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Val de Reuil, 18 December 2020

Comments on dossiers proposing harmonised classification and labelling of Benzyl Alcohol

Johnson & Johnson Consumer Health welcomes the opportunity to provide its views on the proposed
classification of Benzyl Alcohol (CAS: 100-51-6, EC: 202-859-9) under Regulation (EC) n°1272/2008 on
classification, labelling and packaging of substances and mixtures.

While Johnson & Johnson Consumer Health supports efforts to harmonize classification and ensure
high protection of workers, consumers and environment, Johnson & Johnson Consumer Health
believes the proposed classification of benzyl alcohol as Skin Sens. 1B appears to be overly
conservative given the extensive safety data, both from external professional dermatology literature
as well as our pre-market safety evaluations.

Johnson & Johnson Consumer Health in the EU manufactures and sells a large variety of cosmetic
products, some of which include Benzyl Alcohol as a preservative.

Benzyl alcohol has been used safely and effectively as a preservative in our products since 1999. Our
formulation safety experience with benzyl alcohol includes over 390 patch tests on over 55,500
volunteers in leave on products and over 100 patch tests on over 12,500 volunteers in rinse off
products without irritation. When used appropriately, benzyl alcohol plays an important role in our
portfolio as a mild preservative in sensitive skin products. Clinical studies of leave-on products with
benzyl alcohol confirm safe use on an array of compromised skin conditions including dry skin, itch,
diabetic skin, psoriatic skin, eczema, and adult oncology patients undergoing systemic cancer
treatments. Only a very limited number of acceptable preservatives for patients and consumers with
skin disorders exist, therefore we will continue to work with industry groups to educate stakeholders
on the safety of benzyl alcohol.

Besides our internal, pre-market clinical safety history of safe use, the SCCS classifies benzyl alcohol
as a fragrance allergen with low importance. This agrees with external professional dermatology
literature demonstrating that benzyl alcohol is considered as a rare contact allergen. As noted in
Dermatitis Academy:

In 1986, De groot et al evaluated a series of 501 patients and found no one to be allergic to
benzyl alcohol

Guin et al reported a frequency of 0.9% for contact urticarial responses and 0.2% for delayed
hypersensitivity in 404 patients who received intradermal tests of hydrocortisone in saline
containing benzyl alcohol along with a control that only contained benzyl alcohol and saline.
Out of 404 patients, four had either a urticarial or delayed hypersensitivity reaction to the
control. This reaction was assumed to be due to benzyl alcohol.
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The majority of the cases of benzyl alcohol allergy have been reported to have occurred in
patients who used topical antifungal and steroid creams.

Goossens 2016 reports summarizes patch from 603 patients from 2010 to 2015 for cosmetic
ingredients. The frequency of contact allergens reported ranges from about 0.3% to 40%,
with benzyl alcohol showing only one positive result in 147 tests (0.68%).

The Dutch authority RIVM (National Institute for Public Health and the Environment) re-evaluated
the original SCCS opinion. The IVDK (German Information Network of Departments of Dermatology
(Schnuch) assessed in 21,325 patients the frequency of sensitization to the 26 fragrances which will
be labelled according to the current EU regulation. The 26 fragrances were categorized in three
groups by using the frequency of positive patch test reactions: (1) important allergens, (2) clearly
allergenic compounds but less important in terms of sensitization, and (3) rare sensitizers. Benzyl
alcohol was classified as category 3 “rare sensitizer”.

It’s also important to note that classification of benzyl Alcohol as Skin Sens. 1B will likely contribute
to the overall decrease of preservatives available to preserve efficiently cosmetic products. The
increased exposure by the population to other preservatives could result in increasing sensitizations
at the population level.

Johnson & Johnson Consumer Health fully supports, and refers to, the position submitted by Emerald
Performance Materials and supports the request to wait for the new data being generated before
taking any decision on Skin Sens. 1B classification.
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