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Abstract 
52BThis document summarises the presentations and discussions which took place in 
the course of the workshop on Food Contact Materials, held on 26 January 2016. 
The aim of the workshop was to provide background information and advice for 
the members of the ENVI Committee and to provide input for the EP draft 
implementation report on Regulation (EC) No 1935/2004. At the workshop, many 
of the speakers - including representatives of NGOs, industry and academia - 
called for further harmonisation of legislation governing food contact materials. As 
regards currently non-harmonised food contact materials, there was a general 
agreement regarding the need for EU level guidelines to support the risk 
assessment, enforcement and compliance of such materials. This workshop and 
the respective document were prepared by Policy Department A at the request of 
the Committee on Environment, Public Health and Food Safety. 
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195BEXECUTIVE SUMMARY 

219BThe workshop was held on 26 January 2016 at the European Parliament in Brussels with 
the aim of providing background information and advice for the members of the Committee 
on the Environment, Public Health and Food Safety (ENVI). This Committee is currently 
preparing a draft implementation report on Regulation (EC) No 1935/2004. The workshop 
was intended as an exchange of views with Members and established experts in the area of 
food contact materials in view of raising awareness on the issue and providing input for the 
draft implementation report. It featured eight keynote presentations delivered by speakers 
hailing from academia, NGOs, industry, and Commission services, offering a variety of 
perspectives on topics relating to food contact materials. The workshop also provided an 
occasion for speakers, participants, and Members of the European Parliament (MEPs) to 
engage in a discussion through the Question and Answer (Q&A) sessions.  

220BFood contact materials include food packaging (plastics, paper, board, cans, etc.) and food 
production equipment (tubes, conveyor belts, containers, gloves etc.). Food packaging 
plays a key role in ensuring the quality and hygienic safety of food products, as well as for 
printing information about food, its ingredients and for the branding of the product. 
However, the complex, often multilayer materials used in packaging contain a vast number 
of chemicals which can transfer (migrate) into food. Food is considered one of the most 
important routes of human exposure to chemicals, and with an estimated 15,000 different 
substances present in FCM this is potentially a significant source. 

221BIn the first part of the workshop, speakers from the European Commission and the EU 
Reference Laboratory for FCM provided an overview of the EU legislation and framework 
currently in place for ensuring the safety of FCM. While the principles enshrined in 
Regulation (EC) No 1935/2004 apply to all FCM, only five of the seventeen categories – 
most notably plastics and ceramics – are regulated by specific EU legislation. For those not 
harmonised at the EU level, the Regulation explicitly allows Member States to adopt rules 
at the national level. However, there have been significant difficulties in implementing and 
enforcing the current legal framework, related, inter alia, to mutual recognition of national 
legislation, the detection of substances used in FCM and the lack of common guidelines for 
risk assessment, enforcement and compliance. Meanwhile, a number of tools serve to 
provide support for the enforcement of the rules in place. The Rapid Alert System for Food 
and Feed (RASFF) enables laboratories to report non-compliances that pose a risk to 
human health, allowing the product to be removed from the market or to prohibit its import 
into the EU; inspections of the Food and Veterinary Office (FVO) verify compliance in the 
MS and beyond the EU; and the JRC provides support to policies. Joining the workshop 
from the UK Food and Environment Research Agency, Emma Bradley outlined the 
challenges related to the compliance and enforcement of the current legislation, 
highlighting the question of ‘when is an FCM safe?’ and the importance of sharing data and 
liaising between National Reference Laboratories of Member States. 

222BThe second part of the workshop focused on more technical aspects of assessing risk and 
determining human exposure to chemicals in FCM. In particular, Gregor McCombie of the 
Food Safety Authority in Zurich offered ideas to bridge the gap that currently exists 
between the requirements set out in the legislation and the realities of enforcement. 
Currently less than 10 groups of substances of the large number of substances present in 
FCM are enforced due to a lack of chemical standards, lists of authorised substances as well 
as limit values which can be checked for compliance, particularly for non-harmonised 
substances. Anne Marie Vinggaard, Professor at the Technical University of Denmark, 
discussed the risks of human exposure to chemicals, highlighting the dangers of endocrine 
disrupting and mixture effects, and exposure from multiple sources which can lead to 
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harmful impacts on human health even at low doses. She also described two approaches 
for toxicological screening of FCMs for known and unknown substances. Contributing with 
the perspective from an NGO (the Health and Environment Alliance), Lisette van Vliet 
emphasised major deficiencies regarding the current use of FCMs and the need for 
regulating all FCM at the EU level in order to ensure a high level of protection for the 
environment and human health. 

223BIn the third part of the workshop, the floor was given to speakers from industry to discuss 
research and innovation underway in the area of food packaging and food contact 
materials. Jori Ringman-Beck (Confederation of European Paper Industries) provided 
examples of industry-driven initiatives to avoid toxic chemicals in the paper cycle, as well 
as the research, development and use of chemicals that mimic nature in a circular economy 
perspective. Mr Ringman also expressed his support for harmonised rules at EU level. 
Malene Blume (COOP Nordic) discussed the advantages and challenges of going beyond 
legislative requirements in FCM, illustrating key issues using two examples of business 
cases and an approach of avoiding ‘The Dirty Dozen’ when purchasing FCM. 

224BIn the fourth and final part of the workshop, Xenia Trier (Technical University of Denmark) 
summarised the presentations and discussions held in the previous sessions, in view of 
providing the MEPs with key conclusions and recommendations on FCM. Ms Trier 
enumerated the challenges that exist to detecting (intentional and non-intentional) 
substances used in FCM. She also pointed out the possible benefits of harmonisation for the 
circular economy, with potential gains thanks to increased consumer confidence, innovative 
FCM and export of safe food beyond the EU to a growing global middle class. In the 
discussions that ensued in the Q&A session, the debate centred on the need for providing 
EU level guidelines for FCMs for which no specific legislation exists at the moment and that 
could assist with enforcement and compliance. This point found resonance in the views 
provided from NGOs, academia and industry present at the workshop. 
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196BWORKSHOP PROCEEDINGS 

Opening remarks 

0BMs Christel Schaldemose MEP, ENVI Rapporteur, welcomed the panel of speakers and the 
workshop participants, providing a brief background as to the rationale for the workshop. As 
Rapporteur of the implementation report on Regulation (EC) No 1935/2004 currently under 
preparation by the European Parliament Committee on the Environment, Public Health and 
Food Safety (ENVI), she indicated that the draft report would be ready in due course.  

Part 1: State of play of Food Contact Materials on the EU market and stumbling 
blocks for implementation 

121BOutline of EU policy on Food Contact Materials – Chantal Bruetschy (European Commission) 

1BChantal Bruetschy introduced the subject of food contact materials (FCM), emphasising the 
diversity of materials used across Europe as well as their place in the economy, representing 
an estimated turnover of €100 billion per year in Europe. She outlined several of the 
principles applicable to all materials (likely to be) in contact with food provided in Regulation 
(EC) No 1935/2004. Firstly, the regulation stipulates that food contact materials should not 
release any constituents or substances that are harmful to human health. Secondly, 
packaging should not change the composition nor the taste of the food. The regulation also 
includes rules on labelling, required compliance documentation, and food manufacturing 
practices. It applies to all businesses at any stage of the supply chain of food contact 
materials.  

2BThe regulation enables the European Commission (EC) to adopt additional rules via 
comitology procedure in order to further harmonise legislation at the EU level, while explicitly 
allowing Member States (MS) to legislate in areas where such harmonisation has not been 
achieved. The legislation on plastics is harmonised at EU level, including the approval of 
around 1,000 substances, creating a single market for plastic food contact materials. In 
addition, some harmonised rules currently exist for ceramics, cadmium and lead, as well as 
on the recycling of plastics and active and intelligent materials. Where no harmonised 
legislation exists, national legislation may be adopted in MS with the application of mutual 
recognition.  

3BMs Bruetschy acknowledged that there are challenges in implementing mutual recognition, 
for example in the area of paper and board, noting that the Commission would seek to 
understand these issues further. She pointed out that while the plastics regulation is 
considered to be an example to follow, it also involves substantial resources for industry and 
national authorities and the constant technical and legal update of certain provisions. 
Therefore, alternative approaches may also be considered, e.g. by examining why mutual 
recognition has not functioned correctly or by drafting guidelines or minimum harmonisation 
provisions. It was indicated that the European Commission’s Joint Research Center (JRC) is 
currently working on a baseline study which examines the national rules in the area of FCM 
and identifies conflicts in the legislation. The draft of the report will be received in the coming 
weeks. 

122BIntroduction to FCM and general concepts for ensuring safety - Catherine Simoneau 
(European Commission Joint Research Center) 

4BAt the beginning of her presentation, Catherine Simoneau highlighted that food contact 
materials are key to the safety and shelf life of food. However, there is a potential risk that 
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during its processing, storage and distribution, some ingredients from those FCM may be 
transferred into the food. To ensure the safety of FCM, the substances used in the 
formulations must undergo toxicological safety evaluations. For plastic FCM, such evaluations 
are carried out by the European Food Safety Authority (EFSA). Then, based on the EFSA 
opinion, risk managers at the European Commission decide on the authorisation of the 
substance, including limits and other conditions of use. In contrast to the testing conducted 
for substances such as pesticides, for food contact materials not yet in contact with food, the 
shelf life and processes must be simulated (e.g. sterilisation, freezing, re-heating) within a 
testing time frame of several days (rather than their real shelf life of months to years) in 
order to assess the compliance with the restrictions in place. Moreover, such testing cannot 
be carried out on each type of food: instead, food simulants are used to mimic the worst case 
scenario of actual use. This improves the reproducibility of results and allows for 
standardisation across countries and testing laboratories. 

5BA number of tools serve to provide support for the enforcement of the legislation. The Rapid 
Alert System for Food and Feed (RASFF) allows laboratories to report non-compliances that 
pose a risk to human health, allowing the product to be removed from the market or to 
prohibit its import into the EU; inspections of the Food and Veterinary Office (FVO) verify 
compliance in the MS and beyond the EU; and the JRC provides support to policies. As part of 
the EC, the JRC has provided support with methods, migration data, tools and scoping 
studies related to FCM since 1995. As of 2004, it is also the European Reference Laboratory 
(EU-RL) for FCM, through which it serves the official food and feed controls legislation. In this 
role, the JRC works on providing access to high-quality methods of analysis and assessing 
the performance of national reference laboratories. It may be called upon to draft guidance 
documents, providing a technical bridge between the legislation and its implementation by 
different actors, including industry and laboratories.  

