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Cosmetic regulation 
in USA



- Food, Drug & Cosmetic Act (FD&C act)
- Cosmetics: Chapter 21 

- Fair Packaging and Labeling Act (FPLA) 

Very different regulations and philosophy from Europe 

Regulatory framework



Definitions and classification



Articles intended to be poured, sprinkled, sprayed, introduced, 
massaged, or otherwise applied to the human body... to 
cleanse, beautify, make more attractive, or alter appearance. 

Cosmetics

Drug 

Articles intended to diagnose, cure, treat or prevent the onset 
of disease
Articles (non-food) intended to modify the structure or any 
function of the body of humans or other animals



Classification criteria

The classification of the products is done according to :
• Claims used (any claim involving modification of skin 

structure or function will result in classification of the 
product as an OTC) 

• Consumer perception
• Ingredients used (any ingredient with a therapeutic 

function will result in the product being classified as 
OTC).



Cosmetics OTC drug

• Moisturizing skin creams
• Fragrances
• Eye and face make-up
• Nail products
• Hair products (Shampoos, 

hair dyes, etc.)
• Deodorants
• Oral care products 

(cleaning) 
• Etc... 

Any substance intended to 
be used as a component of a 
cosmetic product. 

• Sun protection product 
• Anti-dandruff shampoos
• Acne products
• Anti-cavity toothpastes
• Antiperspirant
• Skin protection product, 

especially lip stick, diaper rash 
etc...

• Antibacterial hand cleansing gel 



• Ingredients: "alkaline salts of fatty acids", resulting from the reaction 
between fatty acids and a strong base. 

• Ingredient responsible for the detergent action: only alkaline salts of 
fatty acids should be used for cleaning.

• Deemed use: to be considered a soap, the product can only be sold for 
that function. 

• No regulated substances 
• No registration
• No CPSC pre-approval
• No test required 

Case of soap 



Registration



• VCRP Program
• Voluntary registration of establishments and products
• No pre-approval from authorities 
• Local (before or after marketing) and foreign (after marketing) 

plants
• Form FDA 2511 / online portal



Establishments

• Only for manufacturing and/or packaging 
companies

• Does not apply to distribution companies

• Information needed: 
• Type of establishment (manufacturing, 

packaging etc...)
• Name of the establishment
• Name of parent company, if any
• Address
• Function of the declarant (owner or 

operator)
• Subsidiaries, if any



Cosmetics Cosmetic products 

• Form FDA 2512/ notification portal 

• Information needed: 
• Type of company indicated on the label 

(manufacturer, packager, distributor)
• Address of this company
• Information on the manufacturer or 

(subcontractor)
• Company name provided via form 2511

• Conditioner information 
• Product distribution in the USA (> 1000$/year)
• Product Information

• Brand/product name
• Product website, if applicable
• Product image

• Formula (in descending order of preference)
• Identity of the declarant (manufacturer, packer, 

distributor etc.)



Controlled substances



Cosmetics

• Around 10 restricted/banned substances: 
• Solar filters 
• ESB 
• Mercury derivatives
• Etc... 

• Positive list of dyes

• Security criteria +++.  





California & Maryland 

• In 2020 and 2021, ban of about 20 substances by 01/01/25: 

• Dibutyl phthalate (CAS No. 84-74-2) 
• Diethylhexyl phthalate (CAS No. 117-81-7) 
• Formaldehyde (CAS No. 50-00-0) 
• Paraformaldehyde (CAS No. 30525-89-4) 
• Methylene glycol (CAS no. 463-57-0) 
• Quaternium-15 (CAS No. 51229-78-8) 
• Mercury (CAS No. 7439-97-6) 
• Isobutylparaben (CAS No. 4247-02-3) 
• Isopropylparaben (CAS No. 4191-73-5) 
• m-Phenylenediamine and its salts (CAS no. 108-45-2) 
• o-Phenylenediamine and its salts (CAS No. 95-54-5) 
• Per- and polyfluoroalkyl substances (PFAS) and their salts

Local specificities



• VOCs regulated at the federal and state level (California, NY, Rhode 
Island etc...)

• Different limits and product categories for different states:   

• Hair products (Sprays, Mousses, Hairspray, Styling products, 
Styling gels)

• Nail polish remover
• Scented products 
• Shaving product (cream, gel) 
• Antiperspirant
• Deodorants 
• Temporary colouring product (aerosol)
• Dry shampoos 

Volatile organic compounds (VOC)





Labelling



Principal Display Panel (PDP): 
• Declaration of identity
• Net amount of content

Information Panels :
• Company name and address
• Distributor's declaration
• Material facts
• Warnings and precautions
• Ingredients (INCI) 





Claims



• No regulatory framework
• Paying attention to definitions
• May cause the product to be classified 

as OTC/drug/medical device



• FDA Warning Letters 

• Official message from the US FDA to 

a manufacturer who broke the rules 

• Used to understand the philosophy of 

the FDA 

• As a "case law 

• Beware of consumer groups 

• Claims, effectiveness of products +++ 





Security and PIF



Product information file 

• Obligation to place safe products on the market
• If claim: substantiation of claim 
• No requirement for a PIF or security assessment

• But can help to demonstrate the security of product
• No concept of a responsible person 

Safety responsibility = marketer 



Authorized

• USA

Prohibitions 

• California

• Virginie 

• Nevada

• Illinois 

• Hawaï 

• Maine

• Maryland

Product information file 



• US cosmetic GMP (draft) 
• ISO 22716 

Good manufacturing process 



• No obligation to report AEs or SAEs but strongly recommended
• Security obligation +++.

