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Preface

This report, The New Approach in setting product standards for safety,
environmental protection and human health: Speakers’ presentations, is one
of two complementary reports published by the Danish Environmental
Protection Agency (DEPA) as follow-up to a 29-30 November 2001
workshop that took place in Copenhagen.

The workshop, sponsored jointly by DEPA and the Danish Ministry of Trade
and Industry, aimed to bring stakeholders together to discuss potential
solutions for various issues with respect to the use of the New Approach in
European legislation. Participants included officials from eleven Member
States as well as representatives from standards-setting organisations, industry
and non-governmental organisations. The workshop was organised around
two central themes:

e Isthe New Approach concept able to ensure high levels of protection for
humankind and the environment?

e Can the standardisation process under the New be a useful element for
stimulating environmental product innovation in an integrated product
policy (IPP)?

The report at hand, available in electronic format only, is part of the DEPA
Arbejdsrapport series. It includes the written contributions of those who made
formal presentations at the workshop, whether as full text, overheads or other
supplementary reading material. These materials are organised in the order of
the workshop agenda, which is also included, along with a list of workshop
participants. A detailed list of background reading for better understanding of
the issues discussed at the workshop is included as an annex.

The second report, The New Approach in setting product standards for
safety, environmental protection and human health: Directions for the future,
has been published as a bound volume in the Miljgnyt series (Miljgnyt No.
66/2002). It provides summaries of the presentations and the subsequent
discussions, and general conclusions on the use of the New Approach for
securing environmental and (long-term) health protection. It also provides
three background papers prepared before the workshop by the consultant
Milieu Ltd explaining inter alia the history of the New Approach, the role of
standardisation in ensuring product safety, and regulatory tools aimed at
achieving environmental innovation. This report can be obtained from
Miljgbutikken in Copenhagen or freely downloaded from DEPA’s web site
(the publication’s database) at www.mst.dk.

The Danish Environmental Protection Agency hopes that the two reports will
contribute to current discussions at European level on the review of the New
Approach, and to the preparation of a White Paper on an Integrated Product
Policy. For further information, contact DEPA, Division for Cleaner
Products.






Forord

Ny Metode til opstilling af produktstandarder for sikkerhed, miljgbeskyttelse
og menneskers sundhed: Oplag er en af to supplerende rapporter, der udgives
af Miljgstyrelsen som en opfelgning pa en workshop, der blev afholdt 29.- 30.
november 2001 i Kgbenhavn.

Workshoppen blev sponsoreret af bade Miljgstyrelsen og Erhvervsministeriet
og skulle samle interessenter til en diskussion om mulige lgsninger pa
forskellige problemer ved anvendelse af den Ny Metode i europaisk
lovgivning. Deltagerne var embedsmand fra 11 medlemsstater og
repraesentanter fra standardiseringsorganisationer, industrien og NGO’er.
Workshoppen havde fokus pa to centrale temaer:

o Kan den Ny Metode sikre hgj beskyttelse af mennesker og miljg?
¢ Kan den Ny Metodes standardiseringsproces anvendes til at stimulere
miljgrigtig produktudvikling i en integreret produktpolitik (IPP)?

Denne rapport, som kun findes i elektronisk form, indgar i Miljastyrelsens
Arbejdsrapport-serie. Den omfatter de skriftlige bidrag fra workshoppens
oplegsholdere, enten som fuld tekst, overheadpraesentation eller yderligere
supplerede materiale. Materialet er systematiseret i overensstemmelse med
workshoppens dagsorden, som ogsa indgar i rapporten sammen med en
deltagerliste. En udfgrlig liste over baggrundslitteratur, der kan give en bedre
forstaelse af de behandlede emner, findes i et bilag til rapporten.

Den anden rapport, Ny Metode til opstilling af produktstandarder for
sikkerhed, miljgbeskyttelse og menneskers sundhed: Vejledning til fremtiden,
er udgivet som et bind i Miljgnyt-serien (Miljgnyt nr. 66/2002). Den
indeholder resumeer af praesentationerne og de efterfglgende diskussioner
sammen med generelle konklusioner om, hvor den Ny Metode skal anvendes
for at sikre miljgmaessig og (pa langt sigt) sundhedsmeessig beskyttelse.
Rapporten indeholder ogsa 3 baggrundsoplag, skrevet inden workshoppen af
konsulentvirksomheden Milieu Ltd. Opleggene beskriver bl.a. den Ny
Metodes historie, standardiseringens rolle i forbindelse med produktsikkerhed
og styringsveerktajer, der stgtter miljgmaessig nyudvikling. Rapporten kan
bestilles hos Miljgbutikken eller hentes under publikationer pa www.mst.dk.

Miljgstyrelsen haber, at de to rapporter vil kunne bidrage til den aktuelle
diskussion pa europeisk niveau om evalueringen af den Ny Metode og til
udferdigelsen af en hvidbog om en integreret produktpolitik. Yderligere
oplysninger kan fas ved henvendelse til Miljgstyrelsen, Kontoret for renere
produkter.






1 Agenda of the Workshop

Thursday 29 November 2001

10:00 Welcome; Purpose of the Workshop
Preben Kristensen, Head of Cleaner Products Division,
Danish Environmental Protection Agency

Session I: The New Approach: Background and issues

Facilitator: Helge Andreasen, Deputy Director General,
Danish Environmental Protection Agency

10:15 The New Approach: History of a success story
Evangelos VVardakas, Director,
European Commission, DG Enterprise G

10:40 Formulating New Approach Directives for Safety,
Environmental Protection and Human Health
Michail Papadoyannakis,
European Commission, DG Enterprise E.1

11:00 Coffee

11:15 Preparing standards for essential requirements by
CEN/CENELEC/ETSI
David Perchard, CEN Consultant on Packaging,
Perchards Consulting

11:30  The challenge of verifying compliance with essential
requirements
Richard Lawson, Deputy Director of Standards and
Technical Regulations, UK Department of Trade and
Industry

11:45 The wider international issues: Interface between

European and international standards-setting
Jacob Holmblad, Vice President, CEN

Session Il: The New Approach: Ensuring a high level of protection for the
environment and human health*

Facilitator: Claus Jensen, Danish Agency for
Trade and Industry

13:15 Experience with the New Approach from an

1
e.g., long term exposures.



environmental point of view
John Hontelez, Secretary General,
European Environmental Bureau (EEB)

13:35 The New Approach: Can it ensure a high level of
protection for the environment and human health?
Helge Andreasen, Deputy Director General, Danish
Environmental Protection Agency

14:00 Panel on experience with the New Approach

Experience with the Toys Directive
Aage Stevns Hillersborg, LEGO

Experience with the Medical Devices Directive
Peter Thompson, CEN consultant on medical devices

Experience from a consumer’s point of view
Franz Fiala, Vice President, ANEC

Standardisation in other forums
Herman Keseter, OECD

Discussion with Panel and Plenary

15:50 Presentation on options for consideration
Christian Fischer, Danish Environmental Protection
Agency

16:00 Breakout sessions

17:30 Reports from Session Il break-out discussions

18:00 End of session

Friday 30 November 2001

Session I11: What is the role of the New Approach in promoting
environmental innovation?

Facilitator: Eckert Meyer-Rutz. German Federal Ministry of the Environment
9:30 The proposed use of the New Approach in

Integrated Product Policy

Otto Linher, European Commission,

DG Environment, A.2
10:00  Panel on environmental innovation

Dynamism in the standardisation process: Guiding

or delaying innovation?

Eva Schmincke, Buro fir Okologische Studien

Eco-labelling, benchmarking, environmental
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product declarations, and other tools for promoting
environmental innovation

Nicola Breier, European Commission,

DG Environment D.3

Management standards versus product standards
Hugues Plissart, CEN Management Centre

Environmental innovation in product design: The
industry point of view
Viktor Sundberg, Electrolux
Innovation in product design: The environmental
point of view
Karola Taschner, European Environmental Bureau
Discussion

11.30  Presentation on options for consideration
Preben Kristensen, Head of Cleaner Products Division
Danish Environmental Protection Agency

11:40 Break-out discussion

14:00  Reports from Session I11 break-out discussions

Session 1V: General Plenary Discussion

Facilitator: Preben Kristensen, Head of Cleaner Products Division, Danish
Environmental Protection Agency

14:30  Rapporteurs’ conclusions from Day | & Day I
15:00  General discussion on conclusions & next steps

15:30 End of workshop
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2 Speaker notes

2.1 The New Approach: background and issues (Session I)
2.1.1 The New Approach: History of a success story.

Evangelos VVardakas, Director, European Commission, DG ENTR. G

[Enis rprise Direoionate: Genenal

New Approach:
History of a success

Evangelos Vardakas
Director
Enterprise Directorate-General

Mew Approach Directives

Structure of the presentation

I - The Mew Approach
2 - Market surverllance
3 - The mternational dunension

4 - Comelusions

The New Approach
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Why a “success story™?

Council Resolution 28-10-19%494%:

o the New Approach created for the completion of the
irebernal markel, which combines the official instriment
aof the Directive with volustarily applied Egropean
staredards, has proved itself and should be further
dappiied, and invites the Conunission fo examinie
sysfematically whetler the New Approach principle can
be applied fo sectors wol vel covered as a means of
imiprenving il simiplifying legislation wherever possible. "

The New Approach 3

Mew Approach Directives

| - The New Approach

Tee New Apprcach ]

Free movement of goods

| Mutual recognition principle:
Article 28 (ex-30) of the Treaty

Case law “Cassis de Dijon™ (120/78)

2 Community legislation (harmomsed)
Article 95 (ex-100A) of the Treaty

U

Directives

The Wew Approach s
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New Approach Directives

31-12-1992 Completion of the Single Market
| 985
White Paper on achieving the single market
(nearly 300 legmslative proposals envisaged)
Council Resolution on A New Approach to
techmeal harmonisation and standards™(7 May )

GRS

Counct] Resoluton on “A Global Approach o
conformity assessment”

TEe Hew Approach

Old Approach

* Detailed technical specifications {or
spectlic products
deadlocks i the Council
need of frequent update to adapt to technical
progress
+ Control of publiec authorities prior to the
placing on the market ol products
need to mtegrate modern techniques used by

enterprises (“quality assurance systems”)

TEe Hew Approach

Guiding Principles of the New Approach

Principles (1)

A Legislative hanmonisation limited to essential
requirements (safety, health, consumer
protection and environmental protection)

A Wanufacturers are free to use any technical
solution provided the product complies with
the essential requirements

A 'When applicd, harmonised European
standards give presumption of conformity

The Mew Approach E
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Guiding Principles of the New Approach

Principles (2}

AChoces offered to manufacturers as to the
conformity assessment procedures to evaluate
the compliance with directives

JO0nly those products complying with directives
can be placed on the EC market and bear the
CE marking

A Member States have the duty to control tha
only complyving products are placed on the
market {market surveillance)

TEe Hew Approach

The results

« First “New Approach™ Directive in 1987
= Since then more than 20 broad areas of products
or 1isks are covered, including;

Machines, Lifls, Pressure equipment,
Fleasure boats

Medical Devices, in vitro diagnostic
equipment

Persanal Profection Equipment, Toys, RTT
aguipment

?ff:; apoiiances, Low Volfage Fquipment,

The Mew Apprich [Ei]

A proof of the success...

Total Numiber of Fatal, l.'lur[r‘r“‘_'- velated aceldents
(imcl High-voltage) in the USA and Germany

1300
1200 e
1100 Fo=d Y,
B PP S RV
200 1!
290 Y
00 e - LUISA
00
g a0 - GEFmany
i 400 .
2 100 ™
3
'."h--l-'i__
00
1 i
- L) b}
a . . . . . . .
1860 1965 1970 1575 1580 1SES 1050 1995 000
Near -
The Mew Apgriach 1
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Elements of the New & Global

Approaches

Concepls
| Essential requirements (ERs)
2. Harmomsed standards
3 Conlormily assessment

4 CE marking

5. Market surveillance

TEe Hew Approach 2

Essential reguirements

» Objectves which are essential 1o guarantee
a high level of protection for the public
interest al 1ssue

* Technology neutral, no techmical solution
prescribed

» Written in such terms to ensure binding
obligations which can be uniformly
enlorced

The Hew Apprsach 13

Harmonised Standards

» Techmeal specilications adopted by the
European Standardisation Bodies (CEN.
CENELEC, ETSI) through a consensus
building process = not delined by public
authorities, but by stakeholders

» One means o comply with the ERs
remain voluntary

The Mew Apsisach 14
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Harmonised Standards (2)

« A mandate is given by the Commission and
once adopted. references to standards are
published in the Official Journal

* Presumption of conformity with the ERs
burden ol the proot lies with public
authorities

+ Safeguard elause mechanism against
standards not fullilling ERs (EC procedure)

TEe Hew Approach 1%

New Approach Directives

18

2 - Market Survedllance

The Mew Approach 15

Market Surveillance

The guarantee of’
+ equal protection for citizens

= level plaving hield for enterprises

Goal: a uniformly high level of enforcement
of Internal Market legislation

The New Appicach 17



. Is a national responsibility

Subsidiarity applies

» Carried out by govermment officials, i the
marketplace : admimistrative co-operation 15
essental

= Few explicit requirements in the Directives, but
implicit requirements m Treaties

The Mew Apprcich

New Approach Directives

3 - The Internatonal Dimension

The New Apgroich

The International Dimension

* European Economic Area

EL - Turkey Customs Union

PECAs under the Europe Agreements
+ Mutual Recognition Agreements (MRAs)
WTOTBT

The Mew Approach

19
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New Approach Directives

4 - Conclusions

The Hew Approach

Goal of European approach:

To complete the Single Market
+ enhancing salety. environmental
Imendhiness and performance of products
ollering a fexible technologv-neutral legal
environment
» reducimg undue burdens for enterprises

_..the resulting successful structures are a
consequence of ths effort.

Tee New Approach

For more imlormation:

w (ruicle to the
il ementation of
directives based on the
New Approgch and the
Cilobal Approach »

(11 languages)

The Mew Approach




2.1.2 Formulating New Approach Directives for Safety, Environmental
Protection and Human Health.

Michail Papadoyannakis, European Commission, DG ENTR. E.1

Eurcpean Commission
Enisrprise Direciorate-Seneml

Michail Papadoyannakis
Linit G3 : Electrical and Mechanical Equipment

Enterprise Directorate-General

Background

« Amsterdam Treaty

» European Councils of Cardift, Helsinka,
Ciotheburg

 Integrated Product Policy (IPP)

Mt b 2001
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EEE related proposals

« Directive on management ol waste rom
EEE based on Article 173

o Separate Directive on the restriction ol
certain hazardous substances in EEE based
on Article 95

+ Product design requirements ol EEE to be
addressed via a New Approach Directive

Mz b 2001

Application of New Approach for

environment |

s Legislators define “essential requirements™

» European Standards Bodies are requested to
develop standards throngh “Mandates™

»  “Harmonised” European standards give a
presumption of conformity, if published in OJ, yet
remain voluntary

« Conforming products are marked

= Member states carry out market survetllance

Mz bes 7001

Application of New Approach for

environment |l

» New Approach s a possible wol for IPP

+ Many useful standards and zuidelines already exast {150,
IEC, CENELEC, and ECMA eco-declaration)

+  Provades incenfive o incorporate enviromnmental dimension
into technical product standards

+  Allews environmental concemns o be integrated without
COMPromising compeliliveness or free circulation

Mzt bar 20
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Standards for the environment

* Environment 15 a lughly polincal domaimn

standardisation should onlv deal with techimcal
solutions

stitutional mechamism s required to handle polincal
queslions

« Involvement of NGO stakeholders
in the standardisation process
in an advisory capacity

+ Cultural change takes nme

Hesien bae 2001

EEE Objective

To farmonise reguirements concerning the design of
electrical and electronic equipment (o ensure the free

movement of these products within the internal market,

atmung o improve ther overall impact on the environment,

and thus providing an efficient use of resources and a high
level of environmental protection compatible wath

sustanable development

Mz b 2001

EEE Features : Scope

Delinition based on vollage requirements anid specilic
PRODCOM List categories
Electric domeastc apphances
OfMice machinery and computers
Electrical machinery and apparatus
Rado, television and commumication equ pment
Medical, precision and optical instrumenis
Garmnes and tovs
+ Components and sub-assemblies are covered

Hesien bae 2001
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EEE Features : Essential Requirements

+ Identify and assess the magnitude of the significant
environmental impacts of the product at each stage of i1s
lifeeyele 1o develop s environmental profile

+ Use this profile to design products 1o ensure a high level of
environmental protection in balance with techmcal and
economic requirements, taking into account key principles

«  Provide information on environmental charactenstics of
the product throwghout its Lifecycle

Hewzm ber T

EEE Features : Conformity assessment

« Conformity assessment
internal design control
envirgnmental assurance system

« Presumption of conformity
harmomsad standards
Ecolabel
EMAS

Commurty Environmental Agreement

Fesdsen baze 2001

EEE Features : Market Surveillance

24

« Co-operation between Member States and with the
Commission will be essential
» Restricnon clause
non-compliant equipment should be made to comply by
the manufacturer
if it becomes necessary 1o protubit or withdraw

equipment from the market, then the Commission wall
become involved in the consultation process

Commission may draw upon technical advice from

independent expens
Mewember 2001



EEE Features : Committee

+ Regulatory role
Adapt scope and the essential requirements to reflect
evolution of technical knowdedge or provide more
detailed specification of the requirements

« Advisory role
Rewview standardisaton mandates and implamentation
155088

Stakeholder participation

Hewzm ber T

EEE Features : Timeframe

« Manv large companies are nearly ready.
small companies will need help
» Suggested 5 yvear transition period

» Review proposed within 5 vears

Moz b 201

EEE Benefits

»  Reduced environmental impact

« Reduced nisk of fragmentation to the Internal Market and
possible barners 1o trade

. [ul{::__{ralmu of environmental a‘u-ip&clric o enlemnses |'Kr|u:1,'
without compromuising competitivensss

«  Development of new standards for the environment
+  Fural concrefe example of 1PP

» Acceleration of ecological solutions, advantaging EL
compefitiveness in global trade

+ Gireater avalability/exchange of environmental
mformation in the public domain

Hesien bae 2001
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EEE : Next Steps

« Text published on web in February 2001
* lmpact assessment study launched

* Prelimimary results in Spring (02

Final EEE drafl ready by end 02

Hewzm ber T

EEE : Website

http://europa.cu.nt/comm/enterprise/elec
tr equipment/eee/index.htm

Mtz bz Z001
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2.1.3 Preparing standards for essential requirements by CEN/CENELEC/ETSI.