6BMs Simoneau noted that the EU network of national reference laboratories is very active and 
is key in exchanging information and sharing advice on methods. She emphasised that a 
number of EU scientific projects have led to the development of new regulatory frameworks 
and that future measures must be backed up with sound scientific and technical data. She 
noted that the more sound scientific data is produced and shared, the more confidence there 
will be in the technical soundness of harmonisation or mutual recognition.  

123BChallenges for enforcement and compliance – Emma Bradley (Fera Science Limited) 

7BAs the UK National Reference Laboratory for food contact materials, FERA provides guidance 
to Official Control Laboratories in the UK for testing food contact materials in order to 
demonstrate their safety. The laboratories face a challenge to identify potential migrating 
substances from the many different materials or articles used in contact with food. Positive 
lists and inventory lists are available for some materials used in contact with food, e.g. a 
positive list for plastics is included in the legislation, providing a list of monomers and 
additives that may legally be used. However, few materials are single polymers: most 
packaging materials include multiple layers and different materials such as adhesives, 
printing inks and coatings. In addition, the potential presence of non-intentionally added 
substances (NIAS) such as impurities, reaction and breakdown products of the known 
ingredients must be considered. 

8BIn a study conducted by FERA and TNO, funded by the UK Food Standards Agency, polymers 
were created using known starting substances, additives and resins. Based on their 
chemistry, FERA and TNO tried to predict the possible chemical reactions and their products. 
Due to the impurities in the starting substances and chemicals, only a small part of the total 
migrate could be identified. This is a key area where ongoing work is attempting to define the 
best approaches to identify the NIAS present. 
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9BFor enforcement purposes, one starting point for gathering information on the materials and 
substances used can be found in the Declaration of Compliance and the supporting 
documentation, which are included as a legislative requirement. However, detailed 
information tends to be difficult to gather, sometimes for proprietary reasons.  

10BMigration from printing inks was presented as an example of the challenges faced for 
enforcement. In order to perform a targeted analysis to determine the migration of printing 
ink chemicals, the compounds used must first be identified. Information on use can be 
obtained by conducting a literature review to identify the substances that have been reported 
to migrate, by liaising with other National Reference Laboratories to obtain insight on what 
they have found, through RASFF notifications and from advanced screening analysis of 
materials to identify the chemicals present in selected food contact materials. Finally, the 
migration testing can focus on selected substances with the greatest potential occurrence to 
ensure a more valued enforcement campaign.  

11BFor industry, who knows which starting substances have been used, NIAS are the primary 
challenge to ensuring compliance. Echoing Ms Simoneau, Ms Bradley concluded by 
emphasising the importance of working together, sharing information and collecting high 
quality data to help to ensure the safety of food contact materials. 

124BQuestions & Answers, open discussion – Part 1 

12BIn the discussion following the first part of the workshop, Patrick Bartlett (EU Food Policy) 
asked whether the EC had finalised its position concerning the French legislation banning 
Bisphenol A (BPA). The same participant asked speakers to provide insight on the existing 
alternatives to BPA and their safety. In response, Ms Bruetschy pointed out that the EC has 
published a roadmap which identifies several options on how to proceed with Bisphenol A in 
light of the EFSA opinion published in January 2015. Therefore, the EC is currently working 
on a draft measure based on Option 3 presented in the roadmap (i.e. involving a modification 
of the migration limit in plastics and applying also a limit to coatings). In preparation of the 
measure, which will be adopted via committee procedure, Ms Bruetschy affirmed the EC 
would work closely with MS to decide on the next steps.  

13BRegarding substitutes for BPA, Ms Bruetschy reiterated that according to the framework 
regulation, any substance used as FCM must be safe. Therefore, examining Bisphenol A does 
not imply that the EC should also work in parallel on all of its substitutes, because these are 
considered as being safe according to the framework regulation and the plastic regulation.  

Part 2: Control methods, exposure and risk assessment   

125BCompliance methods and determination of exposure as input to risk assessment - Gregor 
McCombie (Food Safety Authority Zürich) 

14BTo put the issue of FCM into perspective, Gregor McCombie began by pointing out that while 
many consumers purchase organic food to avoid contamination from pesticides, there are 
between 100 to 1,000 times more substances that can migrate from FCM into food, in 
comparison with pesticides. Moreover, the level of total contamination from FCM is in the 
range of mg/kg, compared to quantities in the range of µg/kg in the case of pesticides, which 
have undergone toxicological evaluation, unlike substances from FCM.  

15BIn his work, Mr McCombie is responsible for enforcing Article 3 of the framework regulation, 
which states that no substances should migrate to food at levels that could endanger human 
health. In his view, this is a strict requirement which is far from reality. Using an example 
from plastics, a chromatogram of polyolefin shows the substances that have been extracted 
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from the material, with many signals from substances that have the potential to migrate into 
food.  

16BFor instance, one of the peaks shown on the slide is a substance that is regulated specifically 
in the plastics regulation, and it is possible to develop a method to measure its migration into 
food. However, many of the substances on the positive list are difficult to quantify, due to a 
lack of standards. The EU-RL is working on developing standards for all 900 substances but 
they have not yet managed to do so for about 350 of them. According to Mr McCombie, this 
is a point that needs to be addressed and the EU-RL should be given the means to obtain 
standards for the remaining substances.  

17BWhen the substances are unknown, as is the case for many signals, the analytical challenge 
becomes much more difficult: as long as the identity of a substance remains unknown, no 
risk assessment can be performed. One way forward is to ask manufacturers of the FCM 
about the ingredients and how their safety has been assessed. In case the manufacturer 
does not provide the information, or the assessment has not been made in line with scientific 
guidelines, there are few remaining options for enforcement. The enforcement laboratory can 
provide advice to the operator; alternatively, it can impose a ban on the sales or imports of 
the product. However, these measures may not be helpful if the manufacturer is based 
outside of the enforcement area. 

18BIn conclusion, Mr McCombie offered suggestions for improving the current situation. Firstly, 
enforcement agencies should make use of the legal requirement that instructs companies to 
provide information about the substances that can migrate from the FCM and how they 
ensure safety according to Article 3 in the framework regulation; this should be done on a 
regular basis with the use of analytical chemistry to verify the information. Secondly, it is 
unfortunate that currently the RASFF cannot be used to report non-compliances concerning 
inadequate safety evaluations for FCM. While the RASFF system is intended to transmit 
information about threats to human health, Mr McCombie argues that inadequate or lacking 
safety evaluations (where the safety of the FCM has not been demonstrated and many 
substances remain unidentified) also pose a risk to human health. Thirdly, a possible solution 
is to introduce fines for companies who do not comply with the legislation. Finally, a 
pragmatic idea would be to find an agreement between industry and risk assessment 
authorities on a long term workplan, requiring companies to present how they will assess the 
safety of substances in their FCM and a timeline for carrying out such assessments. In return, 
the existing gap between the legal requirements of Article 3 of the framework regulation and 
reality would be tolerated until it is closed at the conclusion of the workplan. 

126BToxicological evaluations and risk of human exposure to mixture of chemicals – Anne Marie 
Vinggaard (Technical University of Denmark) 

19BHumans are exposed to chemicals through a number of sources including personal care 
products, clothes, electronic equipment and water, but the major source is considered to be 
our food. Most of the food we consume is wrapped in paper, board, plastic, or cans. Despite 
this extensive use, there is limited information on the identity of chemicals in food packaging, 
the migration of these chemicals into our food and the potential hazards that they may pose.  

20BIt is known that chemicals can migrate into food through direct contact, but also when they 
are not in direct contact, e.g. through evaporation. While it is rare that a specific food 
packaging material in itself constitutes a risk, several indications exist that exposure to food 
packaging chemicals can contribute to human health effects, especially for highest exposed 
population. One example is Bisphenol A, used for the coating of cans and present in recycled 
paper, and therefore also in the paper and board used for food packaging materials. Another 
example are phthalates, which are used in PVC plastics and are general contaminants present 
in recycled paper, and therefore also in most paper and board food packaging materials. A 
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third example are fluorinated chemicals that are extensively used in paper and board food 
packaging material to prevent the material from being moisturised and to prevent the 
penetration of oil and water. We also know that these fluorinated chemicals are a source of 
human exposure to perfluorinated carboxylic acids like PFOA that are persistent in humans 
and in the environment.  

21BMixture effects of chemicals have been documented in experimental studies for decades, and 
it is known that chemicals can "join forces" to cause an effect, even at low doses. For 
example, a mixture risk assessment has been performed for phthalates; it showed that there 
are many sources of exposure to these chemicals. It was documented that there may be a 
risk for the 2.5% of the population with the highest exposure to phthalates: these are 
children. This is a good reason to take mixture effects into account when performing risk 
assessment on chemicals and food packaging materials.  

22BAccording to Ms Vinggaard, the current paradigm for evaluating the safety of food packaging 
materials is insufficient. The classical way of risk assessing contaminants migrating from food 
packaging materials to food (involving the identification of chemicals, the study of migration 
and the determination of the level of the contaminant in the food compared to the Tolerable 
Daily Intake (TDI)) does typically not take into account the occurrence of mixture effects. It 
also does not consider that we are often exposed to the same chemical from multiple 
sources, nor that we may be exposed to other chemicals that affect the same adverse 
outcome in our bodies. Moreover, while specific legislation exists for plastic materials, 
important adverse effects like endocrine disruption and immunotoxicity are not taken into 
account in the safety evaluations of the substances. Furthermore, no specific regulation 
exists for food packaging materials made of paper and board, with the legislation only stating 
that the material must not have harmful effects on human health.  

