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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”

10/15/2023 Saja Hamed, Ph.D 5



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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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 
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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

10/15/2023 Saja Hamed, Ph.D 20



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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Labeling

•Cosmetics produced or distributed for retail sale to 
consumers are required to bear an ingredient 
declaration. The ingredients must be declared in 
descending order of predominance.

•Color additives and ingredients present at 1% or less 
may be listed in any order but must follow after the 
higher concentration ingredients. 

•Cosmetics which are also drugs must first identify the 
drug ingredient(s) as “active ingredients(s)” before 
listing the cosmetic ingredients.
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Understanding the ingredient list/INCI list

• Plant ingredients are easy to spot because they are 
listed with their Latin names (always two words) and a 
common name in brackets, e.g. rosmarinus officinalis 
(rosemary) oil, which is rosemary essential oil; 
helianthus annuus (sunflower) seed oil, which is 
sunflower oil.
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26 aromatic compounds and fragrance substances, found in particular in
essential oils, must be included in the list of ingredients as soon as they are
more than 0.01% present in rinse-off products and more than 0.001% in
leave-on products. A legal notice, intended to warn and protect people
sensitized to these allergenic molecules, whether they are of synthetic or
natural origin. Note: this list is currently being revised at European level, and
should soon lead to new regulations for these substances.

https://www.ctpa.org.uk/ingredient-labelling
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Order of predominance

INCORRECT LABEL COPY

Castor Oil (58) 

Beeswax (6.5) 

Candelilla Wax (6.5) 

Carnauba Wax (3) 

LANOLIN (8) 

Ozokerite (2)

Titanium Dioxide (2) 

D&C Red No. 21 (2) 

D&C Red No. 6 Barium Lake (4) 

D&C Yellow No. 5 Aluminum Lake 

(5) 

FRAGRANCE (0.5)

CORRECT LABEL COPY

Castor Oil 

LANOLIN 

Beeswax 

Candelilla Wax 

Carnauba Wax 

Ozokerite 

FRAGRANCE 

Titanium Dioxide 

D&C Red No. 21 

D&C Red No. 6 Barium Lake 

D&C Yellow No. 5 Aluminum 

Lake
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Labeling Cont.

- Cosmetic packaging is required to declare the ingredients on the 
outside container or wrapper 

- Drug packaging is required to declare its active ingredient(s) both on 
the outside container or wrapper and on its immediate container
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Placement of information on labels 
outer container
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Front Panel (Most likely 
to be seen)

Back and Side Panels
(Information Panel)

Name of Product 
Identity 
Warning 
Net Quantity of 
Contents 

Directions for Safe Use 
Warnings 
Name and Place of 
Business 
Ingredient Declaration 
Any Other Required 
Information 



Placement of information on labels 
inner container
(If packaged in an outer container)

Front Panel Information Panels

Name of Product 

Directions for Safe use 
Warnings 
Name and Place of Business 
Net Quantity of Contents 
Any Other Required Information
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Can a cosmetic product classified a drug at the 
same time?

• Yes

• In USA

• Meets the definition of both cosmetics and drugs
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Cosmetics which are also drugs
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Antiperspirant

Incorrect label copy

Isobutane
Silicone oil
Butane
Aluminum chlorohydrate
Isopropyl myristate
Denatured alcohol
Propane
Bentone 38

Correct label copy

Active ingredient:
Aluminum chlorohydrate

Cosmetic ingredients:
Isobutane
Cyclomethicone
Butane
Isopropyl myristate
SD alcohol 40
Propane
Quaternium 18 hectorite 
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Additional Examples for OTC drug-Cosmetics

• Antidandruff Shampoo

• Toothpaste: if contains fluoride

• Antiperspirants

• Mouthwash: if contains ingredients to prevent or treat gingivitis

• Facial foundations: if contain sunscreens with claim to protect from 
harmful radiation

• Facial Cleansers: with anti-acne ingredients

• Hand soaps: if contain antibacterial
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Cosmetic claims vs drug claims

• Moisturizes skin

• Cleans hair

• Freshens breath

• Minimize the appearance of wrinkles

• Reduces wrinkles

• Eliminate wrinkles

• Prevent chapped lips
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A cosmetic is considered misbranded
if.....

