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Basic definitions

• Cosmetics: 
- ‘Cosmetic’ is derived from the Greek Kosmesis (adorning)
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Definition of a cosmetic product

• Food and Drug Administration (FDA)
• The US Food, Drug and Cosmetic (FDC) Act defines cosmetics as:

(1) Articles intended to be rubbed, poured, sprinkled or sprayed on, 
applied to the human body for cleansing, beautifying, promoting 
attractiveness, or altering the appearance.
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Basic definitions

(2) Articles intended for use as a component of any such articles; 
except that such term shall not include soap”

“Soap include only those soaps intended for cleansing the human 
body, that are labeled, sold and represented solely as soap, and that 
consist primarily of nonvolatile detergent from an alkali salt of fatty 
acids”
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SOAP according to USFDA

• It cleanses our hands and body non-cosmetic (traditional soap)
• Moisturizing and deodorizing  cosmetic
• Antibacterial, antiperspirant, anti-acne  OTC drug-Cosmetic 

product
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Basic definitions

• There is a significant difference between cosmetic products and 
drugs

• Drugs 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.
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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 

moisturizing, cleansing, or colouring products
• The legal difference between a cosmetic and a Drug is determined by 

what?
- 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
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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”
“ build up supportive tissue in the skin”
“ Repairs sun damage to the skin”
“ Repairs skin aging”
•These claims changes in the function and structure 

of the tissue
“ will temporarily improve the appearance of ….signs 

of aging”
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The grey area between a drug and a 
cosmetic product
•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 medicinal or drug-like 
benefits
•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

• 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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Consequences of drug status:

• It 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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Definitions of Cosmetics and Directives

USA

• Limited 
authority

• Legislations 
remained 
unchanged since 
1938

• MoCRA 2022

EU

• Continuous 
updates (1976-
2009)

• Model of 
modern 
cosmetic 
regulations 
worldwide

ASEAN

• Cosmetic 
Directive (ACD) 
is in force in all 
10 ASEAN 
member 
countries

• Modeled 
after the EU 
Directive 

10/8/2024 Saja Hamed, Ph.D 14



USA

• Articles for 
cleansing, 
beautifying, 
promoting 
attractiveness, 
or altering the 
appearance 
without 
affecting 
structure or 
function

EU

• 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”

• Allowed to have mild 
Pharmaceutical 
activities 

ASEAN

• Same as EU
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Classifications

USA

• Cosmetics
• OTC drug-

Cosmetic 
Product

• Drugs

EU

• Cosmetics
• Drugs

ASEAN

• China regulation 
defines two categories:

• Normal cosmetics
• Special cosmetics
• Japan regulations 

defines two categories:
• Cosmetics & Special 

cosmetics
• Quasi Drug 
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What 
Does that 
Means?

Same product 
categorized in 

different ways in 
different countries

Cosmetic exporters 
has to meets the 
other countries 
definitions and 

regulations 

Labelling 
requirements 
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In USA

Shampoo
Cosmetic

Antidandruff
Active 

Ingredient

Antidandruff 
Shampoo
Drug and 
Cosmetic
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In EU

Shampoo
Cosmetic

Antidandruff
Active 

Ingredient

Antidandruff 
Shampoo
Cosmetics
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In Japan

Shampoo
Cosmetic

Antidandruff
Active 

Ingredient

Antidandruff 
Shampoo

Quasi Drug
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In Jordan

Shampoo
Cosmetic

Antidandruff
Active 

Ingredient

Antidandruff 
Shampoo

Cosmeceuticals
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USA • OTC Drug-
Cosmetics

EU • Cosmetics

JAPAN
• Cosmetic –

Special- purpose 
cosmetics 
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USA
• Based on 

claims and 
ingredients

EU • Cosmetics

JAPAN
• Quasi Drug
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Premarket approval

USA

• Cosmetics are 
not subject to 
FDA premarket 
approval

• “FDA 
Registered” 
logo not 
allowed

EU

• Fill electronic 
application and 
designate 
responsible 
personnel for 
each product

ASEAN

• According to 
country
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Use of ingredients
USA

• Can use almost 
any raw materials 
without any 
approval or 
limitation

• Restriction for 
color additives,

• Short list of 
prohibited and 
restricted 
ingredients

EU

• More exhaustive lists 
• Ingredients are regulated 

by the annexes:
• Annex II: banned 

ingredients; 
• Annex III: restricted 

ingredients;
• Annex IV: positive list of 

colors
• Annex VI: positive list of 

preservatives
• Annex VII: positive list of 

UV filters; 

ASEAN

• Same As EU
• With more 

restriction in China
• China positive list is 

a major blockage to 
innovation  and 
consumers travel to 
other countries, to 
buy the latest 
product they want! 
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Testing the product safety

USA

• Cosmetics have to 
be safe and 
manufacturer are 
responsible

• No guidelines on 
how to assure safety

• In-market 
surveillance

EU

• Provide information on 
assessment of product 
safety 

• Prohibit animal testing
• Nano material 

containing cosmetics  
shall be authorized 
before market

ASEAN

• Previously 
mentioned
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