23BTo address the challenge of assessing the risk of food contact materials in the future, Ms 
Vinggaard suggested a combined approach. For chemicals which are known to be present in 
food packaging materials but for which there is a lack of information on hazards, a bottom-up 
approach involving toxicological profiling in silico, in vitro and eventually also in vivo was 
suggested. For potential emerging chemicals, which are not known in food packaging, a top-
down strategy using effect directed analysis combined with advanced analytical chemistry 
was recommended. This strategy has been used in a recent study to test 20 food packaging 
materials constituted of paper and board. Extracts of the materials were analysed in vitro in a 
panel of tests for genotoxicity, endocrine activity and general cytotoxicity; materials were 
then picked out for fractionation and tested again in vitro. A tentative identification of the 
emerging compounds in the fractions was performed and their activity in the in vitro testing 
was confirmed. Finally, the identified active compounds were quantified.  

24BThe study found several activities among these two materials with mutagenic activity, and 
several with endocrine activity. In two cases, the compounds responsible for the observed 
estrogenic and antiandrogenic activity were identified and migration of these compounds to a 
food simulator was confirmed. This example illustrates that the strategy of using effect-
directed analysis combined with advanced analytical chemistry can be valuable in identifying 
emerging chemicals in food packaging material. 

25BMs Vinggaard concluded with three key messages: First, more focus on food contact 
materials is needed, as it can be a significant source of human exposure to chemicals. 
Secondly, mixture effects of chemicals must be taken into account when performing risk 
assessment of food packaging. Finally, effect-directed analysis is valuable for the 
identification of emerging chemicals. 
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127BGaps in legislation and risk assessment: view from an NGO – Lisette van Vliet (Health & 
Environment Alliance) 

26BConsumers in the EU currently assume that the food they eat and the way it is packaged is 
not contributing to harming human health. Industry and regulators are considered to adhere 
to minimum safety standards. However, as Lisette van Vliet noted, worries are beginning to 
increase concerning food contact materials. Despite having an extensive food safety system 
with many different laws, a large number of chemicals are falling through the gaps in the 
legislation. Twelve of the seventeen types of food contact materials are not regulated at EU 
level, and may or may not be regulated in Member States. Moreover, some regulations at EU 
level do not address certain harmful properties. Key issues that are not addressed in the 
current legislative framework include mixture effects, ‘accidental’ chemicals which are termed 
non-intentionally added substances, and hormone disrupting chemicals, which pose a global 
threat according to the World Health Organisation.  

27BThe recent emphasis in the EU institutions calling for ‘Better Regulation’ poses the question of 
how to ensure coherence in the legislation when one law on industrial chemicals identifies 
harmful substances for phase-out, and these same chemicals are then permitted in food 
contact materials. The EC intends to focus on the ‘big things’. Is a global threat from 
endocrine disruptors a big enough threat to focus on? There are concerns about the circular 
economy and becoming more resource-efficient, but if resources are being re-used that carry 
contaminants through the recycling process, this is adding to the contamination of the final 
product. Concerning mutual recognition, it is difficult to believe that a system with a wide 
variety of laws in Member States that mutually recognise each other’s provisions will 
contribute to a high level of consumer protection, as pledged in the EU treaty. Given the 
large variety of companies in the food industry and food contact materials in the internal 
market, we may instead observe a race to the bottom.  

28BAccording to Ms van Vliet, there is an urgent need for a regulation covering all food contact 
materials that will provide a high level of protection for human health by ensuring that it does 
not allow dangerous chemicals and endocrine disruptors. Moreover, cocktail effects must be 
addressed and the system must ensure a transition, providing incentives for innovation in 
safer materials and services. Currently, everyone knows that the “emperor is naked”, but 
nobody will admit it as this would open the way to potential prosecution of having contributed 
to health harms. We must move beyond this gap. Useful information on this subject may be 
found in the Health & Environment Alliance briefing, as well as in resources provided by 
CHEMTrust, the Danish Consumer Council and the Food Packaging Forum.  

128BQuestions & Answers, open discussion – Part 2 

29BIn the discussion following the second part of the workshop, Ms Jane Muncke from the Food 
Packaging Forum inquired about the number of substances in food contact materials that are 
currently enforced. Mr McCombie responded that much of the enforcement in recent years 
has focused on the few substances notified via the RASFF, estimating that the number of 
substances enforced may be counted in the tens. A second question related to the adequacy 
of the research funding available for effect-directed analysis. In response, Ms Vinggaard 
stated that there are currently too few resources for research on food packaging materials. 
She considered that Europe could benefit from further research, possibly achieving a 
competitive advantage by developing safer food packaging. 

30BMr Michael Warhurst from CHEMTrust noted that his organisation has published a briefing on 
the subject, which points out the concern with which the EC is addressing the issue of food 
contact materials. He asked the panelists to react to the EC’s intention of modernising and 
simplifying regulation. In her response, Ms Bruetschy emphasised the need for clear and 
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open communication in view of achieving a solid problem definition. She underlined that the 
EC has launched a study with the JRC to better understand the baseline of the issue. In turn, 
Ms van Vliet noted that surveys have found that people in the EU are concerned about the 
impact of chemicals on their health. In light of the EU’s legitimacy crisis, she indicated that 
this may be a good opportunity for the EC to bolster its legitimacy with citizens and ensure it 
is fulfilling its treaty obligations. 

31BIn a final intervention, Ms Francoise Godts (DuPont) indicated that most studies mentioned in 
the presentations are based on extraction, which does not take into account what the 
consumer is exposed to in practice. As a result, she noted that conclusions must be made 
with caution to avoid misleading the consumer. Mr McCombie noted that the extraction is 
done to find which substances potentially migrate; it is the responsibility of the manufacturer 
to demonstrate that the substances do not migrate into food at a level that can endanger 
human health. Ms Vinggaard added that while effect-directed analyses indeed use worst-case 
scenario extraction, the goal is firstly to identify emerging chemicals in the materials, not to 
perform the risk assessment. 

Part 3: Research and innovation 

129BResearch and innovation of FCM in a circular economy - Jori Ringman Beck (Sustainability 
Director, Confederation of European Paper Industries) 

32BJori Ringman-Beck introduced his presentation by noting that without food packaging, there 
could not be an internal market in the European Union. Whereas the good functioning of the 
single market is best ensured through harmonisation, there is a growing trend of Member 
States adopting national legislation, thereby seriously hampering the internal market. The 
adoption of new legislation at the EU level can make the legal framework more simple and 
easier to comply with. Better Regulation can also mean more regulation at the EU level; 
there is no contradiction there. 

33BIn the absence of harmonised measures, Mr Ringman indicated that industry has initiated a 
number of self-regulatory measures. In the EU, about 600 companies produce pulp and 
paper, and two-third of these companies are small and medium entreprises (SMEs). There is 
a need to provide them with guidance in this area. Mr Ringman presented several 
developments initiated by CEPI over the past years. These include a project involving Deep 
Eutectic Solvents (DES), in which a solid solvent reacts with another solid and becomes liquid 
under atmospheric temperature. Through the use of DES, non-toxic starting materials can be 
produced. Another innovative approach developed by CEPI has the aim to keep the paper 
cycle more clean by providing guidance to actors who typically may not realise their impact 
on the supply chain. Moreover, CEPI has contributed to research on risk assessment via 
cooperation with independent researchers who have published their results in peer reviewed 
journals. This research has included e.g. testing for NIAS in paper and board (including 
unknown substances) and examining the synergic toxicological effect of chemicals. Another 
project (named “Correction Factor”) seeks to take into account the real impact of storage 
time, temperature, and the type of food in order to estimate migration and assess potential 
human risks more precisely. Finally, the Facet project considers real total exposure of FCM 
chemicals in the population using data on food consumption and packaging in an effort to 
find the most efficient risk mitigation strategy.  
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Demand-driven innovation in FCM: COOP's work with food packaging and chemicals - 
Malene T Blume (COOP Nordic) 

Providing the perspective of Denmark’s largest retail chain, Malene T Blume outlined some 
measures taken by COOP in the area of food contact materials. In one case, following public 
concern over fluorinated substances, COOP decided to ban all fluorinated compounds in food 
contact materials. Suppliers could not provide precise information concerning the substances 
used in their products; it became clear that in some cases they did not know what they were 
using as packaging. After conducting a mapping, COOP found that 15 products remained 
whose packaging still contained fluorinated compounds. Substitutes could be found for most 
products, except in the case of microwaveable popcorn. Due to the high reported risk of 
these substances, COOP decided to ban microwaveable popcorn in May 2015, recalling the 
product from its shops. While this resulted in a loss due to the fall in sales, it was 
compensated by the value of media exposure gained. COOP organised an information 
campaign for consumers, explaining the reasons for the ban. Five months later, the suppliers 
found a solution and the microwaveable popcorn was put back on the shelves in a new 
packaging.  

COOP has faced a more challenging case with Bisphenol A. For this substance, there is a 
need for industry to take more responsibility and to apply the precautionary principle. It 
seems that some suppliers have substituted BPA with other bisphenols, which may have the 
same adverse effects on human health and the environment. When COOP started testing 
cans, it emerged that there was not a full control by suppliers over the content of bisphenols 
in their products. It was, and continues to be a challenge to find an adequate substitution 
and solution to this problem. The company has also established a strategy for chemicals 
named “The Dirty Dozen”, in which it plans to ban twelve groups of chemicals of high concern 
from COOP’s private label by the end of 2017. This has already been achieved for nine out of 
the twelve groups, despite challenges related to the higher prices of substitutes. 

Part 4: The way ahead  

Key conclusions and recommendations for policy makers - Xenia Trier (Technical University 
of Denmark) 

Summing up the presentations and discussions held throughout the workshop, Xenia Trier 
discussed briefly the legal framework covering FCM, noting that for most materials there is 
currently no specific legislation, implying that they are not harmonised at the EU level. Within 
the existing institutional  framework, the EC prepares the legislation and is supported by the 
JRC who provides input and scientific guidelines on standardised methods for testing, also 
acting as the EU-RL for FCM. Meanwhile, EFSA evaluates the substances covered by the 
specific legislation. Ms Trier re-emphasised that in the absence of harmonised legislation 
Member States must apply mutual recognition, although it is unclear what should be done 
when two national regulations are in contradiction with each other.  

Other questions left unanswered in the current situation concern how manufacturers can 
demonstrate compliance with the legislation, and which scientific standards should be met. 
Ms Trier noted that there may be up to 100,000 substances in FCM (including unknown 
substances and impurities), but only approximately ten groups of substances are currently 
covered in tests carried out for enforcement purposes. Echoing the views expressed in part 3 
of the workshop, she noted that it is difficult for industry to obtain information from suppliers 
about the substances used in the final FCM. 

