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Outline

= The issue

= Development European Acceptance Scheme (EAS)

= Next best: harmonisation/mutual recognition - 4(5) MS
Initiative

= MS - multilateral - EU level?
= Transparency?
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533 Source to Tap
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The issue

« Materials and products in contact with drinking water could
impair the drinking water quality by
> leaching of substances at levels that pose a potential risk to
human health
» enhancement of microbial growth

» organoleptic problems

e Materials/products often (semi-)permanent in drinking water
system - consumer dependent dw quality, life time exposure;
not easy to replace; costly

1. Control of materials and products is necessary to protect human
health (Article 10, Drinking Water Directive) — obligation in
general terms, not an operational framework
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The issue

2. Different control mechanisms are in place or under

development at MSs level - EU wide harmonisation is important
(single market, human health), but difficult

. Construction products regulation (CPR): Harmonised standards
shall provide the methods and the criteria for assessing the
performance of the construction products in relation to their
essential characteristics — based on requirements MS, this is
not foreseen for CPDW in near future

. Difference between placing on the market (CPR) and
requirements for use (legislation on MS level) - producers are
not obliged to certify products, products on market which are

not (fully) assessed for human health aspects, enforcement
difficult
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The issue

5. Products in contact with dw: CPR products (after water

treatment) and non CPR products (before water treatment,
showerheads)

6. Transparency to users/consumers?: products for use in contact
with drinking water and other uses (for example pipes);
products not (fully) assessed;

7. Feasibility national systems discutable: on national level not
efficient/feasible to assess all products — vs European market
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Examples

Lead - pipes, plumbing (not
used any more)

PVC pipes (this type not used
anymore) - vinylchloride

Leaching of metals - e.q.
sanitary taps

etcetera

Cost-Estimation EU-16 : 70 Mrd. €  (1994)

- B: 32 I: 14,7
- DK: 0 L: 15,0
- D: 3.2 NL: 1,7
- GR: 0 P: 23
- F 19,5 SP: 9,1
- IR 24 GB: 13,4

Estimated cost of pipe exchange per household : ~ 1500 €

- Transitionperiod 15 Years , but start in EU 1998 (-2013)!
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Development of European Acceptance Scheme

= Initiated by European Commission

» Context: Construction Products Directive and Drinking Water
Directive

= 1998: Feasibility study (EC, France, Germany, Netherlands and
UK)

= 1999: Start of development of EAS (RG-CPDW)
= 2000-2005 Joint EAS research programme

= 2001: Mandate M136 to CEN (revised in 2006. 2010, currently
under revision)

= 2002: Commission Decision on Attestation of Conformity 1+
(2002/359/EC)

= 2002: Conference "CEN-EAS. Almost a reality?”
= 2003: Seminar on revision of Drinking Water Directive
= 2005: EAS Proposal
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Key elements of EAS Proposal (single scheme)

Scope: all products between source and tap
Control of performance of substances and materials
(comparable with food contact materials)
> Lists of acceptable substances (PL, CL and ACL) - health based
» Full formulation information provided by manufacturers

Product testing (initial type testing)
» Product standards, supporting test standards (CEN)
» Harmonised pass/fail criteria (regulatory guidance)

Auditing (AoC1+)
> Pre-certificate audit of factory production control systems

> Post-certificate auditing of systems and products (including audit
testing)

9 ANEC ASI CC Conference Hazardous chemicals in products

Brussels. 29 October 2013



Next best

No EAS?

= Despite broad support for proposal (Regulators, Industry, Eureau) -
transparency, protection human health, removal barriers to trade

= Feasibility questioned by EC (legal framework, required resources for
operational management)

Next best

= EU wide convergence of national schemes providing a basis for mutual
recognition and harmonisation, inter alia under the CPR

= Conditions

> Set of supporting test standards (ENs) complying with regulatory
(health related) requirements

> One (high) level of attestation of conformity (Commission Decision
2002/359/EC)

» Common framework for health related requirements (amendment
of Drinking Water Directive instrumental)
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The 4(5)MS Initiative - UK, F, D, NL, PT

= Started in 2007

1. To support DG Enterprise in formulating guidance for
standardisation work under Mandate M136

2. To work on convergence of the 4 national approval schemes (4MS
Common Approach)

= Formalisation of co-operation: Declaration of Intent, signed by the 4MS
(January 2011)

= Development of common principles, leading to mutual recognition
> EAS proposal + 4NAS + new developments = h NAS
» Maintenance of common building blocks (e.g. Positive Lists)

= Portugal aspirant member - full member when legislation is in place

= 4(5) MS is not a closed shop!
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4(5)MS Work Programme

Step by step but important
progress: common approaches
(assessment methods) on
metals, organic materials
(bases on approach food
contact materials),
cementitious materials

Opinions on substances -
positive lists
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Approval and Harmonization — 4AMS-Initiative Drinking water
The four Member States (MS3) Germany, France, the Netherlands and the United Kingdom Great

