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Whereas, The Federal Food, Drug, and Cosmetic (FD&C) Act that is designed to ensure the 1 
safety of personal care products, referred to as “cosmetics” – including makeup, fragrance, 2 
lotion, toothpaste, body wash, shampoo, deodorant and more – has remained largely 3 
unchanged since the law was enacted in 1938;1 and 4 
 5 
Whereas, FDA can pursue enforcement action against products on the market that are 6 
"adulterated" or "misbranded" and against firms or individuals who violate the law,  7 
manufacturers are not required to register in the Voluntary Cosmetic Registration Program and 8 
FDA estimates that only one-third of firms file cosmetic product ingredient statements;2 and 9 
 10 
Whereas, Although companies and individuals who manufacture or market cosmetics have a 11 
legal responsibility to ensure the safety of their products, and the Cosmetic Ingredient Review 12 
(CIR) Expert Panel that includes dermatologists, pathologists, toxicologists, and chemists set 13 
standards for components of cosmetics, there are currently no legal requirements for cosmetic 14 
manufacturers who market products to American consumers to test their products for safety;1, 3 15 
and 16 
 17 
Whereas, FDA lacks authority to issue mandatory recalls of products based on safety concerns 18 
and can only warn consumers about contaminated products; and cosmetic firms are not 19 
required to initiate recalls when FDA becomes aware of adulterated or misbranded cosmetic 20 
products on the market;2 and  21 
 22 
Whereas, Cosmetic firms are not required to provide any safety information to FDA even if 23 
requested by FDA during an inspection;2 and 24 
 25 
Whereas, States may have more extensive requirements for cosmetic manufacturers, 26 
distributors, and packagers than exist federally,4 while a nationwide standard would enable 27 
more uniform regulatory oversight; and 28 
 29 
Whereas, FDA regulatory oversight authority is limited and FDA faces challenges in identifying 30 
and analyzing safety signals due to its lack of reliable and complete serious adverse event report 31 
data;2 and 32 
 33 
Whereas, Firms are not required to follow FDA draft guidance on good manufacturing practices 34 
(GMPs) for cosmetics products;2 and 35 
 36 
Whereas, The program for cosmetics at the Center for Food Safety and Applied Nutrition, FDA’s 37 
lead Center for the regulation of cosmetics, was approximately $10 million or about three 38 
percent of the Center’s budget, despite 2,727,847 lines of cosmetics products imported into the 39 
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United States from 177 countries in FY 2018, an increase of more than one million lines of 1 
annual cosmetic imports since one decade prior;2 and 2 
 3 
Whereas, Based on different regulatory frameworks, there are few restrictions on materials that 4 
a cosmetic manufacturer may use as a cosmetic ingredient without premarket approval from 5 
FDA,2, 5, 6 where the United States prohibits or restricts 11 types of harmful ingredients from 6 
cosmetics, while the European Union has banned or restricted more than 1,300 chemicals7 7 
often due to absence of safety data rather than data that shows harm;8 and 8 
 9 
Whereas, Decisions should be evidence-based; 595 cosmetic manufacturers have reported 10 
using 88 chemicals that have been linked to cancer, birth defects or reproductive harm in more 11 
than 73,000 products since 2009,4, 9 however, FDA has testified that most cosmetics on the 12 
market in the United States are safe and in rare cases when safety issues arise many firms 13 
work with FDA to address them;2 in addition a causative relationship between endocrine 14 
disruption and cancer and the concentration of certain ingredients in cosmetic products “has not 15 
been proven scientifically;”10, 11 and  16 
 17 
Whereas, Chemical use and concentration should be considered; researchers found that 18 
permanent hair dye and straighteners were associated with an increased risk for breast cancer 19 
12, 13 and formaldehyde found in hair products can expose salon workers to health risks,14 20 
however, parabens and formaldehyde releasers prevent severe infections and complications 21 
such as the Pseudomonas-induced corneal ulcers from inadequately preserved mascara;15, 16 22 
and  23 
 24 
Whereas, FDA confirmed the presence of asbestos in makeup products sold by two different 25 
retail stores,17, 18, 19, 20 and asbestos exposure is associated with mesothelioma and cancers of 26 
the lung, larynx, and ovary; and linked to increased risks of cancers of the stomach, pharynx, 27 
and colorectum;21 and 28 
 29 
Whereas, FDA discovered elevated lead levels in a bentonite clay product sold online and in 30 
retail outlets, and lead poisoning can lead to anemia, weakness, kidney and brain damage, and 31 
death; and pregnant women who are exposed to lead will also expose their unborn child, which 32 
can cause potentially serious health complications;22, 23 and 33 
 34 
Whereas, Restrictions should be evidence based; for example, propyl paraben is used in a wide 35 
range of products, a finding of questionable significance in a topically applied personal care 36 
product since parabens are poorly absorbed percutaneously, 10 studies have shown that some 37 
parabens injected in very high doses were found to be thousands to millions of times weaker 38 
than estradiol in rats and yeast cells,11, 24 a study that claimed to find parabens in human breast 39 
tumors lacked a control group and parabens were found in blank samples,11, 25 and the CIR 40 
extensively reviewed the scientific literature on paraben safety and concluded that the parabens 41 
as currently used in personal care products in the United States are safe;10 and 42 
 43 
Whereas, AMA policy H-440.855 supports that FDA should be able to recall cosmetic products 44 
that it deems to be harmful and supports creation of a publicly available registry, however, the 45 
registry remains voluntary with limited participation by manufacturers; therefore be it46 
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RESOLVED, That our American Medical Association advocate that the Food and Drug 1 
Administration (FDA) be given the appropriate resources and authority to effectively regulate 2 
and enforce standards for personal care products, including being authorized to mandate 3 
registration and reporting by manufacturers, conduct appropriate inspections of manufacturing 4 
facilities, ensure robust review of product safety, and require adherence with Good 5 
Manufacturing Practices while allowing flexibility for small business to comply; and reaffirm 6 
support for providing the FDA with sufficient authority to recall cosmetic products that it deems 7 
to be harmful. (Directive to Take Action) 8 
 
Fiscal Note: Modest - between $1,000 - $5,000   
 
Received: 11/03/21 
 
AUTHORS STATEMENT OF PRIORITY 
 
Safety concerning products in personal cosmetics sold to American consumers is of utmost 
importance to both those who use them, and their physicians, who are responsible for the 
health and safety to some degree of all patients. Federal law designed to make sure laws are 
safe in this regard have not changed since 1938. Over time, only 11 chemicals identified in 
American cosmetics have been banned, as opposed to more than 1,300 in Europe.  Clearly, 
we are way behind in providing safe cosmetics for American citizens. The personal care 
products needing safety scrutiny include hair, lotion, makeup, toothpaste, shampoo, 
deodorant, body wash and fragrance – all staples of use by millions of people in our country.  
Known carcinogenic chemicals previously identified in cosmetics include asbestos, hair dye 
and hair straighteners; lead, propyl paraben and formaldehyde are others with known adverse 
health effects that have been identified. Clearly, this is a public health hazard of extreme 
proportions that can be begun to be addressed by introducing new bipartisan legislation that 
requires the FDA to evaluate a minimum of 5 ingredients found in personal care products sold 
in the U.S. It behooves the AMA to take the lead in investigating the scope and extent of 
possible harm and injury of personal care safety products to U.S. consumers, who are all our 
patients. 
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