In response to these challenges, Ms Trier also recalled some of the solutions and tools that 
are available for testing. For instance, to test for the migration of known substances, a 
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bottom-up approach can be used. For unknown substances, effect-directed analysis can be 
applied to identify them, with subsequent standardised tests for measuring migration. 
However, she also pointed out the difficulty in applying this method for all 100,000 existing 
substances. Reiterating the general principle of “toxics in = toxics out”, she suggested that at 
the very least, the use of chemicals that are known to be toxic must be avoided. Instead, 
chemicals that mimic nature should be used in order to enter into a more circular process.  

39BMs Trier concluded that while the present situation of food contact materials in Europe may 
seem like a crisis, solving it may also serve to achieve solutions or avert crises in other areas. 
For instance, the resource problem may be alleviated by encouraging a circular approach; the 
economy may be boosted through higher consumer confidence and innovation; finally, 
harmonisation may benefit all actors by creating a level playing field and making things 
easier for both industry and enforcement agents.   

132BQuestions & Answers, open discussion – Parts 3 and 4 

40BIn the final discussion, Ms Simoneau noted that a few years ago, EFSA organised a network 
of experts to examine substances that were not regulated but had been risk assessed with a 
traceable risk assessment conducted in Member States. EFSA then compiled the substances 
from the positive lists across MS and made the report publicly available. She considered that 
this was an important starting point.   

41BMs van Vliet commented that there is currently little space for the engagement of non-
industry stakeholders in the structures and processes concerning food contact materials. She 
indicated that the EC’s structure includes technical working groups for industry 
representatives, leading to a missing perspective from the public welfare point of view. She 
also noted that food safety is not only related to incidents such as immediate food poisoning 
cases, but also to the contribution of exposure to chemicals from food and FCM over the 
longer term.  

42BConcerning the circular economy, Mr Warhurst pointed out that while the EU provides targets 
for recycling packaging, there are no controls concerning the chemicals that are used in the 
packaging. He noted that there is “a loophole in the circular economy process” whereby 
recycling is encouraged but not controlled.    

43BA number of speakers and workshop participants provided their views concerning the lack of 
harmonised legislation, noting that further guidelines for risk assessment, enforcement and 
compliance are needed and expressing doubts about the effectiveness of mutual recognition. 
Mr Peter Oldring (European Council of the Paint, Printing Ink and Artists' Colours Industry) 
noted that while it is unlikely that harmonised legislation will be developed for all seventeen 
types of FCM, there is an urgent need for guidelines on risk assessment to be prepared with 
the involvement of the European Commission, EFSA, as well as industry in order to ensure 
workability. In his second comment, Mr Oldring noted that  that there is currently too little 
information on exposure to chemicals.  

44BIn response, Ms Trier referred to Mr McCombie’s presentation, which described the challenges 
in identifying and quantifying the thousands of compounds present in FCM. In particular, she 
noted the difficulty in providing data on exposure to substances for which standards have not 
been developed. She also reiterated the lack of positive and negative incentives for 
encouraging more data and better risk assessments. Finally, Ms Trier noted that it is 
currently not clear who should bear the costs of the various analyses and risk assessments. 

45BMoreover, Mr McCombie pointed out that guidelines for demonstrating the safety of plastics 
are currently available. To add a substance to the positive list of the plastics regulation, EFSA 
provides detailed guidance on the steps that the petitioner must follow. As they are designed 
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to ensure the safety of substances that may migrate, these guidelines are also applicable to 
the NIAS. 

46BRegarding the thousands of chemicals currently used for which there is a lack of data on 
hazard and exposure, Ms Vinggaard suggested that one way forward is to apply 
(Quantitative) Structure Activity Relationships ((Q)SAR) modelling. These computer-based 
models can be applied to predict toxicity and to prioritise compounds for use in FCMs and for 
further testing. 

Closing remarks 

47BIn her closing remarks, Ms Schaldemose concluded that many challenges exist related to 
food contact materials and legislation, pointing out the difficulty in achieving a well-
functioning internal market where harmonised rules exist for plastics only. She closed the 
workshop pledging to seek common ground in the European Parliament in order to provide 
the EC with constructive recommendations in her report. 
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Chantal Bruetschy, Head of Unit Innovation and Sustainability, DG 
SANTE, European Commission 
170BChantal Bruetschy is at DG “Health and Food Safety" in the European Commission as Head 
of Unit for "Innovation and sustainability". She has the responsibility of various legislative 
and policy files, such as novel foods, nanomaterials in food, prevention of food losses and 
food contact materials; in this context, she also contributes to policy on circular economy. 
Prior to this, she was Head of Unit in DG Environment, responsible for Biotechnology 
(GMOs, Pesticides use), Environment and Health issues as well as Urban policy. She has 
also worked on internal market, competition, transport and industrial policy issues in the 
Commission. She worked in a private law office as well as with Air France in Paris prior to 
joining the Commission. 

171BCatherine Simoneau, Head of European Union Reference Laboratory 
for Food Contact Materials, European Commission Joint Research 
Center (JRC) 
172BCatherine Simoneau got her BSc in Biology applied to Nutrition and Food from Univ. Dijon 
(FR), a MSc in Food Science and a Ph.D. in in food chemistry from University California 
Davis, (USA). She started working for the European Commission Joint Research Centre in 
1995 to launch an activity on food contact materials. She is currently senior expert and 
group leader for food ingredients and technologies. Under this umbrella she also heads the 
European Reference Laboratory for Food Contact Materials. Her work focuses on the 
development of methods and tools for the release, identification, quantification of food 
chemicals and investigating potential interactions between food and chemicals to better 
protect the consumer while fostering innovation and free trade. She is active at the 
regulatory level in the EU as well as in foresight studies, risk assessment, experimental 
testing approaches and in RTD foresight projects. She has published more than 130 
publications and 200 contributions worldwide. 

173BEmma Bradley, Head of Programme Food Quality and Safety, Fera 
Science Ltd 
174BEmma Bradley studied at the University of Leeds for a BSc in chemistry and a PhD in bio-
organic chemistry. She then worked for Brewing Research International, during which time 
she was involved in research projects investigating beer and cider flavour and stability. 
Since 1999 she has worked at Fera (formerly Central Science Laboratory - CSL) in York. 
She is an analytical chemist and heads the Food Quality and Safety Programme at Fera 
where she leads the team working on food chemistry. She has more than 15 years of 
experience in the analysis of food contaminants and chemical migration from food contact 
materials and articles. She is an active participant in the European Union Reference 
Laboratory – National Reference Laboratory (NRL) network for food contact materials as 
Fera is the UK NRL in this area, and has also participated as scientific expert on the 
International Life Science Institute (ILSI) packaging materials task force. 

175BGregor McCombie, Head of Department Food contact material and 
gas chromatography, Food Safety Authority, Zürich 
176BGregor McCombie has been working for the food safety authority of the canton of Zurich in 
Switzerland for the past 6 years, where he is the lab head of the food contact material and 
gas chromatography group. Aside from the analytical aspects of his job, he also enforces 
legislation and accompanies inspections of FCM businesses as an expert. He is a guest in 
the EURL-FCM network and an active member of national working groups. Before getting 
into food safety, Mr McCombie completed his PhD in analytical chemistry from the ETH 
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Zurich and Novartis and then continued his research at the University of Cambridge in the 
Department of Biochemistry. 

177BAnne Marie Vinggaard, Professor and Head of Research Group for 
Molecular Toxicology, National Food Institute, Danish Technical 
University (DTU) 
178BAnne Marie Vinggaard is a professor at the National Food Institute, Technical University of 
Denmark and has more than 20 years of experience within developmental and predictive 
toxicology. The special field of expertise of Ms Vinggaard’s team is endocrine activity of 
chemicals, mechanisms of toxicant action, cocktail effects of chemicals, obesity 
development, development of computational tools to predict toxicity and strategies to 
evaluate food contact materials. Presently, Ms Vinggaard heads a large project for the 
Danish Food Ministry aiming at developing tools for the authorities for risk assessment of 
chemical cocktails in food. She also has four years of experience from a pharmaceutical 
company, developing a strategy for early toxicity testing of drug candidates. Ms Vinggaard 
has published 96 peer reviewed international papers and has got a H index of 35 (WoS Jan 
2016). 

179BLisette van Vliet, Senior Advisor, Chemicals & Chronic Disease 
Prevention, Health & Environment Alliance (HEAL) 
180BLisette van Vliet is HEAL’s Senior Policy Adviser for Chemicals and Chronic Disease 
Prevention. She covers REACH, and other EU chemicals legislation, focusing on Endocrine 
Disruptors, phthalates such as DEHP, and mercury. Ms van Vliet joined the Health and  
Environment Alliance in 2005, initially working jointly with the International Chemical 
Secretariat (ChemSec) and Health Care Without Harm Europe. Prior to working on Toxics, 
she was active in international forest politics, mainly on forestry and timber certification 
and wood purchasing policy. She conducted research for environmental NGOs such as 
Greenpeace and Co-op America, Save the Rainforest and Robin Wood (Germany), and for 
environmental management consultants. She holds a Ph.D. in International Relations and 
Environmental Studies from the Australian National University in Canberra. 

