- E.g. Salicylic acid

- FDA relies on the representation made for the product in its labeling
“any display of written, printed, or graphic matter”

- Intended use vs. chemical composition S VEVEF AT WA P S
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The grey area between a drug and a
cosmetic product

* Currently, many cosmetic products are marketed
with statements such as:

“ Accelerates the renewal of cells” .. C-L“A\fg\\fsi_‘s\&g

7 . . . . RS ' R
bwld-up supportive tissue in t.he skin D oS

“Repairs sun damage to the skin” o D sss Regdowen 2

\e S cds 3 _¥\.&\
—3\ \egdonon )\A_\D\&a

“ Repairs skin aging”

* These claims changes in the function and str\ucturéf BN
. \ooe NS = —s
of the tissue i i—f—s‘” -
“will temporarily improve the appearance of ....signs

O V/4
of aging = ;96}.&\2
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The grey area between a drug and a

" Dwua v 3 =56 USA N\
cosmetic product e B BSh
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« Cosmeceutical is frequently used to describe
products that are known to have biological action
but which are regulated as cosmetics

* the cosmetic industry uses this word to refer to

cosmetic products that have medic\:ina\l or drug-like
benefits ove a bidlogical acrion

* Food, Drug, and Cosmetic Act does not recognize
the term "cosmeceutical"
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* https://www.hugheshubbard.com/news/ealert-defending-class-
action-claims-of-false-cosmetics-labeling

e https://cen.acs.org/articles/94/i19/Making-cosmetic-claims-
stick.html

* https://www.primematterlabs.com/resources/difference-between-
cosmetic-and-OTC
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/ primematterlabs.com

In the US, a product qualifies as a drug when the product is

I)I'illle Dl(lt‘el' CAPABILITIES ABOUT RESOURCES ELEMENT LOGIN

Or TUNCTION OT TNe DOay. Drugs can be marketea as U1 IT tney
comply with established OTC monographs established by the
FDA, or through the submission of an NDA (New Drug
Application) to the FDA (Learn more: How OTC Drug Products
are Approved by the FDA). Examples of OTC drug products
include, sunscreen, antidandruff shampoo, acne care, and hand
sanitizer.

b N

Examples of Drug Claims

Acne Treatement Dandruff Control

E , Psoriasis, or R
2) Antintarmatory ) e o o s

Anti-septic, Anti-bacterial,
Anti-microbial

LD Antiperspirant 6‘3 Scar Care

Chapped/Cracked Lip Treatment SPF / Sunscreen

Hair Growth / Regrowth

These designations are not mutually exclusive as a product can
be both cosmetic and OTC when it has two or more intended
uses. For example, an anti-dandruff shampoo will claim to both
cleanse hair and treat dandruff. Additional examples include
makeup with sun protection claims and deodorants that are also
antiperspirants. These products must comply with the
requirements for both cosmetics and drugs.



Prime Matter

CAPABILITIES

primematterlabs.com
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ABOUT RESOURCES ELEMENT LOGIN Create Your Product

acid. If it is less than .5%, then the product may only make

cosmetic claims that speak to cosmetic benefits like exfoliation
or smoothing.

L
Cosmetic Claims
\)  Beautifying
7) Cleansing
é) Conditioning
1—\) Hydrating

6) Moisturizing

The differentiation can be difficult to decipher, and brands need
to be mindful of the language used in the marketing of the
product. If a product is intended to make lines and wrinkles less
noticeable by moisturizing the skin (lotion) or hiding them
(makeup), then it qualifies as a cosmetic claim. But if a product
claims to remove wrinkles or increase the skin’s production of
collagen, then it would be considered a drug by the FDA.

Cosmetic Claims OTC Claims



primematterlabs.com

noticeable bv moisturizing the skin (lotion) or hiding them

I’l'i“le 1\'““@.‘ CAPABILITIES  ABOUT  RESOURCES ELEMENT LOGIN Create Your Product

collagen, then it would be considered a drug by the FDA.

-

Cosmetic Claims

E

i 33\'\32\8':31\)3 _,\J-D 3 )- o\ wkm NS Lss i For thicker and fulle¢Tookin@hair Restores hair growth
A G
r;l; (;;;::fﬁ:l:gsl:;’in Eliminates cellulite
Oug dor o e b £ 8o sovne i
Promotes fuller looking hair For the treatment of alopecia

Reduces the look of

y ;i 5 . Clears up acne scars
hyperpigmentation and discoloration P

Learn more about OTC drug products:How OTC Drug Products
are Approved by the FDA

Prime Matter Labs offers tailored product development and
production, adapting and innovating along with your business.
Work with our team to capture exactly what it's going to take to
meet your consumers’ unique needs. Contact your Prime Matter
Labs Project Manager or start your project here.
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Making cosmetic claims that stick SHARE «
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Cosmetic science

While differences exist, both EU and U.S. authorities require:claims substantiation

European Union

United States

The European Commission sets

cosmetic standards which are
Enforcement

enforced by member country

regulatory authorities.

