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What is a cosmetic?

Section 201(i) of the Federal Food, Drug & 
Cosmetic Act (21 U.S.C. 321)

• The term “cosmetic” means
• (1) articles intended to be rubbed, poured, sprinkled, or 

sprayed on, introduced into, or otherwise applied to the 
human body or any part thereof for cleansing, beautifying, 
promoting attractiveness, or altering the appearance, and

• (2) articles intended for use as a component of any such 
articles;

• except that such term shall not include soap.



And what is soap?

21 CFR 701.20

• In administering the act, the Food and Drug 
Administration interprets the term “soap” to apply only 
to articles that meet the following conditions:

• (1) The bulk of the nonvolatile matter in the product consists 
of an alkali salt of fatty acids and the detergent properties of 
the article are due to the alkali-fatty acid compounds; and

• (2) The product is labeled, sold, and represented only as soap.



What is a drug?

Section 201(g)(1) of the Federal Food, Drug & 
Cosmetic Act (21 U.S.C. 321)

• The term “drug” means…
• (B) articles intended for use in the diagnosis, cure, mitigation, 

treatment, or prevention of disease in man or other animals; 
and

• (C) articles (other than food) intended to affect the structure 
or any function of the body of man or other animals…
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How is a Product’s 
Intended Use Established?

Claims stated on the 
product labeling,
 in advertising,
 on the Internet, 

or in other promotional 
materials 

Ingredients that cause a 
product to be 

considered a drug 
because they have a 
well-known (to the 

public and industry) 
therapeutic use 

Consumer perception, 
which may be 
established 

through the product's 
reputation 



https://www.fda.gov/cosmetics/cosmetics-laws-regulations/it-cosmetic-drug-or-both-or-it-soap 

https://www.fda.gov/cosmetics/cosmetics-laws-regulations/it-cosmetic-drug-or-both-or-it-soap
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Examples of drug claims
• “[M]olluscum away healing ointment for inflamed skin”
• customer review: “My 3 year old daughter’s pediatrician 

said there was nothing we could do for her molluscum. . .. 
the Molloscum [sic] Away ointment cleared it up right 
away! Within a couple of weeks there was hardly any 
more bumps left! I was skeptical that it was going to work 
but was amazed at the results!”

• “#MolluscumAway healing ointment . . . relieving skin 
irritation & soothe #MolluscumContagiosum symptoms!”

• “Treat your little one’s skin with our #MolluscumAway 
healing ointment . . . help with #MolluscumContagiousum”

• “Our healing ointment is amazing for helping 
#MolluscumContagious bumps.”

Molluscumaway LLC - 650100 - 08/18/2023 | FDA

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/molluscumaway-llc-650100-08182023


Examples of drug claims
• “How does Zinc Oxide work in terms of UV 

protection?...Zinc Oxide is an excellent sunscreen because it 
has the broadest UV protective spectrum and cannot be 
absorbed into your blood… effectively providing a layer of 
armor against damaging UV rays …“Try our zinc oxide 
Sunscreens!”

• “Customers Say…I have a tendency to not use any kind of UV 
protection at all…I've used the body wash particularly… on my 
head for about 2 weeks and have noticed a definite increase in 
UV protection when I'm under the sun…My head has not been 
burned once this year.” [from the Customers Say section at the 
bottom of the product page]

• “Body Wash UV…I’ve been using Body Wash UV every day in 
the shower for about three weeks…I had about 3 hours of 
direct sun exposure, which was definitely in burn area … I 
couldn’t believe it. I was like – how did I not get burned? Then 
it hit me – Body Wash UV! I use it everyday…The fact that it 
protects me from getting roasted when I don’t put sun block 
lotion on is awesome. [from the Testimonial page on your 
website]

Kabana Skin Care - 688254 - 03/12/2025 | FDA

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/kabana-skin-care-688254-03122025


Examples of drug claims
• “Revitalizing TCA Skin Peel: Customize Your Strength from 15% to 100% - 

Target Wrinkles, Acne, and Imperfections . . .
• TCA Skin Peel Kit Uses: Tattoo removal, warts, moles, skin tags, aging, scars”

• Renew aging skin with our DIY at-home skin peel...
• Reduce fine lines and wrinkles
• Stimulate collagen production
• Reveal softer, more youthful skin
• Visibly fade freckles, scars, and hyperpigmentation”

• “START REBUILDING YOUR COLLAGEN TODAY WITH A TCA PEEL!”
• “TCA & GLYCOLIC PEEL INDICATIONS: . . .

• Fine lines, Wrinkles, Crepey Skin
• Stimulates Collagen & Elastin
• Hyper-pigmentation / Age Spots / Sun Damage
• Enlarged Pores, Acne Scars & Stretch Marks
• Lightens & Brightens
• Actinic Keratosis
• Fades Tattoos
• Skin Tags”

• “Versatile Glycolic Acid Peel Range 25%-70% - Professional Formula for 
Age-Defying Skin . . . removes the outer layer of the epidermis and dermis. 
Professionally formulated to reduce wrinkles, fine lines, crepey skin, acne, 
large pores, age spots and hyper-pigmentation. It dramatically reverses 
the visible signs of aging.”

Repare Skincare - 680247 - 07/25/2024 | FDA

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/repare-skincare-680247-07252024


Examples of drug claims
• “Colloidal Silver is an all natural anti-bacterial, anti-viral and anti-fungal solution that is a 

safer alternative to antibiotics and will not cause future bacterial resistance. Colloidal Silver 
had been used in medicine as an antiseptic for centuries and as a cure-all anti-microbial for 
everything from tuberculosis, herpes, staph and yeast infections.”