181BJori Ringman, Director for Sustainability, Confederation of European 
Paper Industries (CEPI) 
182BJori Ringman has a background in Economics (Helsinki University) and Business 
Management (Helsinki School of Economics) and broad experience in communications, 
public administration and politics. He also has an MSc in Environmental Decision-making 
(Open University, Milton Keynes). As Director for Sustainability in the Confederation of 
European Paper Industries (CEPI), Mr Ringman is responsible for issues relating to 
environment, consumer protection (with particular concern for packaging and food contact 
issues) and sustainable consumption and production policy. Environmental issues and 
policies are central to all CEPI’s activities, as the industry continuously works to minimise 
its impact across the EU; the issues covered range from the revision of pulp and paper 
BREF (Best Available Techniques Reference Document) and environmental footprinting 
(PEF) to advancing circular thinking and industrial symbiosis in the sector. Prior to his 
appointment in CEPI in February 2005, he was a civil servant at the European Commission. 
He has also worked in the European Parliament Environment Committee as a political 
advisor (1999 – 2004), as a journalist and editor in Finland, and as Secretary General of a 
parliamentary group in the Finnish National Parliament in Helsinki. 
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183BMalene Teller Blume, Nonfood Quality and CSR Manager, Coop 
Danmark 
184BMalene Teller Blume has worked in Coop DK for almost 15 years and is currently 
responsible for Coop’s quality and safety program for nonfood consumer products. In her 
work, she is also closely involved with chemicals in consumer goods, and develops Coop’s 
approach and requirements in this important area. Coop has a long tradition of concern 
about harmful chemicals, and for many years it has set up requirements which go beyond 
the legislation. Ms Blume’s responsibility is therefore not only to ensure that Coop meets 
legal requirements but also to secure that Coop takes the necessary responsibility and 
covers known risks for chemicals in consumer products. This applies to both environmental 
and health issues. Coop has especially focused on using the precautionary principle. For 
example, endocrine disruptors in chemicals have a very high priority at Coop, because 
there is a need for high attention and action on this risk. Ms Blume is also responsible for 
Coop’s work and efforts in regards to social compliance (CSR). 

