18 July 2025 (:

Cosmetics Europe

the personal care association

Contribution to the TRIS notification process on the
draft Spanish Royal Decree regulating the accessible
labelling of consumer products (2025/0311/ES)

Cosmetics Europe took note that on 20 June 2025, the Spanish government notified the European
Commission of a Draft Royal Decree on accessible labelling for consumer products (“the draft decree”).
The European cosmetics industry supports the objectives of accessibility and inclusiveness at the basis
of the draft decree. Nevertheless, while other widely used technical solutions exist to address the
objective of the Royal Decree, the text sets new and immediate labelling requirements which combine
(1) use of Braille alphabet in Spanish language, (2) an embossed tactile mark framing the QR code and
(3) a QR code with detailed information including the batch and production date of each product, all of
which should be affixed on every product in scope, including all cosmetics products. These
requirements raise serious concern from a legal perspective and in regard of the heavy technical
limitations, the impact on production lanes and equipment’s availability, the absence of reasonable
implementation transition timelines and the disproportionate financial impact of its implementation.
These are further outlined below:

e Infringement of EU acquis (TFEU Articles 34 and 36; PPWR Articles 4(2) and 4(3); CPR Article
9); failure to notify the basis law (4/2022 of 25.02.2022) to TRIS.

e Excess of the labelling requirements under CPR Article 19.
¢ Inconsistency with PPWR Article 10.
e Impossible application date (1 day after publication of the law).

e Technical limitations, challenge of providing certain information and disproportionate financial
burden for economic operators.

Objective and scope of the draft decree

The draft decree regulates accessible labelling of consumer products with a view to protecting the
safety and quality of life of people with disabilities (Article 1). The Annex to the draft decree includes in
the scope of the proposed measures, cosmetic products as defined in Regulation (CE) 1223/2009 of
30 November 2009 and personal care products under the scope of the Royal Decree 1599/1997, among
other products such as hazardous substances and mixtures, and foodstuffs.
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On-pack Braille requirement

Article 2 aims to establish that accessible labelling shall make use of the Braille system, a quick response
(QR) code or other similar system, provided with a tactile mark to identify the location of said quick
response code or system, or of elements linked to cognitive accessibility or accessibility to information
and communication, as well as any other system or element ensuring universal accessibility through
technological means. It also adds that the information must appear at least in Spanish.

Tactile mark and QR code

Article 3(1) introduces the obligation for the manufacturing companies to incorporate certain
information in the on-pack accessibility labelling, namely: (a) Product name and trade name [brand] (b)
Name of producer/marketing responsible, complete address and contact information (c) Product
category, composition (d) Quality and quantity (e) Date of production and batch, when required by
regulations, recommended period for use or consumption or expiration date (f) Instructions or
indications for their correct use or safe consumption, as well as the correct sustainable management
of their residues, warnings and foreseeable risks (g) Information on customer service, as well as
procedures for filing complaints and claims (h) Information on allergens or intolerance [for foodstuffs].

Article 3(2) also establishes that for packaging with a minimum surface of 10x1cm, the product name
must be indicated using the Braille alphabet on-pack for cosmetic products. Article 3(4) also states that
when the mandatory information to be included in the accessibility information in Article 3(1) is not
provided using Braille alphabet on pack, the quick response (QR) code, or other similar system, shall be
provided with a tactile mark to identify its location, also indicating specific shape and size requirements:
a 90-degree angle formed by two continuous embossed, with a length of 5-6 mm each. The lines shall
have a thickness of 1-2 mm and a height equal to that of the Braille used on the rest of the packaging.

The draft decree is set to enter into force the day following its publication in the Spanish Official Journal
(Boletin Oficial del Estado, BOE) which means any new products entering the market as of the day after
of the publication in the BOE, have to comply with the Standard including accessible information in
Braille, the embossed tactile marks and the QR or similar system. However, the draft decree also
introduces a transitional provision establishing that non-compliant products already labelled on the
date of entry into force of the draft decree may continue to be marketed for up to a maximum of two
years after the entry into force of this Standard. Subsequently, should it be necessary to use the packaging
of previously manufactured products that do not meet the requirements established in this Royal Decree,
the operating entity or company must add an adhesive label, inkjet or equivalent system that facilitates
the accessibility of the information provided for in this Standard.