David Perchard, CEN Consultant on Packaging, Perchards

The Directive

The Packaging and Packaging Waste Directive (94/62/EC) came into force
on 31 December 1994. It covers all packaging marketed in the EU and all
household, commercial and industrial packaging waste.

The aims of the Directive are to:

harmonise national measures so as to prevent or reduce the impacts of
packaging on the environment of all member states and of third countries,
and to remove obstacles to trade and distortion and restriction of
competition; and to

prevent the production of packaging waste, and reduce the amount of
waste for final disposal through packaging reuse, recycling and other
forms of recovery.

Member states must

take action to reduce the quantity and the harmfulness to the environment
of materials and substances used and in general promote ‘clean’ products
and technology;

ensure other preventive measures are taken, such as ‘collecting and taking
advantage of’ packaging waste prevention initiatives being taken;

set up systems to recover at least 50% of packaging waste and no more
than 65% by July 2001 and to recycle at least 25% and no more than 45%
of packaging materials, with no material recycled at less than 15%;

notify the Commission of measures adopted or to be adopted;

report on progress and set up national databases so implementation can be
monitored;

‘where appropriate’, encourage the use of materials recovered from
recycled packaging waste in the production of new packaging and other
products;

ensure that by January 1998, packaging is allowed on the market only if it
complies with certain ‘essential requirements’, which include minimisation
of packaging weight and volume to the amount needed for safety and
consumer acceptance of the packed product, and suitability for reuse,
material recycling, energy recovery or composting;

limit heavy metals content to 600 ppm by July 1998, 250 ppm by July
1999 and 100 ppm by July 2001;

27



o allow free access to packaging complying with the Directive.

Use of recovery capacity outside a member state counts towards achievement
of that member state's targets, provided this takes place on the basis of
agreements and within EC rules.

Member states may

e encourage reuse systems for packaging ‘which can be reused in an
environmentally sound manner’, provided they do not conflict with the
EC Treaty;

e introduce economic instruments to implement the objectives of the
Directive provided they are in accordance with the principles governing
Community environmental policy;

o set themselves targets higher than 65% recovery, 45% recycling and a
minimum of 15% recycling for each material, but only if they have
appropriate recycling/recovery capacity and provided the measures taken
do not distort the internal market or hinder other member states' ability to
comply with the Directive. However they must pre-notify the
Commission, which must verify that the proposals will not constitute
arbitrary discrimination or a disguised restriction to trade.

Greece, Ireland and Portugal may decide to set lower targets than those
required for the other member states, but must achieve at least 25% recovery
by mid-2001. By the end of 2005 they must however meet the targets laid
down for the other member states to achieve by mid-2001.

The ‘Article 21 Committee’ — a committee of national civil servants, chaired
by a Commission official — was to decide how to deal with any problems in
applying the Directive to particular products or packs; exemptions from the
heavy metal limits (e.g. for recycled materials and materials in closed loops);
and any adaptations to scientific and technical progress needed.

The committee would later examine member states' practical experience in
implementing the targets and the findings of scientific research and evaluation
and fix targets for the second five-year phase, which, it was envisaged, would
be substantially higher than the present targets.

The Commission was to promote new European standards on criteria and
methodologies for packaging LCAs; methods for measuring and verifying the
presence and release into the environment of heavy metals and other
dangerous substances in packaging and packaging waste; criteria for
minimum recycled content in appropriate types of packaging; criteria for
recycling methods; criteria for composting methods and produced compost;
and criteria for the marking of packaging (see section on the Essential
Requirements and the CEN standards).
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The proposed revision

Progress

The Directive requires the Council to set targets for the second five-year
phase (i.e. from 1 July 2001) by the beginning of 2001. To meet this
timetable, the Commission would have needed to publish its proposal early in
2000.

This was indeed DG Environment’s intention, but because of the late
transposition of the Directive into national law and the need to evaluate
experiences and the costs and benefits of potential revised targets, it was
eventually decided to delay. DG Environment explains that the timing of its
proposal is a compromise between the availability of analytical information
and the wish to adopt the new targets as early as possible to give member
states maximum time to make legislation to allow achievement of the targets
by 2006.

DG Environment’s proposal entered Interservice consultation within the
Commission on 5 July but at the time of writing, internal agreement has not
yet been reached. It will be well into 2002 before a revised Directive can be
adopted.

As expected, DG Environment proposes to limit the revision to targets and
definitions. However, the explanatory memorandum says that there are other
important issues which must be addressed ‘in the near future’. One of these
issues related to the standards and the New Approach.

In its proposal, DG Environment commented that the Packaging and
Packaging Waste Directive was the first application of the New Approach to
legislation on the environmental characteristics of products. There had been
intensive debate about the drafting of Article 9 and Annex Il of the present
Directive and about whether the CEN standards should give presumption of
conformity with the Essential Requirements. More analysis and debate was
needed, and this was foreseen for the Communication/White Paper on IPP
and the Thematic Strategy on Recycling. ldeas may also emerge from the
planned Directive on Electrical and Electronic Equipment.

DG Environment’s latest thoughts were set out in a Working document on
aspects related to the Packaging and Packaging Waste Directive to be reviewed
after the current revision proposal, dated 27 August 2001:

“The experience with the existing system of Article 9 and Annex Il of the
Directive and the related standards produced by CEN has shown a number of
difficulties. In particular, the following issues need to be addressed:

There is a need to clarify whether and how the New Approach technique
should continue to be the basis for defining environmental requirements for
packaging. Within the current application of the new Approach, the Essential
Requirements may not be drafted clearly enough to guarantee a harmonised
application throughout the Community. Therefore, it will be necessary to
define whether the current elements of Annex Il should be maintained or
changed. If they are maintained, it will be necessary to define how the various
elements should relate to each other (cf. CEN umbrella standard). There
may also be a need to separate more clearly political issues such as the
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definition of minimum calorific values, weight percentages to be recycled,
rotation number etc, from technical issues and/or ensure a better co-
ordination between the political levels and standardisation. Finally, it needs to
be seen how the current work by CEN can be integrated into a New
Approach framework and/or how the standards the references to which have
not been published can be finalised.

The Commission has understood the wish by member states to move forward
as rapidly as possible with this issue. Due to the fundamental impacts of
potential changes to the current approach, an in-depth debate (on the basis of
options still to be identified) will be necessary. This may also be an important
precedent for other fields of product-related environmental policy. As the
issue of the application of the New Approach technique for environmental
design of products will also be addressed in the White Paper on Integrated
Product Policy (to be adopted end 2001/beginning 2002), it seems
appropriate to build upon the elements that will be identified there.
Nevertheless, preparation work could start in parallel and first thoughts on
concrete options could be laid down in a working document for the next
meeting of the Committee.”

The Essential Requirements

The Packaging and Packaging Waste Directive says that member states must
ensure that by January 1998, packaging is allowed on the market only if it
complies with certain ‘essential requirements’:

e Packaging shall be so manufactured that the packaging volume and weight
be limited to the minimum adequate amount to maintain the necessary
level of safety, hygiene and acceptance for the packed product and for the
consumer.

e Packaging shall be designed, produced and commercialized in such a way
as to permit its reuse or recovery, including recycling, and to minimize its
impact on the environment when packaging waste or residues from
packaging waste management operations are disposed of.

e Packaging shall be so manufactured that the presence of noxious and
other hazardous substances and materials as constituents of the packaging
material or of any of the packaging components is minimized with regard
to their presence in emissions, ash or leachate when packaging or residues
from management operations or packaging waste are incinerated or
landfilled.

Where packaging is claimed to be reusable, the following requirements must be
simultaneously satisfied:

e the physical properties and characteristics of the packaging shall enable a
number of trips or rotations in normally predictable conditions of use,

e possibility of processing the used packaging in order to meet health and
safety requirements for the workforce,
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o fulfil the requirements specific to recoverable packaging when the
packaging is no longer reused and thus becomes waste.

All packaging must be recoverable in one or more of the following ways:

e Packaging recoverable in the form of material recycling: Packaging must be
manufactured in such a way as to enable the recycling of a certain
percentage by weight of the materials, used into the manufacture of
marketable products, in compliance with current standards in the
Community. The establishment of this percentage may vary, depending
on the type of material of which the packaging is composed.

e Packaging recoverable in the form of energy recovery: Packaging waste
processed for the purpose of energy recovery shall have a minimum
inferior calorific value to allow optimization of energy recovery.

e Packaging recoverable in the form of composting: Packaging waste processed
for the purpose of composting shall be of such a biodegradable nature that
it should not hinder the separate collection and the composting process or
activity into which it is introduced.

o Biodegradable packaging: Biodegradable packaging waste shall be of such a
nature that it is capable of undergoing physical, chemical, thermal or
biological decomposition such that most of the finished compost
ultimately decomposes into carbon dioxide, biomass and water.

The Directive also limits the heavy metals content of packaging, to 250 ppm
by July 1999 and 100 ppm by July 2001.

The Commission’s Mandate

The European Commission mandated CEN, the European Committee for
Standardisation, to prepare a set of standards to give effect to the Essential
Requirements. The intention was that their references would be published in
the Official Journal as recognition of their status as ‘harmonised standards’.
Once the references have been published, packaging in compliance with the
harmonised standards would be deemed to be in conformity with the Essential
Requirements, and could not be denied access to any country in the European
Economic Area on grounds of non-conformity with the Directive.

The six principal standards have all been adopted by a large majority and they
are now being published by CEN’s 19 members (the national standards
bodies) as harmonised national standards.

e EN 13427, Packaging — Requirements for the use of European Standards
in the field of packaging and packaging waste (88% of the votes cast were in
favour, with Austria, Denmark and Ireland voting against and Belgium
abstaining);

e EN 13428, Packaging — Requirements specific to manufacturing and
composition — Prevention by source reduction (again, 88% of the votes cast
were in favour, Austria, Denmark and Ireland voted against and Belgium
abstained);

31



o EN 13429, Packaging — Requirements for relevant materials and types of
reusable packaging (86% of the votes cast were in favour, Austria and Spain
voted against and Belgium, Denmark and Portugal abstained);

e EN 13430, Packaging — Requirements for packaging recoverable by
material recycling (92% of the votes cast were in favour, with Denmark and
Ireland against and Belgium abstaining);

e EN 13431, Packaging — Requirements for packaging recoverable in the form of
energy recovery, including specification of minimum interior calorific value
(96% of the votes cast were in favour, with Denmark against and
Switzerland abstaining);

e EN 13432, Requirements for packaging recoverable through composting
and biodegradation — Test scheme and evaluation criteria for the final
acceptance of packaging (all votes cast were in favour, but the Czech
Republic and Greece abstained).

Standards can be adopted when (i) an absolute number of members is in favour and
(ii) at least 71% of the votes cast are affirmative. As in the EU voting system,
national votes are weighted according to the population of the countries concerned.

CEN submitted the complete package of texts to the Commission, with a
request for publication of the references in the Official Journal. Belgium and
Denmark lodged objections, and DG Environment’s Waste Management
Unit issued an appraisal which was highly critical of the standards. The
Article 21 Committee considered the Waste Management Unit’s comments
and held a lengthy question-and-answer session with the CEN Consultant on
Packaging and the Environment on 6 October 2000, and it examined
conformity of the standards with the Essential Requirements at its meeting on
16 January; however the committee remained divided.

The Commission submitted a draft Decision to the Committee on Standards
and Technical Regulations set up under Directive 98/34. The ‘98/34
Committee’ met on 15 March, and was also divided. Very unusually, the
Commission took a vote, and concluded from this that it had sufficient
support to proceed. After a further discussion at the 98/34 Committee on 27
June, Decision 2001/524/EC was adopted by the Commission the following
day.

The Decision records the Commission’s intention to publish only two of the
references to the harmonised CEN standards in the Official Journal:

e EN 13428, the standard on prevention by source reduction (but with a
warning that it does not take adequate account of noxious and hazardous
substances and so does not fully comply with the Essential Requirements
in the Packaging and Packaging Waste Directive); and

e EN 13432, the standard on organic recovery.

Standards whose references have not been published still exist as harmonised
CEN standards, and individual member states are free to accept compliance
with them as evidence of conformity with the Essential Requirements.
However, there is no presumption of conformity, so member states are not
obliged to grant market access to packaged products which meet the
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requirements of these standards. Member states choosing not to recognise the
validity of the CEN standards for this purpose will have to find another way
of testing conformity with the Essential Requirements.

DG Enterprise and DG Environment have drafted a ‘second standardisation
mandate’ to revise the prevention, reuse, material recycling and energy
recovery standards and to incorporate the ‘umbrella standard’ in the new
mandate. The draft has been circulated to the member states for comment
and the Commission submitted a further draft to the 98/34 Committee on 11
October. The Commission hopes that CEN can adopt amended standards as
quickly as possible, but it may take some time to reach a consensus among the
stakeholders.

The CEN approach

In view of the enormous range of packaging types and recovery and disposal
situations which have to be taken into account, CEN Technical Committee
TC261/SC4 on Packaging and the Environment opted for a management
system approach aimed at ensuring a continuous effort to improve the
environmental profile of the packaging placed on the market. To comply with
the standards, packaging designers and specifiers will have to work
methodically through a checklist to ensure that their decisions take account of
the often conflicting social, environmental and economic factors affecting the
choice of packaging, and find a solution that is right for the product, for the
distribution system and for how it will eventually be stored and used.

The texts consist of six principal standards and a series of supporting standards, as
well as reports on heavy metals and other dangerous substances and on avoiding
substances and materials which might present a sustained impediment to recycling.

In addition to the five mandated standards (on prevention, reuse, material
recovery, energy recovery and organic recovery), the CEN experts have
prepared a standard on requirements for the use of European standards in the
field of packaging and packaging waste, the so-called ‘umbrella standard’.
This is the key document which explains how the interlocking mandated
standards and reports are to be used.

The CEN thinking is that by providing practical guidelines on how the Essential
Requirements can be interpreted and implemented, the new standards will ensure
that packaging designers and specifiers keep potential environmental improvements
under continuous scrutiny, as well as giving added value in developing the
European Single Market for packaging and packaged goods.

CEN ‘umbrella standard’ (EN 13427)

The Standard on Requirements for Use of European Standards in the Field of
Packaging and Packaging Waste (the ‘umbrella standard’) guides users
through the texts, indicating which standards are applicable to each type of
pack.

Compliance with the Essential Requirements will involve the supplier in the

detailed consideration of up to five mandated standards and one mandated
report (in two parts) before placing the packaging or packed product on the
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market. They are all potentially capable of reducing the environmental
impact of packaging disposed of as waste but they can be mutually exclusive
in some combinations and circumstances. Thus the ‘umbrella standard’ has
been introduced to establish an overall methodology:

o all packs must be assessed against the standard on prevention (which includes
both source reduction and the methodology for minimising noxious and other
dangerous substances), and with reference to the report on minimisation of
heavy metals;

o where reuse is claimed, packs must be assessed against the standard on reuse;
and

e packs must be assessed against at least one and if appropriate all of the
standards on material recovery, energy recovery, and organic recovery.

Usually a number of components will be brought together to form a functional
unit of packaging and these may in turn be brought together in a complete
packaging system which could comprise primary, secondary and tertiary
packaging:

e Packaging at the component level should be assessed for minimisation of
heavy metals and noxious and hazardous substances;

e Packaging at the level of the functional unit should be assessed for reuse,
material recovery, energy recovery and/or organic recovery (as
appropriate);

e Any complete packaging system should be assessed for prevention by
source reduction.

Having identified the appropriate standards, suppliers must then work through a
series of checklists to ensure that all relevant factors have been taken into account in
the design of the packaging system. For instance in terms of product protection
there may be trade-offs between the primary packaging and the transport packaging
(outer cases and wrappings, pallets etc).

The supplier is to apply the requirements of the selected standards to packaging he
places on the market, so as to ensure that

e the packaging system contains the minimum adequate amount of the
chosen material (EN 13428);

e the packaging components contain less than the maximum permitted
levels of heavy metals and only the minimum amount when used for
functional purposes (CR 13695-1);

¢ the packaging components have been assessed to minimise the presence of
noxious and other hazardous substances (EN 13428 and prCR 13695-2);
and

¢ the functional packaging is reusable if reuse is claimed (EN 13429), and
recoverable by material recycling, recoverable in the form of energy and/or
compostable or biodegradable in accordance with the relevant standards
(EN 13430, 13431 and 13432).
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A summary of the assessment results must be prepared. Records of the
assessments and supporting documents must be retained by the supplier for at
least two years after the relevant packaging has been placed on the market for
the last time. These records must be available for inspection.

The ‘umbrella standard’ recognises that optimisation of the effect of one
procedure may require moderation in the application of others. A significant
element of selecting and applying the standards will be to determine the most
appropriate balance between them for any particular application.

The supplier is recommended to apply these principles as an integral part of
his formal management system, for example by incorporating the procedures
into an existing EN 1SO 9000 / 14000 scheme, so as to improve the
environmental performance of his operation and to provide the opportunity
for continuous improvement.

CEN standard on prevention by source reduction (EN
13428)

‘Prevention by source reduction’ is defined as a ‘process for the achievement
of a minimum adequate weight and/or volume, for identical requirements, of
primary and/or secondary and/or tertiary packaging, when performance and
user acceptability remain unchanged and/or adequate, thereby minimising the
impact on the environment.’

The standard specifies a procedure for assessment of packaging to ensure that the
weight and/or volume of its material content is at the minimum commensurate with
the maintenance of

e functionality throughout the supply and user chain;
e safety and hygiene for both product and user/consumer;
e acceptability of the packed product to the user/consumer.

The substitution of one material for another is not a basis for source
reduction.

The standard is based on a self-assessment approach similar to the approach
in systems standards such as the EN 1SO 9000 and EN 1SO 14000 series. It
could be used by any producer, user or distributor as a methodology for
demonstrating that the minimum amount of weight and/or volume of the
finished packaging has been reached taking into account the relevant
performance criteria.

The basis for complying with the standard is identification of the ‘critical area’
which governs the achievable limit for source reduction. That is to say, if the
packaging is reduced further, it will fail to meet the listed performance criteria:

product protection;

packaging manufacturing process;

packing/filling process;

logistics (including transport, warehousing and handling);
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e product presentation and marketing;
e user/consumer acceptance;

e information;

o safety;

o legislation;

e other issues.