185BXenia Trier, Research Chemist, National Food Institute, Danish 
Technical University (DTU) 
186BXenia Trier is a research scientist at the National Food Institute, Technical University of 
Denmark and has more than 20 years of experience within the analysis of chemicals in 
food, food contact materials (FCM), humans and the environment. Her main expertise is 
the development of quantitative and screening methods for the enforcement of EU and 
national regulations of FCM plastics and paper and board containing toxic organic chemical 
contaminants, such as primary aromatic amines and fluorinated compounds. Other areas of 
her work include strategies to evaluate FCM, bio-directed analysis of cocktail effects in FCM, 
sources of fluorocarbon contaminants in consumer products, soil and drinking water. Ms 
Trier is part of the EC task force on mathematical modelling of migration in plastics, a 
member of CEN groups on FCM, member of the board and the scientific board of the Food 
Packaging Forum and is currently the head of the Danish Society of Analytical Chemistry. 
She gives advice on technical regulation to national authorities of food and environment in 
Europe, the US and China, to the EC and UNEP. 
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	Compliance methods and determination of exposure as input to risk assessment - Gregor McCombie (Food Safety Authority Zürich)
	Humans are exposed to chemicals through a number of sources including personal care products, clothes, electronic equipment and water, but the major source is considered to be our food. Most of the food we consume is wrapped in paper, board, plastic, or cans. Despite this extensive use, there is limited information on the identity of chemicals in food packaging, the migration of these chemicals into our food and the potential hazards that they may pose. 
	To put the issue of FCM into perspective, Gregor McCombie began by pointing out that while many consumers purchase organic food to avoid contamination from pesticides, there are between 100 to 1,000 times more substances that can migrate from FCM into food, in comparison with pesticides. Moreover, the level of total contamination from FCM is in the range of mg/kg, compared to quantities in the range of µg/kg in the case of pesticides, which have undergone toxicological evaluation, unlike substances from FCM. 
	For enforcement purposes, one starting point for gathering information on the materials and substances used can be found in the Declaration of Compliance and the supporting documentation, which are included as a legislative requirement. However, detailed information tends to be difficult to gather, sometimes for proprietary reasons. 
	Outline of EU policy on Food Contact Materials – Chantal Bruetschy (European Commission)
	The second part of the workshop focused on more technical aspects of assessing risk and determining human exposure to chemicals in FCM. In particular, Gregor McCombie of the Food Safety Authority in Zurich offered ideas to bridge the gap that currently exists between the requirements set out in the legislation and the realities of enforcement. Currently less than 10 groups of substances of the large number of substances present in FCM are enforced due to a lack of chemical standards, lists of authorised substances as well as limit values which can be checked for compliance, particularly for non-harmonised substances. Anne Marie Vinggaard, Professor at the Technical University of Denmark, discussed the risks of human exposure to chemicals, highlighting the dangers of endocrine disrupting and mixture effects, and exposure from multiple sources which can lead to harmful impacts on human health even at low doses. She also described two approaches for toxicological screening of FCMs for known and unknown substances. Contributing with the perspective from an NGO (the Health and Environment Alliance), Lisette van Vliet emphasised major deficiencies regarding the current use of FCMs and the need for regulating all FCM at the EU level in order to ensure a high level of protection for the environment and human health.
	Small and Medium Entreprises
	Polyvinyl chloride
	Ms Bruetschy acknowledged that there are challenges in implementing mutual recognition, for example in the area of paper and board, noting that the Commission would seek to understand these issues further. She pointed out that while the plastics regulation is considered to be an example to follow, it also involves substantial resources for industry and national authorities and the constant technical and legal update of certain provisions. Therefore, alternative approaches may also be considered, e.g. by examining why mutual recognition has not functioned correctly or by drafting guidelines or minimum harmonisation provisions. It was indicated that the European Commission’s Joint Research Center (JRC) is currently working on a baseline study which examines the national rules in the area of FCM and identifies conflicts in the legislation. The draft of the report will be received in the coming weeks.
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	Presentation by Gregor McCombie 33
	In the third part of the workshop, the floor was given to speakers from industry to discuss research and innovation underway in the area of food packaging and food contact materials. Jori Ringman-Beck (Confederation of European Paper Industries) provided examples of industry-driven initiatives to avoid toxic chemicals in the paper cycle, as well as the research, development and use of chemicals that mimic nature in a circular economy perspective. Mr Ringman also expressed his support for harmonised rules at EU level. Malene Blume (COOP Nordic) discussed the advantages and challenges of going beyond legislative requirements in FCM, illustrating key issues using two examples of business cases and an approach of avoiding ‘The Dirty Dozen’ when purchasing FCM.
	Food contact materials include food packaging (plastics, paper, board, cans, etc.) and food production equipment (tubes, conveyor belts, containers, gloves etc.). Food packaging plays a key role in ensuring the quality and hygienic safety of food products, as well as for printing information about food, its ingredients and for the branding of the product. However, the complex, often multilayer materials used in packaging contain a vast number of chemicals which can transfer (migrate) into food. Food is considered one of the most important routes of human exposure to chemicals, and with an estimated 15,000 different substances present in FCM this is potentially a significant source.
	EXECUTIVE SUMMARY
	TDI
	SME
	Rapid Alert System for Food and Feed
	Perfluorooctanoic acid
	PFOA
	Non Governmental Organisation
	NGO
	Non-intentionally added substances
	Member State(s) 
	Presentation by Catherine Simoneau 23
	SHORT BIOGRAPHIES OF SPEAKERS 19
	AGENDA 17
	Part 4: The way ahead 14
	Tolerable Daily Intake
	PVC
	LIST OF ABBREVIATIONS
	Presentation by Malene T Blume 59
	Presentation by Jori Ringman-Beck 51
	Presentation by Lisette van Vliet 47
	Closing remarks 16
	Part 1: State of play of Food Contact Materials on the EU market and stumbling blocks for implementation 7
	WORKSHOP PROCEEDINGS 7
	Policy departments provide in-house and external expertise to support EP committees and other parliamentary bodies in shaping legislation and exercising democratic scrutiny over EU internal policies.
	ABOUT THE EDITOR
	LINGUISTIC VERSIONS
	LIST OF ABBREVIATIONS 4
	Presentation by Emma Bradley 27
	MS
	Presentation by Anne Marie Vinggaard 39
	Member of the European Parliament
	NIAS
	The workshop was held on 26 January 2016 at the European Parliament in Brussels with the aim of providing background information and advice for the members of the Committee on the Environment, Public Health and Food Safety (ENVI). This Committee is currently preparing a draft implementation report on Regulation (EC) No 1935/2004. The workshop was intended as an exchange of views with Members and established experts in the area of food contact materials in view of raising awareness on the issue and providing input for the draft implementation report. It featured eight keynote presentations delivered by speakers hailing from academia, NGOs, industry, and Commission services, offering a variety of perspectives on topics relating to food contact materials. The workshop also provided an occasion for speakers, participants, and Members of the European Parliament (MEPs) to engage in a discussion through the Question and Answer (Q&A) sessions. 
	In the first part of the workshop, speakers from the European Commission and the EU Reference Laboratory for FCM provided an overview of the EU legislation and framework currently in place for ensuring the safety of FCM. While the principles enshrined in Regulation (EC) No 1935/2004 apply to all FCM, only five of the seventeen categories – most notably plastics and ceramics – are regulated by specific EU legislation. For those not harmonised at the EU level, the Regulation explicitly allows Member States to adopt rules at the national level. However, there have been significant difficulties in implementing and enforcing the current legal framework, related, inter alia, to mutual recognition of national legislation, the detection of substances used in FCM and the lack of common guidelines for risk assessment, enforcement and compliance. Meanwhile, a number of tools serve to provide support for the enforcement of the rules in place. The Rapid Alert System for Food and Feed (RASFF) enables laboratories to report non-compliances that pose a risk to human health, allowing the product to be removed from the market or to prohibit its import into the EU; inspections of the Food and Veterinary Office (FVO) verify compliance in the MS and beyond the EU; and the JRC provides support to policies. Joining the workshop from the UK Food and Environment Research Agency, Emma Bradley outlined the challenges related to the compliance and enforcement of the current legislation, highlighting the question of ‘when is an FCM safe?’ and the importance of sharing data and liaising between National Reference Laboratories of Member States.
	WORKSHOP PROCEEDINGS
	Ms Christel Schaldemose MEP, ENVI Rapporteur, welcomed the panel of speakers and the workshop participants, providing a brief background as to the rationale for the workshop. As Rapporteur of the implementation report on Regulation (EC) No 1935/2004 currently under preparation by the European Parliament Committee on the Environment, Public Health and Food Safety (ENVI), she indicated that the draft report would be ready in due course. 
	Chantal Bruetschy introduced the subject of food contact materials (FCM), emphasising the diversity of materials used across Europe as well as their place in the economy, representing an estimated turnover of €100 billion per year in Europe. She outlined several of the principles applicable to all materials (likely to be) in contact with food provided in Regulation (EC) No 1935/2004. Firstly, the regulation stipulates that food contact materials should not release any constituents or substances that are harmful to human health. Secondly, packaging should not change the composition nor the taste of the food. The regulation also includes rules on labelling, required compliance documentation, and food manufacturing practices. It applies to all businesses at any stage of the supply chain of food contact materials. 
	Challenges for enforcement and compliance – Emma Bradley (Fera Science Limited)
	At the beginning of her presentation, Catherine Simoneau highlighted that food contact materials are key to the safety and shelf life of food. However, there is a potential risk that during its processing, storage and distribution, some ingredients from those FCM may be transferred into the food. To ensure the safety of FCM, the substances used in the formulations must undergo toxicological safety evaluations. For plastic FCM, such evaluations are carried out by the European Food Safety Authority (EFSA). Then, based on the EFSA opinion, risk managers at the European Commission decide on the authorisation of the substance, including limits and other conditions of use. In contrast to the testing conducted for substances such as pesticides, for food contact materials not yet in contact with food, the shelf life and processes must be simulated (e.g. sterilisation, freezing, re-heating) within a testing time frame of several days (rather than their real shelf life of months to years) in order to assess the compliance with the restrictions in place. Moreover, such testing cannot be carried out on each type of food: instead, food simulants are used to mimic the worst case scenario of actual use. This improves the reproducibility of results and allows for standardisation across countries and testing laboratories.
	The regulation enables the European Commission (EC) to adopt additional rules via comitology procedure in order to further harmonise legislation at the EU level, while explicitly allowing Member States (MS) to legislate in areas where such harmonisation has not been achieved. The legislation on plastics is harmonised at EU level, including the approval of around 1,000 substances, creating a single market for plastic food contact materials. In addition, some harmonised rules currently exist for ceramics, cadmium and lead, as well as on the recycling of plastics and active and intelligent materials. Where no harmonised legislation exists, national legislation may be adopted in MS with the application of mutual recognition. 
	A number of tools serve to provide support for the enforcement of the legislation. The Rapid Alert System for Food and Feed (RASFF) allows laboratories to report non-compliances that pose a risk to human health, allowing the product to be removed from the market or to prohibit its import into the EU; inspections of the Food and Veterinary Office (FVO) verify compliance in the MS and beyond the EU; and the JRC provides support to policies. As part of the EC, the JRC has provided support with methods, migration data, tools and scoping studies related to FCM since 1995. As of 2004, it is also the European Reference Laboratory (EU-RL) for FCM, through which it serves the official food and feed controls legislation. In this role, the JRC works on providing access to high-quality methods of analysis and assessing the performance of national reference laboratories. It may be called upon to draft guidance documents, providing a technical bridge between the legislation and its implementation by different actors, including industry and laboratories. 
	As the UK National Reference Laboratory for food contact materials, FERA provides guidance to Official Control Laboratories in the UK for testing food contact materials in order to demonstrate their safety. The laboratories face a challenge to identify potential migrating substances from the many different materials or articles used in contact with food. Positive lists and inventory lists are available for some materials used in contact with food, e.g. a positive list for plastics is included in the legislation, providing a list of monomers and additives that may legally be used. However, few materials are single polymers: most packaging materials include multiple layers and different materials such as adhesives, printing inks and coatings. In addition, the potential presence of non-intentionally added substances (NIAS) such as impurities, reaction and breakdown products of the known ingredients must be considered.
	Questions & Answers, open discussion – Part 1
	Migration from printing inks was presented as an example of the challenges faced for enforcement. In order to perform a targeted analysis to determine the migration of printing ink chemicals, the compounds used must first be identified. Information on use can be obtained by conducting a literature review to identify the substances that have been reported to migrate, by liaising with other National Reference Laboratories to obtain insight on what they have found, through RASFF notifications and from advanced screening analysis of materials to identify the chemicals present in selected food contact materials. Finally, the migration testing can focus on selected substances with the greatest potential occurrence to ensure a more valued enforcement campaign. 
	In a study conducted by FERA and TNO, funded by the UK Food Standards Agency, polymers were created using known starting substances, additives and resins. Based on their chemistry, FERA and TNO tried to predict the possible chemical reactions and their products. Due to the impurities in the starting substances and chemicals, only a small part of the total migrate could be identified. This is a key area where ongoing work is attempting to define the best approaches to identify the NIAS present.