• Labeling is false or misleading

• Label does not state 
• the name and address of the manufacturer, packer or distributor
• the net quantity of contents

• The required information is not stated prominently and in 
terms that it is read and understood by consumers under 
customary conditions of purchase and use

• The container or its fill is misleading

FD&C Act, Sec. 602
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Which cosmetic brand is best?

• No one brand of cosmetic is best

• Selection of one brand over another depends on personal preference

• Price does not necessarily indicate quality 

• Some low-priced products compare with similar but more expensive 
one

• Use the products you like, whether they are inexpensive or expensive
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Cosmetic Claims

• Claims: statements found on product labels, in TV ads, social media, 
brochures… indicating:

- Expected positive effect of the product (visibly tightens pores..)

- The look the product provides ( vibrant color)

- The absence of ingredients

• Created by marketing people to make products sound catchy, 
innovative, and raise consumer’s interest

• Many of them are not recognized by FDA and have only limited 
scientific evidence

• The use is not prohibited

-
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Cosmetic Claims

• Preservative-free Products: 

- questionable if the product contain water

- pH, ethanol, airtight container

• NO added preservatives: non-preservative preservative

• Dermatologist Recommended

• Clinically Proven: not informative without being aware of the study 
details

• Patented Formula: related to the technology of how the product is 
manufactured and not the actual effect of the product

• pH Balanced: most product are formulated with pH range compatible 
with skin
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Hypoallergenic? Non-Comedogenic? 
Dermatologic Tested? Laboratory tested? 
Our research says? Designed for sensitive 
skin, All natural (misleading)

• There are no regulations setting up standard definitions of them
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In Canada: Guidelines
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Cosmetics Packages
Some of the common information you’ll find 
includes:

• brand name and product name

• product type/purpose and description

• ingredient list 

• symbols

• the product weight or volume (net contents)

• usage/storage directions

• manufacturer contact details.
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https://www.cosmeticseurope.eu/cosmetic-
products/understanding-label/
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Expiry date (BBE/PAO)

Period after opening: the 

product must be used within 

the timeframe noted inside the 

jar symbol (in months) after it 

has been opened. Used in EU 

for cosmetic products with a 

shelf-life of at least 30 
months.

Best before end: the product must 

be used before the marked date 

(regardless of when it has been 

open). In EU any cosmetic product 

that has a lifespan of less than 30 
months must show a "Best before 
the end of" date.
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Important or legally required information
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Certification 
body symbols: 
Cruelty Free
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Certification body 
symbols: 
- Organic
- Natural
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Certification body symbols: Vegan
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• If you see a logo that looks like a certification logo it is worth 
checking to see if it is from a recognized certification body 
(which means the product complies to their standards), or if it 
is one of the brand’s own symbols/logos. 
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Does FDA ask for expiration date on 
cosmetics?

https://www.fda.gov/cosmetics/cosmetics-
labeling/shelf-life-and-expiration-dating-
cosmetics
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In Jordan
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In EU
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Decode the label

• Top Third - This area lists the ingredients that constitute 80-95 per 
cent of the product

• Middle Third 

• Final Third - Makes up around 1-4 per cent of the product and 
consists of preservatives, fragrances, stabilisers and claim 
ingredients.







Ingredient Function Ingredient Function

Water (Aqua) Methylparaben

Glycerin Arginine

Cetearyl alcohol Sodium Hydroxide

Petrolatum Propyl paraben

Stearic Acid Carbomer

C12-C15- Alkyl Benzoate Fragrance

Aluminum starch 
octenylsuccinate

Panthenol

Dimethicone Pentylene Glycol

Laureth-3 Lecithin

Ceteareth-20 Alcohol

DMDM Hydantoin Ascorpyl Palmitate

Allantoin Tocopherol



Boots Beautiful Hair 
Moisturise & Nourish 
Shampoo with added 
Organic Argan Oil
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• Cosmetic ingredient database (europa.eu)

• INCIDecoder - Decode your skincare ingredients

• https://youtu.be/f9pKPeDwJDc

• Lab Muffin Beauty Science | The science of beauty, explained simply
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https://single-market-economy.ec.europa.eu/sectors/cosmetics/cosmetic-ingredient-database_en
https://incidecoder.com/
https://youtu.be/f9pKPeDwJDc
https://labmuffin.com/