If no critical area is identified, the packaging is not in compliance with the
standard and the potential for (further) source reduction is to be investigated.
If on the other hand tests show that further source reduction will result in an
unacceptable increase in the packaging failure rate, the critical point has
already been reached.

[An ‘unacceptable’ failure rate must be a matter of commercial judgement — it

may be different for a high-value product than a low-value item, and for
products where leakage could endanger people or property — and this
judgement must be shared between the producer, the customer and possibly
the end-user.

The packaging manufacturing or packing/filling process also has to be taken
into account. It may be possible for the producer to reduce his packaging
further, but only by purchasing new machinery. This may not be
economically practicable, and it may not be environmentally desirable for the
existing equipment to be scrapped before it reaches the end of its life.

If the packaging is source reduced to the point where the product is
unacceptable to the consumer, it will not sell, and there is no point producing
it. Consumer acceptability is listed among the Essential Requirements.]

An Annex sets out guidelines on the use of the standard. It can be used in the
assessment of existing packaging or as an aid in the normal dialogue between
supplier and customer in agreeing a specification for new packaging. The
Annex

o describes the different phases of the assessment process;

e reviews the ten specific performance criteria and lists typical requirements
in order to help users of the standard identify the important and decisive
requirements applicable to the packaging under assessment; and

e gives examples of completed assessment checklists and their supporting
reports together with explanatory documents which support the
completion of the checklists.

The company responsible for compliance must prepare a statement of
conformity with the assessment procedures and determination of critical area,
together with supporting documentation, based either on their internal
documentation or on a checklist. In either case all listed performance criteria
must be covered.

The enforcement authorities can verify compliance with the standard by

asking the producer to demonstrate the steps that have been taken to identify
the ‘critical area’. If this cannot be done, the packaging fails the standard.
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The supplier must also be able to demonstrate that only the minimum
adequate amount of any substance dangerous to the environment has been
used in the packaging or packaging component, with a view to minimising its
presence in ash, emissions or leachate from landfills. The methodology for
this is fully explained in the draft CEN report prCR 13695-2 (Packaging —
Requirements for measuring and verifying heavy metals and other dangerous
substances present in packaging, and their release into the environment — Part 2:
Requirements for measuring and verifying dangerous substances present in
packaging and their release into the environment).

The evaluations to be undertaken are as follows:

e Have such substances been intentionally added? If not, or if they are used
but only in concentrations below trace level, minimisation is not
applicable.

e Are any of the substances identified likely to be released into the
environment from ash, emissions or leachate resulting from incineration or
landfilling of the packaging or any packaging component after use? If not,
minimisation is not applicable.

o If any of these substances are likely to be released into the environment,
the supplier must ensure minimisation and document the results of the
procedure.

CEN standard on requirements for relevant materials
and types of reusable packaging (EN 13429)

This standard contains a checklist by which the packer or filler can assess
‘reusability’. If the pack fails any of these three tests, it is deemed unfit for
reuse:

e packer/fillers must intend to reuse the pack for its original purpose (i.e. a
pallet which can be used for grocery products or house bricks is ‘reuse for
the same purpose’; a mustard container intended for a secondary life as a
drinking glass is not ‘reuse for the same purpose’; the refilling with home-
made jam of jars originally containing commercially-made jam is not
‘reuse for the same purpose’);

e it must be possible to clean, wash and/or repair the pack after emptying and
to refill or reload it;

e asystem which supports reuse of the pack must be available. This may be
a ‘closed loop’ system (in which reusable packaging is circulated by a
company or an organised group of companies; an ‘open loop’ system (in
which reusable packaging circulates amongst unspecified companies) or a
‘hybrid” system (in which reusable packaging stays with the end-user and
is replenished by means of one-way packaging which is used as an
auxiliary product to transport the contents to the reusable packaging).

Auxiliary products (e.g. a detergent pouch) are one-way products and are not
covered by this standard, but non-reusable items which support the reusable
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packaging in its function (e.g. labels or closures) are considered part of that
packaging.

CEN standard on material recycling (EN
13430)

The standard covers all forms of packaging and types of packaging material, and all
collection and sorting arrangements and recycling facilities. It formalises a
procedure by which design, production and use of packaging can be checked against
the requirements of various material recycling systems.

Those responsible for placing packaging and/or packaged products on the market
must be able to demonstrate that the procedures defined have been followed in
arriving at the final design of the finished packaging such that a certain percentage
of material can be recycled.

For material recyclability to be claimed, they must

e ensure that packaging design takes account of the recyclability of the
materials from which it is produced;

e control selection of raw materials used in production/ packing/filling
operations and where practicable collection/sorting operations to ensure
that they do not adversely affect recycling processes;

e ensure that the design of packaging makes use of materials or
combinations of materials which are compatible with known and relevant
recycling technologies whilst also recognising the interrelationship of the
various standards supporting Directive 94/62

(The standard recognises that it takes time to develop and expand
processes to recycle new packaging materials and systems, and it says that
provided such development is being demonstrably pursued, it may be
appropriate for such innovative packaging to be classified as recyclable
during this period);

e establish a system to ensure that new developments in relevant recycling
technologies are monitored and recorded and that such records are made
available to the design function; and

e take account of the potential change in releases to the environment that
will result from introducing the used packaging to the recycling process.

The procedure for assessing recyclability criteria is as follows:

Design should ensure that the packaging is compatible with the specifications
of related recycling technologies, enables a certain percentage by weight of
materials to be recycled, and takes into account

e substances or materials liable to create technical problems in the recycling

process (see CR 13688, a CEN report on Requirements for substances and
materials to prevent a sustained impediment to recycling);
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e materials, combinations of materials or designs of packaging liable to
create problems in collecting and sorting before material recycling; and

o the presence of substances or materials liable to have a negative influence
on the quality of the recycled material.

As regards production criteria,

e ensure that any changes in packaging raw material sourcing / manufacture,
conversion and filling can be managed so that they cannot adversely affect
the compatibility of the packaging with the recycling process;

e ensure that materials selected in the design stage as causing no significant
problems for recycling technologies, are not changed during the process so
as to adversely affect compatibility with the specification of the recycling
process (this also applies to changes in other constituents such as
adhesives, inks and coatings and to components such as labels, closures
and other sealing materials).

Utilisation criteria are to

e ensure that the construction is without prejudice to the conformance with
other Essential Requirements, and the requirement that it meets the safety,
hygiene and consumer needs of the packaging;

e ensure that the design of the primary packaging (e.g. its shape, design and
location of the opening, etc) will enable emptying of the packaging so that
the used packaging is compatible with the recycling process;

e ensure that where the packaging comprises more than one material
component which need to be separated to be compatible with the
collection system linked to the recycling process, the packaging is
constructed so that the end-user can carry out the separation under
normal and foreseeable circumstances;

e ensure, as far as practicable, that information has been sought regarding
any particular requirements of the expected and relevant collection and
sorting process and that the design and construction of the packaging takes
these into account. (The standard recognises that this may be
impracticable if the packaging does not have a specific destination, since
there are significant differences in systems available within and between
the member states).

The standard also explains that the CEN report, Packaging — Marking and
material identification system, recommends that any material identification
should be recognisable to its target groups, so as to facilitate clear and
unambiguous identification of the predominant material. Identification of the
predominant material may help the packaging user by indicating a disposal
option, or may facilitate collection and sorting, or the aggregation of materials
into recycling streams. However the nature of some materials is clear without
the need for applied identification, and recognition may also be assisted by
means such as colour or container shape.
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CEN standard on energy recovery (EN 13431)

This standard specifies the requirements for packaging to be considered as
suitable for energy recovery and identifies the necessary procedures for a
supplier placing packaging on the market to claim conformity with these
requirements. The scope is limited to factors under the control of the
supplier.

Packaging claimed to be suitable for energy recovery must be combustible and
capable of providing calorific gain, as determined by the method specified. In
addition,

e packaging composed of over 50% by weight of organic materials (e.g.
wood, cardboard, paper and other organic fibres, starch, plastics) provides
calorific gain and shall be considered recoverable in the form of energy;

e packaging composed of over 50% by weight of inorganic material (e.g.
ceramic, glass, clay, metals) may be declared recoverable in the form of
energy when supported by evidence of the calorific gain;

e thin gauge aluminium foil (up to 50 um thick) shall be considered
recoverable in the form of energy.

Calorific gain is assumed to be fulfilled when the net heat of combustion
exceeds the amount of energy required to raise the temperature of the post-
combustion substances from ambient temperature to the specified final
temperature, without heat entering or leaving the system. The standard
provides a formula for calculating the net calorific value of a packaging
consisting of different constituents.

Compliance assessment by the supplier shall be supported by records,
providing as and when required the following information as a minimum:

e composition by main materials with particular reference to whether it may
be considered organic or inorganic; and

¢ the calorific gain, when appropriate.

CEN standard on organic recovery (EN
13432)

This standard defines the requirements for packaging to be considered as
recoverable through composting and biodegradation.

A pack is deemed organically recoverable when each pack, packaging material
or packaging component fulfils the following criteria:

e they are inherently and ultimately biodegradable as demonstrated in
laboratory tests, and to the criteria and pass levels laid down; and

¢ they disintegrate in a biological waste treatment process to the criteria and
pass levels laid down, without any observable negative effect on the
process; and
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¢ when submitted to a biological waste treatment process, no negative effect
on the quality of the resulting compost is recorded.

Packaging or packaging components intended for the biowaste stream must be
recognisable by the end-user as compostable or biodegradable.

The standard covers the compostability of the packaging itself but does not
address regulations that may exist regarding the compostability of any residual
contents.

The standard is only intended to obtain information on the processing of
packaging in controlled waste treatment plants, and does not take into account
packaging waste which may end up in the environment through littering or
other uncontrolled means.

Each packaging material under investigation must be identified and
characterised prior to testing, including at least

e information on, and identification of, the constituents of the packaging
materials;

e determination of the presence of hazardous substances (e.g. heavy metals);
and

e determination of the organic carbon content, total dry solids and volatile
solids of the packaging material used for biodegradation and disintegration
tests.

Constituents known to be or expected to be harmful to the environment
during the biological treatment process, in excess of the limits laid down, may
not be introduced into packaging or packaging materials intended to be
designated as suitable for organic recovery.

If a packaging material is demonstrated to be organically recoverable in a
particular form, the same packaging material in another form, having a smaller
mass to surface ratio or wall thickness, is also regarded as organically
recoverable. Chemically unmodified packaging materials of natural origin
(e.g. wood, wood fibre, cotton fibre, paper pulp or jute) can be accepted as
biodegradable without testing, but have to be chemically characterised and
must fulfil the criteria for disintegration and compost quality.

The results of each assessment or test undertaken must be recorded on an
assessment checklist and their combined outcome used to determine whether a
packaging material or a pack is biologically treatable and therefore suitable for
organic recovery. The checklist, together with any externally sourced data or
other information needed to support the conclusions reached in the
assessments, must be retained and made available for inspection as required.
The standard includes a recommended format for a conformity assessment
checkilist.

The evaluation criteria laid down include pass levels for Zn, Cu, Ni, Cd, Pb,
Hg, Cr, Mo, Se, As and F. It is assumed that 50% of the original weight of the
packaging or packaging material will remain in compost after biological
treatment together with 100% of the original amount of hazardous substances.

41



CEN report on requirements for measuring
and verifying heavy metals and other
dangerous substances present in packaging,
and their release into the environment (CR
13695-1 and prCR 13691-2)

Part 1 of the report, which deals with the four heavy metals controlled by the
Directive, was published in March 2000. Part 2, which covers other
dangerous substances, will be available shortly.

Part 1 notes that very few examples of the intentional introduction of heavy
metals into packaging and packaging materials have been identified. These
are listed in the report.

Two ways of assessing heavy metals content are possible:

e The preferred method is through calculation (the so-called ‘upstream
approach’). The manufacturer of the packaging component asks the
suppliers of each constituent to provide him with information on its heavy
metals content, and aggregates this information. If the heavy metals
content exceeds the limits — having regard to any derogations — he must
ensure that this is corrected before he issues his statement of conformity.
Similarly, packaging convertors and packer/fillers assemble information
from their suppliers and calculate the total heavy metals content reported.

e If information on the heavy metals content is not available, the statement
of conformity must be based on the results of tests on a representative
sample, carried out by a qualified laboratory.

Part 2 of the report will enable the component and/or packaging manufacturer
to demonstrate that the introduction of substances dangerous to the
environment has been minimised. These substances are those

o classified as dangerous by Directive 67/548/EC and its amendments;
e intentionally introduced for functional purposes;

e present in individual concentrations equal to or above trace level (0.1% by
weight); and

e liable to be released into the environment during incineration or after
landfilling.

Where all four of these conditions apply, the component and/or packaging
manufacturer must ensure and be able to demonstrate that he has added only
the minimum amount of the substance(s) needed for the functional purpose.

The draft report says that there are no general standardised methods for the
systematic measurement of the presence of these substances in ash, emissions
or leachate, so the ‘upstream approach’ is again recommended.
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2.1.4 The challenge of verifying compliance with essential requirements.

Richard Lawson, Deputy Director of Standards and Technical Regulations, UK
Department of Trade and Industry

THE CHALLENGE OF VERIFYING
COMPLIANCE WITH ESSENTIAL
REQUIREMENTS

Richard Lawson, Deputy Director of Standards and Technical Regulations,
Department of Trade and industry

Synopsis of Presentation

The presentation will begin with a brief explanation of the UK’s legislative
traditions in the field of product safety and how it has coped with the
transition to harmonisation on the basis of the New Approach. It will go on to
consider some of the benefits that the New Approach has brought about. It
will give practical examples in the field of Machinery safety together a
reference to our more limited experience in the field of Packaging and
Packaging Waste. It will then try to illustrate how the Essential Requirements
approach can be hampered. It will do this by giving an example of holding
onto a more prescriptive approach while ostensibly doing the opposite. It will
- again briefly — consider the respective roles of product standards and
management standards in current safety-related New Approach legislation. It
will conclude by listing some of the overall benefits we have found with the
New Approach.

STANDARDS & TECHNICAL REGULATIONS DIRECTORATE
/- Verifving compliance with essential \
requirements

» Are products right for EU harmonisation?

UK legislation mainly places duties but

leaves duty-holders to devise the means to

comply

* Successful transition to EU New Approach
in Health and Safety Sector

* Promising start to market surveillance based

on essential requirements in P&PW

\. i
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/— STANDARDS & TECHNICAL REGULATIONS DIRECTORATE \
Benelits from the essential requirements
approach

* Changing legislation itself heightens
awareness of issues

* Three principles of salety integration:
design, saleguarding, warning

* Driving force for mnovatory design

* More focus on health requirements

+ More focus on installing and mamtenance

. B

/- STUNDARDS & TECHNICAL REGULATIONS DIRECTORATE \
Examples of helpful essential health and

safety requirements (EHSRs)

+ EHSE on all round operator visibility -
basis of life-saving market surveillance lor
mobi inery in stone quarries
standard less clear

€ mac

 Two successlul enlorcements ol essential
requirements under P&PW

/— SETANDARDS & TECHNICAL REGULATIONS DIRECTORATE \
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/- STANDARDS & TECHNICAL REGULATIONS DIRECTORATE \

/— ETANDARDS & TECHNICAL REGULATIONS DIRECTORATE \
Essential requirements —

problems

» Lifis Directive EHSR 2.2 to prevent crushing at
top & bottom of shafts mnsists on spatial protection
« Contrary to goals based New Approach EHSRs
» Impedes development of technological solutions
o Industry confusion over roles of ER and standard
= Mitigated by individual member States initiatives
—undermines harmomsation (see
www. dti wov uk/strd Tadmin pdf)

\. ®
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/" STUNDARDS & TECHNICAL REGULATIONS DIRECTORATE \
Product standards or management
standards?

* In“our” sectors — Machinery_ Lifts, LVD,
PPE. Pressure Equipment, EHSEs are
supported by specific product standards e g
Machinery “C” standards

* [SO 9000 an OPTION in several Directives
(in various forms) to demonstrate
conformity

* Good balance of roles

\L i1
/— STANDARDS & TECHNICAL REGULATIONS DIRECTORATE \

Some conclusions

In TBT/ H&S Sector, N.A. based on EHSRs:

+ ellective Tor a wide range ol products

+ stimulates industry, legislators and
regulators o seek design based solutions

+ conlirms standards role in Europe’s
technical infrastructure, competitiveness
and innovation

. ®
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2.1.5 The wider international issues: interface between European and
international standards-setting.

Jacob Holmblad, Vice President, CEN

Workshop on New Approach

Being CEN's vice-president, | note with great pleasure that standardization
along with the New Approach have created success for the internal market in
Europe.

However, the subject | wish to introduce today is "The Interface between
European and International Standards-setting' and not the internal market.
This has become a live issue due to the fact that globalisation has increased
the need to find an international solution on global trade. This solution should
be based on the European success.

Until the mid-eighties standardization was primarily a tool for industry in the
pursuit of achieving rational production and trade. The political relations were
few and the national standardization bodies manifested a great degree of
stability.

The change came around the mid-eighties, and was demonstrated by the
ratification of the New Approach, which was one of the main elements in
creating a new Europe with an internal market. Standards gained a role in
relation to the directives, and by adding this legal dimension a growth
generator for the standardization work had been initiated.

The work behind the establishment of the internal market was now well on its
way. The future challenges are maintenance, the application of the new
approach in new areas, co-regulation and international solutions.

International trade is to become the focus of attention. The philosophy behind
the internal market should be put into a global perspective. The technical
trade barriers throughout the world are to be removed.

The International Standards are ascribed the same role standards had in
Europe before the introduction of the New Approach. In Europe the
importance of standards were more far-reaching. The introduction of the
New Approach launched a brave and far-sighted process within a political
framework. The process itself laid down the responsibility of the parties
involved — them being the manufacturers, the consumers, the authorities or
whom else might be involved — in order to contribute to the creation of the
internal market. There are not many other places in the world where such a
confidence was shown towards the citizens' self-regulation. But it turned out
to be a success, which the Commission wishes to carry on with within the

47



framework of co-regulation. We can be very proud of this process of thought.
I believe it is highly unique and it has caught considerable attention outside of
Europe.

The American central administration has studied the European model for a
while now — and it has been found very appealing. However, the conclusion is
that the USA most likely will use it as a source of inspiration rather than an
actual implementation.

