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DOSSIER:   

FCM in de EU: The declaration of compliance and its 

supporting compliance work 

 

For food contact materials (FCM), a Declaration of Compliance (DoC) is an essential form of exchange 

of information between the different business operators in its supply chain. 

The Declaration of Compliance is a written statement to prove the downstream user within a supply 

chain of a FCM that the described food contact material is in compliance with the applicable 

legislative requirements. In addition, it provides the down-stream user with all the necessary 

information needed to establish or to verify the compliance of the product with the relevant 

legislation. 

All substantiated information, on which the DoC is based, should be recorded in the ‘supporting 

documentation’. The supporting documentation can exist out of DoCs and compliance work received 

from upstream users, results of migration tests, the composition of the material, toxicological data 

on substances present in the material,...[1] 

According to the JRC baseline study [3], the system of declarations of compliance (DoCs) is a pillar of 

food safety. Yet, it must be recognized that its implementation remains an issue, especially for non-

harmonized materials. 

 

Regulatory Framework – current situation 

The obligation of issuing a Declaration of Compliance at EU level was introduced by the European 

Regulation n° 1935/2004, also known as the framework regulation for FCMs. This regulation is 

intended to provide the basis for securing a high level of protection of human health and the 

interests of consumers. 

One major requirement of the framework regulation is that FCMs shall be manufactured in 

compliance with  Good Manufacturing Practices (cfr. Article 3), as laid down in regulation n° 

2023/2006/EU, so that they do not transfer their substances into food in concentrations that could 

endanger human health or bring about an unacceptable change in the composition or a deterioration 

in the organoleptic properties of the foodstuffs. 

 



 
 
 

Other requirements are traceability during the entire supply chain and adequate labelling of the 

FCM. In order to establish those requirements, article 16 of the framework regulation states that 

materials and articles covered by specific measures shall be accompanied by a written declaration 

stating that they comply with the rules applicable to them at any stage of the commercial cycle, 

except for the retail stage. 

Specific measures are specific rules and specifications for individual types of materials and may 

contain for instance a list of authorized substances, migration limits for its constituents and methods 

for compliance verification. Specific measures can be worked out for the 17 types of materials listed 

in Annex I of EU n° 1935/2004. The materials for which such specific EU measures exist are called the 

‘harmonized’ materials. 

A well-known specific measure in force is the European Regulation n° 10/2011 for plastic food 

contact materials. Its article 15 states that at all marketing stages other than at the retail stage, a DoC 

shall be available which shall contain the information laid down in its Annex IV. Article 16 contains 

the requirements for the supporting documentation. 

In Belgium, at national level, the requirements for DoC’s and Supporting Documentation for non-

harmonized materials are laid down in the Royal Decree of 11/05/1992 and amendments. These 

requirements were recently updated by RD of 12/06/2017. 

 

 

Shortcomings and challenges for the future 

 

A first shortcoming of the current situation is a lack of harmonized requirements for the transfer of 
adequate information along the supply chain of a FCM. 

Currently, specific measures exist for only a few groups of food contact materials: active and 

intelligent materials, plastics, ceramics and regenerated cellulose films. So, the 13 other types of 

materials (the non-harmonized materials) remain overseen by national rules. Specific guidance and 

requirements on DoC and supporting documents appear for the moment in 13 EU Member States. 

According to the JRC baseline study, those national requirements for the DoC may vary in practice 

(specific information and template) from Member State to Member State. In addition, the definition 

of supporting documents may vary and their acceptance also may fluctuate from Member State to 

Member State.[3] This situation is complex for those who have to deliver DoCs and is not effective in 

achieving a uniform high level of health protection, which is the main intention of the framework 

regulation. 

The JRC baseline study also pointed out that the risk assessment of food contact materials at 

industrial level is often hampered by the lack of transfer of safety-related information in the 

manufacturing chain for non-harmonized materials.[3] The transfer of safety-related information also 

seems to get more difficult with the complexity of the supply chain or the FCM itself (e.g. multi-

material FCM). Therefore, one of the four principal shortcomings to the current situation identified in 

the JRC baseline study is that, the declaration of compliance and supporting documents (at EU level) 



 
 
need specific quality criteria potentially linked to sanctions for the adequate quality and traceability 

of the information transfer along the chain [3].  

If compliance documentation is not transferred, a down-stream user lacks information on whether 

the declared compliance is well supported and lacks information for its own compliance work. On the 

other hand, confidentiality must be respected as well. Manufacturers want to avoid the risk of 

leaking information on the composition of their products and they are also not willing to make their 

product look disadvantageous by effectuated and delegated compliance work in comparison to 

competitors who doesn’t furnish extended information.[2] 

Thus, a compromise has been found between providing sufficient information to check compliance 

on the one hand and confidentiality and marketing on the other hand.  

Another issue in the current situation is that the main focus of DoCs and the supporting compliance 

work is still on the substances used in the manufacturing of the material - IAS (intentionally added 

substances) -  and too little on the substances present in or migrating from the material: both IAS and 

NIAS (non-intentionally added substances). The question arises that if only IAS are evaluated, it can 

be sufficiently demonstrated that substances which may endanger human health will not migrate 

from the FCM into foodstuffs, as required by the framework regulation [2]. 

Of course it should be taken into account that the supporting documentation can never be all-

conclusive, due to difficulties such as technical (analytical) limitations and - at the beginning of the 

supply chain - no clear view on the (multiple) usage of the product in further stages of the 

manufacturing chain.  

It is to be discussed and to be studied what would be the most suitable and feasible approach for 

future development of the legislative framework to demonstrate that FCMs are suitable for contact 

with food: a further extension and improvement of the existing approach, or development of a 

completely different approach, such as the one recently proposed by K. Grob [2], in which 

responsibility is shifted even more to industry and control organisms have to focus more on the 

research work and less on the execution of controls by migration tests 

 

IBE-BVI services regarding DoC and Supporting Documentation 

IBE-BVI follows up FCM legislation at EU level and at national (Belgium) level and participates in 

legislative working groups.  

IBE-BVI offers consultancy regarding the DoCs (requirements, applicable legislative references, 

responsibilities) and performs migration tests which are part in the compliance work. 
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