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SUBJECT TO RESOLUTION COMMITTEE REVIEW

AMERICAN MEDICAL ASSOCIATION HOUSE OF DELEGATES
Resolution: 508
(N-21)
Introduced by: Pennsylvania
Subject: Personal Care Products Safety

Referred to: Reference Committee E

Whereas, The Federal Food, Drug, and Cosmetic (FD&C) Act that is designed to ensure the
safety of personal care products, referred to as “cosmetics” — including makeup, fragrance,
lotion, toothpaste, body wash, shampoo, deodorant and more — has remained largely
unchanged since the law was enacted in 1938;" and

Whereas, FDA can pursue enforcement action against products on the market that are
"adulterated" or "misbranded" and against firms or individuals who violate the law,
manufacturers are not required to register in the Voluntary Cosmetic Registration Program and
FDA estimates that only one-third of firms file cosmetic product ingredient statements;? and

Whereas, Although companies and individuals who manufacture or market cosmetics have a
legal responsibility to ensure the safety of their products, and the Cosmetic Ingredient Review
(CIR) Expert Panel that includes dermatologists, pathologists, toxicologists, and chemists set
standards for components of cosmetics, there are currently no legal requirements for cosmetic
manufacturers who market products to American consumers to test their products for safety;" 3
and

Whereas, FDA lacks authority to issue mandatory recalls of products based on safety concerns
and can only warn consumers about contaminated products; and cosmetic firms are not
required to initiate recalls when FDA becomes aware of adulterated or misbranded cosmetic
products on the market;? and

Whereas, Cosmetic firms are not required to provide any safety information to FDA even if
requested by FDA during an inspection;? and

Whereas, States may have more extensive requirements for cosmetic manufacturers,
distributors, and packagers than exist federally,* while a nationwide standard would enable
more uniform regulatory oversight; and

Whereas, FDA regulatory oversight authority is limited and FDA faces challenges in identifying
and analyzing safety signals due to its lack of reliable and complete serious adverse event report
data;? and

Whereas, Firms are not required to follow FDA draft guidance on good manufacturing practices
(GMPs) for cosmetics products;? and

Whereas, The program for cosmetics at the Center for Food Safety and Applied Nutrition, FDA’s
lead Center for the regulation of cosmetics, was approximately $10 million or about three
percent of the Center’s budget, despite 2,727,847 lines of cosmetics products imported into the
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United States from 177 countries in FY 2018, an increase of more than one million lines of
annual cosmetic imports since one decade prior;?and

Whereas, Based on different regulatory frameworks, there are few restrictions on materials that
a cosmetic manufacturer may use as a cosmetic ingredient without premarket approval from
FDA,2 56 where the United States prohibits or restricts 11 types of harmful ingredients from
cosmetics, while the European Union has banned or restricted more than 1,300 chemicals’
often due to absence of safety data rather than data that shows harm;® and

Whereas, Decisions should be evidence-based; 595 cosmetic manufacturers have reported
using 88 chemicals that have been linked to cancer, birth defects or reproductive harm in more
than 73,000 products since 2009,* ® however, FDA has testified that most cosmetics on the
market in the United States are safe and in rare cases when safety issues arise many firms
work with FDA to address them;? in addition a causative relationship between endocrine
disruption and cancer and the concentration of certain ingredients in cosmetic products “has not
been proven scientifically;”' ' and

Whereas, Chemical use and concentration should be considered; researchers found that
permanent hair dye and straighteners were associated with an increased risk for breast cancer
12,13 and formaldehyde found in hair products can expose salon workers to health risks,™
however, parabens and formaldehyde releasers prevent severe infections and complications
such as the Pseudomonas-induced corneal ulcers from inadequately preserved mascara;'s
and

Whereas, FDA confirmed the presence of asbestos in makeup products sold by two different
retail stores,'” 181920 gnd asbestos exposure is associated with mesothelioma and cancers of
the lung, larynx, and ovary; and linked to increased risks of cancers of the stomach, pharynx,
and colorectum;?! and

Whereas, FDA discovered elevated lead levels in a bentonite clay product sold online and in
retail outlets, and lead poisoning can lead to anemia, weakness, kidney and brain damage, and
death; and pregnant women who are exposed to lead will also expose their unborn child, which
can cause potentially serious health complications;?> 2* and

Whereas, Restrictions should be evidence based; for example, propyl paraben is used in a wide
range of products, a finding of questionable significance in a topically applied personal care
product since parabens are poorly absorbed percutaneously, '° studies have shown that some
parabens injected in very high doses were found to be thousands to millions of times weaker
than estradicl in rats and yeast cells,'" ?* a study that claimed to find parabens in human breast
tumors lacked a control group and parabens were found in blank samples,'" 2% and the CIR
extensively reviewed the scientific literature on paraben safety and concluded that the parabens
as currently used in personal care products in the United States are safe;'® and

