
 

 

Comments on the notification 2025/0311/ES of 20 June 2025 by Spain of a 
Draft Royal Decree regulating the accessible labelling of consumer products. 

Food Supplements Europe (FSE) represents food supplement manufacturers and 
ingredient suppliers operating across the EU. More than 95% of the businesses in 
our sector are SMEs. 

FSE commends the objective of facilitating accessibility to vulnerable consumers. 
FSE is of the view, however, that any such measure must be necessary, 
proportionate, and fully aligned with the EU’s harmonised legislative framework, 
without creating undue distortions in the internal market. 

In this regard, FSE would like to highlight the following considerations regarding the 
legality and the feasibility of enacting the draft Royal Decree, and respectfully asks 
the European Commission not to accept it in its current form, for the following 
reasons: 

1. The proposed legislation is in breach of the EU harmonised food 
information Regulation 
Regulation (EU) No 1169/2011 on food information to consumers harmonises 
food labelling rules across the EU. Article 38 of the Regulation prohibits 
Member States from adopting national measures on matters specifically 
harmonised by the Regulation. It also refers to Article 39, which allows 
additional mandatory particulars only in narrowly defined situations: “the 
protection of public health; the protection of consumers; the prevention of 
fraud; the protection of industrial and commercial property rights, indications of 
provenance, registered designations of origin and the prevention of unfair 
competition”. Even then, such national measures must not prohibit, impede, or 
restrict the free movement of goods that are in conformity with the Regulation. 

The draft Royal Decree imposes additional mandatory particulars on packaged 
foods outside the narrow derogations permitted under Article 39. Article 1 of 
the draft Royal Decree would apply these additional labelling requirements to 
all packaged foods placed on the Spanish market, irrespective of where they 
were manufactured. Consequently, foodstuffs, including food supplements, 
produced in other Member States would also be subject to these additional 
rules. 

In light of the above, FSE is of the view that the draft Royal Decree should 
exclude the labelling of foodstuffs, including food supplements, from its scope. 

2. The proposed legislation also breaches the principle of mutual 
recognition 
Article 34 TFEU proscribes all “quantitative restrictions on imports and all 
measures having equivalent effect” between Member States. The draft Royal 
Decree applies indiscriminately to all foodstuffs, regardless of their origin and 
introduces additional labelling and packaging requirements on products, 
exclusively for the Spanish market. Consequently, food business operators will 
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have to incur additional compliance costs by producing products specifically for 
Spain. This creates a significant regulatory burden, tantamount to quantitative 
restrictions, contrary to Article 34 TFEU. 

Article 36 TFEU allows narrowly defined derogations from Article 34 only 
where the national measure pursues a recognised public-interest objective and 
is both suitable and necessary to achieve that aim. Spain invokes the goal of 
improving accessibility for visually impaired consumers. Whereas FSE 
supports this objective, the proposed measures are disproportionate and 
unnecessary, given that other tools, such as electronic scanning and reading 
devices exist, giving visually impaired people the possibility to access all 
information on the label of a food and not only the limited information that can 
be displayed in Braille. Indeed, Braille as a communication tool for visually 
impaired people is increasingly being replaced by electronic tools. 

Instead of imposing additional mandatory labelling particulars (Braille, QR 
codes with variable data) for certain product groups, alternative solutions can 
be promoted to achieve the same objective. For example, text-to-speech and 
other digital technologies already enable visually impaired consumers to 
access the full range of label information, going beyond what can be displayed 
in Braille, and applying to a broader range of products and services that the 
draft decree covers. By leveraging such existing technologies, consumer 
accessibility can be improved in a proportionate manner without imposing 
unnecessary labelling requirements or additional costs on food business 
operators. 

Spain has provided no evidence that such less restrictive alternatives were 
considered, or that the measure will effectively enhance accessibility to label 
information. 

In addition, this would lead to companies requiring specific labels and 
production for Spain, which would result in higher costs and negative 
environmental impact. 

Consequently, FSE is of the view that the draft Royal Decree cannot be 
justified under Article 36 TFEU.  

3. The proposed legislation has considerable practical limitations that make 
its application impossible. 
Braille and other tactile features can only be embossed directly on folding-
carton board. They cannot be applied to tubes, blisters, or plastics, which form 
a substantial proportion of food supplements packaging. Such packages 
cannot be embossed because of their nature (e.g. plastic) or their thinness and 
would require an extra embossable label. This would incur additional costs and 
have negative environmental repercussions.	The implementation of an extra 
embossed label is also not in line with Regulation (EU) 2025/40 on packaging 
and packaging waste (Articles 4 and 10). It may ultimately lead to increased 
waste generation, which contradicts the EU's sustainability goals. 

Because of their nature, food supplements typically have small labels, and the 
information that is legally required is extensive. Directive 2002/46/EC adds a 
set of particulars that apply only to food supplements, in addition to the 
labelling requirements established pursuant to Regulation (EU) No 1169/2011. 
These requirements include, inter alia, information regarding the “names of the 
categories of the nutrients or substances that characterise the product or an 
indication of the nature of those nutrients or substances; the portion of the 
product recommended for daily consumption; a warning not to exceed the 
stated recommended daily dose; a statement to the effect that food 
supplements should not be used as a substitute for a varied diet; a statement 
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to the effect that the products should be stored out of the reach of young 
children”. 

The draft Royal Decree would require all of this wording to appear legibly in 
Braille on any package with a printable surface of just 10 cm x 1 cm, and, on 
the same surface, also include a tactile-framed QR code linking to a webpage 
containing the same information. The combined length of the mandatory text, 
plus the physical footprint of the QR code and its zone, would far exceed what 
can be embossed within such a confined area. This renders compliance 
technically impossible. 

Many operators use single packs for several Member States. Printing tactile 
information only in Spanish would create inconsistency between the visual 
panel (multilingual) and the tactile panel (monolingual). This could potentially 
mislead consumers. 

4. Need for a transition period 
The proposed legislation has considerable practical limitations that make its 
application impossible. 

The proposal does not foresee a transition period. New products must comply 
from the moment the draft Royal Decree comes into force. This is not feasible 
given the above technical considerations. Packaging material is purchased well 
in advance. Furthermore, packaging suppliers and packaging sites need to 
implement the technical set-up to enable the tactile printing as well as the 
printing of QR codes with variable data. Manufacturers of food products, 
including food supplements, are currently not equipped to print QR codes with 
variable data, which would be necessary as the Spanish decree also requires 
the inclusion of the batch number and best-before-date. This is simply 
impossible to achieve at short notice and without a sufficiently long transition 
period.  

In addition, time and investments would be needed, which will most likely increase 
the costs for consumers and increase barriers to market access for SME food 
companies. 

For the reasons outlined above, FSE respectfully urges the European Commission 
to ensure the draft Royal Decree is fully aligned with EU law, including Regulation 
(EU) No 1169/2011, Article 34 TFEU, and Article 36 TFEU, by removing all food 
labelling provisions from its scope. 

We appreciate your consideration of our comments and remain available for any 
further information or clarification you may require. 
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