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UK registered charity working at EU, UK &
Global levels to protect humans & wildlife
from harmful chemicals
Working with scientists, technical
processes and decision makers, in
partnership with other civil society groups
Focus on identification of, and action on,
hormone disrupting chemicals
See our blog & twitter for more:
www.chemtrust.org @chemtrust

1. FCMs in EU Chemical laws
• REACH covers most uses of chemicals
– But not the human health aspects of chemicals in food contact materials (FCM)
• NB: in theory a REACH Restriction can ban all production, import and use of a chemical

– REACH is run by the EU Chemicals Agency ECHA, and two European
Commission departments, Environment and Grow

• Chemicals in FCMs
– Responsibility of the Commission’s Health DG (= DG Santé)
– Chemicals in some food contact materials are assessed by the European Food
Safety Authority (EFSA)
– Many materials do not have harmonised laws; some Member States have
introduced national regulations, but mutual recognition means that they can be
bypassed:

Mutual recognition and FCM
“Mutual recognition ensures market access for
products that are not subject to EU
harmonisation. It guarantees that any product
lawfully sold in one EU country can be sold in
another. This is possible even if the product
does not fully comply with the technical rules of
the other country”
http://ec.europa.eu/growth/singlemarket/goods/free-movement-sectors/mutualrecognition/

See this slide from a presentation at
Chemical Watch Brexit conference, April
2018 >
NB: This is about legality, not defining
good practice

An old, unreviewed, law
• The EU has an overarching 2004 law on “on materials and articles intended
to come into contact with food” [1]
– This includes a general safety requirement:
• “Materials and articles, … shall be manufactured in compliance with good
manufacturing practice so that, under normal or foreseeable conditions of use, they
do not transfer their constituents to food in quantities which could:
(a) endanger human health;…”
– This text originates from the EU’s 1976 law on the issue

• EU Commission has stated that the regulatory approach in this area has
not been systematically assessed since it was introduced in 1976
– and that there has been ‘No formal evaluation work or reports” done on the 2004
legislation - a huge contrast to other aspects of chemicals policy [2]

Review and improve?
• Many EU laws – e.g. in environmental policy – are reviewed
every 5 years
– Reports are commissioned, improvements developed
• What if the FCM law had been like this?
2009: First report on effectiveness, first adaptation to REACH
2014: Second report on effectiveness, relationship with REACH
improved
Now: Third review underway

• But FCM law is not like other laws….

A Material problem
•

•

•

2004 law provides for daughter legislation, including list of authorised chemicals
– Law in place for “plastic materials and articles intended to come into contact with food”
(2011) [3], & some other materials
No EU harmonised regulations for paper, ink, coatings, adhesive & board (PICAB) FCM
– Regulation in a few individual EU Member States & industry voluntary approaches; plus
some EU level controls on e.g. BPA
– EU Commission has talked of introducing a new law on ‘printed food contact materials’
FCM processes are very secretive
– There is a limited stakeholder process, but only industry experts are allowed to attend; we
have challenged this without success, apart from achieving an open Evaluation process
[4].
– This contrasts with much more open processes throughout most of REACH

Outdated: FCM plastics
• Chemicals used in FCM plastics must be on the ‘Union List’ of
authorised substances
– EFSA assesses substances based on industry submissions
– A slow process – too slow to be repeated for other materials, according to DG
Santé! (echoes of the pre-REACH debate 20 years ago)

• No automatic link between action in REACH (e.g. restriction,
candidate list, authorisation) & FCM
– Chemicals can be identified as substances of very high concern (SVHC) in
REACH, but still be used in food contact, with no pressure to substitute with safer
alternatives
• Substitution of SVHC chemicals is an effective method of reducing risks and promoting innovation

– Unclear if new data obtained as part of REACH is being used in FCM processes

Absent: Other materials
• There is no EU level list of safety assessed chemicals for PICAB
materials
– Similar in almost all Member States

• There’s no EU-level approval system for checking processes that
recycle paper and card into a new FCM (e.g. pizza boxes) [nor in
almost all Member States]
– Processes to recycle plastic in new FCMs (e.g. bottles) must be assessed by EFSA

• The EU’s packaging directive promotes the recycling of packaging
– But EU laws don’t address the chemical content of recycled non-plastic food
contact products (!!)