Britain (“4 MS") have agreed on collaboration in the harmonization of tests for the hygienic Drinking water distribution My UBA
suitability of products in contact with drinking-water.
208082013 = O times rated as helpful Documents ‘Appmva‘ an Harmanizstin - a1/s- ietieten
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Declaration of Intent
Four EU Member States France, Germany, the Netherlands and the conceming the f
United Kingdom Great Britain (4MS) announced in January 2011 that approval of products
they have formalised arrangements to work together on this important in contact with
aspect of the regulatory frameworks they have in place to ensure the drinking water-
hygienic safety of drinking water. Developing the

Common Approach
Portugal has been granted the status of Candidate Member, since it is -
planning to introduce an assessment scheme for products in contact
with drinking water that is intended to follow the 4MS Common
Approach. Full membership will be achieved when the regulations
come into full effect and are notified under Directive 98/43/EC, which is
expected by the end of 2012. ‘We welcome your feedback about this

Web site
Background to the Comrnon Approach
In 1998 work started on the design and development of a single
European scheme for the hygienic assessment of products in contact
with drinking water - the European Acceptance Scheme (EAS). The
aims were to remove barriers to trade by creating a universal approval
scheme and to design assessment systems that would respond to the
Arnwinn awaranacs of tha nesd tn manane drinkinn water mality from =
@ Intemet | Beveiligde modus: ingeschakeld v H®10% v
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CPR - DWD: overview

CPR main aim remove technical
barriers to trade (CEN M136; EG-
CPDW)

- Product standards
- Harmonised test standards
AND
DWD main aim protect human health
- Article 10 (MS systems, 4(5)MS)

- Control of performance of
substances and materials
(common approaches/lists);

- (Harmonised) pass/fail criteria
Harmonisation

2

Sustainable drinking water supply:

market with products fit for use
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Harmonisation: National — Multilateral - EU?

46 EUROPA - Focd Safey - Chemical Safety o Food - Food Contact  E Lagislation - Windows Intemet Biplorer i o
" - — el . - .
DWD - common approach; human 8 CIr—— T8t | | £ sve 8
h e a Ith i Favorieten | s ) hitps--zoekiofficielebeken... 2] http--www.polidocs.nl-X.. &) Documenten Generator [E|J hitp--www.europa-nu &] Web Slice-galerie v ) wetten.nl - Wet- en regelg..
|l EUROPA - Food Safety - Chemicel Safey of Food... || Yi v B - @ v Paginav Beweiigngv Etav @+
H Site Map | What's New | A to Z Index | Contact | English (=n) vl 4
. |-
e DG ENV(/DG ENTR): To reconsider

whether national action is preferable HEALTH AND CONSUMERS
or common practise under the DWD? -

EUROPA > European Commission > DG Health and Consumers » Ove d and Feed Safety

ISS u e a n d a p p ro a C h CO m p a ra b | e W I t h General Food Law Animal Nutrition  Labelling & Nutrition  Biotechnology Novel Food Chermical Safety Biological Safety Official controls Food vaste Food improvement agents

: vy
food contact materials o) [@]s)

Food contact materials and articles are regulated by: Introduction

. 1 Framework Requlation EC 1935/2004 - general requirements for all food contact materials EU Legislation
e 4(5)MS: Other MS could consider ===

Leqislation on specific materials - groups of materials and articles listed in the Framework Regulation Scientific Advice

Speeches
3 H H ' = Directives on Individual Substances or groups of substances used in the manufacture of materials and articles intended for food == Press Relzases
oining or use elements conact e sk o
.
Food contact materials [y
= National legislation covering groups of materials and articles for which EU legislation is not yet in place e

Publications

e 4(5)MS work will take years; could be e wwwmn

Harmonising legislation on food contact materials at EU level aims to:

accelerated by EC R

Organisations
Codex
olIe

Safety and migration of food contact materials wTo
Import Conditions

= Remove technical barriers to trade.

Food contact materials must not transfer their components into the foods in unacceptable quantities (migration). Pets and Animal

CPR - test and product standards el

Migration limits for plastic materials:
Agreements
= Overall Migration Limit - 10mg of substances/dm? of the food contact surface for all substances that can migrate from food contact materials to foods; EU - Russiz: SPS

L4 D G - E N TR to re - a Ct I Va te th e p ro Ces = Specific Migration Limit (SML) for individual autherised substances fixed on the basis of a taxicological evaluation. —
a n d E G - C P D W ( re g u | a to rS ) a n d SML is set according to the Acceptable Daily Intake or the Tolerable Daily Intake established by the Scientific Committee on Food. i FepaNR

The limit is set on the assumption that every day throughout lifetime, a person weighing 60kg eats 1kg of food packed in plastics containing the substance in ' mg"‘@,‘gf&é"

S u b g ro u p S the maximum permitted quantity. § rLnrican

More information on food contact materials research and analysis § FvoauDiTs

e DG-ENTR completion by CEN of \ /
supporting test methods under M136 _ ‘ , I TP —
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Common Approach!

« Common Approach: 28 Member
States

« 2 European
Directive/Regulation, 28
national systems is not
efficient

Transnational aspects; clear
benefits harmonisation within

C 1

Better products for sustainable
drinking water supply
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Not all products on market
tested/suitable for use in contact
with drinking water

Special marking?

Question to producers/stores to >
describe how (national)

requirements with respect to
drinking water are fullfilled?

In future: Information with CE-
marking (information in a user
manual)?
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Thank you for your
attention
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