• Via the MedWatch system 

Cosmetovigilance





Cosmetic regulation 
in Canada



• Regulatory framework 

• Food and Drugs Act (FDA)
• Canada Consumer Product Safety Act
• Consumer Packaging and Labelling Act
• Cosmetic Regulations

Regulations straddling the US and Europe 



Definitions and classification



Substances or mixtures of substances manufactured, sold or represented for use in cleansing, improving or 
altering the complexion, skin, hair or teeth, including deodorants and perfumes 

Cosmetics

Drug 

•Drugs include substances or mixtures of substances manufactured, sold or represented for use in :
a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal physical state, or 

its symptoms, in humans or animals;
b) the restoration, correction or modification of organic functions in humans or animals;
c) disinfection of premises where food is kept.

Natural Health Products 

A substance set out in Schedule 1, a combination of substances in which all the medicinal ingredients are substances set 
out in Schedule 1, a homeopathic medicine or a traditional medicine that is manufactured, sold or represented for use in :
•(a) the diagnosis, treatment, mitigation or prevention of a disease, disorder or abnormal physical state, or its symptoms, 
in human beings
•(b) the restoration or correction of organic functions in humans;
•(c) the modification of organic functions in humans, such as the modification of those functions so as to maintain or 
promote health.



Cosmetics OTC / PSN 

• Moisturizing skin creams
• Fragrances
• Eye and face make-up
• Nail products
• Cleansing shampoos
• Products for indefinite periods, 
• Hair dyes 
• Deodorants
• Oral care products (cleaning) 
• Anti-aging products 
• Anti-stain products 
• Soap 
• Etc...

• Sun protection product 
• Anti-dandruff shampoos
• Acne products
• Anti-cavity toothpastes
• Antiperspirant
• Aromatherapy 
• Skin antiseptic products
• Medicated skin care products 

Classification



Classification criteria

The classification of products is done according to :
- From the presentation

- Consumer perception 
- About the composition 
- The level of action
- Additional criteria: 

- Benefit/risk balance 
- Previous decisions
- International classification  



Registration



• Mandatory online declaration within 10 days of placing
products on the market

• No pre-approval from authorities 

• Section 1: Type of Report 

• Section 2: Product
• Name of the product (brand, 

common name etc...)
• Identity of the declarant
• Date of sale of the product
• Other name of the product 

(variant, colors, fragrances etc...) 
• Product description
• Application area
• Product function 
• Product shape

• Section 3: Declarant
• Company name and address
• Website
• Contact person
• Email address
• Phone 

• Section 4: Manufacturing and Distribution
• Type of contact person (distributor -

manufacturer - importer)
• Company name
• Name of contact person

• Section 5: Ingredients
• Name of the 

ingredient
• Concentration range 
• Condition of use

• Section 6: Documents and 
Images 
• Product label(s) if 

specific warning 



Controlled substances



• Hot List 
• List of prohibited substances
• Restricted Substances List

No positive list (dye - preservative)







Mentions Language

Product with an inner and external label
Product with an

external label only
Comments

Inner label External label

Identity of the product

(function of the

product)

English + French

X X X

Mandatory mention

except when the

function is obvious

Net quantity English + French or

bilingual unit of

measurement
X X

In bold letters

Name and address of

the manufacturer

English or French or

English + French X X X

Or the one of the

distributors for

imported product

Precautions of use,

caution and

instructions

English + French

See the specific requirements for each category of product or sort of

packaging

Ingredients list INCI

X X

For small containers

or decorative

containers: card

attached



Claims





Security and PIF



Product information file 
• Obligation to place safe products on the market
• If claim: substantiation of claim 
• No requirement for a PIF or security assessment

• But can help to demonstrate the security of product
• No concept of a responsible person 

Safety responsibility = marketer 

Animal testing
• Not ban



• ISO 22716 

Good manufacturing process 



Cosmetovigilance

Under the Canada Consumer Product Safety Act, industry must report any health or safety 
incident related to a consumer product.

Industry should provide the following 
detailed information:
•Product Information

• Product name and brand
• Product description
• Where the product was obtained (store 

or other)
• Recommended age on packaging
• Numbers on the product or on the 

packaging
• Serial number
• Model number

• Universal Product Code (UPC)
• Date of manufacture or import
• Date of purchase of the product
• Place of manufacture or origin of the 

product (address)
•Incident Information

• Injured persons
• Type of injury
• Date of incident
• Description of the incident
• Type of medical care received 