2. Chemical challenges
• Chemicals policy is not simple, and there is much
improvement needed – including in REACH.
• CHEM Trust have recently published two reports on
specific challenges:
a) Developmental neurotoxicant chemicals (DNT)
b) Bisphenols and grouping

• In summary:

Neurotoxic chemicals
•

Known for decades that some
chemicals affect brain development
– E.g. Lead, Mercury

•

•

In 2017 CHEM Trust published the
‘No Brainer’ report, examining the
evidence on neurodevelopmental
toxicity, and what this means for
regulation
www.chemtrust.org/brain

Our sensitive brain
• Our brain is very complex
– Over 85 billion neurons
– Development continues until we are in our 20s
– Early disruption can lead to irreversible, permanent impacts

• Many aspects of brain development can be disrupted by chemicals,
e.g.
– The thyroid hormone system
– Neuronal signalling and receptors

• Disruption of brain development can cause behavioural and
intellectual impacts
– E.g. conditions such as ADHD or reductions in IQ

Which chemicals?
Four groups:
• Well-established DNT
– E.g. Lead, PCBs

•

Suspected DNT
– E.g. BPA, Phthalates, PDBEs

•

Initial evidence of DNT
– PFCs, other Brominated Flame Retardants,
other bisphenols

•

A large number of chemicals where
we just don’t know
– “Currently Estimated Toxicity” = zero.

NB: Things change: it’s estimated toxicity

“No Brainer” recommendations
• Faster action to restrict the use of chemicals with DNT effects
– Including action on groups

• Ensuring that safety testing includes DNT effects
– Including developing - and acting on – better in vitro tests

• Ensuring all uses of chemicals are properly regulated
– Effective regulation is needed for chemicals in food contact materials

• Companies should be avoiding chemicals with suspected DNT
properties

Bisphenols and grouping
• “Toxic Soup” report
• Examines how companies
switch from a known
hazardous chemical to one
with similar properties - and
how regulators could stop
them
• www.chemtrust.org/toxicsoup

BPA – a slow story

The Bisphenol S example
•

ECHA
Majority of notifiers to CLP rate it as
non-hazardous
– And no harmonised C&L

•

•
•

Risk Assessment Committee
“is suspected to have many of the same
adverse health effects as BPA”
ECHA monitoring tonnage in thermal
paper
BPS is under evaluation, with more
safety data requested (due Sep 18)
– Apparently the data has not been delivered

•
•

EFSA
Approved in plastic FCM
“DG SANTE has had some preliminary
discussion with EFSA concerning
bisphenol S (BPS)”
– letter to CHEM Trust from Commissioner
Andriukaitis

•

Unclear if any other action so far

Grouping – an opportunity
• Currently we see “regrettable substitution” of one bisphenol
by another
– There’s a long list to get through, unless regulators change their approach

• Grouping and read-across is used in REACH registration
– it needs to become routine in REACH Restrictions – and FCM laws

• Grouping approach also one tool for addressing the reality
of our exposure to mixtures
– E.g. current REACH restriction on four phthalates. But this excludes uses
in food contact materials
• We wrote to Commissioners & Member State experts asking for FCM to be added,
but they haven’t been; EFSA has a separate process…

3. Paper & board problems
• The lack of effective regulation creates a lack of
accessible data
• Three recent examples of chemicals of concern in
paper and board food contact materials:

a) Pizza boxes
• Pizza boxes are often made from recycled paper/card
• Problems from recycling:
– Chemicals from ink, glue, paper, coatings in the waste paper can contaminate recycled
materials
– E.g. Pizza Boxes in Denmark found to contain Bisphenol A (from thermal paper?),
Phthalates, Mineral Oils, Nonylphenol, Perfluorocarbons (PFCs) [5]

• May also be deliberate use of PFCs:
– A wide range of PFCs have been deliberately added to paper & card packaging [6]
– They break down into very persistent, mobile, pollutants, many known to be toxic

b) Swiss paper & board
•

•

•

•

Swiss authorities checked 78 packaging
items, including cups, pizza boxes,
bread packaging [7].
14% had residues of photoinitiators,
plasticisers, or chlorinated substances
at concentrations exceeding
recommended limits.
62% had elevated mineral oil saturated
hydrocarbons (MOSH), 20% elevated
mineral oil aromatic hydrocarbons
(MOAH)
Only 43% had proper self-assessment
documentation

c) Carcinogenic napkins
• EU JRC analysed coloured
napkins [8]
• Half leached carcinogenic
Primary Aromatic Amines
• Some above current safety
limit
– And the German BfR says safety
limit should be 5x lower

A paper & card failure
• Switzerland & Germany have national regulation on food
contact paper & card
– Surely the situation is likely to be worse in countries where there is
no national rules?

