
Under the Federal Food, Drug, and Cosmetic Act (FD&C Act), cosmetic products and 

ingredients, other than color additives, do not need FDA approval before they go on the market. 

This includes aloe vera in cosmetic products. Cosmetics must not be adulterated or misbranded; 

this means they must be safe for consumers under labeled or customary conditions of use, and 

they must be properly labeled. Companies and individuals who manufacture or market cosmetics 

have a legal responsibility to ensure the safety of their products. However, the law does not 

require cosmetic companies to share their safety information, including adverse events, with the 

FDA. The FDA’s authority is generally post-market: the FDA can take action against cosmetics 

on the market that do not comply with the laws we enforce, but the onus is on the FDA to 

determine that a cosmetic is adulterated or misbranded under the law.  

  

Further, while the FD&C Act requires cosmetic labeling to be truthful and not misleading, the 

law does not require cosmetic labeling to be approved by the FDA before products go on the 

market. Also, under the Fair Packaging and Labeling Act, the FDA requires cosmetics marketed 

on a retail basis to consumers to bear a list of ingredients, in descending order of predominance. 

However, like other cosmetic labeling, this information is not subject to premarket review by the 

FDA.  

  

The law also does not require cosmetics companies to file their product formulations or register 

their facilities with the FDA. The FDA does maintain the Voluntary Cosmetic Registration 

Program (VCRP); however, the VCRP applies only to products already on the market and 

participation is voluntary. (See “Voluntary Cosmetic Registration Program,” at 

http://www.fda.gov/Cosmetics/RegistrationProgram/default.htm.) 

  

The FDA has taken action against some aloe products marketed as cosmetics for making disease 

claims in labeling that make the products unapproved new drugs.  The FDA periodically buys 

cosmetics and analyzes them, especially if we are aware of a potential problem. The information 

obtained can potentially be used to alert consumers, support regulatory actions, or issue guidance 

for industry. However, the FDA does not have the resources to sample and analyze all cosmetics 

on the market.  
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