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October 31, 2024

Dr. Robert Califf

Commissioner of Food and Drugs
U.S. Food and Drug Administration
10903 New Hampshire Ave

Silver Spring, MD 20993-0002

Dear Commissioner Califf,

I am alarmed by recent reports and a new study that found high levels of benzene, a known
hormone disruptor and carcinogen,* in popular acne treatment products from brands like
Clearasil, Proactiv, and CVS Health.? 3 In March 2023 a study from Valisure, an independent
quality assurance company, revealed that products containing benzoyl peroxide (BPO) “are
fundamentally unstable and can generate unacceptably high levels of benzene”.* > Some of the
products tested by Valisure contained levels “18 times the amount of the potent carcinogen
allowed [conditionally] in U.S. drugs” when tested at room temperature in off-the-shelf products,
and “over 800 times the [conditional]... limit” when tested at elevated temperatures. | call on the
Food and Drug Administration (FDA) to take action to update industry guidelines for
manufacturers using BPO as an active ingredient and immediately inform consumers of the
significant health risks posed by benzene in degraded BPO products. For example, leading
dermatologists® and medical associations like the American Acne and Rosacea Society have
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already advised consumers to store «“ BPO products... at refrigerator temperature which at least
theoretically can reduce degradation of BPO to benzene.””

As you know, benzene is one of the most commonly used chemicals in the United States but it is
also strongly linked to higher risks of cancer, specifically leukemia and other blood related
conditions.? In the short term, exposure to benzene can lead to problems with the nervous system
causing drowsiness, headaches, or tremors. In addition to its links to cancer, long-term benzene
exposure can also cause anemia and low white blood cell counts.® As such, the use of benzene is
highly regulated by the FDA, Environmental Protection Agency, and the Occupational Health
and Safety Administration.!® ! Last year, the FDA warned manufacturers to avoid using benzene
in the manufacturing process but issued a conditional limit of 2 parts per million when its use is
unavoidable to produce a drug product with a significant therapeutic advance.? However, it
appears that some manufacturers are improperly taking this guidance out of context. For
example, the manufacturer of Banana Boat sunscreen recently argued that “products containing
less than 2 ppm of benzene are safe”, but the Ninth Circuit Court of Appeals disagreed, ruling
that “characterizing such products as safe runs counter to the [FDA’s] caveat-laden guidance.™
The FDA must update and better clarify its guidance to prevent manufacturers from using
misguided loopholes on the presence of benzene in drug products.

On March 6, 2024, Valisure released the results of a comprehensive study testing the stability of
BPO in acne products. They tested 175 acne treatment products, 99 containing BPO and 76
without BPO as an active ingredient.}* The 76 products without BPO did not contain benzene
levels outside of FDA’s conditional limit of 2 ppm. However, 94 out of the 99 BPO containing
products had levels of benzene that significantly increased with exposure to heat.*® Further, the
testing confirmed that high levels of benzene can leak from the container into the surrounding
air, increasing the risk of inhalation.®

Valisure has previously conducted testing on the presence of benzene in other products like
sunscreen, hand sanitizer, and dry shampoo.!” In those cases, the benzene was linked to
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contamination from raw materials during the manufacturing process. In this case, there is no raw
material contamination and the benzene is accumulating from the degradation of the BPO active
ingredient. This raises significant concerns over the safety of these products and the use of BPO
altogether.

While the FDA has released information on benzene contamination in other consumer products,
the agency has not addressed the safety risk caused by the degradation of BPO into benzene.'® In
the meantime, these products continue to be sold and used by countless Americans on a daily
basis. This is especially true for young people that may be seeking treatment for the acne they
develop during puberty. Exposure to benzene could be detrimental to their health and
development.

It is imperative that FDA take immediate action to address these troubling findings and prevent
future health issues. In light of these test results, it is clear that FDA must conduct a thorough
review of BPO products and promulgate clearer regulations on the use of BPO, its storage
protocols, and generally regarding benzene in consumer products. Additionally, FDA must take
the necessary actions to ensure that consumers are made aware of the risk that these products
pose and ensure that manufacturers are likewise taking the appropriate actions to investigate and
recall products with unacceptable levels of benzene. Valisure has filed a citizen’s petition urging
the agency to recall and suspend the sale of products containing benzoyl peroxide given the
drug’s propensity to form the known carcinogen benzene, they have also asked FDA to conduct
an investigation regarding these products, provide information to the public on potential harms,
update industry guidance, support the increasing number of independent drug quality testing
programs in the United States including by the Department of Defense,*® and more.?’ We urge
FDA to heed these suggestions to protect public health.

Thank you for your attention to this urgent matter.

Sincerely,

)

Richard Blumenthal
United States Senate
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