The extent to which standards are used within a legislative framework is
rather unique for Europe. In the rest of the world traditions and codes of
practise in certain sectors are given higher priority. Therefore, it is often seen
that trade-specific de facto standards regulate a certain sector.

Another important difference is that in Europe, it is a requirement to
withdraw national standards for the benefit of a national implementation of
European Standards. This is quite a decisive factor for the existence of the
internal market. Nevertheless, this results in an imbalance in relation with
whom we trade outside of Europe, as existing national standards do not have
to be withdrawn as a result of the approval of ISO- and IEC-standards. If only
we could achieve this, we would have achieved a lot.

The question is whether we can agree on an international model resulting in a
huge global internal market? It won't be easy. In Europe there are 20
somewhat homogeneous countries while there are 150 countries in 1SO,
which are at different stages of development.

One possibility would be to divide the world into regions. And we already
have several of them — Pacific Rim, ACEAN, EU, NAFTA etc. At first the
thought would be to promote trade among countries within the regions and
then afterwards start promoting trade among the regions. But this model
would not work seen in the perspective of creating a larger and more equally
shared wealth among countries.

As mentioned earlier, | do not believe in the popularisation of the European
model. The internal market was born as a political vision. | think that the
global vision will emerge as a wish to simplify and harmonize within the global
market and the source of inspiration could very well be the “world standards”.
There is a need for worldwide-accepted standards. Present examples of
worldwide-accepted standards are 1SO Standard for codes for foreign
exchange currency as well as ISO 9000 and 1SO 14000.

We are witnessing the beginning of a shift towards international focus on
certain areas. One could hope that the increased focus on health, safety,
environment and also soon ethical aspects - which all are terms transcending
barriers — would have an encouraging effect towards an international
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orientation. The value of international standards within these areas would
benefit international society and trade.

Being inspired by the European model one could imagine an umbrella-
standard corresponding to the requirements in the directives. This would
conform to the role of the directives in the internal market. On a regional
level, regional standards could be elaborated and with respect to regional
differences, the standards would fulfil the requirements laid down in the
umbrella-standard.

The umbrella-standard could be an intermediate stage on the journey towards
harmonized international standards. The world of standardization is able to
propose several solutions on an international level, but the chances of going
through with them will to a great extent depend on negotiations in other
international co-operating fora such as WTO.

2.2 The New Approach: ensuring a high level of protection for
environment and human health (Session 1)

2.2.1 Experience with the New Approach from an environmental point of view.

John Hontelez, Secretary General, European Environmental Bureau (EEB)

The New Approach in Setting Product Standards for Safety,
Environmental Protection and Human Health: Directions for the Future
29-30 November 2001, Copenhagen

sponsored by

Danish Ministry of Industry and Trade

Danish Environmental Protection Agency

EXPERIENCE WITH THE NEW APPROACH
- FROM AN ENVIRONMENTAL POINT OF VIEW-

By John Hontelez, Secretary General, European Environmental Bureau

Involvement of the EEB

The European Environmental Bureau consists of 140 member organisations
in 27 countries and with more than 14 million members/direct supporters in
these countries. The EEB works on many different environmental issues with
a European perspective, including standardisation. The work with
standardisation has been part of the EEB’s work for ten years, so far without
any specific financial support, so on a very limited scale. Logically, the focus
has been the impact of standards to the environment.

On the initiative of the EEB, this year, a group of large European
Environmental Organisations and several national organisations, including the
Danish Society for Nature Conservation (DN), founded ECOS, the
European Environmental Citizens Organisation for Standardisation). ECOS
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is to support and develop standardisation work in and for the environmental
movement in the consciousness that standards have a huge impact on
Europe's environment. ECOS has so far no financial support for its work, but
we are waiting for the Commissions answer to an application we sent in
August.

The evolution of environmental policy making

The environmental policy simultaneously exploded and imploded throughout
the 90s. With the explosion the environmental policy decisions are diffused to
new forums. Environmental policy is not determined in the demarcated
national parliamentary process alone but in complex interactions and battles
between private as well as public national, European, and international actors.
These actors include the European Commission, WTO, ISO, CEN,
CENELEC and civil society organisations like the EEB. Ofcourse they also
include very much powerful business organisations, in Brussels more in
particular UNICE.

With the implosion of the environmental policy | mean that environmental
policy processes are narrowed down and are of an increasingly closed nature.
Environmental policy decisions increasingly are being determined as being
technical and transferred to relatively closed forums of experts, such as
technical standardisation working groups in CEN or committees within the
European Commission, often with involvement of the Member State
governments, but not of the European Parliament and with a very imbalanced
involvement of non-governmental players.

The risks of the New Approach

Standards are no longer simply a voluntary option amongst others, but have
become the way to comply with New Approach legislation. From a strictly
legal point of view, such standards may still be regarded voluntary, however in
practice they have become binding. In other words, the New Approach has
transformed technical standards into soft law. This in return may pose a
problem for the legitimacy of the New Approach, as this legitimacy rests on
the voluntary nature of standards. For us the main question then is, whether it
is posing a problem from an environmental point of view. The answer is that
it depends:

The standardisation bodies are private and autonomous organisations, in
which the voluntary effort of industry is the driving force. It was exactly this
voluntary effort which the EU wanted to draw on in the New Approach.
However, industry pursues its own interests - unfortunately - and these
interests are not necessarily those of the EU's citizens or the environmental
movement. Hence it should not be expected that standardisation organisations by
themselves realise the aims of EU’s environmental policy, nor of any national
integrated product policy.

The need for a clear environmental framework

This means that the Commission and the political system have to develop
tools and procedures to ensure that standards indeed have a high
environmental quality, that they support and reinforce EU's environmental
legislation and objectives.

For the general legal basis for such a revision we refer to article 6 of the EU
Treaty, which obliges the EU Institutions to ensure the integration of
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environmental concerns in all policy areas. This article needs to be elaborated
into some much more concrete decisions for the standardisation process.

So our first demand is a framework directive on environmental demands to
products, similar to the product safety-directive. It should lay down a
structural and specified obligation that environmental objectives and
safeguards are part of the essential requirements and that no other essential
requirements can complicate the achievement of such requirements.

Secondly, the requirements of the framework directive should be specified in
each New Approach directive that, but setting concrete environmental
benchmarks for the standards.

e These front end requirements need to be complemented with some
improvements in the standardisation process:

o Firstly, it is necessary that the Commissions develop tools for an ongoing
evaluation of standards to examine if they are living up to the
environmental essential requirements.

e Also effective repeal and sanctioning mechanisms for the political level to
control the standardisation bodies must be established to be able to
address non-compliance.

e Furthermore, New Approach standards should be explicitly recognised or
refused as harmonised standards by the EU Authorities, and a way of
ensuring this would be by having a Unit in DG Environment dealing with
standardisation and the environment horizontally.

e In the standardisation process, participation of organisations defending
environmental interests should be made possible.

e Finally, minority opinions of organisation involved in the standardisation
process but do not agree with the result, should be communicated to the
Commission as part of the report, so that the Commission and Member
States can take account of their arguments.

Our recommendations are not developed without a context — as said, our
experience is limited as so far we do not have been given the means to get
involved on a substantial scale. But we have reason to be concerned, given the
lack of interest for environmental performance we have often seen in the main
European standardisation body. There are a few concrete examples that we
have come across where the environmental performance is clearly
unacceptable.

One example are the standards for heating appliances. These appeared to be
violating national legislation from Austria and Germany with regards to NOX,
CO2 and volatile organic compounds for several appliances up. Acceptance
levels of the standards exceed these national laws with between 100% and
900%. While they may not have violated law in other countries, nor the EU
regulations, it shows clearly that the EU standards are not at all state-of-the-
art or with a particular environmental ambition.

Another example are the standards on construction materials, where we are
concerned in particular about the tolerance towards hazardous substances.

But the case we have been engaged in most is, paradoxically, the standards
developed for the only New Approach Directive with an environmental
origin, the Packaging Directive. Here we clearly see the weakness of the
system:
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e The Directive's does have essential environmental requirements, but they
are formulated in VERY general terms. Furthermore the targets of the
Directive are weak seen from an environmentalist point of view.

e Despite this, the adopted standards still do not fulfil the essential
requirements.

e The minority groups in the standardisation committees didn’t have any
possibility to influence the process. The minority groups were in this case,
not only the environment movement, but also the Danish Government
and the Danish Standards Association.

e On various occasions the Commission showed its strong discontent with
the standards and informed CEN that the draft standards did not comply
with the mandate. CEN didn't change anything!

Currently, there is discussion to rely on CEN to assist in the implementation
of the Electric and Electronic Equipment Directive, in particular to set
standards for management systems. It is essential that the mistakes of the
Packaging Directive won't be repeated.

Attempts to find solutions

The Environmental Help Desk and Environmental guidelines are two
attempts from the standardisation bodies to try to integrate environmental
concerns. Both are instruments developed inside the standardisation system,
and they do not have to live up to the requirements of the European Treaty or
European Institutions, neither do their have the possibility to change the
fundament of the system.

The initiatives of the standardisation bodies can not replace the political
responsibility, and therefore the main focus has to be on changing the method
in a way that raises the political influence on the process and thereby make
politicians and public authorities accountable again.

TO CONCLUDE:

The EEB can not support use of the New Approach in the environmental
field without some major changes. We call on the EU Institutions to ensure
that the New Approach is transformed into a one that safeguards and
promotes environmental interests.
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CEN AT WORK:

HOW THE REQUIREMENTS OF THE
EUROPEAN PACKAGING AND
PACKAGING WASTE DIRECTIVE (94/62)
ARE BYPASSED BY CEN STANDARDS

(September 2000)
A legal analysis for The European Environmental Bureau (EEB)
by Susanna Paleari

EEB Publication 2000/15
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The European Environmental Bureau (EEB)

The EEB is a federation of 135 environmental citizens organisations based in all
EU Member Countries as well as in several other countries and around Europe. It
was established in 1974 to provide a focal point for environmental groups in
Brussels to monitor and respond to the emerging EU environmental policy. It
lobbies to improve and protect the environment of Europe and to enable the citizens
of Europe to play their part in achieving that goal. The EEB is active both at the
EU institutions level and in each Member State.

Environmental organisations throughout the EU play a rich and important role in
protecting and sustaining Europe's environment. We are responsible for representing
public opinion and galvanising support for better environmental protection. We also
deliver a huge amount of environmental protection - whether directly, as managers
of land and buildings, or indirectly, through paid and voluntary work for the
environment of all kinds. We are proud of our work and achievements, and see
ourselves as partners in the search for more sustainable lifestyles and better
environmental policies.

Editor responsible:

John Hontelez

European Environmental Bureau (EEB)
34 Boulevard de Waterloo

B-1000 Brussels

Tel.: +32 2 289 1090

Fax: +32 2 289 1099

e-mail: info@eeb.org
web-site: www.eeb.org

The EEB gratefully acknowledges the financial assistance by the Commission
of the European Communities. The publication reflects the author’s view.
The Commission is not liable for any use that may be made of the
information contained in this publication.

Reproduction of all or part of the publication is encouraged with
acknowledgement of the source.

Copied on recycled chlorine-free paper.
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Foreword

The present paper analyses the implementation of the European Packaging
and Packaging Waste Directive (94/62/EC) through five standards elaborated
by the European Committee for Standardisation (CEN):

e EN 13428 "Requirements on prevention by "source reduction”,

e prEN 13429 "Packaging suitable for reuse”,

e EN 13430 "Requirements on packaging recoverable by material
recycling",
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e EN 13431 "Requirements on packaging recoverable in the form of energy
recovery",

e EN 13432 "Requirements on packaging recoverable through composting
and biodegradation".

It also considers two standards, EN 13193 — on terminology — and the so-
called "umbrella standard" EN 13427, which are frequently mentioned by all
mandated standards, although they were not the subject of a mandate from
the Commission.

This analysis, prepared by Susanna Paleari, of the EEB, concludes that the
standards mentioned are not consistent with the general requirements of the
Directive. Consequently, the mandate conferred by the Commission to CEN
was not properly implemented.

In fact, CEN did not seem to take the legal requirements of the Directive
seriously and chose a different approach. Instead of the expected thresholds
and quantitative criteria, CEN opted for a management system approach,
which, along with the flexible and generic criteria provided for in the
standards, cannot guarantee that packaging to be placed on the market
complies with the essential requirements of the Directive.

Moreover, CEN has consistently ignored and bypassed the critical comments
made by environmental NGOs, (whose involvement in the standardisation
process was clearly required by the Commission mandate), DG Environment
and other participants in this process. The same criticism applies to the
comments on CEN standards drawn up by the Waste Management Unit of
the Directorate-General for the Environment (DG ENV-E.3).

These standards therefore have to be rejected. They should not be granted
official approval by being published in the Official Journal. Official approval
would set a disastrous precedent, with democratically legitimated institutions
conferring a mandate for implementation to a private body, which then
reshapes it according to its personal preferences. This would encourage CEN,
and hence industry, to ignore and bypass environmental legislation and write
out its own in the future. This would raise a question about environmental
governance in Europe: is it governed by politics or by business? The EEB is
convinced that politics should have the last word, even if tasks are assigned to
private bodies.

CEN could have refused to work on the mandate, if it felt it impossible to
implement, instead of which it opted for an independent reinterpretation of its
tasks. By so doing, CEN has gone beyond the terms of reference and hence
beyond its rights.

The failure of CEN to deliver what is required by the Packaging Directive
implies additional tasks for the forthcoming revision of the Directive itself. We
believe that safeguards need to be introduced to avoid a repetition of the CEN
failure, which has caused considerable delay in implementing the Packaging
Directive. A major change of approach in implementing its essential
requirements is therefore needed.

Dr. Christian Hey, EU Policy Director, EEB
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1 A short history: the preparation of the EC Directive 94/62

In 1990, the Directorate General of the Environment elaborated a first
Outline Proposal, in order to draft a Directive addressing all packaging wastes,
which focused on three basic measures:

a) The member countries should ensure that within five years the
amount of packaging waste per head of population did not exceed the EC
average;

b) The member countries should ensure that within five years at least
60% of the packaging waste was recycled and another 30% incinerated
with energy recovery, while not more than 10% should be disposed
untreated;

C) The member countries should ensure within five years that market
packaging met certain standards as to its content of heavy metals and
other dangerous substances.

The first internal draft of the Directive retained the main requirements of the
Outline, adding some auxiliary obligations, but it was rejected by the chefs de
cabinets, a steering body immediately below the colleague of Commissioners.
In the following years three other internal drafts were elaborated, introducing
important changes, even if, during the political decision making process, the
ambitious recycling goals proposed by the Commission were defeated by the
countries with a low standard in the sector. As a consequence, the Council
fixed the requirement to recover to 50% of the packaging waste and the target
to recycling to 25% of the total amount and to only 15% of each material. This
target was further weakened by a temporary exemption for some low standard
countries (Greece, Ireland and Portugal). Here we have to note that the
definition of recovery includes energy recovery and recycling, while recycling
can be defined as the reprocessing in a production process of the waste
materials for the original purposes including organic recycling but excluding
energy recovery.

The Council added to the mentioned minimum goals a cap, limiting recovery
at a maximum of 65% and recycling at 45% of the total amount of packaging
waste, aimed at regulating the faculty of the member states to go beyond the
harmonised standards.

2 The contents of the Directive

The European Packaging and Packaging Waste Directive (94/62/EC),
adopted under Art. 100A of the Treaty, is aimed at preventing or reducing the
environmental impact of packaging, ensuring at the same time the functioning
of the internal market (Art. 1). It applies to all packaging placed on the market
in the Community and all packaging waste, as defined by Art. 3 par. 1 and 2.

The Directive lays down provisions for, “...as first priority, prevention of
packaging waste and, as additional fundamental principles, reuse of
packaging, recycling and other forms of recovering packaging waste and,
hence, reduction of the final disposal of such waste”. In particular the
member states are required to take such measures that could be necessary:

57



to prevent the formation of packaging waste and to promote other preventive
actions; (Art. 4 and 9)

to attain the recovering and recycling targets established by Art. 6, (while
particularly relaxed targets have been decided with reference to Greece,
Ireland and Portugal, because of their specific situation);

to ensure the creation of return, collection and recovery systems (Art. 7);

to limit the presence and the concentration in packaging of noxious and
hazardous substances, including four heavy metals, (cadmium, mercury, lead
and hexavalent chromium), (Art. 11).

Besides, Art. 9 and Annex Il of the Directive set out essential requirements for
packaging standards. The principles underlying the essential requirements are
that:

packaging weight and volume should be minimised to the amount needed for
safety and for acceptance of the packed product;

noxious and other hazardous constituents of packaging should have minimum
impact on the environment when the packaging reaches its end of life;
packaging should be suitable for material recycling, energy recovery or
composting, or for reuse if reuse is claimed.

Member states shall ensure that three years from the date of the entry into
force of the Directive, packaging may be placed on the market only if it
complies with all essential requirements defined by the Directive itself,
including Annex Il (Art. 9).

Art. 15 authorises member states to introduce national economic instruments
(taxes or levies) to achieve the Directive’s objectives, provided any such
instruments are consistent with the Treaty, i.e. provided they do not create
barriers to trade.

3 The Mandate of the Commission to CEN

Although the Directive introduces important requirements, it doesn’t tell how
packaging producers and importers can demonstrate compliance with these
requirements. In other words, it doesn’t say anything about how to design and
specify packaging which will meet these legal obligations. Consequently, the
Commission charged CEN with the following Mandate (M 200 Rev. 3):

The Commission requests CEN to draw up standards for packaging and packaging
waste useful for the application of the Directive, covering all environmental aspects

of all kinds of packaging and packaging materials and reflecting the objectives of the
Directive, i.e. to prevent waste of packaging and to promote reuse of packaging and
recovery, including recycling, of packaging waste.

Apart from this Mandate and some informal experts advices, no other
guidance or constraints were available to CEN because national standards on
the subject were non-existent.

According to this Mandate, three groups of standards are to be developed:
standards intended to give presumption of conformity with the essential
requirements of the Directive (Art 9, Annex II);

standards in support of the environmental objectives of the Directive;
reports on particular areas, including where appropriate proposal for the
elaboration of further standards in such areas.
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In the context of standards permitting presumption of conformity with the
Directive, the following standards are to be prepared:

- (EN 13428) Requirements on prevention by source reduction;

- (prEN 13429) Packaging suitable for reuse;

- (EN 13430) Requirements on packaging recoverable by material recycling;
- (EN 13431) Requirements on packaging recoverable in the form of energy
recovery;

- (EN 13432) Requirements on packaging recoverable through composting
and biodegradation.