• EU “Mutual Recognition” principle means companies can
by-pass national regulations e.g. in Germany, by first
placing product on the market elsewhere.
– Essentially a promotion of ‘weakest available approach'

• National measures are not a proper solution.

And then there’s NIAS…
• Non intentionally added substances
• (And the reality of our exposure to mixtures)
• But I only have 30 minutes

4. Not a pretty picture
• The public would be very surprised about the lack of effective FCM
regulations
– They expect the EU & governments to provide protection.
– The fact that this area is not under control is a potential scandal in the future, even if it’s
not visible at the moment

• Lack of regulation and investigation means we are only seeing the tip of the
iceberg
• The Commission has been very unwilling to address these problems in
recent years – and this policy failure is now becoming more obvious…..

A changing world: “Plastic free by 2023”
• The world is changing:
– “Supermarket chain Iceland has said it will eliminate or drastically
reduce plastic packaging of all its own-label products by the end of
2023”
– The EU is proposing to ban plastic cutlery and plates

• DG Santé has been unable (since 2004) to create an
effective regulatory system for most non-plastic food
contact materials
– Will they solve the problem before 2023???

Building pressure for a review
• CHEM Trust wrote to Commissioner Borg in July 2014 pointing out
the inadequacies of FCM regulation – we have continued to
highlight these deficiencies.
– See http://www.chemtrust.org/food-contact/
• European Parliament passed a detailed report calling for
improvements in October 2016 [9]
• A detailed & very critical report from the Commission’s Joint
Research Centre was published in January 2017 [10]
• The Commission finally published a draft ‘roadmap’ for an
‘Evaluation’ of EU FCM laws in Nov 2017, appointed consultants
Ecorys in 2018 & organised a stakeholder event in September 2018

The Evaluation begins
• We responded to the Road Map consultation [11].
– “It is truly remarkable that, as the Road map states, the regulatory approach in this area has
not been systematically assessed since it was introduced in 1976, and that there has been
‘No formal evaluation work or reports” done by the Commission on the 2004 legislation.”
– This approach would not be acceptable for environmental policy, why is it for health policy?

• We gave a presentation, with other NGOs, at the stakeholder event in September
2018 [12]
– Emphasising the failures of the current system

• A 3 month consultation expected soon, with other consultation routes organised
by Ecorys (interviews etc) & another stakeholder event in summer 2019
• Final evaluation is expected to be published at the end of 2019
– Big problem: It is backward looking - ‘what are the problems with the current system’

• The next Commission must act to create new EU FCM legislation

The CHEM Trust view in Jan 2016
CHEM Trust briefing:
“Chemicals in food contact materials: A gap in
the internal market, a failure in public
protection”
Recommendations include:
• Harmonised regulations for chemicals in
paper, card, inks, adhesives, coatings
• Action to substitute SVHCs and EDCs with
safer alternatives
• Assessment of NIAS
http://www.chemtrust.org/foodcontact/

5. Where are we now?
• A discussion is needed on a new, comprehensive EU regulatory approach
– which the Commission should have started facilitating years ago..
• Some elements:
– REACH as a major source of information on chemical properties
– Look at other legislation that has positive lists, but which has been updated to
work with REACH – e.g. cosmetics
– All materials addressed, along with finished articles and NIAS
– Regulating recycled materials – promoting a clean circular economy
– Use of grouping, mixture assessment, generic risk assessment
– Real enforcement, with measures to make it easier for authorities to assess
compliance – e.g. provision of analytical standards.

6. Conclusions
• We are at an important moment, with a chance to modernise the FCM regulatory
system, in line with other EU chemicals and product regulation
• In our view – and the view of other health and consumer NGOs – it is now time
for a new system, not small tweaks to the current approach.
• Our experience so far with the Commission (DG Health) has not been good – we
also need pressure from Member States Governments and MEPS
• We need protective, EU harmonised, independent, regulation of all chemicals in
Food Contact applications
– See http://www.chemtrust.org/food-contact/ for CHEM Trust’s work in this area
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