Infringement of the EU acquis

Obstruction of intra-EU trade

Cosmetics Europe considers that the draft decree infringes several provisions of EU primary and
secondary law regulating the Single Market and applicable sectoral legislation.

Introducing a unilateral labelling requirement solely in Spain creates an obstacle to intra-EU trade and
is in violation of Articles 34 and 36 TFEU, respectively prohibiting quantitative restrictions on imports
and all measures having equivalent effect between Member States, and prohibitions or restrictions on
imports that constitute a means of arbitrary discrimination or a disguised restriction on trade between
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Member States. The draft decree will discriminate economic operators active in Spain by forcing them
to change the artworks for packaging that they sell not only in Spain but across several or all EU Member
States. For the same reason, also importers will be discouraged from placing their products into the
Spanish market.

Moreover, Article 1(3) of the draft decree states that products shall not be placed on the Spanish market
until they comply with the accessible labelling requirements of the draft decree. This provision violates
Articles 4(2) and (3) of the Packaging and Packaging Waste Regulation N°(EU)2025/40 (PPWR). The
two articles establish in fact that Member States shall not prohibit, restrict or impede the placing on the
market of packaging that complies with the sustainability, labelling and information requirements laid
down in or pursuant to Articles 5 to 12 and that if Member States choose to maintain or introduce national
sustainability requirements, or information requirements additional to those laid down in this Regulation
[..] the Member States shall not prohibit, restrict or impede the placing on the market of packaging that
complies with this Regulation for reasons of non-compliance with those national requirements.

Finally, using a sticker or increasing the packaging thickness and surface to introduce on-pack Braille
or tactile markets will also conflict with other aspects of cosmetics packaging regulated under the
PPWR since the use of more packaging material will clash with Article 10 PPWR on packaging
minimisation and with the objective of Article 43 PPWR on packaging waste prevention.

The obligations set out in Articles 3.2 and 3.4 of the draft of the Royal Decree fundamentally distort
the harmonised framework currently established in the EU for cosmetics products, by adding to the
(already stringent) labelling requirements set out in Regulation (EC) No. 1223/2009 additional and
disproportionate obligations which go beyond what it is required by the harmonised EU legislation and
whose sole practical effect would be to hinder the functioning of the internal market.

The cosmetics market in the EU is harmonised under Regulation (CE) No. 1223/2009 (CPR). The CPR
fully harmonises the rules within the European Community “to achieve an internal market for cosmetic
products while ensuring a high level of protection of human health” (Article 1 and Recitals 3 and 4 of
the Preamble). Therefore, the functioning of the Single Market, along with protecting human health are
the two governing elements at the core of the CPR, which has been supporting the European cosmetics
market and the health of the European consumers for over fifteen years.

Article 9 of Regulation (EC) No. 1223/2009 provides that “Member States shall not, on grounds related
to the requirements of the Regulation, refuse, prohibit or restrict the placing on the market of cosmetic
products.” This provision makes it even more evident that the primary objective of Regulation (EC) No.
1223/2009 is to ensure the free movement of cosmetic products among the Member States of the
European Union, while simultaneously safeguarding a high level of human health protection.

This harmonisation clearly extends to the requirements concerning the labelling of cosmetic products
defined in Article 19 of Regulation No. 1223/2009 which is intended to fully harmonise the rules on
packaging and labelling information of cosmetic products to protect consumers” health, in addition to
facilitating the placing of cosmetic products on the EU market.