All these standards were adopted by CEN in April 2000, except for the one
concerning reuse (prEN 13429), which is currently being prepared for final
vote. Beside these, CEN elaborated two non-mandated standards: the so
called “‘umbrella guidance document” (EN 13427) which is a horizontal
standard that should show the links among the different mandated standards
and the standard concerning terminology (EN13193).

The Mandate requires the preparation of the standards to be carried out in
association with industrial and commercial organisations, particularly in the
field of packaging and waste management; with regulatory bodies; with
representatives of consumers groups and with environmental and scientific
organisations.

4 The organisation of the work on packaging and packaging waste standards
in CEN

Members of the European standards institutes (CEN/CENELEC) are the
respective national standardisation institutes, which are predominantly
constituted from national industry and industry associations, even if in some
countries there are various models for the participation of public interests and
in fewer countries (Germany, France, Denmark and Finland) also for the
occasional or regular participation of environmental groups. Standardisation is
dominated by the principle of territorial representation, according to which,
each national standardisation institute only represents at European level
positions agreed nationally. As a consequence, even if environmental groups
have participated at national level, their voice is filtered at European level by
national consensus. Besides, environmental organisations can participate in
CEN work as observers, but, in this case, they have not the right to vote.

The European Standardisation Committee for Packaging (CEN/TC261),
created in 1990, has the purpose of preparing standards on terminology,
dimensions, capacities, labelling, test methods and functional and
performance requirements related to packaging and loading units. Each
member state can participate in each Technical Committee with a delegation
of three persons, which has one vote and is thus expected to represent
national interests.

The standardisation work is organised in four pillars managed by
Subcommittees (SC’s), even if TC 261 retains full responsibility for the
activity of these SC’s. In particular, SC4 was charged to develop the standards
related to the Packaging and Packaging Waste Directive.

In principle, TC’s shall operate through Working Groups (WG'’s), in order to
prepare the individual standards. WG’s usually consist of people with detailed
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technical knowledge and shall work in consensus. If it is not possible to come
to a consensus, the discussion and the vote shall take place at the SC or at the
TC level. The task of drafting the mandated standards was given to 5 WG’s
dealing with:

WG1: Terminology, symbols and criteria for life cycle analysis of packaging
(three mandated reports);

WG2: Degradability of packaging and packaging materials (five mandated
standards);

WG3: Material recovery (three mandated standards);

WG4: Energy recovery (one mandated standard);

WG6: Prevention (one mandated standard).

The convenors of these groups participate in a WG drafting a non-mandated
umbrella standard, intended as a user’s guide to the set of CEN packaging
standards. A joint WG, comprising members from SC2, SC3 and SC4,
working on requirements for relevant materials and types of reusable
packaging has also been established (one mandated standard).

In April 2000, at the TC level,

EN 13427 and EN 13428 were adopted by a 88% weighted majority with
Austria, Denmark and Ireland voting against and Belgium abstaining;

EN 13430 was adopted by a 92% majority with Denmark and Ireland against
and Belgium abstaining.

EN 13431 was adopted by a 96% majority with Denmark rejecting and
Switzerland abstaining;

EN 13432 was adopted by 100 % of expressed votes, (the Czech Republic
and Greece did not vote).

Besides that, a series of supporting standards were prepared, as well as reports
on “heavy metals and other dangerous substances present in packaging” and
on “requirements for substances and materials to prevent a sustained
impediment to recycling”.

To become harmonised, CEN mandated standards have: 1) to be adopted
through a voting procedure by national standards organisations and 2) to be
published in the Official Journal of the European Communities, the act which
confers on them the status of EU Harmonised Standards. If mandated
standards do not satisfy the basic requirements, the Commission can refuse
publication in the mentioned Journal. However, we have to observe that, in
the past, the usual practise was that all mandated standards were published
without further control. From the moment of their publication, all packaging
that complies with the standards will be deemed to be in conformity with the
essential requirements of the Packaging Directive and will be guaranteed free
circulation throughout the European Union.

5 Analysis of two non-mandated standards: EN 13193, concerning
terminology and EN 13427, the so-called “umbrella standard™

In April 2000, two non-mandated standards were adopted by CEN: EN
13193, concerning terminology, and EN 13427, the so-called “umbrella
standard”. Mandate 200 Rev. 3 neither mandates these standards nor allows
for implicit mandates. All the five mandated standards contain references to
these two non-mandated ones.
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EN 13193 “defines terms used in the field of Packaging and the
Environment” (par. 1 “Scope”), with the aim “to provide a comprehensive
glossary which uses the applicable Directive’s definitions providing when
appropriate additional notes to make these definitions understandable without
reference to other documents”, (“Introduction’). The terms are divided into
three clauses: - clause 3 refers to terms which are specifically related to
packaging and the environment; - clause 4 refers to terms relating to
degradability and — clause 5 refers to terms relating to energy recovery.

EN 13427 “specifies requirements and a procedure by which a person or
organisation responsible for placing packaging or packed product on the
market (the supplier) may combine the application of five (mandated)
packaging standards and one (mandated) CEN report (in two parts)”, (par. 1
“Scope™). In other words, the “umbrella standard” should represent an
instrument in order to co-ordinate the application of the five mandated-
standards.

As we have already said, the non-mandated standards, which are not
published in the Official Journal of the European Communities, cannot be
considered harmonised. Consequently, the references of the mandated
standards to EN 13193 and to EN 13427 prevent them to be considered as
harmonised standards too. An advisable solution to face this problem would
be to delete these non-mandated standards, shifting their contents into the
mandated ones.

Moreover we have to notice that the non-mandated standards are
characterised by some substantial inconsistencies with the Directive 94/62.
With this respect, our comments concern especially the incorrect use of
various terms and expressions by both EN 13193 and EN 13427. In fact the
non-mandated standards do not take into account some terms and
expressions defined by the Directive, replacing them with other ones. As the
latter have not exactly the same meaning of the former, there are concrete
risks of a misunderstanding or of a narrow interpretation of the Directive.
Consequently, in order to avoid all these problems, if the Directive contains
and defines some terms and expressions, the same should be used in the
standards too.

1) EN 13193, as well as EN 13427, defines the “packaging component” as a
“part of packaging that can be separated by hand or by using simple physical
means” (see respectively par. 3.1.1 and par. 3.2). This concept is linked to the
one of “packaging constituent”, defined by EN 13193 par. 3.1.2 as following:
“part from which packaging or its components are made and which cannot be
separated by hand or by using simple physical means”. EN 13427 specifies
that “the smallest part of a packaging considered in this standard is a
component. Usually a number of components will be brought together to
form a functional unit of packaging and these may in turn be brought together
in a complete packaging system which could comprise primary, secondary
and tertiary packaging”. The Directive 94/62 speaks only about “primary,
secondary and tertiary packaging” and doesn’t refer to “packaging
component”, except for Art. 11 which concerns the “Concentration of heavy
metals present in packaging”. Therefore, the latter expression has to be
deleted and the former, that is the only correct and legal one, to be introduced
in the standard.
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2) EN 13193 defines the “used packaging” as “packaging or packaging
component remaining after the removal of the product it contained, protected
or carried” (par. 3.3.3). Also this expression, that we find in all the mandated
standards, is unknown to the Directive 94/62, which instead speaks about
“packaging waste”, that is the only correct and legal term. In particular, we
want to underline that the Directive is going to be undermined by resorting to
the expression “used packaging” for two main reasons:

the calculation of the recycling and recovery rates could be highly
manipulated,;

in most member states the waste is under strict control by law, while used
packaging not, as it is a matter of industrial raw material, (hence out of official
control).

3) EN 13427 in Annex Z speaks about par. 9 and 11 of the Directive 94/62,
instead of using the correct term “Articles”, which should be introduced.

4) EN 13427, contrary to all other standards, (mandated or not), has no
bibliography. It would be of advantage to introduce it.

6 Analysis of the mandated standards intended to give presumption of
conformity with the essential requirements of the Directive

Introduction

The following paragraphs contain an analysis of the “mandated standards
intended to give presumption of conformity with the essential requirements of
the Directive 94/62”. This analysis focuses on the comparison between the
mentioned standards, elaborated by CEN, and the Mandate and the
Directive, prepared within the EC.

Here we want to make some general considerations, which will be then closely
examined. All the standards, (EN 13428, prEN 13429, EN 13430, EN 13431
and EN 13432), are based on a self-assessment system similar to that of
systems standards such as the EN 1SO 9000 and EN ISO 14000 series.
Neither the Directive, nor the Mandate, (which, more in general, speaks about
“assessment”), specifically provide for this kind of approach. However, the
main problem, as far as the implementation of the Mandate and the Directive
is concerned, is related to the character of the standards. In fact, directives are
juridical acts that on the one hand bind to determinate results and, on the
other hand, give freedom to choose the instruments in order to achieve such
results. The self-assessment systems, lined out by CEN standards, are
instruments too generic and too flexible to guarantee that the essential
requirements of the Directive are fulfilled. They are founded on concepts and
expressions often defined in a very evasive way or, sometimes, not defined at
all. Besides, as we have already said, most of these terms are defined by a non-
mandated standard, (EN 13193), as well as the co-ordination and the
application of these standards is specified by a non-mandated standard (EN
13427). As these non-mandated standards will not be published in the Official
Journal of the European Communities, (the act which confers the status of
EU Harmonised Standards), and have not force in law, these references
prevent the mandated-standard to “stand-alone’” and to be considered a
harmonised standard. This result is clearly in contrast with the first aim of the
Directive, that is to ““harmonise national measures” (Art. 1).
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Procedural inconsistencies common to the five mandated standards

The Mandate of the Commission establishes that “The preparation of the
standards shall be carried out in association with industrial and commercial
organisations, particularly in the field of packaging and waste management;
with regulatory bodies; with representatives of consumer groups and with
environmental and scientific organisations™.

This means that the Mandate requires environmental organisations to take
part, (“in association with’), in the standardisation process at European level.
However we have to notice that:

- environmental organisations have participated directly in the
standardisation process via national delegations only in the case of Germany,
thanks to governmental financing;

- environmental organisations have participated directly in the
standardisation process as observers, (i.e. without the right to vote), only for
short periods, because of the lack of funds. In particular, as long as the
standardisation process within CEN is not streamlined, the participation of
the environmental NGO’s will always be difficult. For example, the work on
standard 13430 started in summer 1991, took 10 years to be finished and
brought a result which is really of little use for the implementation of the
Directive 94/62. Hence the real problem is that CEN often wastes time and
money and this situation represents a clear strategy of industrial actors in
order to keep environmental NGO’s away from the standardisation process.

We can conclude that the Mandate hasn’t been fulfilled.

EN 13428 Requirements on the prevention by source reduction
Substantial inconsistencies, lack of provisions, generic provisions and
advisable improvements

1) EN 13428 contains several references to two non mandated-standards, that
is to say to EN 13427 and EN 13193, (see “foreword”, “introduction”,
“scope”, “normative references”, “terms and definition”, “terms and
definitions-supplier”, “requirements-application’). As a hon-mandated
standard is not published in the Official Journal of the European
Communities, (the act which confers the status of EU Harmonised
Standards), and hasn’t force in law, these references prevent EN 13428 to
“stand-alone” and to be considered a harmonised standard. This result is
clearly in contrast with the first aim of the Directive, that is to “harmonise
national measures” (Art. 1).

2) EN 13428 focuses only on source reduction, without containing any
reference to the other wider and more environmentally beneficial meanings of
the term “prevention”, as defined by the Directive 94/62.

This omission is clearly in contrast with the Mandate which, although it
declares that “a standard is necessary to set criteria for the assessment and
measurement of source reduction”, speaks more in general about the
prevention of packaging and packaging waste. In fact it states that: “the
standard containing the requirements regarding prevention shall be in line
with articles 1, 3 par. 4, 4 and 9 and Annex Il par. 1 indents 1, 2 and 3 of the
Directive. Prevention of packaging waste and any impact thereof on the
environment are key objectives of the Directive ...”.
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The Directive 94/62, as we have already told, defines a concept of prevention
that includes measures and actions that do not consist only of source
reduction. Thus, Art. 3 par. 4 states that “prevention shall mean the reduction
of the quantity and of the harmfulness for the environment of: - materials and
substances contained in packaging and packaging waste, - packaging and
packaging waste at production process level and at the marketing, distribution,
utilisation and elimination stages, in particular by developing clean products
and technology”. Art. 4 par. 1 states that “Member States shall ensure that, in
addition to the measures to prevent the formation of packaging waste taken in
accordance with Art. 9, other preventive measures are implemented. Such
other measures may consist of national programmes or similar actions
adopted, if appropriate, in consultation with economic operators, and
designed to collect and take advantage of the many initiatives taken within
Member States as regards prevention. They shall comply with the objectives
of this Directive as defined in Art. 17,

We can conclude that the Mandate and the Directive have not been fulfilled.

3) The Mandate states that “the assessment and measurement is necessary to
put the packaging on the market and to be in accordance with the essential
requirements of the Directive 94/62”.

The standard prepared by CEN reduces the scope of the Mandate as it
provides just for “a procedure for assessment of packaging”, (par. 1), without
any mention of measurement, and, consequently, it cannot assure that
packaging on the market is in accordance with the essential requirements of
the Directive.

4) The definition of “prevention” in Article 3 par. 4 of the Directive 94/62

states that “prevention shall mean the reduction of the quantity and the

harmfulness for the environment of:

- materials and substances contained in packaging and packaging waste,

- packaging and packaging waste at the production process level and at the
marketing, distribution, utilisation and elimination stages, in particular by
developing clean products and technology™.

Besides that, Annex Il point 1 of the Directive, “Requirements specific to the
manufacturing and composition of packaging” states that:

- Packaging shall be so manufactured that the packaging volume and weight
be limited to the minimum adequate amount to maintain the necessary level of
safety, hygiene and acceptance for the packed product and for the consumer.

- Packaging shall be designed, produced and commercialised in such a way
as to permit its reuse or recovery, including recycling and to minimise its
impact on the environment when packaging waste or residues from packaging
waste management operations are disposed of.

- Packaging shall be so manufactured that the presence of noxious and
other hazardous substances and materials as constituents of the packaging
material or of any of the packaging components is minimised with regard to
their presence in emissions, ash or leachate when packaging or residues from
management operations or packaging waste are incinerated or landfilled.

Prevention by source reduction is defined by EN 13428 par. 3.1 as follows:

“process for the achievement of a minimum adequate weight and/or volume
for identical requirements, of primary, secondary and/or tertiary packaging,
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when performance and user acceptability remain unchanged and/or adequate,
thereby minimising the impact on the environment”.

The Directive, (Art. 3 par. 4), refers the word “reduction” to qualitative
(decreasing the harmfulness) and quantitative (diminishing of quantity)
aspects. Instead, there is evidence of the fact that the meaning of “prevention
by source reduction”, as defined by the Directive, has been limited by EN
13428 to a procedure of weight and/or volume reduction, which corresponds
only to the first indent in Annex Il, whereas ignoring the second and the third
indents. In other words, the definition given by EN 13428 doesn’t fully take
into account the Mandate where it states that “the requirements regarding
prevention shall be in line with articles...3 par. 4...and Annex Il 1, indents 1,
2 and 3 of the Directive” and therefore it is at the same time in contrast with
the Directive itself.

We have to notice that in the final version of EN 13428 an Annex dealing
with dangerous substances has been introduced (Annex C), so that it is
difficult to argue that decreasing the harmfulness has been entirely omitted.
However, we have to underline that:

a) This Annex is an inadequate instrument for the assessment of dangerous
substances. In fact, as it is very generic and imprecise, (see in particular n.
6), it makes it impossible to verify if the supplier has used in the packaging
only the minimum adequate amount of any substance dangerous to the
environment.

b) The qualitative meaning of the world “reduction” should be mentioned in
the definition of “prevention by source reduction” (par. 3.1).

5) The standard elaborated by CEN lists (par. 5) some performance criteria
for packaging that basically are of equal importance in comparison with the
environmental one. They are the following:

- product protection;

- packaging manufacturing process;

- packing/filling process;

- logistics (including transport, warehousing and handling);

- product presentation and marketing;

- consumer acceptance;

- information

- safety;

- legislation

- any other relevant issue.

Individuals or organisations placing the packaging on the market shall
establish the priority ranking of the criteria and the eventual evaluation of a
criterion as “critical”. The mentioned standard describes a critical area for
source reduction as a “specific performance criterion, which prevents further
reduction of weight and/or volume of the packaging without endangering
functional performance, safety and user/consumer acceptability” (par. 3.2).
Hence, if a criterion is evaluated as “critical area”, this means that no
reduction of the packaging weight and/or packaging volume is required under
this criterion. As a consequence, emphasis is put on all other functions that
packaging has to comply with and that the environmental side appears as
marginal as to be let to the discretion of the producer.
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This liberty of evaluating and determining (see “other relevant issue’’) the
*“critical area” doesn’t comply with the Directive for two main reasons:

a) It makes these criteria completely subjective, without any possibility of
control by the authorities. In other words, when all performance criteria
are given preference over prevention, there is no way for an enforcement-
authority to prove non-compliance. In conclusion, the performance
criteria of EN 13428 are something totally different from the “necessary
level of safety, hygiene and acceptance for the packed product and for the
consumer” mentioned by the Directive, (Annex Il, point 1, par. 1).

b) It makes it impossible to speak about the creation of harmonised
measures, which represent the first objective of the Directive, (Art. 1). In
fact, according to the Danish EPA, a harmonised standard should contain
precise and unambiguous requirements in order, in first place, to allow the
authorities to have at their disposal objective assessment criteria and,
secondly, in order to be administered in the same way in different
countries.

6) In Annex C.2 of EN 13428 “Determination of the substances to be
minimised”, step 1, we read: “If no substances are intentionally added, or if
any are used but in concentrations below the trace level, conclude the
procedure”. The “trace level” in a harmonised standard should be quantified
or at least specified. In fact, the procedure described in the mentioned Annex
is based on this concept, as, if substances dangerous to the environment are
used in concentrations below the “trace level”, minimisation is not applicable.
Moreover, the fact that the reduction of substances hazardous to the
environment finally depends on the intention of the supplier, (as described by
CR 13695-2), cannot be considered in line with the Directive, which in
general terms calls for the minimisation of the mentioned substances.