Whereas, AMA policy H-440.855 supports that FDA should be able to recall cosmetic products
that it deems to be harmful and supports creation of a publicly available registry, however, the
registry remains voluntary with limited participation by manufacturers; therefore be it
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RESOLVED, That our American Medical Association advocate that the Food and Drug
Administration (FDA) be given the appropriate resources and authority to effectively regulate
and enforce standards for personal care products, including being authorized to mandate
registration and reporting by manufacturers, conduct appropriate inspections of manufacturing
facilities, ensure robust review of product safety, and require adherence with Good
Manufacturing Practices while allowing flexibility for small business to comply; and reaffirm
support for providing the FDA with sufficient authority to recall cosmetic products that it deems
to be harmful. (Directive to Take Action)

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.

References

' https://www.fda.gov/news-events/press-announcements/statement-fda-commissioner-scott-gottlieb-md-and-susan-mayne-phd-
director-center-food-safety-and

2 htips://www.fda.gov/news-events/congressional-testimony/building-consumer-confidence-empowering-fda-improve-cosmetic-
safety-12042019

8 https://www.cir-safety.org/about

4 https://www.cdph.ca.gov/Programs/CCDPHP/DEODC/OHB/CSCP/Pages/SummaryData.aspx

5 https://www.ida.gov/cosmetics/resources-consumers-cosmetics/cosmetics-safety-ga-prohibited-ingredients

8 https://www.fda.gov/cosmetics/cosmetics-laws-regulations/prohibited-restricted-ingredients-cosmetics

7 https://data.europa.eu/euodp/en/data/dataset/cosmetic-ingredient-database-2-list-of-substances-prohibited-in-cosmetic-products
8 https://echa.europa.eu/regulations/reach/understanding-reach

9 https://www.ewg.org/californiacosmetics/toxic20

® Fransway AF, et al. Parabens. Dermatitis. 2019; 30(1):3-31.
https://journals.lww.com/dermatitis/Fulltext/2019/01000/Parabens.2.aspx

" Rubin CB, Brod B. Natural Does Not Mean Safe—The Dirt on Clean Beauty Products. JAMA Dermatol. 2019:155(12):1344—1345.
doi:10.1001/jamadermatol.2019.2724

12 https://www.nih.gov/news-events/news-releases/permanent-hair-dye-straighteners-may-increase-breast-cancer-risk
Bhttps://onlinelibrary.wiley.com/doi/epdf/10.1002/ijc.32738?referrer_access token=MRQfKrgWgxxEZpOtD4h2oU4keas67K9QMdW
ULTWMo08N4v3Z0OmabsczOLkOUPFn8NYxbj0kxwBgSFQYWJxbtah9oioMvijgU-iBiUURNVJCIWVTtDbFmTuvyBFS ieBUN-
340S2SyyJ2V8GiudcVelVQ%3D%3D

4 https://www.osha.gov/SLTC/hairsalons/index.html

S Wilson LA, Ahearn DG. Pseudomonas-induced corneal ulcers associated with contaminated eye mascaras. Am J Ophthalmol.
1977; 84(1):112-119. doi:10.1016/0002-9394(77)90334-8

6 Reid FR, Wood TO. Pseudomonas corneal ulcer. The causative role of contaminated eye cosmetics. Arch Ophthalmol. 1979;
97(9):1640-1641. doi:10.1001/archopht.1979.01020020208002

7 https://www.fda.gov/food/cfsan-constituent-updates/fda-alerts-consumers-about-cosmetic-products-recalled-due-presence-
asbestos