The Food & Drug Administration and the
Federal Trade Commission both have
jurisdiction over cosmetic claims. Individual
states have regulatory authority too.

Cosmetic products must be
registered and proof of claims
must be filed before they go on
the market.

Registration

Cosmetic products and ingredients do not
need FDA registration, but they can be
registered voluntarily. Claims are not filed with
the agency.

Claims must be truthful. i.e. if
Truthfulness said to contain honey it must
contain honey.

Companies must have competent and reliable
evidence to substantiate any ingredient-

related claims. s ot i )\ —s

Claims should be supported by
verifiable evidence. Experimental
studies should be reliable and
reproducible.

Evidence

ey e ey o e S \Qhes s
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Sources: European Commission, FDA, FTC

In Europe, both categories are considered cosmetics, and formulators have more

data.
(o=
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Cosmetic Labeling Class Actions and Applicable Defenses

The recent volley of warning letters by the FDA has also triggered a wave of follow-
on class action lawsuits against cosmetic manufacturers in general, including
manufacturers not singled out via FDA warning letters. Typically, such class action
lawsuits are broader in scope than the FDA warning letters, and include claims for
false or misleading advertising, unjust enrichment, breach of warranty, and state-
specific consumer protection law violations. If certified, the cost and potential class-
wide damages associated with such class action lawsuits can threaten to overwhelm
or even bankrupt the targeted cosmetic manufacturers.

Despite the upswing in these types of class action lawsuits, there is a glimmer of
hope. Two recent U.S. Supreme Court decisions (Comcast Corp. v. Behrend, - S. Ct.
- (March 27, 2013); Wal-Mart v. Dukes, 131 S. Ct. 2541 (2011)) are filtering through the
U.S. District Courts and providing effective defenses to class certification. These
defenses include (1) requiring a rigorous analysis of all prerequisites for class
certification under both Rule 23(a) and Rule 23(b)(3) of the Federal Rules of Civil
Procedure, (2) requiring an analysis of the merits of the underlying claims whenever
they overlap with class certification issues, (3) requiring damages be measurable on
a class-wide basis and not necessitate individual damage calculations for each
purported class member, and (4) raising the possibility that any expert testimony
proffered for class certification purposes be subjected to the heightened scrutiny of
a Daubert-style analysis.
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q U.S. Food and Drug Administration
r A_ Protecting and Promoting Your Health =)

Radiation-Emitting Products | Vaccines, Blood & Biclogics | Animal & Veterinary | Cosmetics | Tobacco Products

Home | Food | Drugs | Medical Devices
Cosmetics

Home » Cosmetics > Labeling > Labeling Claims

"Cosmeceutical”

Alcohol Free f SHARE in LINKEDIN | @ PINIT EMAIL | & PRINT

» "Cosmeceutical”
Consumers and manufacturers sometimes have questions about the term "cosmeceutical.”

"Cruelty Free"/™Not Tested on ) . “S :
Animals® While the Federal Food, Drug, and Cosmetic Act (FD&C Act) does not recognize the term "cosmeceutical)' the

cosmetic industry uses this word to refer to cosmetic products that have medicinal or drug-like benefits.

"Hypoall ic" C fi
yposieraEnie osmete The FD&C Act defines drugs as those products that cure, treat, mitigate or prevent disease or that affect the

structure or function of the human body. While drugs are subject to a review and approval process by FDA,

"Organic"” Cosmetics X ) . .
cosmetics are not approved by FDA prior to sale. If a product has drug properties, it must be approved as a drug.
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Consequences of drug status:

)t is more burdensome and expensive for a product to be
classified as a drug rather than a cosmetic

@A “new drug” may not be marketed at all without prior
FDA approval

(®Cosmetics are not approved by FDA prior to sale.
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 Cosmerics N=Dpad

EU

ASEAN

e Any substance or
mixture placed in
contact with external
parts or with teeth and
oral cavity to clean,
perfume, change their
appearance, protect,
keep them in good
condition or correct
body odor”

e Allowed to have mild
Pharmaceutical

activities B
A C}}é P

Cosmaric o™

e Same as EU
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D Cosmetics

\2\e OTC drug-
Cosmetic

Product

E- Drugs

\L's Cosmetics
2 Drugs
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egulatlon
: e ines two categories:

e Normal cosmetics
Spéﬁhﬁ\ﬁiﬁw

¢ Japanyegulations
defines two categories:

e Cosmetics & Special
co: metics
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Same product
categorized in
different ways in
different countries
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Cosmetic exporters
has to meets the
other countries
definitions and
regulations

What
Does that
Means?