7) More in general, the third par. of the introduction of EN 13428 states that
“This European Standard presents a framework for assessment to determine
whether the requirements of this standard have been met. Its approach is
similar to that of systems standards such as the EN 1SO 9000 and EN I1SO
14000 series™.

The Mandate simply asks the creation of criteria for the assessment of source
reduction, without specifying if they could consist of a self-assessment system.
However, we think that the Directive doesn’t line out any self-control system
as flexible as this one, because it guarantees neither the implementation of the
essential requirements of the Directive, nor the harmonisation of the internal
market.

6.4 prEN 13429 Packaging suitable for reuse

Substantial inconsistencies, lack of provisions, generic provisions and
advisable improvements

1) prEN 13429 contains several references to two non mandated-standards,
that is to say to EN 13427 and EN 13193, (see “foreword”, “introduction”,
*scope”, “normative references”, “terms and definition”, “requirements-
application™). As a non-mandated standard is not published in the Official
Journal of the European Communities, (the act which confers the status of
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EU Harmonised Standards), and hasn’t force in law, these references prevent
prEN 13429 to “stand-alone” and to be considered a harmonised standard.
This result is clearly in contrast with the first aim of the Directive, that is to
“harmonise national measures” (Art. 1).

2) This standard (par. 4) contains a checklist by which the packer or the filler
can asses “reusability”. If the pack fails any of these three tests, it is deemed
unfit for reuse:

packerfillers must intend to reuse the pack for its original purpose;

it must be possible to clean, wash and/or repair the pack after emptying and to
refill or reload it;

a system which supports reuse of the pack must be available. This may be a
*“closed loop” system (in which reusable packaging is circulated by a company
or an organised group of companies), an “open loop” system (in which
reusable packaging circulates amongst unspecified companies) or a “hybrid
system” (in which reusable packaging stays with the end-user and is
replenished by means of one-way packaging which is used as an auxiliary
product to transport the contents to the reusable packaging).

The inclusion of the “hybrid system” among the systems in place for reuse
has to be criticised for the following reasons:

1) The standard doesn’t require the reusable packaging to be refilled by the
consumers and doesn’t establish the ratio between the number of refillable
packaging and the one of auxiliary products that can be used, (i.e. detergent
pouches used to refill a container at home). As a consequence, reuse cannot
be guaranteed by such a system and, what is more, it could be carried out with
an excessive use of auxiliary products.

2) The mentioned inclusion doesn’t make clear that the one way packaging
used as auxiliary product is not part of the reuse system. In fact, if we say that:

hybrid system = reusable packaging + one way packaging
and that:
hybrid system = reuse system,
then we have to work out that:
reusable packaging + one way packaging = reuse system.

However we have to notice that, on this point, not only the standard, (see
number 3) but also the Directive 94/62 is ambiguous. In fact, the latter states
that: “reuse shall mean any operation by which packaging has been conceived
and designed to accomplish within its life cycle a minimum number of trips or
rotations, is refilled or reused for the same purpose for which it was
conceived, with or without the support of auxiliary products present on the
market enabling the packaging to be refilled; such reused packaging will
become packaging waste when no longer subject to reuse”. The meaning of
the expression “support of auxiliary product” hasn’t been enough clarified.

3) The meaning of the expression “auxiliary product”, as defined by “terms

and definition” par. 3.10 “auxiliary product” is not clear and could cause
different interpretations, so that it would be better to re-define it.
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4) The Mandate of the Commission states that “the requirements shall take
into account: - requirements to guarantee a minimum number of trips or
rotations under normally predictable conditions of use including test methods
for the demonstration of this”. As these instructions are only partially taken
into account and clarified in the draft standard, this one, firstly, doesn’t fulfil
the Mandate and, secondly, as it cannot be considered as a harmonised
standard, is in contrast with the objectives of the Directive, (Art. 1). In
particular, with reference to “terms and definitions”, par. 3.1 “reuse” and par.
3.2 *“reusable packaging”, it would be useful and more precise to specify how
often a packaging should be reused to be classified as reusable. If this is not
possible at a general level, (that is to say for all reuses systems), at least it
should be possible to elaborate a concept or a procedure in order to analyse
and calculate the number of trips.

5) The procedure drawn by par. 5.1 and the related Annex B (that has only
an informative value) is too much generic and need to be specified, if EN
13429 wants to be considered as a harmonised standard. (see for example the
following passages: “... the packaging can be emptied/unloaded without
significant damage, beyond that which can be viably repaired” or ... any
reconditioning process within its control is managed in a manner that
minimises its impact on the environment™).

6) The third par. of the introduction of EN 13429 states that “This European
Standard presents a framework for assessment to determine whether the
requirements of this standard have been met. Its approach is similar to that of
systems standards such as the EN 1SO 9000 and EN 1SO 14000 series™.

With this respect, we think that the Directive does not line out any self-control
system as flexible as this one, because it guarantees neither the
implementation of the essential requirements of the Directive, nor the
harmonisation of the internal market.

6.5 EN 13430 Requirements on packaging recoverable by material recycling

Substantial inconsistencies, lack of provisions, generic provisions and
advisable improvements

1) EN 13430 contains several references to two non mandated-standards, that
is to say to EN 13427 and EN 13193, (see “foreword”, “introduction”,
*scope”, “normative references”, “terms and definition”, “requirements-
application™). As a non-mandated standard is not published in the Official
Journal of the European Communities, (the act which confers the status of
EU Harmonised Standards), and hasn’t force in law, these references prevent
EN 13430 to “stand-alone” and to be considered a harmonised standard.
This result is clearly in contrast with the first aim of the Directive, that is to
*harmonise national measures” (Art. 1).

2) The Directive Annex Il point 1, indent 3 states that “packaging shall be so
manufactured that the presence of noxious and other hazardous substances
and materials as constituents of the packaging material or of any of the
packaging components is minimised with regard to their presence in
emissions, ash or leachate when packaging or residues from management
operations or packaging waste are incinerated or landfilled”.
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In the same line, the Mandate asks the requirements to take into
consideration:

*“substances or materials that are liable to have a negative influence on the
energy recovery process”;

“materials, combinations of materials or designs of packaging that are liable to
create problems in collecting and sorting before energy recovery”.

These instructions are nowhere taken into account or clarified in the draft
standard. In fact, in EN 13430 we cannot find any identification of
substances, materials or designs that are liable to create problems during
collection, sorting or recycling. Therefore the standard doesn’t fulfil the
Mandate and, besides that, as it cannot be considered as a harmonised
standard, it is in contrast with the objectives of the Directive, (Art. 1).

3) With reference to “Terms and definitions™, par. 3.1 “Empty packaging”,
on the one hand, the standard defines “empty packaging” as follows: “a
packaging is empty if (under normal and foreseeable circumstances) all
product residues that can be removed by the emptier have been removed
using practices commonly employed for that type of packaging”.

On the other hand, the Directive only regulates the recycling of “packaging
waste”, which is defined with reference to the Directive 75/442. It has to be
specified that an “empty packaging”, that is to say a packaging that has been
emptied, is a packaging waste. In the same way, the expression “packaging
after use” (Annex A 4 of the standard) is unknown to the Directive and has to
be substituted with “packaging waste”.

In fact, the Directive is going to be undermined by resorting to these
expressions, as in most member states only waste is under strict control by
law, while empty or used packaging not, as they are a matter of industrial raw
material, (hence out of official control).

4) The definition of “recycling process” given by “Terms and definitions”
par. 3.4, (“physical and chemical process which converts collected and sorted
used packaging and scrap, together in some instances with other material, into
secondary raw material or products™) doesn’t exactly correspond to the
definition of “recycling” given by the Directive Art. 3 par. 7, (“recycling shall
mean the reprocessing in a production process of the waste materials for the
original purposes including organic recycling but excluding energy
recovery”).

5) EN 13430 includes so many examples of unclear words/concepts, which,
on the whole, make it impossible to finally decide when packaging is
recoverable by material recycling. In particular the procedure for assessing
recyclability criteria that are described in Annex A, B and C needs
considerable improvements by way of specification before these are suitable in
order to elaborate or assess recyclability. Thus, for example, what does it
mean that operations shall be controlled to such an extent that the recycling
processes are not negatively affected? (A.2.2). This expression could refer to
the explosion of the recycling plant (safety), to the increase of the amount of
waste resulting from not recyclable packaging (environment), or to the fall in
market price for mixed qualities under the level where a recycling of the
packaging does no longer bring profit and therefore no longer is bought by the
recycling industry (economy). The same considerations have to be made with
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regard to other expressions such as: “ensure that the design of packaging
includes consideration of aspects significant for the recycling of the materials
from which it is produced” (A. 2.1), “ensure that the design of packaging
makes use of materials or combination of materials which are compatible with the
known, relevant and industrially available recycling technologies...” (A. 3.1),
“design the packaging ... so as to ensure that it ... enables a certain percentage
by weight of materials to be recycled ...” (B. 2), “the presence of the amount
of substances or materials that are liable to have a negative influence on the
quality of the recycled material” (B. 2), “ensure that the production
operations ... can be managed such that any changes or deviations cannot
adversely affect the compatibility of the packaging with the specification of the
recycling process” (B. 3.1), “ensure that materials selected in the design stage
as causing no significant problems in recycling technologies...” (B 3.2), “ensure
that the construction is without prejudice to the conformance with other
essential requirements” (B.4.1), “ensure that the design of the primary
packaging ... will enable emptying of the packaging using common practices
as defined in 3.1 such that the used packaging is compatible with the recycling
process” (B 4.2), etc.

We can conclude that the Mandate that asks the standard to “give
presumption of conformity with the essential requirements for packaging
recoverable in the form of material recycling” hasn’t been fulfilled by this
standard.

6) The third par. of the introduction of EN 13429 states that “This European
Standard presents a framework for assessment to determine whether the
requirements of this standard have been met. Its approach is similar to that of
systems standards such as the EN 1SO 9000 and EN ISO 14000 series”.

With this respect, we think that the Directive doesn’t line out any self-control
system as flexible as this one, because it guarantees neither the
implementation of the essential requirements of the Directive, nor the
harmonisation of the internal market.

6.6 EN 13431 Requirements on packaging recoverable in the form of energy
recovery

Substantial inconsistencies, lack of provisions, generic provisions and
advisable improvements

1) EN 13431 contains several references to two non mandated-standards, that
is to say to EN 13427 and EN 13193, (see “foreword”, “introduction”,
*scope”, “normative references”, “terms and definition”, “terms and
definitions-recycling process, -secondary raw material, -supplier”,
“requirements-application”). As a non-mandated standard is not published in
the Official Journal of the European Communities, (the act which confers the
status of EU Harmonised Standards), and hasn’t force in law, these references
prevent EN 13431 to “stand-alone” and to be considered a harmonised
standard. This result is clearly in contrast with the first aim of the Directive,
that is to “harmonise national measures” (Art. 1).

2) The Mandate asks the requirements to take account of:

- “substances or materials that are liable to have a negative influence on the
energy recovery process”;
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- “materials, combinations of materials or designs of packaging that are liable
to create problems in collecting and sorting before energy recovery”.

These instructions are nowhere taken into account or clarified in the draft
standard. In fact, in EN 13431 we cannot find any identification of
substances, materials or designs that are liable to create problems during
collection, sorting or recovery. Therefore the standard doesn’t fulfil the
Mandate and, besides that, as it cannot be considered as a harmonised
standard, it is in contrast with the objectives of the Directive, (Art. 1).

As far as collecting and sorting are concerned, combustible packaging waste,
that can contain bacterial pollution or sporogenics from microbiological
activity, represents a hazard during these prior to energy-recovery phases.
The standard should mention this problem too.

3) It would be important to make a reference to the existing Directive 94/67
EC on the incineration of hazardous waste as well as to Directive 89/369 EC
on the prevention of air pollution from new municipal waste incineration
plants and compliance with the emission limits of these Directives must be
assured (both Directives are going to be replaced by a new one on
incineration of waste that is going to be adopted). In fact, the energy recovery
of packaging waste is acceptable only if the pollutant emissions originated by
this process are not higher than the ones of modern MSW-incinerators with
dust elimination, scrupping and catalyst. This means that the plants have to
apply Best Available Techniques and at least comply with the emission limit
values of the new waste incineration directive.

Besides that, as the emission of acid forming substances, heavy metals and
other hazardous components are only regulated in an environmentally
satisfying way with reference to modern MSW incineration plants, but not
with reference to coal fired or bio-fuel-plants or to cement plants, which use
PDF or RDF as fuel, a precise distinction between the MSW-incineration and
other incineration plants has to be introduced by the standard.

4) Annex Il point 3 of the Directive, “Requirements specific to the
recoverable nature of packaging”, letter b), “Packaging recoverable in the
form of energy recovery” states that “Packaging waste processed for the
purpose of energy recovery shall have a minimum inferior calorific value to
allow optimisation of energy recovery”.

Also the Mandate of the Commission asks for a specification of the minimum
inferior calorific value: “The standard shall contain a specification of the
minimum inferior calorific value”.

The standard specifies the minimum inferior calorific value through the
technical concept of calorific gain (see par. 3, par. 4 and Annex A). In fact, it
establishes that calorific gain is assumed to be fulfilled when the net heat of
combustion exceeds the amount of energy required to adiabatically raise the
temperature of the post-combustion substances from ambient temperature to
the specified final temperature. However, even through the concept of
calorific gain it is desirable to set higher targets for the calorific gain than “>
0”. In fact, we think that energy recovery is useful and makes sense from both
economic and environmental points of view only if the energy obtained by this
process is significantly positive. This result cannot be guaranteed simply
fixing a target for the calorific gain “> 0”.
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Moreover, as for PVC the net energy balance with energy recovery is likely to
be negative (Moller and Jeske 1995, Pohle 1997), the refusal to give a
numerical dimension to the minimum inferior calorific value could lead to
consider PVC recoverable through direct incineration with all the consequent
problems concerning the formation of dioxin and other toxic substances and
their release into the environment. In this regard, the Green Paper on
environmental issues of PVC, adopted by the European Commission on 26"
July 2000, states that: “Upon incineration, PVC waste generates hydrochloric
acid (HCI) in the flue gas, which needs to be neutralised, except when a
special technology is employed where HCI is reused. At the moment, this
specific technology is used only in 5 plants in Germany and 3 plants are in
construction... The potential influence of incineration of PVC waste on the
emissions of dioxins has been at the centre of a major scientific debate since
PVC is currently the largest contributor of chlorine into incinerators... Whilst
at the current levels of chlorine in municipal waste, there does not seem to be
a direct quantitative relationship between chlorine content and dioxin
formation, it is possible that an increase of chlorine content in the waste
stream above a certain threshold could contribute to an increase of the dioxin
formation in incinerators”.

5) The requirement of par. 6.1 of the standard, which states that “packaging
composed of more than 50% (by weight) of organic materials... shall be
considered recoverable in the form of energy”, shall be integrated by a
calculation of the calorific gain by analogy with what is established in par. 6.2.

6) The second par. of the introduction of EN 13431 states that “This
European Standard presents a framework for assessment to determine
whether the requirements of this standard have been met. Its approach is
similar to that of systems standards such as the EN 1SO 9000 and EN 1SO
14000 series™.

With this respect, we think that the Directive does not line out any self-control
system as flexible as this one, because it guarantees neither the
implementation of the essential requirements of the Directive, nor the
harmonisation of the internal market.

6.7 EN 13432 Requirements on packaging recoverable through composting
and biodegradation

Substantial inconsistencies, lack of provisions, generic provisions and
advisable improvements

1) EN 13432 contains several references to two non mandated-standards, that
is to say to EN 13427 and EN 13193, (see “foreword”, “introduction”,
“scope”, “normative references”, “terms and definition”, “requirements-
application™). As a non-mandated standard is not published in the Official
Journal of the European Communities, (the act which confers the status of
EU Harmonised Standards), and hasn’t force in law, these references prevent
EN 13428 to “stand-alone” and to be considered a harmonised standard.
This result is clearly in contrast with the first aim of the Directive, that is to

“harmonise national measures” (Art. 1).

2) The Mandate asks the requirements to take account of:
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*substances or materials that are liable to create problems in the composting
or biodegradation process’;

“materials, combinations of materials or designs of packaging that are liable to
create problems in collecting and sorting before composting or
biodegradation”;

“the presence of substances or materials that are liable to have a negative
influence on the quality of the product from the composting or
biodegradation process”.

These instructions are only partially taken into account by EN 13432 in
Annex A.1.2. Therefore the standard doesn’t fulfil the Mandate and, besides
that, as it cannot be considered as a harmonised standard, it is in contrast with
the objectives of the Directive, (Art. 1).

3) EN 13432 allows three different biodegradation tests to be considered for
determining the biodegradation rate of packaging material, (see par. 6
“laboratory tests on biodegradability’”). These tests are meant to demonstrate
the fundamental biodegradability of a packaging material, as par. 6 states:
“Only biodegradation tests that provide unequivocal information on the
inherent and ultimate biodegradability of a packaging material or its
significant organic constituents shall be used”.

Two of these tests (ISO 14851:0xygen consumption, and 1SO 14852: Sturm
test) do not stimulate composting conditions because the degradation happens
in a liquid medium with mesophilic conditions. In fact, if the packaging
material does not completely biodegrade during the composting process it
should be demonstrated that it eventually degrades in the soil where the
temperature is in the psychrophilic range and the medium is the soil.

As a consequence, EN 13432 fails its objective, that was to demonstrate the
fundamental biodegradability of packaging material, and doesn’t fulfil the
requirements of the Mandate and the Directive, (see in particular Annex 11
point 3 letters ¢) and d)).

4) Annex A par. 2.2 of EN 13432 “Aerobic biodegradation tests” establishes
that “The period of application for the test specified in the test methods shall
be a maximum of 6 months”. Six months for a test on compostability is a
much too long period which is not reflected in common practices and may
present risks of pollutant accumulation in soil. It is suggested that a 90%
biodegradation rate in a time span of two to three months would give better
guarantees as regards complete biodegradability.

5) As far as heavy metals are concerned, the assumption made in the standard
that “50% of the original weight of the packaging or packaging material will
remain in compost after biological treatment” is not contested. However, as
potentially compostable packaging materials, already on the market, have
heavy metal concentrations much lower than foreseen in the standard, the
level of heavy metals in products should be kept as low as possible in order to
prevent their spreading into the environment. Packaging deemed to be
compostable should not impair the quality of the best compost which is
possible to produce. As a consequence, it would be better to lower the heavy
metal concentration indicated by the standard.

