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Non-harmonisation and its implications 
 
 
Brussels, 2nd July 2019 
Working Group on Food Contact Materials  
 
Background 
As set out in Art 5 of the Framework Regulation, specific measures could be set at 
EU level for certain materials. However, for most FCM materials, no harmonised 
approach exists at EU level yet. In that case, Art 6 of the Regulation allows Member 
States to adopt national measures to ensure the safety of final articles placed on 
the market.  
 
According to the JRC1 baseline study, whereas no country regulates all materials, 
19 countries (along with the CoE and Norden), regulate at least one material. The 
remaining countries rely on the Framework regulation and on legislation in place 
in other countries, according to the mutual recognition principle. All MS are 
required, in any case, to enforce the Framework Regulqtion in order to ensure the 
safety of the FCM on the market. 
 
In the absence of harmonised measures, two scenarios are possible:   

• The same material (e.g. rubber, inks) regulated by several MS (e.g. 
France, Germany). The national measures may differ in terms of list of 
authorised chemicals, risk assessment approach, criteria and testing 
conditions to assess compliance.  

• Some MSs (e.g. Estonia, Lithuania) have no FCM legislation in place. In 
such cases, they might follow different approaches to ensure safety of 
FCM, e.g. legislation of other countries. 

 
The lack of harmonised measures could affect the achievement of the objectives 
of the Regulation, notably the functioning of the internal market, especially whether 
the mutual recognition principle is not applied. Moreover, it could constitute a 
challenge for MSCAs in checking compliance with Art 3. 
 
Aim 
The aim of this focus group is to explore the implications of the absence of 
harmonised measures, and to trigger the discussion among Member States on 
issues related to mutual recognition and cross-border implications. Moreover, it 
will also represent an opportunity to gather up-to-date information on the current 
situation in MS, in comparison with the JRC baseline report (2016). 
 
More specifically, the focus group aims at shedding light on the following aspects: 

                                                           
1 Non-harmonised food contact materials in the EU: regulatory and market situation;, BASELINE STUDY, Final report ; JRC; 
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- Approaches and mechanisms in MS without specific national legislation 
in place  

- Enforcement and controls in non-harmonised sectors  
- Approaches and mechanism in MS where national measures are in 

place for paper, coatings and rubber  
- The mutual recognition principle: functioning and pitfalls 

  
Format 

- 4 groups with one rapporteur per group 
- 90 minutes in total: 10 minutes introduction, 50 minutes of group 

discussion, and 30 minutes of presentation and discussion 
 
Group composition 
Please join the group that is assigned to you. Within in each group, the following 
four topics will be discussed: 
 

• No national legislation 
• Rubber 
• Paper board 
• Coatings 

 
 
Key questions 
Please try to cover all of the questions listed below and discuss paper, coatings, 
and rubber separately.  
 

• Do you believe that the absence of harmonised measures could hamper 
the achievements of the two objectives of the legislation? 

o Protection of human health 
o Functioning of the Internal Market 

 
• Do you have any update on the situation in your MS after the JRC report?  

 
In absence of national legislation: 

• Reasons for not having national measures 
• Do you follow the approach of other MS? If yes, which ones and why? Do 

you follow different MS in case of different materials? 
• Are you able to find legislation from other MS in English or in a language 

you can understand? 
• How do you carry out enforcement? Which criteria or legislation do you 

apply? Which limits are used whilst performing migration tests? 
• Are there positive examples of cooperation among MS? 

 
In case national legislation are in place (please discuss each of the question for 
paper, rubber and coatings) 

• Do you issue national legislation in English? Do you often receive such 
requests from other MS? 

• Have you experienced issues with the mutual recognition principle? Can 
you provide examples of concrete situations? In such cases, how do you 
proceed? 

• Are there positive examples of cooperation among MS? 