	In the discussion following the first part of the workshop, Patrick Bartlett (EU Food Policy) asked whether the EC had finalised its position concerning the French legislation banning Bisphenol A (BPA). The same participant asked speakers to provide insight on the existing alternatives to BPA and their safety. In response, Ms Bruetschy pointed out that the EC has published a roadmap which identifies several options on how to proceed with Bisphenol A in light of the EFSA opinion published in January 2015. Therefore, the EC is currently working on a draft measure based on Option 3 presented in the roadmap (i.e. involving a modification of the migration limit in plastics and applying also a limit to coatings). In preparation of the measure, which will be adopted via committee procedure, Ms Bruetschy affirmed the EC would work closely with MS to decide on the next steps. 
	In his work, Mr McCombie is responsible for enforcing Article 3 of the framework regulation, which states that no substances should migrate to food at levels that could endanger human health. In his view, this is a strict requirement which is far from reality. Using an example from plastics, a chromatogram of polyolefin shows the substances that have been extracted from the material, with many signals from substances that have the potential to migrate into food. 
	Regarding substitutes for BPA, Ms Bruetschy reiterated that according to the framework regulation, any substance used as FCM must be safe. Therefore, examining Bisphenol A does not imply that the EC should also work in parallel on all of its substitutes, because these are considered as being safe according to the framework regulation and the plastic regulation. 
	When the substances are unknown, as is the case for many signals, the analytical challenge becomes much more difficult: as long as the identity of a substance remains unknown, no risk assessment can be performed. One way forward is to ask manufacturers of the FCM about the ingredients and how their safety has been assessed. In case the manufacturer does not provide the information, or the assessment has not been made in line with scientific guidelines, there are few remaining options for enforcement. The enforcement laboratory can provide advice to the operator; alternatively, it can impose a ban on the sales or imports of the product. However, these measures may not be helpful if the manufacturer is based outside of the enforcement area.
	Toxicological evaluations and risk of human exposure to mixture of chemicals – Anne Marie Vinggaard (Technical University of Denmark)
	It is known that chemicals can migrate into food through direct contact, but also when they are not in direct contact, e.g. through evaporation. While it is rare that a specific food packaging material in itself constitutes a risk, several indications exist that exposure to food packaging chemicals can contribute to human health effects, especially for highest exposed population. One example is Bisphenol A, used for the coating of cans and present in recycled paper, and therefore also in the paper and board used for food packaging materials. Another example are phthalates, which are used in PVC plastics and are general contaminants present in recycled paper, and therefore also in most paper and board food packaging materials. A third example are fluorinated chemicals that are extensively used in paper and board food packaging material to prevent the material from being moisturised and to prevent the penetration of oil and water. We also know that these fluorinated chemicals are a source of human exposure to perfluorinated carboxylic acids like PFOA that are persistent in humans and in the environment. 
	In conclusion, Mr McCombie offered suggestions for improving the current situation. Firstly, enforcement agencies should make use of the legal requirement that instructs companies to provide information about the substances that can migrate from the FCM and how they ensure safety according to Article 3 in the framework regulation; this should be done on a regular basis with the use of analytical chemistry to verify the information. Secondly, it is unfortunate that currently the RASFF cannot be used to report non-compliances concerning inadequate safety evaluations for FCM. While the RASFF system is intended to transmit information about threats to human health, Mr McCombie argues that inadequate or lacking safety evaluations (where the safety of the FCM has not been demonstrated and many substances remain unidentified) also pose a risk to human health. Thirdly, a possible solution is to introduce fines for companies who do not comply with the legislation. Finally, a pragmatic idea would be to find an agreement between industry and risk assessment authorities on a long term workplan, requiring companies to present how they will assess the safety of substances in their FCM and a timeline for carrying out such assessments. In return, the existing gap between the legal requirements of Article 3 of the framework regulation and reality would be tolerated until it is closed at the conclusion of the workplan.
	According to Ms Vinggaard, the current paradigm for evaluating the safety of food packaging materials is insufficient. The classical way of risk assessing contaminants migrating from food packaging materials to food (involving the identification of chemicals, the study of migration and the determination of the level of the contaminant in the food compared to the Tolerable Daily Intake (TDI)) does typically not take into account the occurrence of mixture effects. It also does not consider that we are often exposed to the same chemical from multiple sources, nor that we may be exposed to other chemicals that affect the same adverse outcome in our bodies. Moreover, while specific legislation exists for plastic materials, important adverse effects like endocrine disruption and immunotoxicity are not taken into account in the safety evaluations of the substances. Furthermore, no specific regulation exists for food packaging materials made of paper and board, with the legislation only stating that the material must not have harmful effects on human health. 
	The study found several activities among these two materials with mutagenic activity, and several with endocrine activity. In two cases, the compounds responsible for the observed estrogenic and antiandrogenic activity were identified and migration of these compounds to a food simulator was confirmed. This example illustrates that the strategy of using effect-directed analysis combined with advanced analytical chemistry can be valuable in identifying emerging chemicals in food packaging material.
	Gaps in legislation and risk assessment: view from an NGO – Lisette van Vliet (Health & Environment Alliance)
	Ms Vinggaard concluded with three key messages: First, more focus on food contact materials is needed, as it can be a significant source of human exposure to chemicals. Secondly, mixture effects of chemicals must be taken into account when performing risk assessment of food packaging. Finally, effect-directed analysis is valuable for the identification of emerging chemicals.
	To address the challenge of assessing the risk of food contact materials in the future, Ms Vinggaard suggested a combined approach. For chemicals which are known to be present in food packaging materials but for which there is a lack of information on hazards, a bottom-up approach involving toxicological profiling in silico, in vitro and eventually also in vivo was suggested. For potential emerging chemicals, which are not known in food packaging, a top-down strategy using effect directed analysis combined with advanced analytical chemistry was recommended. This strategy has been used in a recent study to test 20 food packaging materials constituted of paper and board. Extracts of the materials were analysed in vitro in a panel of tests for genotoxicity, endocrine activity and general cytotoxicity; materials were then picked out for fractionation and tested again in vitro. A tentative identification of the emerging compounds in the fractions was performed and their activity in the in vitro testing was confirmed. Finally, the identified active compounds were quantified. 
	The recent emphasis in the EU institutions calling for ‘Better Regulation’ poses the question of how to ensure coherence in the legislation when one law on industrial chemicals identifies harmful substances for phase-out, and these same chemicals are then permitted in food contact materials. The EC intends to focus on the ‘big things’. Is a global threat from endocrine disruptors a big enough threat to focus on? There are concerns about the circular economy and becoming more resource-efficient, but if resources are being re-used that carry contaminants through the recycling process, this is adding to the contamination of the final product. Concerning mutual recognition, it is difficult to believe that a system with a wide variety of laws in Member States that mutually recognise each other’s provisions will contribute to a high level of consumer protection, as pledged in the EU treaty. Given the large variety of companies in the food industry and food contact materials in the internal market, we may instead observe a race to the bottom. 
	In the discussion following the second part of the workshop, Ms Jane Muncke from the Food Packaging Forum inquired about the number of substances in food contact materials that are currently enforced. Mr McCombie responded that much of the enforcement in recent years has focused on the few substances notified via the RASFF, estimating that the number of substances enforced may be counted in the tens. A second question related to the adequacy of the research funding available for effect-directed analysis. In response, Ms Vinggaard stated that there are currently too few resources for research on food packaging materials. She considered that Europe could benefit from further research, possibly achieving a competitive advantage by developing safer food packaging.
	Questions & Answers, open discussion – Part 2
	Mr Michael Warhurst from CHEMTrust noted that his organisation has published a briefing on the subject, which points out the concern with which the EC is addressing the issue of food contact materials. He asked the panelists to react to the EC’s intention of modernising and simplifying regulation. In her response, Ms Bruetschy emphasised the need for clear and open communication in view of achieving a solid problem definition. She underlined that the EC has launched a study with the JRC to better understand the baseline of the issue. In turn, Ms van Vliet noted that surveys have found that people in the EU are concerned about the impact of chemicals on their health. In light of the EU’s legitimacy crisis, she indicated that this may be a good opportunity for the EC to bolster its legitimacy with citizens and ensure it is fulfilling its treaty obligations.
	According to Ms van Vliet, there is an urgent need for a regulation covering all food contact materials that will provide a high level of protection for human health by ensuring that it does not allow dangerous chemicals and endocrine disruptors. Moreover, cocktail effects must be addressed and the system must ensure a transition, providing incentives for innovation in safer materials and services. Currently, everyone knows that the “emperor is naked”, but nobody will admit it as this would open the way to potential prosecution of having contributed to health harms. We must move beyond this gap. Useful information on this subject may be found in the Health & Environment Alliance briefing, as well as in resources provided by CHEMTrust, the Danish Consumer Council and the Food Packaging Forum. 
	Jori Ringman-Beck introduced his presentation by noting that without food packaging, there could not be an internal market in the European Union. Whereas the good functioning of the single market is best ensured through harmonisation, there is a growing trend of Member States adopting national legislation, thereby seriously hampering the internal market. The adoption of new legislation at the EU level can make the legal framework more simple and easier to comply with. Better Regulation can also mean more regulation at the EU level; there is no contradiction there.
	Lisette van Vliet is HEAL’s Senior Policy Adviser for Chemicals and Chronic Disease Prevention. She covers REACH, and other EU chemicals legislation, focusing on Endocrine Disruptors, phthalates such as DEHP, and mercury. Ms van Vliet joined the Health and  Environment Alliance in 2005, initially working jointly with the International Chemical Secretariat (ChemSec) and Health Care Without Harm Europe. Prior to working on Toxics, she was active in international forest politics, mainly on forestry and timber certification and wood purchasing policy. She conducted research for environmental NGOs such as Greenpeace and Co-op America, Save the Rainforest and Robin Wood (Germany), and for environmental management consultants. She holds a Ph.D. in International Relations and Environmental Studies from the Australian National University in Canberra.
	Gregor McCombie has been working for the food safety authority of the canton of Zurich in Switzerland for the past 6 years, where he is the lab head of the food contact material and gas chromatography group. Aside from the analytical aspects of his job, he also enforces legislation and accompanies inspections of FCM businesses as an expert. He is a guest in the EURL-FCM network and an active member of national working groups. Before getting into food safety, Mr McCombie completed his PhD in analytical chemistry from the ETH Zurich and Novartis and then continued his research at the University of Cambridge in the Department of Biochemistry.
	Moreover, Mr McCombie pointed out that guidelines for demonstrating the safety of plastics are currently available. To add a substance to the positive list of the plastics regulation, EFSA provides detailed guidance on the steps that the petitioner must follow. As they are designed to ensure the safety of substances that may migrate, these guidelines are also applicable to the NIAS.
	In the final discussion, Ms Simoneau noted that a few years ago, EFSA organised a network of experts to examine substances that were not regulated but had been risk assessed with a traceable risk assessment conducted in Member States. EFSA then compiled the substances from the positive lists across MS and made the report publicly available. She considered that this was an important starting point.  
	Providing the perspective of Denmark’s largest retail chain, Malene T Blume outlined some measures taken by COOP in the area of food contact materials. In one case, following public concern over fluorinated substances, COOP decided to ban all fluorinated compounds in food contact materials. Suppliers could not provide precise information concerning the substances used in their products; it became clear that in some cases they did not know what they were using as packaging. After conducting a mapping, COOP found that 15 products remained whose packaging still contained fluorinated compounds. Substitutes could be found for most products, except in the case of microwaveable popcorn. Due to the high reported risk of these substances, COOP decided to ban microwaveable popcorn in May 2015, recalling the product from its shops. While this resulted in a loss due to the fall in sales, it was compensated by the value of media exposure gained. COOP organised an information campaign for consumers, explaining the reasons for the ban. Five months later, the suppliers found a solution and the microwaveable popcorn was put back on the shelves in a new packaging. 
	Key conclusions and recommendations for policy makers - Xenia Trier (Technical University of Denmark)
	Demand-driven innovation in FCM: COOP's work with food packaging and chemicals - Malene T Blume (COOP Nordic)
	COOP has faced a more challenging case with Bisphenol A. For this substance, there is a need for industry to take more responsibility and to apply the precautionary principle. It seems that some suppliers have substituted BPA with other bisphenols, which may have the same adverse effects on human health and the environment. When COOP started testing cans, it emerged that there was not a full control by suppliers over the content of bisphenols in their products. It was, and continues to be a challenge to find an adequate substitution and solution to this problem. The company has also established a strategy for chemicals named “The Dirty Dozen”, in which it plans to ban twelve groups of chemicals of high concern from COOP’s private label by the end of 2017. This has already been achieved for nine out of the twelve groups, despite challenges related to the higher prices of substitutes.