Disproportionality of the measure

The draft decree does not satisfy the exemptions to the prohibition of quantitative restrictions to intra-
EU trade justified under Article 36 TFEU. Thus, it violates the principle of proportionality imposing that
the least restrictive measures should be adopted by a Member State to attain the legitimate objectives
enunciated in Article 36 TFEU. In fact, in its impact assessment, the Spanish government failed to
provide sufficient justification as to why they did not consider alternative measures to the accessibility
labelling requirements introduced by the draft decree — for example, digital labelling through QR codes,
NaviLens codes or other technologies already widely used in the European market and that do not
require specific graphical or production adaptations to be sold across Member States. Accessible
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labelling through these technologies will better serve the objective of the Royal Decree to guarantee
accessibility to information relevant for consumers safety, their integrity and quality of life.

Procedural matters

The basis for this Royal Decree, Law 4/2022, of 25 February, on the protection of consumers and users
in situations of social and economic vulnerability, establishing the obligation to develop a Braille
labelling, has never been notified to the TRIS portal. This is in violation of Article 5 of Directive (EU)
2015/1535 on the Technical Regulations Information System TRIS. According to established case law,
a breach of the notification obligation by Member States constitutes a procedural defect in the
adoption of the technical regulations concerned and renders those technical regulations inapplicable.

Technical limitations and disproportionate financial impact on
economic operators

Technical considerations

The draft decree sets size requirements for the on-pack Braille characters and lines which are simply
impossible to implement on most cosmetics packaging without significantly increasing the packaging
size. The Braille standard requires that each character be at least 6.2 to 6.6 mm wide, and that the lines
be 1 cm high. Even for larger cosmetics packaging (e.g. shampoo bottles) the Braille information would
require a sizeable share of the printable surface of the packaging. Furthermore, the Braille system is an
alphabet and not a universal language. Should other countries adopt similar measures, this problem
would be further exacerbated by the need to translate the Braille information into the local languages
of the Member States where the products will be marketed. The need to include on-pack Braille
information could become a barrier to the Single Market if the packaging size doesn't fit the amount of
Braille that would be required for countries to be grouped together. A survey run in April 2025 by the
Spanish national association of perfumery and cosmetics, STANPA, suggests that at least two thirds
of cosmetic products marketed in Spain include multilingual language on their packaging. This further
justifies the need for alternative digital technologies to be used instead. Below is an illustrative example
of how different cosmetic products names would look like if translated in different languages.

Spanish French Italian English
Base de maquillaje Fond de teint Fondotinta Foundation
Sombra de ojos Fard a paupieéres Ombretto Eyeshadow
Pintalabios / Labial Rouge a lévres Rossetto Lipstick

Moreover, information included in the Braille alphabet in one language may create confusion for those
people with visual impairments who are native speakers of other languages and may misread and
misunderstand the Spanish version of the Braille characters.
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Some cosmetic products are sold in flexible formats, presenting additional technical constraints. For
instance, during label printing in some cases, the labels are wound and rewound onto rolls under tension
and applied with a water-based adhesive. The wet conditions, tension and rolling would result in most
or all of the braille embossing being flattened. This type of process could render embossing Braille
information on the packaging impossible.

The introduction of a requirement on Braille will also require significant changes to production lines
since different steps in the process could inadvertently flatten the Braille embossing. This would require
a refitting of the entire production lines. It will also lead to loss of efficiency in the production process
since the lines would need to be refitted to distinguish between production of batches which destination
is the Spanish market versus other EU or international markets.

The foregoing technical challenges related to the Braille requirement are as relevant to the obligation
to include a tactile mark on the packaging. Ensuring that the printing of the QR code on the production
line is always maintained within the right angle formed by the tactile mark constitutes another very
significant technical challenge given the movement of the packages on the line and the natural
vibrations of the components of the production line at operational speeds.

The draft Royal Decree also establishes the obligation to include the expiration date and batch number
within the digital code, which poses a significant technical difficulty, as it involves the inclusion of
dynamic parameters in a digital code that must be updated with each batch produced on each
production line. This task can only be carried out through inline printing, which means that the printing
of the QR code cannot be integrated into the product label design.