6) The third par. of the introduction of EN 13432 states that “The European
Standard presents a framework for assessment to determine whether the
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requirements of this standard have been met. Its approach is similar to that of
systems standards such as the EN 1SO 9000 and EN 1SO 14000 series™.

With this respect, we think that the Directive doesn’t line out any self-control
system as flexible as this one, because it guarantees neither the
implementation of the essential requirements of the Directive, nor the
harmonisation of the internal market.

7 Conclusion

The Commission requested CEN to draw up standards for packaging and
packaging waste, useful for the implementation of Directive 94/62, covering
all environmental aspects for all kinds of packaging and packaging materials
and reflecting the objectives of the Directive itself.

EN 13428, prEN 13429, EN 13430, EN 13431 and EN 13432 (along with
the two non-mandated standards EN 13193 and EN 13427) are the fruit of
CEN work.

As we have already underlined in this paper, some elements of these standards
do not comply with the mandate and the Directive from the legal point of
view. Firstly, at a procedural level, the mandate, which establishes that "the
preparation of the standards shall be carried out in association.... with
representatives of consumer groups and with environmental and scientific
organisations”, has not been fulfilled. Secondly, all the standards show
substantial inconsistencies with the Directive and/or the mandate, even if they
are not all of the same relevance.

Starting with the two non-mandated standards (EN 13193 and EN 13427),
we have to note that they play a central role in the standards system elaborated
by CEN, as the former defines many terms used in these standards and the
latter guarantees a certain co-ordination among them. We focused on a
number of substantial inconsistencies of these standards, such as avoiding
legally defined terminology, but added that their main problem is that they are
not harmonised, so that we suggested their incorporation into the mandated
standards after they have been adjusted to the terminology of the packaging
directive.

As far as the mandated standards are concerned, our major criticism refers to
EN 13428, prEN 13429 and EN 13430 for the following reasons:

a) EN 13428 does not fulfil the mandate as it reduces the scope of the
concept of "prevention”, (speaking only about "source reduction”, not
about clean products), it limits the meaning of the expression "source
reduction" (addressing its definition only to minimisation of weight and
volume, and not to minimisation of noxious and other hazardous
substances), and it lists a number of performance criteria which are so
flexible that the environmental aspect is left to the discretion of the
producer.

b) PrEN 13429 does not fulfil the requirements of the mandate, as it neither
specifies nor determines a method for establishing how often packaging
should be reused in order to be classified as reusable and, besides, as it
includes the "hybrid system" among the systems in place for reuse.
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c¢) EN 13430 uses such imprecise and generic terminology that it makes it
impossible to finally decide when packaging is recoverable by material
recycling

EN 13431 contains some effective packaging requirements, even if it does not
comply with the Directive as it does not take into account the instructions
concerning "substances or materials that are liable to have a negative influence
on the energy recovery process" and "materials, combination of materials or
designs of packaging that are liable to create problems in collecting and
sorting before energy recovery". Moreover, this standard insufficiently
specifies the minimum lower calorific value through too low a demand for
"calorific gain".

Finally, although EN 13432 is not completely consistent with the Directive, it
seems to be of good quality since it states in its final version that the
biodegradation level must reach at least 90%. Some changes should be
introduced, however, especially with regard to the biodegradation maximum
period of 180 days, biodegradation tests and dangerous substances targets.

A common problem for all the standards consists in the fact that they are
based on self-control systems along with a high rate of flexibility and a
terminology that is often vague and imprecise. This situation has two
important consequences: a) it makes CEN standards inadequate instruments
in order to guarantee that the essential requirements of the Directive are
fulfilled; b) it deprives the enforcement authority of the means to prove non-
compliance with the standards and to ensure their respect. As we have already
underlined in this, although the Commission mandate simply asks for the
establishment of assessment criteria, without specifying if they could consist
of a self-assessment system, the systems that emerge from the standards are
not in line with the Directive. It is aimed at fixing requirements and rules to
regulate and curb packaging waste, while the standards side-step this purpose.

We can conclude that the Commission mandate is not fulfilled by the
standards, which therefore should not be published in the Official Journal of
the European Communities.

The failure of CEN to deliver what is required by the Packaging Directive
implies additional tasks for the forthcoming revision of the Directive itself. We
believe that safeguards have to be introduced to avoid a repetition of the CEN
failure, which has caused considerable delay in implementing Directive 94/62.
A major change of approach in implementing its essential requirements is
needed.

Two options have to be discussed: the EEB prefers another institutional
framework for implementing the mandate (e.g. mixed Committee consisting
of Member States and Stakeholders; or an Information Exchange Process
according to the IPPC model or according the model of the air quality
steering group).

A second attempt to co-operate with CEN would require the following major
changes:

1) The mandate should be written out in a much more precise way, clearly

indicating the level of ambition and the criteria to be met, if possible by
numerical indications.
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2) Member States should invest considerably more in order to participate in
the CEN process.

3) The requirement of Mandate 200 to consult environmental and consumer
organisations should be implemented by giving them the means to do so
on a continuous and professional basis both at national and EU levels.

4) Within the Technical Committees of CEN, minority opinions should not
be ignored or bypassed, but require discussion at higher levels.

5) In co-operation with the Art. 21 Committee of the Packaging Directive,
the Commission should decide and assess, if the then revised standards
comply with the mandate.
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2.2.2 The New Approach: can it ensure a high level of protection for the
environment and human health?

Helge Andreasen, Deputy Director General, Danish Environmental Protection
Agency

New Approach workshop in Copenhagen on 29-30 November

The Mew Approach: can it ensure a high level for the environment and
human health?

Helge Andreasen, Deputy Director General, Danish Environmental
Protection Agency

I'm very pleased to have this opportunity to

Cipening talk about the New Approach as a tool both
for harmonisation of product requirements
and for ensuring a high level of protection
in relation to safety, health and environ-
ment.

When the Council Resclution on the Mew
Approach was adopted in 1985 it anly re-
ferred to safety, but at the same time it was
stated that the Mew Approach could also
b= applied to protection of public health,
environment etc. However, in the Resol-
tion itself, reference is only made o safety
on practical and editorial grounds.

Mew Approach in - Inmy presentation, | will try to analyss the
relation to differ- possibilties of applying the Mew Approach
ent spheres of to different areas: Safety, health and envi-
application ronment. Within each area, | will focus on
three key issues. 1. The possibility of es-
tablishing precise, essential requirements.
2. Development of standards based on es-
sential requirements. 3. Demonstration of
compliance with the essential require-
ments.
The possibility of establishing precise es-
sential requirements takes up the central
position in the assessment of the applica-
tion of Mew Approach. The essertial re-
quirements must mest three requirements
in particular. 1. They must provide a high
level of protection. 2. They must be suffi-
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Safety

Establishment of
essential re-

quirements

Conversion of
recuiremeants into
standards

Compliance with
and documenta-
tion of require-
ments

ciently exact to create legally binding obli-
gations. 3. They must be so precise that
they represent a real harmonisation.

The well-developed purpose of the concept
af the "Mew Approach” has bzen to harmo-
nise safety requirements, in other words to
ensure the personal safety of the con-
sumer when using a product.

Generally speaking, safety is a qualitative
parameter and a close link exists between
product, risk and responsibility.

Thus, it is a fairly simple matter to establish
precise substantial requirements for safety,
e.q. to prevent children from being choked
by toys. The exact level of safety may be
hard to determine precisely, but it is of mi-
nor concern, since industry has a direct
interest in ensuring a high level of safety.

The development of the standards based
on the essential requirements is working
well, Industry has a direct interest in naot
b=ing discredited by the individual prod-
uct's safety. Furthemore, industry has a
substantial technical capability and know |-
edge of safety issues.

[
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Health effects

Itis in the interest of the individual compa-
nies to comply with and documert the re-
quirements. If something goes wrong they
will see their own product as a smoking
gun at the scene of crime.

My conclusion as regards safety is that the
Mew Approach is working well as it is pos-
sible to establish precise esserntial re-
quirements for safety, and industry has a
substantial interest in complying with the
requirements.

Praotection of health must also be recog-
nized as a qualitative parameter — and the
requirement will be that the product should
not contribute to any negative healh ef-
fects., But health is much less unambigu-
ous than safety. Health impacts may be
acutely caused by a product, e.q. toxic or
caustic exposure. However, avoiding long-
term effects when using a product, inchd-
ing carcinogenic, mutagenic and reproduc-
tion toxic effects may also be included in
the evaluation of health effects.

Generally, it is technically complicated to
establish precise requirements for health
effects. How can both short-term and long-
term health effects be taken into account?
Comparatively speaking, it is easy to agree
on the fact that a high level of protection
must be obtained. But it is difficult to estab-
lish essential requirements which ensurs a



Establis hment of
essential re-
quirements

high level of protection precisely, unambi-
guously and exhaustively.

The existing essential requirements as de-
scribed in e.q. the Toys Directive are far
from being exhaustive. The essential re-
quiremenrts of the Toys Directive include
eight elements. These requirements estab-
lish the maximum daily exposure of chil-
dren to dangerous substances in toys |
These limit values have been calculated as
a percentage of the children's allowed total
exposure to the elements. Thus, a political
choice has been made as to which extent
the exposure to the element may originate
from toys

Mo specific essential requirements have
been specified in the Toys Directive re-
garding all other elements and chemical
substances, even though many of these
substances could be very relevant, e.g.
nickel and solvents. Indeed, it would also
be relevant to state the quantity of the total
exposure from e.q. nickel that was allowed
to originate from toys. This is considered a
major shortcoming in the Toys Directive.

In case limit values for all relevant chemi-
cal substances were to be established to
rectify this situation, the annex would be so
extensive that it would be impractical to
establish and maintain.
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Conversion of
requirsmeants into
standards

But could we nat just draft criteria for the
principles to establish limit values for the
individual substances? [In my experience,
an issue as simple as rules on classifica-
tion of chemicals in the 8" revision of Di-
rective (E7/548) has shown us that this will
not be precise enough to secure hammaoni-
sation. The criteria document on classifica-
tion is rather exhaustive,

We also know that the precautionary prin-
ciple may have to b= applied to some types
of substances (e.qg. phthalates), and in ac-
cordance with the Treaty of Mice this must
b= made at a political level and not in the
standardisation committees.

My conclusion is therefore that, in practics,
it iz not possible to establish exhaustive
essential requirements for safeguarding
the consumers especially against chronic
damage caused by chemical substances.

As regards the development of standards
based on the requirements within the
health area, it will only b= possible if the
essential requirements are exhaustive and
described precisely. Experience gainad
from the drafting of a standard for organic
chemicals in toys has demonstrated that
industry has not shown adequate profes-
sional expertise/interest in the health arsa.



Compliance and
documentation

Environmental
impact

Political pri-
oritisation

Drafting of
essential re-
quirements

The toy industry has not had the necessary
knowledge of the fact that certain chemical
substances may migrate from their prod-
ucts, or knowledge of what substances
they use in their products, This applies to
flame retardants, for instance.

Despite this fact, the standard has not
been changed for many vears.

Compliance with and documentation of re-
quiremenrts ars limited by the fact that the
incitement of industry is non-existent. It is
impossible to demonstrate a connection
between a product and a chronic damaage
ocourring & — 20 years later.

The environmental impact caused by a
product is a multidimensional parameter,
What should be pricritised? The environ-
mental impacts on water, air or soil?
Should the lozal, regional or global impact
be prioritised? Should focus be on produc-
tion resources consumption or environ-
mental impact from waste handling? This
means that the linkage betwesen the con-
crete product and the environmental risk is
far less unambiguous.

The assessment of the environmental risk

is therefore also a question of political pri-
oritisation.

As regards the essential requirements inthe

safety and health area, the requirement will be

that a product is safe and doss not involve a
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health rigk. But of course, it is absurd to de-
mand that the environmental impact of a prod-
uct is zero, Thus, the essential requirements
laid down in a directive regulating the environ-
mental impact must include quantitative re-
quirements. For certain products, this may be
laid down as a maximum requirement.

However, such an approach is as a general
approach not recommendable. The wording of
the requirement of the Packaging Directive is
‘as low as possible”. s this as low as techni-
cally possible, and for whom and when? Expe-
rience shows that products cause less envi-
ronmental impact due to the technological de-
velopment,

The conclusion is that a requirement worded
‘as low as possible”™ will be a relative require-
ment determined by the one who assesses,
and will be based on a known technology. This
cannot b= an applicable tool to harmonise
product requirements.

Ancther characteristic feature of environmental
requirements is that thers will always be differ-
ent ways of producing a product meant to
solve the same problem. Thus, during the con-
atruction phase it will be possible fo reduce
one type of environmental impact at the ex-
pense of another.

In any circumstances, the drafting of the es-
sential requirements therefore include how
certain types of environmental impacts are to
be measured and weighed against each other.



Packaging
Directive

This emphasis is solely a political decision.

In case itis not possible to establish precise,
emphasizad pricritisation and requirements,
the whole concept of the Mew Approach will fall
on the floor. If the New Approach is to be ap-
plied to the environmental fizld huge efforts are
required to value and describe the essential
requirements precisely. In this connection, it is
important to remember that the emphasized
pricritisation may change in step with the tech-
nological develbpment.

The Packaging Directive, which specifically
establishes requirements for environmental
protection, is the only Mew Approach Directive
to be adopted so far. The essential require-
ments of the Directive have not contributed to
reducing the environmental impact from pack-
aging. The basic problem is that the essential
recuirements laid down in the Directive are
formulated in a vague and imprecise manner.
Those who have followed this lecturs will know
why!!!

But it is interesting that the Council and the
Commission realised that the essential re-
quirements were imprecise when the Directive
was adopted in 1994, In the statement of the
reasons for the Common Position on 4 March
1994, the Council declares: *The Council found
that most of the essential requirements to be
laid down for the manufacture and composition
of packaging could be only very general at this
stage, when there were very few standards
and criteria and very little practical experience
available for most kinds of packa ging.”

This is dirsctly in contradiction with the re-
quirements to the essential requirements in a
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Elzctronics
Directive

Mew Approach directive. One of the main prin-
ciples is that the essential requirements have
to be worded precisely.

This statement was given 9 years after it was
stated in the Council Resolution that the Mew
Approach was also applicable to environmental
aspects.

In 2000, the Commission submitted a proposal
for an EEE Directive on electric and electronic
products. The Commission proposal tried to
solve the problem with on the one hand many
different product types having to comply with
the same environmental requirements, and on
the ather hand environmental requirements to
the products having to be precise and unambi-
gquous. The Commission proposes that the
products have to go through the same proce-
dure in order comply with the Directive. For in-
stance it is proposed to apply the EMAS
scheme in connection with product devela p-
ment. The Directive is proposed as a harmoni-
sation Directive. The draft Directive will indeed
harmonise the procedure, but as described
above it will not hamonise the requirements to
the environmental impact from EE products.

In my opinion, the current proposal does not
have a future — but some of the ideas inherent
in the proposal may b= useful as a basis for
further work in this area.

During the work on developing an IPP strateqy,
tools like ecolabslling, EMAS and gresn pro-
curement have been brought forward.

An additional tool which could ensure that the



Concleion

10
producer assesses and documents his prod-
uct's environmental performance sesms inter-
esting for two reasons.

Firstly, it would ensure that the producer car-
ries out the assessment — and thus implements
improvemeants to the best of his ability.

Secondly, it would provide private and public
procurement with a resl option of assessing
the environmental performance of the product
before purchase.

During the 80's, the whole concept of the Mew
Approach was developed inrelation to safety
requirements. The 1985 Council Decision
mentions in a footnote that the principle can be
applied in the environmental field. However, i
has never been analysed whether the Mew
Approach is suited to include environmental
requirements.

The application of the Mew Approach Direc-
tives in the environmental and health fislds is
not a realistic possibility. Orafting exhaustive
descriptions of the essential requirements will
be so comprehensive that it will prove much
less demanding to regulate the environmental
requirements through traditional reguilation.
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The tests that have now besn carried out, ap-
plying the Mew Approach within the environ-
mental and health fields, have far from lived up
to being a real New Approach Directive,

Therefore, the New Approach has proved to be
difficult in these areas and has not ensured
harmonisation. It would b= quite interesting to
make a cost-benefit analysis of the costs of
achieving the minimum environmeantal im-
provement by applying .g. the packaging
standards.

Mew Approach Directives are not well suited to
ensure a high level of environmental and
health protection. The New Approach cannot

act as a substitute for environmental directives.

These directives ensure the level of protection

withinthe environmental and health areas in
the ELI

[t may be sensible to introduce environmental
management system requirements for prod-
ucts marketed in the ELI. This may increase
the environmental conscience of the individual
companies. However, this requirement must be
a genaral requirement. Mot a requirement
which via the New Approach is used o allow
all products to be marketed in the EL, no mat-
ter their environmental impact.

There is a demand on instruments to ensure
further development on IPP. Standardisation is
an interesting and perhaps unavoidable in-
strument. Denmark will be open to discuss
ideas based on some instrumeants in the draft
EEE Directive as | explained before.

We sea large problems in using the Mew Ap-
proach covering environmeantal impacts from
products. But we also see large possibilities in
using some of the principles from the New Ap-
proach. | have outlined these ideas above.

| foresee a fruitful discussion on how we can
move on in developing an PP, using the best
from the Mew Approach.

Thank you for your attention.
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2.2.3 Panel on experience with the New Approach

2.2.3.1 Experience with the New Approach: the Toys Directive.
Aage Stevns Hillersborg, LEGO

The New Approach — Experiences within the
Toy Safety Directive

Aage S. Hillersborg, Director, LEGO Company & Chairman, CEN TC 52
Toy Safety

The New Approach has been a proven success within the directive on toy
safety. The directive was approved in 1998 and is supported by a number of
harmonised CEN and CENELEC standards. Every year, thousands of new
toys are brought on the European market, almost all of them based on the
harmonised standards and only very few are approved via EC type
examination.

The standardisation process and products have been dynamic. Revision of the
standards and implementation of amendments have been executed as new
products and knowledge has been introduced.

Benefits

A number of benefits have been identified

The legislation has been simplified, as the directive in itself concentrates on
the essential requirements. This gives increased flexibility in developing
solutions and setting up the technical details to meet the requirements.
Accordingly, the New Approach opens up for innovation and continuous
improvements.

Expertise and practical experience have been available as all stakeholders have
been given access to the work

Involvement of the best expertise in Europe is possible and achievable.

The decision process is based on consensus and all stakeholder experts have
equal right to express their opinion.