	In the absence of harmonised measures, Mr Ringman indicated that industry has initiated a number of self-regulatory measures. In the EU, about 600 companies produce pulp and paper, and two-third of these companies are small and medium entreprises (SMEs). There is a need to provide them with guidance in this area. Mr Ringman presented several developments initiated by CEPI over the past years. These include a project involving Deep Eutectic Solvents (DES), in which a solid solvent reacts with another solid and becomes liquid under atmospheric temperature. Through the use of DES, non-toxic starting materials can be produced. Another innovative approach developed by CEPI has the aim to keep the paper cycle more clean by providing guidance to actors who typically may not realise their impact on the supply chain. Moreover, CEPI has contributed to research on risk assessment via cooperation with independent researchers who have published their results in peer reviewed journals. This research has included e.g. testing for NIAS in paper and board (including unknown substances) and examining the synergic toxicological effect of chemicals. Another project (named “Correction Factor”) seeks to take into account the real impact of storage time, temperature, and the type of food in order to estimate migration and assess potential human risks more precisely. Finally, the Facet project considers real total exposure of FCM chemicals in the population using data on food consumption and packaging in an effort to find the most efficient risk mitigation strategy. 
	Summing up the presentations and discussions held throughout the workshop, Xenia Trier discussed briefly the legal framework covering FCM, noting that for most materials there is currently no specific legislation, implying that they are not harmonised at the EU level. Within the existing institutional  framework, the EC prepares the legislation and is supported by the JRC who provides input and scientific guidelines on standardised methods for testing, also acting as the EU-RL for FCM. Meanwhile, EFSA evaluates and authorises the substances covered by the specific legislation. Ms Trier re-emphasised that in the absence of harmonised legislation Member States must apply mutual recognition, although it is unclear what should be done when two national regulations are in contradiction with each other. 
	In response to these challenges, Ms Trier also recalled some of the solutions and tools that are available for testing. For instance, to test for the migration of known substances, a bottom-up approach can be used. For unknown substances, effect-directed analysis can be applied to identify them, with subsequent standardised tests for measuring migration. However, she also pointed out the difficulty in applying this method for all 100,000 existing substances. Reiterating the general principle of “toxics in = toxics out”, she suggested that at the very least, the use of chemicals that are known to be toxic must be avoided. Instead, chemicals that mimic nature should be used in order to enter into a more circular process. 
	Ms van Vliet commented that there is currently little space for the engagement of non-industry stakeholders in the structures and processes concerning food contact materials. She indicated that the EC’s structure includes technical working groups for industry representatives, leading to a missing perspective from the public welfare point of view. She also noted that food safety is not only related to incidents such as immediate food poisoning cases, but also to the contribution of exposure to chemicals from food and FCM over the longer term. 
	Ms Trier concluded that while the present situation of food contact materials in Europe may seem like a crisis, solving it may also serve to achieve solutions or avert crises in other areas. For instance, the resource problem may be alleviated by encouraging a circular approach; the economy may be boosted through higher consumer confidence and innovation; finally, harmonisation may benefit all actors by creating a level playing field and making things easier for both industry and enforcement agents.  
	A number of speakers and workshop participants provided their views concerning the lack of harmonised legislation, noting that further guidelines for risk assessment, enforcement and compliance are needed and expressing doubts about the effectiveness of mutual recognition. Mr Peter Oldring (European Council of the Paint, Printing Ink and Artists' Colours Industry) noted that while it is unlikely that harmonised legislation will be developed for all seventeen types of FCM, there is an urgent need for guidelines on risk assessment to be prepared with the involvement of the European Commission, EFSA, as well as industry in order to ensure workability. In his second comment, Mr Oldring noted that  that there is currently too little information on exposure to chemicals. 
	Mr Jori RINGMAN-BECK, Sustainability Director, Confederation of European Paper Industries (CEPI)
	AGENDA
	WORKSHOP 
	Ms Birgit Collin-Langen MEP, ENVI Committee
	Jori Ringman has a background in Economics (Helsinki University) and Business Management (Helsinki School of Economics) and broad experience in communications, public administration and politics. He also has an MSc in Environmental Decision-making (Open University, Milton Keynes). As Director for Sustainability in the Confederation of European Paper Industries (CEPI), Mr Ringman is responsible for issues relating to environment, consumer protection (with particular concern for packaging and food contact issues) and sustainable consumption and production policy. Environmental issues and policies are central to all CEPI’s activities, as the industry continuously works to minimise its impact across the EU; the issues covered range from the revision of pulp and paper BREF (Best Available Techniques Reference Document) and environmental footprinting (PEF) to advancing circular thinking and industrial symbiosis in the sector. Prior to his appointment in CEPI in February 2005, he was a civil servant at the European Commission. He has also worked in the European Parliament Environment Committee as a political advisor (1999 – 2004), as a journalist and editor in Finland, and as Secretary General of a parliamentary group in the Finnish National Parliament in Helsinki.
	Jori Ringman, Director for Sustainability, Confederation of European Paper Industries (CEPI)
	Lisette van Vliet, Senior Advisor, Chemicals & Chronic Disease Prevention, Health & Environment Alliance (HEAL)
	Anne Marie Vinggaard is a professor at the National Food Institute, Technical University of Denmark and has more than 20 years of experience within developmental and predictive toxicology. The special field of expertise of Ms Vinggaard’s team is endocrine activity of chemicals, mechanisms of toxicant action, cocktail effects of chemicals, obesity development, development of computational tools to predict toxicity and strategies to evaluate food contact materials. Presently, Ms Vinggaard heads a large project for the Danish Food Ministry aiming at developing tools for the authorities for risk assessment of chemical cocktails in food. She also has four years of experience from a pharmaceutical company, developing a strategy for early toxicity testing of drug candidates. Ms Vinggaard has published 96 peer reviewed international papers and has got a H index of 35 (WoS Jan 2016).
	Emma Bradley studied at the University of Leeds for a BSc in chemistry and a PhD in bio-organic chemistry. She then worked for Brewing Research International, during which time she was involved in research projects investigating beer and cider flavour and stability. Since 1999 she has worked at Fera (formerly Central Science Laboratory - CSL) in York. She is an analytical chemist and heads the Food Quality and Safety Programme at Fera where she leads the team working on food chemistry. She has more than 15 years of experience in the analysis of food contaminants and chemical migration from food contact materials and articles. She is an active participant in the European Union Reference Laboratory – National Reference Laboratory (NRL) network for food contact materials as Fera is the UK NRL in this area, and has also participated as scientific expert on the International Life Science Institute (ILSI) packaging materials task force.
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	Malene Teller Blume has worked in Coop DK for almost 15 years and is currently responsible for Coop’s quality and safety program for nonfood consumer products. In her work, she is also closely involved with chemicals in consumer goods, and develops Coop’s approach and requirements in this important area. Coop has a long tradition of concern about harmful chemicals, and for many years it has set up requirements which go beyond the legislation. Ms Blume’s responsibility is therefore not only to ensure that Coop meets legal requirements but also to secure that Coop takes the necessary responsibility and covers known risks for chemicals in consumer products. This applies to both environmental and health issues. Coop has especially focused on using the precautionary principle. For example, endocrine disruptors in chemicals have a very high priority at Coop, because there is a need for high attention and action on this risk. Ms Blume is also responsible for Coop’s work and efforts in regards to social compliance (CSR).
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	Xenia Trier, Research Chemist, National Food Institute, Danish Technical University (DTU)
	Xenia Trier is a research scientist at the National Food Institute, Technical University of Denmark and has more than 20 years of experience within the analysis of chemicals in food, food contact materials (FCM), humans and the environment. Her main expertise is the development of quantitative and screening methods for the enforcement of EU and national regulations of FCM plastics and paper and board containing toxic organic chemical contaminants, such as primary aromatic amines and fluorinated compounds. Other areas of her work include strategies to evaluate FCM, bio-directed analysis of cocktail effects in FCM, sources of fluorocarbon contaminants in consumer products, soil and drinking water. Ms Trier is part of the EC task force on mathematical modelling of migration in plastics, a member of CEN groups on FCM, member of the board and the scientific board of the Food Packaging Forum and is currently the head of the Danish Society of Analytical Chemistry. She gives advice on technical regulation to national authorities of food and environment in Europe, the US and China, to the EC and UNEP.
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	Regarding the thousands of chemicals currently used for which there is a lack of data on hazard and exposure, Ms Vinggaard suggested that one way forward is to apply (Quantitative) Structure Activity Relationships ((Q)SAR) modelling. These computer-based models can be applied to predict toxicity and to prioritise compounds for use in FCMs and for further testing.
	In response, Ms Trier referred to Mr McCombie’s presentation, which described the challenges in identifying and quantifying the thousands of compounds present in FCM. In particular, she noted the difficulty in providing data on exposure to substances for which standards have not been developed. She also reiterated the lack of positive and negative incentives for encouraging more data and better risk assessments. Finally, Ms Trier noted that it is currently not clear who should bear the costs of the various analyses and risk assessments.
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	Malene Teller Blume, Nonfood Quality and CSR Manager, Coop Danmark
	12:45-12:55 Introduction to FCM and general concepts for ensuring  safety
	Mr Martin Häusling MEP, ENVI Committee
	for the Committee on the Environment, Public Health and Food Safety (ENVI)
	In her closing remarks, Ms Schaldemose concluded that many challenges exist related to food contact materials and legislation, pointing out the difficulty in achieving a well-functioning internal market where harmonised rules exist for plastics only. She closed the workshop pledging to seek common ground in the European Parliament in order to provide the EC with constructive recommendations in her report.
	Concerning the circular economy, Mr Warhurst pointed out that while the EU provides targets for recycling packaging, there are no controls concerning the chemicals that are used in the packaging. He noted that there is “a loophole in the circular economy process” whereby recycling is encouraged but not controlled.   
	Other questions left unanswered in the current situation concern how manufacturers can  demonstrate compliance with the legislation, and which scientific standards should be met.  Ms Trier noted that there may be up to 100,000 substances in FCM (including unknown substances and impurities), but only approximately ten groups of substances are currently covered in tests carried out for enforcement purposes. Echoing the views expressed in part 3 of the workshop, she noted that it is difficult for industry to obtain information from suppliers about the substances used in the final FCM.
	In a final intervention, Ms Francoise Godts (DuPont) indicated that most studies mentioned in the presentations are based on extraction, which does not take into account what the consumer is exposed to in practice. As a result, she noted that conclusions must be made with caution to avoid misleading the consumer. Mr McCombie noted that the extraction is done to find which substances potentially migrate; it is the responsibility of the manufacturer to demonstrate that the substances do not migrate into food at a level that can endanger human health. Ms Vinggaard added that while effect-directed analyses indeed use worst-case scenario extraction, the goal is firstly to identify emerging chemicals in the materials, not to perform the risk assessment.
	Consumers in the EU currently assume that the food they eat and the way it is packaged is not contributing to harming human health. Industry and regulators are considered to adhere to minimum safety standards. However, as Lisette van Vliet noted, worries are beginning to increase concerning food contact materials. Despite having an extensive food safety system with many different laws, a large number of chemicals are falling through the gaps in the legislation. Twelve of the seventeen types of food contact materials are not regulated at EU level, and may or may not be regulated in Member States. Moreover, some regulations at EU level do not address certain harmful properties. Key issues that are not addressed in the current legislative framework include mixture effects, ‘accidental’ chemicals which are termed non-intentionally added substances, and hormone disrupting chemicals, which pose a global threat according to the World Health Organisation. 
	Mixture effects of chemicals have been documented in experimental studies for decades, and it is known that chemicals can "join forces" to cause an effect, even at low doses. For example, a mixture risk assessment has been performed for phthalates; it showed that there are many sources of exposure to these chemicals. It was documented that there may be a risk for the 2.5% of the population with the highest exposure to phthalates: these are children. This is a good reason to take mixture effects into account when performing risk assessment on chemicals and food packaging materials. 
	For instance, one of the peaks shown on the slide is a substance that is regulated specifically in the plastics regulation, and it is possible to develop a method to measure its migration into food. However, many of the substances on the positive list are difficult to quantify, due to a lack of standards. The EU-RL is working on developing standards for all 900 substances but they have not yet managed to do so for about 350 of them. According to Mr McCombie, this is a point that needs to be addressed and the EU-RL should be given the means to obtain standards for the remaining substances. 
	For industry, who knows which starting substances have been used, NIAS are the primary challenge to ensuring compliance. Echoing Ms Simoneau, Ms Bradley concluded by emphasising the importance of working together, sharing information and collecting high quality data to help to ensure the safety of food contact materials.
	Ms Simoneau noted that the EU network of national reference laboratories is very active and is key in exchanging information and sharing advice on methods. She emphasised that a number of EU scientific projects have led to the development of new regulatory frameworks and that future measures must be backed up with sound scientific and technical data. She noted that the more sound scientific data is produced and shared, the more confidence there will be in the technical soundness of harmonisation or mutual recognition. 
	In the fourth and final part of the workshop, Xenia Trier (Technical University of Denmark) summarised the presentations and discussions held in the previous sessions, in view of providing the MEPs with key conclusions and recommendations on FCM. Ms Trier enumerated the challenges that exist to detecting (intentional and non-intentional) substances used in FCM. She also pointed out the possible benefits of harmonisation for the circular economy, with potential gains thanks to increased consumer confidence, innovative FCM and export of safe food beyond the EU to a growing global middle class. In the discussions that ensued in the Q&A session, the debate centred on the need for providing EU level guidelines for FCMs for which no specific legislation exists at the moment and that could assist with enforcement and compliance. This point found resonance in the views provided from NGOs, academia and industry present at the workshop.
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