To implement QR code printing on production lines, it is essential to replace existing inkjet printers
and/or add print heads specifically designed for inline QR code printing. This transition not only entails
a slowdown in production due to the adoption of new technology but also involves considerable costs
associated with the acquisition and validation of the new printing equipment. Additionally, there is a
challenge in obtaining these print heads within the required timeframe, as all factories producing
consumer goods for Spain will need to source these components, and global stock levels are limited.
Therefore, the need to upgrade production equipment across the industry may not be feasible at the
scale necessary to meet the new requirements of the consumer goods sector in Spain within such a
short period.

Timeline constraints

Overcoming the above-mentioned technical constraints to be able to effectively implement the
requirements upon publication of the Royal Decree is technically unrealistic. The many technical
uncertainties and challenges exposed above would require years of work and investment to develop,
install and start operating the right solutions.

Economic impact

As a direct consequence of creating an intra-EU Market barrier, the draft decree will also
disproportionately increase costs for economic operators. Many cosmetics companies use a single
packaging execution for the EU market or at least for groups of Member States (estimated at least two
thirds of cosmetics products marketed in Spain). The introduction of on-pack Braille alphabet will force
companies to either redesign all packaging across the internal market so that it can also be sold in
Spain, or to develop a separate packaging variant for Spain. The estimated costs of redesigning
packaging artwork can add up to millions of euros for a single company when considering the printing
of all marketed SKUs. The industry estimates that a change of artwork including Braille or other tactile
markers will be even higher in costs because it will also entail the already abovementioned adaptations
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to production lines e.g., moulds for plastic packaging, moulded roller for cardboard packaging. The fact
that many cosmetics have primary and secondary packaging further contributes to increasing costs.

Moreover, the draft decree envisages a 2-year period for companies to sell products already labelled
before its entry into force, but it requires all other products to be compliant on that date. However, it
does not envisage any transitional period. This means that in practice companies have to already put
significant investments into adapting their production lines and redesigning their packaging to be
compliant on the date of entry into force. Considering that from design to deployment, changing an
artwork can take up to 36 months, this means that, to ensure compliance, businesses effectively need
to start applying today the requirements of a law that is not yet adopted and is still subject to change.
This adds to the costs already incurred by operators marketing packaging in Spain, who have been
obliged to rework their artworks following the entry into force of unilateral sorting instructions under
Royal Decree 1055/2022, on which an infringement procedure is ongoing. The nonalignment of
implementation dates between the draft decree and the labelling requirements under the PPWR Article
12 make the whole process even more complex and financially burdensome for companies, forcing
repeated redesigns in a short period of time, without the possibility to amortise the costs assumed.

Finally, higher production costs or the cost derived from stickering products during the 2-year sell-off
period foreseen under the draft Decree will potentially result in higher prices for Spanish consumers if
those costs are passed on.

These costs would be significant and disproportionate compared to the benefit of introducing on-pack
Braille language and/or tactile markers, which are is known or used by a low percentage of visually
impaired people. On the contrary, the use of digital means would overcome language and technical
barriers by offering a solution which can be easily adapted to different local specificities at a much
lower cost.

To date, it is estimated, based on the above-mentioned survey by Stanpa, that the shelf price of the
final product could increase between 5% and 15% to amortise all these costs.

Conclusions

The cosmetics industry fully supports the legitimate and ultimate objective of this draft Royal Decree,
which is to provide accessible information to protect people with vulnerabilities. However, imposing
unilateral tactile on-pack labelling requirements—such as Braille, tactile marks for digital labels carrying
variable data—will create barriers to the free movement of goods in the EU failing to achieve the actual
goal of providing accessible information to the vast majority of people with disabilities, including those
with visual impairments and other conditions.

Based on the arguments presented above, Cosmetics Europe invites the European Commission to
adopt a detailed opinion stating that Spain should not adopt the draft decree on the basis that it will
introduce intra-EU market barriers and disproportionate costs in violation of the EU treaties and
applicable legislation.
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