
Making Claims: 
Drugs vs. Cosmetics

Clarifying the Differences!



First, what is a Cosmetic?
Cosmetic is defined in FFDCA, Section 201 (i) as being: Articles 
intended to be rubbed (serums, moisturizers, etc.), poured (bubble 
baths, oils, etc.), sprinkled (body powders, bath powders, etc.), or 
spray on (body deodorant, perfumes, body mists, etc.), introduced 
or otherwise applied to the human body or any part thereof for 
cleansing (cleansers, exfoliants, etc.), beautifying (exfoliants, 
moisturizers, makeup, etc.), promoting attractiveness (makeup, 
perfumes, deodorants, etc.) or altering the appearance (cleansers, 
exoliants, serums, moisturizers, makeup, etc.)

Cosmetic exclude ñsoapò. If your soap claims to be 
ñcleansing, beautifying or moisturizingò, it is a 
cosmetic and must be labeled appropriately. 

**All Italic examples are those added by Essential Wholesale and not official FDA comments.



Secondly, what is a Drug?
Drug is defined in FFDCA, Section 201 (g) as being: Articles 

intended for use in the diagnosis, cure (Anti-Wrinkle, Anti-

bacterial, Anti-Fungal, Anti-Acne etc.), mitigation (Pain Reliever, 

Headache Reducer, Muscle Relaxant, etc.), treatment (Acne 

Treatment, Fungal Treatment, Wrinkle Cures, Psoriasis and 

Eczema, Anti-Cancer treatments, etc.) or prevention (Anti-Scar, 

Wrinkle Cure, Cancer Prevention, Anti-Perspirant, etc.), of 

disease. Articles (other than food) intended to affect the structure 

(Wrinkles, Perspiration, Scars, etc.) or any function (Cell 

Regeneration, Collagen Formation, etc.) of the body.

**All Italic examples are those added by Essential Wholesale and not official FDA comments.



The Drug / Cosmetic Distinction
Drug

Highly regulated 

Require Pre-Clearance by 
FDA

cGMP Required

Highly regulated labeling 
laws (i.e. Drug Facts)

Reporting of all and any 
adverse effects known 

Can make proven, specific 
and tested claims that 
follow the monographs 
requirements

Cosmetic

Not regulated

No Pre-Clearance 
required by FDA

cGMP not Required

Simple to follow labeling 
regulations

No need to report adverse 
effects

Cannot make any claims 
other than cosmetic usage 
even if it is accurate or 
natureôs wonder ñdrugò. 



What is your Products intended use?

Drug

Antiperspirant/
Deodorants

stop perspiration

Dandruff Shampoo

treats dandruff

Sunscreen/Suntan 
Preparations 

prevent sunburn

Fluoride Toothpastes  

Prevent cavities

Skin Protectants 

Help heal cuts

Cosmetic

Cover up odor

Deodorants

Shampoo

cleanse the hair

Suntan Preparations 

Moisturize while tanning

Toothpastes  

Clean teeth or freshen 
breath

Skin Protectants 

Moisturize skin



Three Types of Claims that can cause 
your Cosmetic to be a Drug
Claims that suggest physiological change. For instance, if you say ñyounger 

lookingò rather than ñyoungerò you are a cosmetic. If you say ñremovesò or 

ñpreventsò wrinkles, rather than ñcoversò you are a drug.

Claims that sound scientific, for instance if you claim that your products are 

ñCompounded in our laboratory under the most sterile conditionsò or ñIf blemishes 

persist, see a doctor.ò

Claims that appear in an applicable OTC monograph. Sunscreen products, 

hormone products, acne, eczema, psoriasis, skin bleaching etc.. (if you follow the 

monograph for a given product/drug, then you do not have to make a new drug 

application but you must have the applicable final formulation testing for that drug 

to prove your pre-market clearance). 

Implied claims by known effects of ingredients. For example, with skin bleaching 

products, the presence of many ingredients make your product a drug. 

Even if a cosmetic has a drug action, it must qualify as a drug first and then a 

cosmetic. 