Saja Hamed, Ph.D

Labelling
requirements
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Antidandruff

Antidandruff I —

Active
Ingredient

Shampoo

Cosmetic

Drug and
Cosmetic
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In EU

Antidandruff
Shampoo

Antidandruff

Active
Ingredient

Shampoo

Cosmetic > .
Cosmetics
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In Japan

Antidandruff
Shampoo

Antidandruff

Active
Ingredient

Shampoo

Cosmetic Quasi Drug
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In Jordan

Antidandruff
Shampoo

Antidandruff

Active
Ingredient

Shampoo

Cosmetic =
Cosmeceuticals
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e OTC Drug-

Cosmetics
Al
s e Cosmetics
e Cosmetic —
“Special- purpose
- cosmetics
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e Based on
claims and
ingredients

e Cosmetics
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Whitening Skin a\\oweA

N
e Quasi Drug
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Vo Cosmetics are
not subject to
FDA premarket
approval

« DA
‘Registered”
PNV Jogonot

allowed
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e Can use almost
any raw materials
without any
approval or
limitation

e Restriction for
color additives,

e Short list of
prohibited and
restricted
ingredients

10/8/2024

e More exhaustive lists

e Ingredients are regulated
by the annexes:

* Annex Il: banned
ingredients;

e Annex lll: restricted
ingredients;

e Annex IV: positive list of
colors

e Annex VI: positive list of
preservatives

e Annex VII: positive list of
UV filters;

Saja Hamed, Ph.D

ASEAN

e Same As EU




G WSt Acid. Cethyl Alcohol,
Y@; Q""\“; ~— tearyl Alcohol, Paraffinum Liquidum,
Glycerine, Bisabolol, Allantoin,

Titanium Dioxide, Niacinamide,
Retinyl Palmitate, Ascorbic Acid,

38 |4-Isopropyl-m-cresol |U-UYMEN-5-UL 3228-U2-2 221-161-( U 1%

39  Mixture of 5-Chloro- METHYLCHLOROIS 26172-55-4, 2682-20- 247-500-7, 220-239- Rinse-off 0.0015% (of a
2-methylisothiazol- OTHIAZOLINONE 4, 55965-84-9 6 - mixture in the ratio
3(2H)-oneand2-  |AND _"_‘;‘A" 3\—‘”"-\3 31 0f 5-Chloro-2-

>
Methylisothiazol-3(  METHYLISOTHIAZO _ .\‘ . \;\'JQ\_\ - methyl-isothiazol-3(
2H)-one with LINONE o 08\5 //__33 " 2H)-one and 2-
magnesium chloride . s = Methylisothiazol-3(
(}ceu»vé VX
and magnesium N 2H)-one
nitrate Rfm se - oee
AN A AN LiadA LI ADLICEVININITE CCCR A ICONC 41 ann N"10 7 NN NN \.C. N NN [an
C omocy o\\em
Is methylisothiazolinone a preservative causing high rates of allergy? A

MCI/MI is one of the most frequent causes of preservative contact allergy and early
studies showed that both Ml and MCI are sensitizers. The prevalence of Ml contact allergy
is already around 1-5% and sources of exposure are associated with occupation, cosmetic
products or household products.

» nih.gov
https://pubmed.ncbi.nim.nih.gov » __.

Methylisothiazolinone contact allergy: a review - PubMed



(5] https://www.cosmeticsbusiness.com/ /article_page/Huda Beauty pays nearly 2m_to_settle Neon_Obsessions_lawst

Huda Beauty pays nearly $2m to settle
Neon Obsessions lawsuit o)

X _-)?\Q,,\;.s;.»\em
By Sarah Parsons  25-Jul-2022 n n

Regulatory | Finance

The Dubai-based make-up brand used banned ingredients in the palette line




Huda Beauty was founded by Dubai-based influencer and make-up artist Huda Kattan

Huda Beauty will pay nearly US$2m to settle a two-year lawsuit by consumers that the Dubai-based make-up
brand used illegal ingredients in its Neon Obsessions palettes.

The brand, founded by influencer Huda Kattan, was accused of using pigments banned for use around the eye
area by the Food and Drug Administration (FDA).

The US lawsuit claimed that Huda Beauty concealed the prohibited ingredients to consumers by hiding
warning labels, including 'not intended for the eye area’, behind outer packaging.

Despite not being suitable for the eye area, Neon Obsessions was packaged in the same format as the brand's
other eyeshadow palettes and used campaign imagery of Kattan wearing the product as eyeshadow.

The ingredients in question were Red 6 (Ci 15850), Yellow 10 (Ci 47005), Red 22 (Ci 45380) and Red 28 (Ci
45410) due to potential eye irritating and staining properties.

The lawsuit, initially settled in October 2021, will see Huda Beauty pay $1.93m to resolve the claims and
$1.2m in legal fees for the plaintiffs.
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USA

e Cosmetics have to information on e Previously
be safe and

assessment of product mentioned

ASEAN

‘manufacturer are

‘responsible safety | - speclic Stardacds
* No guidelines on °

how to assure safety
e In-market ¢

surveillance
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