• “Our 500 ppm Colloidal Silver Eye Drops are the highest potency available eye drop for 
ocular infections. Research suggests it works by attaching to proteins on the cell walls of 
microorganisms, damaging their cell membranes . . . . Can also be used to control sinus 
infections.”

• “MSM Eye Drops are a natural anti-inflammatory and an alternative to steroid drops (which 
can elevate intraocular pressure.)”

• “When MSM (a sulfur-based compound) is applied into the eye, the antioxidant sulfur plus 
vitamin C aids in pushing out metabolicwaste [sic] away from ocular tissues of the cornea, 
intraocular lens and the retina to minimize free radical damage.”

• “[A]pply MSM eye drops topically [and] these nutrients will be able to go the extra mile 
because of the improved cellular permeability. The retina has one of the highest metabolic 
needs in the body, and the macula actually has the highest metabolic need of the retina. In 
Macular Degeneration, there is a nutrient starvation going on in the macula.”

• “For Ocular Repair”
• “Naturally improve dry-eye symptoms by reducing tear evaporation, encouraging lipid 

production, and adding a protective layer of fatty acids over the eyes to lock in moisture.”
• “These drops have the highest lipid concentration indicated for dry, itchy or irritated eyes, 

cataracts, allergy symptoms, and post lasik [sic] surgery. The drops contains [sic] a range of 
powerful fatty acids and other antioxidants that can benefit your eyes, with additional 
antibacterial, antifungal and antiviral support.”

Belmont Eyecare LLC - 670186 - 12/01/2023 | FDA

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/belmont-eyecare-llc-670186-12012023


Examples of drug claims
• “Lighten & Brighten Dark Your Eye Color, Speed Up the Eye Color 

Changing Process.”
• Customer review : “I’ve had brown eyes for years, and they were blue 

when I was born! Now, after 5 months, I bought it hoping for green eyes 
and it works well. It has changed my eyes, and now having green eyes is 
what I’m most excited about.”

• “Our Eye Color treatments harness the natural properties of plants that 
work in tandem with proven science to promote clean and gentle color 
changing process.”

• “We are committed to creating thoughtful, modern Color Changing 
treatments that serve to empower and embrace natural beauty.”

• “Our…products work by inhibiting the production of Melanin, other 
pigmentation, and Tyrosinase. But that's not all, our products go beyond 
this, working at cellular level to Inhibit the enzymes and underlying 
mechanisms responsible for producing and stimulating pigment-producing 
cells, [g]iving you a new eye color based on new lower levels of 
pigmentation.”

• “By inhibiting the expression of Melanin and other pigmentation, you 
increase the color expression of lighter tones, (such as blues, greens, 
hazels, and light honey shades) and the overall lightness of your eyes.”

Fancy Drops Beauty LLC - 688469 - 10/24/2024 | FDA

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/fancy-drops-beauty-llc-688469-10242024
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What is a cosmetic product?

Section 604(2) of the Federal Food, Drug & 
Cosmetic Act (21 U.S.C. 321)

• The term “cosmetic product” means a preparation of 
cosmetic ingredients with a qualitatively and 
quantitatively set composition for use in a finished 
product.



Examples of drug claims
• “Scalp Sunscreen…Our Zinc Shampoo provides your hair 

and skin with daily UVA/UVB/UVC protection, creating a 
barrier against the sun's harsh rays…”

• Embrace the Waxhead Experience…∙ Boosts daily 
UVA/UVB/UVC protection: Safeguard your face, skin, and 
hair from incidental sun exposure.”

• “Waxhead Zinc Body Wash and Shampoo is the game-
changer you've been waiting for…With our innovative 
scalp sunscreen and zinc body wash combination, you 
can effortlessly protect your skin from the sun's harmful 
rays without the need for sunscreen lotions…”

• “Added Layer of UV Protection… Our Zinc Body Wash and 
Shampoo boosts UV protection for the face, skin, and hair 
and helps protect areas difficult to cover with sunscreen, 
such as the scalp and ears.”

Waxhead Sun Defense Company - 688286 - 03/12/2025 | FDA

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/waxhead-sun-defense-company-688286-03122025


Examples of drug claims
• “[T]reating skin problems like blemishes…and acne”
• “[C]ontrol acne”
• “Comfrey Root Powder [an ingredient in the product] 

(restructuring and pain relief from acne or cystic acne)”

Earthworks Health - 560772 - 06/07/2019 | FDA

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/earthworks-health-560772-06072019


Examples of drug claims
• “Ailments such as eczema, psoriasis, … burns, wounds, 

bug bites and any skin irritation and eruptions…”
• “These organic herbs can reduce inflammation…”
• “The anti-inflammatory herb blend…can help with Arthritis, 

tendonitits [sic], bursitis, …”
• “Ailments such as eczema, psoriasis,…burns, wounds, 

bug bites and any skin irritation and eruptions…”
• “A blend of oils known to assist the body with sinus 

congestion & inflammation. Opens airways & 
alleviates…allergies…”

Green Water, LLC - 564081 - 01/31/2019 | FDA

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/green-water-llc-564081-01312019


Examples of drug claims
• “Gently Nourishing Molluscum Away Body Wash”
• customer review by Asya L: “I bought this for my daughter. 

We have been dealing with these bumps for more than 6 
months. This body wash and the patches cleared her skin 
in less than 3 weeks!! This works!”

Molluscumaway LLC - 650100 - 08/18/2023 | FDA

https://www.fda.gov/inspections-compliance-enforcement-and-criminal-investigations/warning-letters/molluscumaway-llc-650100-08182023
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