https://www.fda.gov/news-events/press-announcements/statement-fda-commissioner-scott-gottlieb-md-and-susan-mayne-phd-director-center-food-safety-and
https://www.fda.gov/news-events/press-announcements/statement-fda-commissioner-scott-gottlieb-md-and-susan-mayne-phd-director-center-food-safety-and
https://www.fda.gov/news-events/congressional-testimony/building-consumer-confidence-empowering-fda-improve-cosmetic-safety-12042019
https://www.fda.gov/news-events/congressional-testimony/building-consumer-confidence-empowering-fda-improve-cosmetic-safety-12042019
https://www.cir-safety.org/about
https://www.cdph.ca.gov/Programs/CCDPHP/DEODC/OHB/CSCP/Pages/SummaryData.aspx
https://www.fda.gov/cosmetics/resources-consumers-cosmetics/cosmetics-safety-qa-prohibited-ingredients
https://www.fda.gov/cosmetics/cosmetics-laws-regulations/prohibited-restricted-ingredients-cosmetics
https://data.europa.eu/euodp/en/data/dataset/cosmetic-ingredient-database-2-list-of-substances-prohibited-in-cosmetic-products
https://echa.europa.eu/regulations/reach/understanding-reach
https://www.ewg.org/californiacosmetics/toxic20
https://journals.lww.com/dermatitis/Fulltext/2019/01000/Parabens.2.aspx
https://www.nih.gov/news-events/news-releases/permanent-hair-dye-straighteners-may-increase-breast-cancer-risk
https://onlinelibrary.wiley.com/doi/epdf/10.1002/ijc.32738?referrer_access_token=MRQfKrgWgxxEZpOtD4h2oU4keas67K9QMdWULTWMo8N4v3ZOmabsczOLk9UPFn8NYxbj0kxwBqSFQYWJxbtah9oioMvjgU-iBiUuRNVJCjWVTtDbFmTuvyBFS_ieBUN-34oS2SyyJ2V8GiuJcVe0VQ%3D%3D
https://onlinelibrary.wiley.com/doi/epdf/10.1002/ijc.32738?referrer_access_token=MRQfKrgWgxxEZpOtD4h2oU4keas67K9QMdWULTWMo8N4v3ZOmabsczOLk9UPFn8NYxbj0kxwBqSFQYWJxbtah9oioMvjgU-iBiUuRNVJCjWVTtDbFmTuvyBFS_ieBUN-34oS2SyyJ2V8GiuJcVe0VQ%3D%3D
https://onlinelibrary.wiley.com/doi/epdf/10.1002/ijc.32738?referrer_access_token=MRQfKrgWgxxEZpOtD4h2oU4keas67K9QMdWULTWMo8N4v3ZOmabsczOLk9UPFn8NYxbj0kxwBqSFQYWJxbtah9oioMvjgU-iBiUuRNVJCjWVTtDbFmTuvyBFS_ieBUN-34oS2SyyJ2V8GiuJcVe0VQ%3D%3D
https://www.osha.gov/SLTC/hairsalons/index.html
https://www.fda.gov/food/cfsan-constituent-updates/fda-alerts-consumers-about-cosmetic-products-recalled-due-presence-asbestos
https://www.fda.gov/food/cfsan-constituent-updates/fda-alerts-consumers-about-cosmetic-products-recalled-due-presence-asbestos

SUBJECT TO RESOLUTION COMMITTEE REVIEW
Resolution: 508 (N-21)
Page 4 of 4

'8 https://www.fda.gov/news-events/press-announcements/statement-fda-commissioner-scott-gottlieb-md-and-susan-mayne-phd-
director-center-food-safety-and

19 https://www.nytimes.com/2019/03/05/business/claires-cosmetics-asbestos-fda.html

20 https://www.fda.gov/media/122413/download

2! hitps://www.cancer.gov/about-cancer/causes-prevention/risk/substances/asbestos/asbestos-fact-sheet#what-are-the-health-
hazards-of-exposure-to-asbestos

2 https://www.cdc.gov/niosh/topics/lead/health.html

2 https://www.cdc.gov/nceh/lead/prevention/health-effects.htm

% Routledge EJ, et al. Some Alkyl Hydroxy Benzoate Preservatives (Parabens) Are Estrogenic. Toxicology and Applied
Pharmacology. 1998 Nov; 153 (1): 12-19. https://doi.org/10.1006/taap.1998.8544

% Darbre PD, et al. Concentrations of parabens in human breast tumours. 2004 Jan/Feb; 24 (1): 5-13. https://doi.ora/10.1002/jat.958



https://www.fda.gov/news-events/press-announcements/statement-fda-commissioner-scott-gottlieb-md-and-susan-mayne-phd-director-center-food-safety-and
https://www.fda.gov/news-events/press-announcements/statement-fda-commissioner-scott-gottlieb-md-and-susan-mayne-phd-director-center-food-safety-and
https://www.nytimes.com/2019/03/05/business/claires-cosmetics-asbestos-fda.html
https://www.fda.gov/media/122413/download
https://www.cancer.gov/about-cancer/causes-prevention/risk/substances/asbestos/asbestos-fact-sheet#what-are-the-health-hazards-of-exposure-to-asbestos
https://www.cancer.gov/about-cancer/causes-prevention/risk/substances/asbestos/asbestos-fact-sheet#what-are-the-health-hazards-of-exposure-to-asbestos
https://www.cdc.gov/niosh/topics/lead/health.html
https://www.cdc.gov/nceh/lead/prevention/health-effects.htm
https://doi.org/10.1006/taap.1998.8544
https://doi.org/10.1002/jat.958



