Fragrances in Cosmetics

Many products we use every day contain fragrances. Some of these products are regulated as
cosmetics by FDA. Some belong to other product categories and are regulated differently,
depending on how the product is intended to be used. Here is information about fragrances that
people often ask about:

e How to Know If a Fragrance Product Is Regulated as a Cosmetic

»

e “Essential Qils” and “Aromatherapy

e Safety Requirements

e Labeling of Fragrance Ingredients

e Phthalates as Fragrance Ingredients

How to Know If a Fragrance Product Is Regulated as a Cosmetic

If a product is intended to be applied to a person’s body to make the person more attractive, it’s a
cosmetic under the law. Here are some examples of fragrance products that are regulated as
cosmetics:

e Perfume
e Cologne

e Aftershave

Fragrance ingredients are also commonly used in other products, such as shampoos, shower gels,
shaving creams, and body lotions. Even some products labeled “unscented” may contain fragrance
ingredients. This is because the manufacturer may add just enough fragrance to mask the
unpleasant smell of other ingredients, without giving the product a noticeable scent.

Some fragrance products that are applied to the body are intended for therapeutic uses, such as
treating or preventing disease, or affecting the structure or function of the body. Products intended
for this type of use are treated as drugs (http://www.fda.gov/Drugs/default.htm) under the law, or
sometimes as both cosmetics and drugs. Here are some examples of labeling statements that will

cause a product containing fragrances to be treated as a drug:

* Easing muscle aches
* Soothing headaches

» Helping people sleep



e Treating colic

Many other products that may contain fragrance ingredients, but are not applied to the body, are
regulated by the Consumer Product Safety Commission (http://www.cpsc.gov/). Here are some
examples:

e Laundry detergents

 Fabric softeners

e Dryer sheets

¢ Room fresheners

e Carpet fresheners
Statements on labels, marketing claims, consumer expectations, and even some ingredients may

determine a product’s intended use. To learn more about the differences, including the different
requirements, see "Is it a Cosmetic, a Drug, or Both? (or Is It a Soap)_(/cosmetics/laws-

regulations/it-cosmetic-drug-or-both-or-it-soap)."

“Essential Oils” and “Aromatherapy”

There is no regulatory definition for “essential oils,” although people commonly use the term to
refer to certain oils extracted from plants. The law treats Ingredients from plants the same as those
from any other source.

For example, “essential oils” are commonly used in so-called “aromatherapy” products. If an
“aromatherapy” product is intended to treat or prevent disease, or to affect the structure or function
of the body, it’s a drug. To learn more, see “Aromatherapy (/cosmetics/products/aromatherapy).”

Similarly, a massage oil intended to lubricate the skin is a cosmetic. But if claims are made that a
massage oil relieves aches or relaxes muscles, apart from the action of the massage itself, it’s a drug,
or possibly both a cosmetic and a drug.

Safety Requirements

Fragrance ingredients in cosmetics must meet the same requirement for safety as other cosmetic
ingredients. The law does not require FDA approval before they go on the market, but they must be
safe for consumers when they are used according to labeled directions, or as people customarily use
them. Companies and individuals who manufacture or market cosmetics have a legal responsibility
for ensuring that their products are safe and properly labeled. To learn more, see “FDA Authority
Over Cosmetics (/cosmetics/laws-regulations/fda-authority-over-cosmetics-how-cosmetics-are-

not-fda-approved-are-fda-regulated).”

Labeling of Fragrance Ingredients



If a cosmetic is marketed on a retail basis to consumers, such as in stores, on the Internet, or
person-to-person, it must have a list of ingredients. In most cases, each ingredient must be listed
individually. But under U.S. regulations, fragrance and flavor ingredients can be listed simply as
“Fragrance” or “Flavor.”

Here’s why: FDA requires the list of ingredients under the Fair Packaging and Labeling Act

(http://wayback.archive-

it.org/7993/20161022071126 /http: /www.fda.gov/RegulatoryInformation/Legislation/ucmi48722.htm),
£ (http: //www.fda.gov/about-fda/website-policies/website-disclaimer) (FPLA). This law is not

allowed to be used to force a company to tell “trade secrets.” Fragrance and flavor formulas are

complex mixtures of many different natural and synthetic chemical ingredients, and they are the
kinds of cosmetic components that are most likely to be “trade secrets.” To learn more, see the
regulation on cosmetic ingredient labeling (/cosmetics/labeling-regulations/labeling-regulations-

cfr-title-21-part-701) and the Federal Register notice for this regulation

(https://www.federalregister.gov/documents/2020/07/23/2020-15996/agency-information-
collection-activities-submission-for-office-of-management-and-budget-review), which addresses

“trade secrets” and the FPLA.

Fragrance Allergies and Sensitivities

Some individuals may be allergic or sensitive to certain ingredients in cosmetics, food, or other
products, even if those ingredients are safe for most people. Some components of fragrance
formulas may have a potential to cause allergic reactions or sensitivities for some people.

FDA does not have the same legal authority to require allergen labeling for cosmetics as for food.
So, if you are concerned about fragrance sensitivities, you may want to choose products that are
fragrance free, and check the ingredient list carefully. If consumers have questions, they may
choose to contact the manufacturer directly.

Phthalates as Fragrance Ingredients

Phthalates are a group of chemicals used in hundreds of products. The phthalate commonly used in
fragrance products is diethyl phthalate, or DEP. DEP does not pose known risks for human health
as it is currently used in cosmetics and fragrances. To learn more, see “Phthalates and Cosmetic
Products (/cosmetics/ingredients/phthalates).”

Resources For You

* How to Report a Problem (/adverse-event-reporting)

» Labeling Regulations (/labeling-regulations)

e "Cosmeceutical" (/cosmetics/labeling-claims/cosmeceutical)
e "Hypoallergenic" Cosmetics (/cosmetics/labeling-claims/hypoallergenic-cosmetics)

e "Organic" Cosmetics (/cosmetics/labeling-claims/organic-cosmetics)




» Aromatherapy (/cosmetics/products/aromatherapy),
e Soaps & Lotions (/cosmetics/products/soaps-lotions),

e Follow FDA Cosmetics on Twitter (https://twitter.com/FDACosmetics) (4
(http://www.fda.gov/about-fda/website-policies/website-disclaimer),
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