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The substance formaldehyde (CAS Number 50-00-0) is antici-
pated to be classified as a carcinogen category 1B under the CLP
Regulation (EC) No. 1272/2008. However, such substances may
be used in cosmetic products by way of exception where, subse-
quent to their classification as CMR substances of category 1A or
1B under Part 3 of Annex VI to Regulation (EC) No. 1272/2008,
all of the conditions of Article 15.2 of the Cosmetics Regulation
are fulfilled:

(a) They comply with the food safety requirements as defined in
Regulation (EC) No. 178/2002 of the European Parliament
and of the Council of 28 January 2002 laying down the gen-
eral principles and requirements of food law, establishing
the European Food Safety Authority and laying down proce-
dures in matter of food safety;

(b) there are no suitable alternative substances available, as
documented in an analysis of alternatives;

(c) the application is made for a particular use of the product
category with a known exposure; and

(d) they have been evaluated and found safe by the SCCS for use
in cosmetic products, in particular in view of exposure to
these products and taking into consideration the overall
exposure from other sources, taking particular account of
vulnerable population subgroups.
Formaldehyde is used in nail hardeners for its specific cross-
linking functionality with keratin. The use of formaldehyde in nail
hardeners is currently restricted as specified in the Entry 13 of
Annex III of Regulation (EC) No. 1223/2009 – i.e., a maximum
concentration in the finished products of 5% (as formaldehyde);
labelled as ‘contains formaldehyde’ when the finished cosmetic pro-
duct contains formaldehyde in a concentration above 0.05% and
with the warning ‘protect cuticles with grease or oil’.

On 23 May 2013, the European Commission published a call for
data on formaldehyde use in cosmetics and/or formaldehyde
released by others substances used in cosmetics, seeking also
information of the suitable alternatives. The Commission only
received a full application from Cosmetics Europe which supports
the use of formaldehyde in nail hardeners at the maximum level
of 2.2% (as free formaldehyde).

In view of the data that became available, the independent
Scientific Committee on Consumer Safety (SCCS) was asked (i) to
assess if condition d) of Article 15.2 is fulfilled, in order to confirm
or not the safe use of formaldehyde in nail hardeners at the max-
imum level of 2.2% (as free formaldehyde) and (ii) to indicate if
there are any further scientific concerns with regard to the use of
formaldehyde in nail hardeners.1
ndex_en.
ety/docs/

http://crossmark.crossref.org/dialog/?doi=10.1016/j.yrtph.2015.02.019&domain=pdf
http://dx.doi.org/10.1016/j.yrtph.2015.02.019
http://ec.europa.eu/health/scientific_committees/consumer_safety/index_en.htm
http://ec.europa.eu/health/scientific_committees/consumer_safety/index_en.htm
http://ec.europa.eu/health/scientific_committees/consumer_safety/docs/sccs_o_164.pdf
http://ec.europa.eu/health/scientific_committees/consumer_safety/docs/sccs_o_164.pdf
http://dx.doi.org/10.1016/j.yrtph.2015.02.019
http://www.sciencedirect.com/science/journal/02732300
http://www.elsevier.com/locate/yrtph


U. Bernauer et al. / Regulatory Toxicology and Pharmacology 72 (2015) 658–659 659
The SCCS concluded that nail hardeners with a maximum con-
tent of about 2.2% free formaldehyde can be used safely to harden
or strengthen nails. Although ‘‘peak values’’ of formaldehyde
reached in ambient air surrounding the application area may
approach the WHO indoor guideline value of 100 lg/m3 formalde-
hyde (30 min exposure), thereby exceeding this concentration
level only for a short period immediately after application,
formaldehyde levels will rapidly decrease to background levels
again within a few minutes. Further, the SCCS expresses concerns
about the sensitisation potential of nail hardeners containing
formaldehyde.

The SCCS also concluded that, in order to reduce inhalation
exposure to formaldehyde, the room should be ventilated when
applying nail hardeners. The risk of local effects in the skin, such
as sensitisation, can be minimised if the products are used properly
and according to the present EU Cosmetics Regulation. In light of
the very low concentration of formaldehyde that has been
suggested to be capable of eliciting allergy in already sensitized
individuals (>0.006%), careful usage and handling of nail hardeners
is recommended. Severely damaged nails should not be exposed to
nail hardeners containing formaldehyde.

This SCCS Opinion however did not assess the risk for profes-
sionals who offer application of nail hardeners as part of their ser-
vice. Such individuals may be more frequently exposed to
formaldehyde.
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