EDITORIAL

Benzoyl Peroxide, Benzene, and
Lots of Unanswered Questions:
Where Are We Now?

James Q. Del Rosso, DO

arch 2024 proved to be a busy month for benzoyl

peroxide in the media! We are now at almost

4 months since Valisure, an independent ana-
lytical laboratory located in Connecticut, filed a Citizen
Petition on benzene in benzoyl peroxide drug products
with the US Food and Drug Administration (FDA)
on March 5, 2024.' This petition was filed shortly
before the annual meeting of the American Academy of
Dermatology was held in San Diego, California, creating
quite a stir of concern in the dermatology world. Further
information on the degradation of benzoyl peroxide
with production of benzene was published in the medi-
cal literature in March 2024.? As benzene is recognized
as a human carcinogen, manufacturing regulations exist
to assure that it does not appear in topical products
either through contamination or degradation over the
course of a product’s shelf-life.?

As anticipated, several opinions and commentaries
appeared quickly, both on video and in various articles.
The American Acne & Rosacea Society (AARS) released a
statement on this issue on March 20, 2024.* The safety of
the public is the overarching primary concern. This AARS
statement does include some general suggestions related
to benzoyl peroxide use based on the best assessment to
date while awaiting further guidance from the FDA on
this issue. Benzoyl peroxide is approved for use by the

FDA as an over-the-counter (OTC) topical product for
acne and also is in several FDA-approved prescription
topical products.>®

The following reflects my personal viewpoint as both
a dermatologist and a grandfather who has grandchil-
dren who use acne products. My views are not neces-
sarily those of AARS. Since early March 2024, I have
read several documents and spoken to several derma-
tologists, scientists, and formulators with knowledge in
this area, including contacts at Valisure. I was hoping
to get to some reasonable definitive answer but have
not been able to achieve this to my full satisfaction.
There are many opinions and concerns, and each
one makes sense based on the vantage point of the pre-
senter. However, several unanswered questions remain
related to what testing and data are currently required of
companies to gain FDA approval of a benzoyl peroxide
product, including:

e assessment of stability and degradation products
(including benzene),

e validation of testing methods,

e the issue of benzoyl peroxide stability in commercial
products, and

e the relevant magnitude of resultant benzene expo-
sures, especially as we are all exposed to benzene from
several sources each day.
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Nevada, Henderson.
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EDITORIAL

I am certain that companies with benzoyl peroxide
products will evaluate their already-approved products
and also do further testing. However, in this situation,
which impacts millions of people on so many levels, I
feel there needs to be an organized approach to evaluate
and resolve the issue, otherwise the likelihood of con-
tinued confusion and uncertainty is high. As the FDA is
the approval body, I am hoping it will provide definitive
guidance within a reasonable timeline so that clinicians,
patients, and manufacturers of benzoyl peroxide can pro-
ceed with full confidence. Right now, we all remain in a
state of limbo. It is time for less talk and more definitive
action to sort out this issue.
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