Active involvement in the standards development process ensures practical
use of the finished standards. Within the toy area, thousands of different
products are every year designed and manufactured according to the
harmonised standards. The ration of non-complying products identified by
market surveillance authorities is in the level of parts per million (ppm).
The standards developed are per se relevant and needed from the market as
they are based on justifications from the stakeholders.

Obstacles

Standardisation as such is not always easy and standardisation in relation to

mandates under New Approach directives has special obstacles.

- The mandates may not reflect entirely the real work as the final scope may
be expanded due to inputs from the participants in the standardisation
groups.
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The financial support from the Commission does not reflect the total
work and is often insufficient.

The financial support of the Commission is given at European level, but
the standardization work at national level is widely covered by the
stakeholders, especially the industry. For product specific standards, it is
normally possible to find interested companies, but for general issues —
like environmental aspects — it proves difficult to ensure wide
participation.

Single events — incidents — tend to call for initiation of standardisation,
although a robust background is missing. This may lead to inefficiency
and it may also be difficult to keep the standards away from a too specific
product orientation.

The open and transparent process of standardisation with encouragement
of involving all experts should guarantee the quality of the products and
accordingly make the publication in the Official Journal a formality.
However, this is mechanism has not functioned perfectly in all cases.

The input from some national members within the standardisation
process differs from time to another from the opinion expressed by the
same Member States officials.

Integration of product related environmental aspects are traditionally
addressed to a minor extent only as the focus is on the immediate safety
for the user. This is in line with the normal drafting of mandates, but
expectations from participants may go further than the mandate.

Future challenges

The standardisation process under the New Approach is a continuously
developing process and new fields have to be investigated.

It should be possible to move from the traditionally product based focus to
a more generic approach e.g. specifying management procedures and
tools to be used in assessing and ensuring compliance with essential
requirements.

The width of the expectations for standardisation under New Approach
mandates must be clear. If environmental aspects are to be addressed it
must be defined within the mandates — toy safety has traditionally
originated from the immediate safety of the individual user, and neither
addressed long term effects of the compounds nor the environmental
effects of the manufacturing process.

Enforcing standards with process orientated aspects — environmental,
social etc. — becomes difficult and may be difficult to perform equally for
European manufactures and importers from e.g. the Far East

A truly international — beyond Europe — perspective must be applied. This
will require improved relations between the European standards bodies
(CEN, CENELEC) and the international organisations (1SO, IEC). More
importantly, it will require an acceptance of that the levelling of
requirement may lower the level in some regions whilst elevating in other
regions — with a global improvement.

Addressing environmental aspects along with safety and health aspects has
immanent conflicts. If the standardisation bodies are to work within this
context, clear political directions must be given on beforehand if
standardisation is to remain a technical process.

Conclusion

Toy safety was the first area to be regulated via the New Approach. It has
over more than a decade proved to be an efficient and dynamic legislative
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means. The changing focus with increasing demand for the integration of new
elements — like environmental aspects — sets challenges for the future
development to be met by legislators as well as standardisers. The concept —
the New Approach —is deemed still to be appropriate for this.

Aage S. Hillersborg
LEGO Company
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2.2.3.2 Experience with the Medical Devices Directive.
Peter Thompson, CEN

Madical Device: R
Claggitication {Annax 1X):
Complated/Chacked by:
Date A
Lot 5 sy miorse s ot pam. o vy Tl

PR i 1,30 3 B 1083
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W4

Standsrd

Raquilrarnant
Glawsals

Test Clause's

Comments

Chasge

GEMERAL REGUIREMENTS

Thia dewice misst ba designed and manofactirad in such & way that, when used under
the congitions and for the purposes intended, they will not compremise tha clinical
condition or the safety of patients, or the safety and health of users or, whare
applicable, other persoms, provided that any feke which mey ba sesaclated with thair
s cnnstitile ancapiahla ik wilwn waiiseel againet tha hanafits to tha patiant and
are cormpatibba with a high leval of protectan of health and safety.

The solutions sdopted by the manufactwar for tha dasign and construation of tha
davicas must conformy to safety principlas, taking account of the generally
acknowiadged state of the art.

In salecting the most appropriate solutions, the menufacturer must spply tha following
principlas in tha following ordar:

aEminate of reduce rigzks az far as possibde (nbecently safa dasign and
construction)

- whare appropriate take adequate protection mpasuras inchuding alarms if
necasgary, in relation to risks that cannot be elminated,
inform wsers of the residual risks dws to any shodtcomings of the protection
mathods adopted.

Tha dewices must achiswe the performance intended by the menufaciuies and ba
designed, mamnufactured and packaged in such a way that they are suitabia for ona or
mara of tha funcilons ratamad to in Artick 1{2) (ah as specified by the manufsctuner:.

Tisa charactaristics and parformances refemed to in sections 1, 2 and 3 must mot be
advarsely affactad to such a degres that the clinical condition and safety of the patients
and, whara applicatda, of other pereons are compromised during the Blatme of the
devica s Indicatad by the manufacturer, when tha davies is subjpcted to the strosses
which eon seeur durisy peomsl conditioan ol use,

The devices mast ba designed, manarfacturaed and packed in such a way that their
characteristics and parformances during thair intended wse will not ba advarsaly
alfectad during transport and storage taking account of the instructions and infonmation
pravidad by the manufacturer.

Any undesirablia slde effects mast copstitute an acceptable risk when weighed against
the performances intended,
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Ezsantial Paguiieinant

Standard

Raguirement
Clavsels

Teast Clautals

Carmants

RECUIBEMENT S REGARDING DESIGN AND COMNSERUCTION
Chemical, physical and biological propertias

Thia devices must be daesigesad and manafaciured in swuch a way as to guarantes the
charactaristics and pearfermances raferrad o in Section | on the "Genaral raquisarants”,
Particular attantion must be paid to:
tie chnice of materals used, particularly . as regards towicity and. whare
appropdiate flemmabilivy;
- the compatibility betwsan the matarists usad and biolegical tissues, calls el
bady fluids, taking account of tha intended purposa of tha devios;

F.2

Tha davicas maust ba designed, menufacturad and packed In such & way a& to minimize
tha risk posed by contaminonts and residues to the parsons invotved in the transport,
storage and use of the dovioes and to the patients, taking account of the intended
purpose of the product. Particadar attention must ba pald 1o tha tissues akpoiad and
thed duration and frequency of the axposans

The devices must e designed and manufactred in such a way that thay can be ueed
safely with the matenals, svhstances and gases with which they enter into contact
during norrmal use or during routine procodunes; i the devices are intendad 1o !
administer medichal products they most be designed and manufactuced & such a way
as o be compatibla with tha medicnal products N CRTEd aocording o tha provisdons
and restrictions governing those products and that their parfermance s maintained
accordance with the ntended use.

Whers a dnvice Incorporates, as an integral part, @ substance which, if usad separataly,
may e considersd o bs a madicinal product ax dafined in Articls 1 of Directive
BEESEEC and which ks liable to act upon the bady with action ancllary to that of tha
davice, the safeby, guality and usefulness of the substanca must b vedified, taking
account of the intendesd purpose of the device, by analogy with tha appropriste
mathode epocified in Directive 78/318/EEC.

1.5

The dewices must be designad anvd manufactured in such a way az to reduce to a
minifoum e risks posed by substances lsaking from tha davice,

7.8

Tha devioas must be dasigned and manufactured in such 8 way as to reduce as much
as possible, risks posed by the unintentional mgress of substances into the device
taking inte account the device and the noture of the environment in which it s intended
0 e usad

Infection and microbdal contamination

The davicas and ther manufachuring processes st be deslgned In such & way as to
alimmate or reduca as far as is possibde the nsk of infection to the pathnt, user and
third partias. the design must afiow easy handling and, whers neoessary, minimize
contamination of the devica by the patlent or vice warsa during use,
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Essential Reguiremesnt

B.2

Tisgwas of animal orlgin must orlginate from animals that have haen subjected o
watarinary controls and surseilance adapted to the ntended use of the tissues.

Motified Bodies shall retain information on the geographicat ogin of the animals,

Procassing, praservation, testing and handing of tissues, colls and substances of
animad origin maest be carred out so @5 to provide optimal security. In pardicuar safaly
WITR regatd 1o Wirueas and ather ranefsrratia AJsnee must ba stdreesad by
Enplemantation of walidated methoeds of afiminaton or viral inactivation in the coursa of
the rmanulaclioming procass,

LB

Standard

Aegquirsment
Clauea's

Test Clausa's

Commenis

Chaige

a.3

Devices deliverad in a sterile stata must ba dasignad, manufactured and packed in a
non-ieusable pack andior aceording to appropriate procedures to ensure they ane sterils
winan placed on tha markst and rarmain sterls, under the eTorage snd Trameport
conditions kaid down, until the protective packaging s damaged or opaned

B4

Dvices delivered in 2 stedde state must have been manufactured and sterlisad by an
appropriate, vafidated mathod,

a6

Davices ntendsd 10 be star@sed must be manufactured in appropriately controlled ie.g.
snwironrmwnlall coaditsons.

&.6

Fackaging sysmms for non-sterie devices must keap the product withowt deterioration
in tha leval of clesnliness stipidatad and, if the devices are to be stesiized prior to wss,
minimése the risk of microbial contamination. The packaging sysieEm must be suitabia
taking account of the mathod of sterilisation indicated by e mannulactanasn,

8.7

The packaging andfor label of the device must distingulsh batween identical or similar
products sold in both stesde amd non-sterda conditon,

L

Conetiugtion gnd shveenmental properties

1 Ui devive b indended Tes wse in coinbinatien with other devices of aquipmant, the
whesds combination, ncluding the connection system must ba safe and must met Imgair
the specified performance of the devices, Any restrictions on use must ba indicated on
tha kabel of i the instruction for usa,
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Ersantla Faguament

Stansd ard

Reguiremeit
Clstise's

Tast Clausals

Comments

Chasgs

@

Devicos must be designed and manufactured n such a way as fo ramave of minirmize
as far as possiblo:

- thi fl6k oF Injury, In connection with thel physical features, inchesding tha
volume/pressura ratio, dimensionad, and where appropriats the srgonarmic
features,

- pisks connected with reasonally Torssaeable advicendnantal conditions, sech as
magneiic fiekds. axternal elactical influsnces. alactrestatic dachards. prasalra.
tamparature oF vanations In prassurs and accelaration,

B the risks of mciprocal interferenoe with other dewvices normally wsed i the
investigations or for the treatment given,
risks arising whers maintenance or calibration are not possiiba las with #nplants)
from ageing of the matarisls used of sy of sccuracy of BNy MBasLNNG o control
machanizm,

2.3

Devices must be designed and manufactuned in such a way as to minmise the risks of
fire or axplosion during normal use and in singls fault condition. Particular stisntion
st ba paid to devices whose intended uss nchsdas axposurg oy flamimable substance
wrhich could cause combustion.

o

Davicas with a measuring function.

Davices with & maasurmg function must be designed and manufaotured in such a way
a5 to provide sufficient accuracy and stability within appropriate limits of accuracy and
taking account of the intended purpose of the dawvce.  |he kWit of acclifecy MUl B
indicated by the manufaciurer.

o2

The measurament, monitering and Eeplay scale must be designed in Bne with
arfonomic principlas, taking account of the intended purpase of tha devicn,

o3

Tha maasuremants madae by davices with a measuning function must be exprossed in
hagal units confosming to the provisions of Council Directive BO/1B1/EEC. as kst
amermded by Rirestive §95817/EEC.

11.

11

1131

Protection apainst radistion

General

Dewicas shall ba desigred and manufacturer such that mgosurs of patients, usars and
othar paraons 1o radiatjon sha¥l be reduced as far as possible compatible with the
intendad purpose, whilst not restricting the application of appropriate spacified lavels
for tharapeutic and diagnostic purposes.

1.2

T1.2.%

Intandad radiatian

Where devices are designed to anvt hazardous levals of rediation necassary for a
spicific medical purposs the benefit of which is considered to outweigh the risks
inherant in the emission, it must ba possible for the wser tao control the emissions. Such
devices shall be designed and rmanufeciured o ensure reproducibility and tolerance of
rebavanil variable garamatars,
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Essantial Raguliemant

Standard

Raquirarnent
Clausa/s

Test Clausels

Commients

T ubi

11.2.2

Whera davices are interslad to amil potentislly hazardous, visitls andior imvisible
radiation, thay must B fitted, wihera practicabds, with visual lﬂiﬂ:jﬁ-u'l'ﬁ andior audibis
warnings of such emissions.

Unirtended rodiation

Devieps ghall be designed srd manufsetured in sueh 3 way that axpasure of patients,
wgars and ather pargsns 1o the amissicn of unintended, swray or scatterad radiation
must be raduced as Tar s possiibe

11.4

11.4.1

Instructions

Tha operating instructions for devices amitting radiation must give detalled information
a5 ta the nature of the smitted radiation, means of protocting the patient and tha user
anel s ways of avolding misuse avd of elimdnating the ddsks inherent in installaticn,

11.5.1

lomising radialion

Devices interded o amit lonising radiation must be gesigned and manufectenad in such
a way as to ensure that, where procticable, the quantity, geomotry and quality of
radiation emitted can be varied and controlled taking acocount of the intondad wses.

Devices afmilling onising radiation intsnded for diagnostic radiology shall be designed
and manufactured in such & way, as to achiave appropeiate image andfor oulput quality
far the intended medicsl purposs whilst ricdmising radiation sxposure of the patient
and usar.

Devicas amitting kondsing radiation, Intended for tharapautic radiology shall be designed
and manufsctured in such & way as to anable reliable monitoring and contral of tha
dalivarad dose, the bearn type and energy and whede appropriate the quality of the
radiation,

12.

Fogurements for madical devices connectad 1o o squipesd with an sneray poyres

Davicas mcarporating elsctronic programmable systems mast ba designed to ansurs the
rapeatabiiity, relisbdity and parformance of thess systems according to thair intendad
wsg, In tha avent of a single Tault condition (in the system)] appropriste means should be
adaptad to aliménate of reduce as far as possible consequent risks.

12.2

Devices whane the safely of the patients depends on an internal power supply must bo
epupped with a means of detsrmining the state of tha powsr supply.

Devicas whers the safety of the patient depends on an external power supply must
inchede an alarm system o cignal any power failuce,

Devicas intersfed 10 monitor one or more dinical parameters of a patient must be

aquipped with appropriata alarm syetems (o skl the usaer of situstions which could
lead to death or savers deterioration of the patient’s state of hesdth.
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Btlandard

Aaquiramant
Clausals

Tast Clalda’s

Comments

Chargs

126

Davices must be designed and manufacheed in such a way as to minimee the nisks of
creating elactromagnotic finlds which could impair the operation of othor dovices or
aduiprant in thi usual savinsirment.

Beetetion paaingl slesticnl risks

[evices masst bie deslgned and mamnifactured in such & way as te aviel, as far as
possitia, tha risk of accidantal nlectric shocks during normad use and in single fault
oondetion, pmv'u‘lnrl that tha davices are installed Eﬂmﬂ'lf

12.7.1

Pretection against mechandical and tharmad risks

Tha davices must ba designed and manufactioed in such 8 way a8 to protect the
patient and waer againat mechanical rlaks conmacted with, Ter axamgls, resistancs,
stlability and msoving parts.

12.7.2

Tha devices must bae designed and manufactured in such a way as to aduce to tha
Iowesl poesible vel the ricks arigng from vibration genaration by the devices, taking
account of technical progress and of the mesns avadabla for limiting vibrations,
particularty at source, unless the vibrations are part of the specitied performanca.

12.7.3

Tha devices muat be designed and manulactured in such 8 way a8 te reduce o the
lowest possible feval the risks arising from the noise emitted, taking account of
tachnical progress and of the means availlable to reduce noise, particularky at source,
iinlaka tha mobos amitted ic pars of the cpacifisdg percformmees

12.7.4

The tarminals and connectors to the slectricity, gas or hydraulic and pneomatic seengy
sipilies which tha weer has to handle must be designed and constructed in such a way
as to minifmize all posaible risks

12.7.6

Acoessible. parts of dovices (excluding any parts ar amas intended 1o supply haat or
raach givan tamparatures) and their surroundings must not attain potentially dangarous
temparatures undar noimal use.,

12.8.1

Protaciion aqgainst the risks posed to the patient by snergy suppliss or substancos

Davices for supplying the patisnt with ensrgy or substances must Ba desigred and
constructad in such & way that the flow rate can ba sat and mantalned accurately
mnckigh to guarantes the safaty of the patlent and tha user,

12.8.2

Devices must ba fitted with the means of prevanting andfor indicating amy
Inadaquacies in'the flow-rate which could poese a danger.

Devices must incorparats suitable means to prevant, as far as posalble, the accidental
ralpass of dangerous evals of energy from an enargy andfor substance source.
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1218

The function of the controls and indicators must be clearly specified on the devices.

Where a davice bears ingtructions reguired for its cparation of indcetes cperating or
mdjpsmtment parametars by means of a visual systam, such information st ba
understandable to tha user and, as appropriate, the patiant.

13.1

Infermation supplled by the manufactursr,

Each dovicas must be scoompaniad by the information needad to use it safaly and to
idenstily tha manufactures, [ﬂw aceownt of the lmlnlng and mwlmge of the ,P'Dlﬂl'llj-ll
usar, Thig infermatian comprises the details on the labsl and thi data in the instrustions
tar use. A% far as practicable and appropriate, the information neaded to uss the davice
safaly must be set out on the dovice itself andlor on the packaging for aach unit o,
whare appropriate, en the sales packaging. |1 individual packaging of sach unit i not
practicatdes, the information muist be &t aut in the allet supplied with ooe of mora
dewicas,

Instructlions for vse must ba included in the packagiig for avary devica. By way of
miEaptien, no Gboh insUuction Ballet is needed fer devices in Glass | or Gloss lia i they
can b usad complately safaly withaut any such instrections,

Whers appropriate this mfermation should take the tarm of symbols. Any symbol ar
identification colowr used must conform to tha harmonised standards. In areas for
wiach no standards axist, the symbols and colours must be described in the

doal won Ead with tha davice.
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11.8

The function of the controls and indicators must be clearly specfied on the devices.

Where a davice bears ineruclions reguiresd for its oparation of inBcetes operating or
mdjpestrnent parametars by means of a visual systam, such Informatien rmust ba
understandable to tha usar and, as appropriate, the patiant.

Information supplied by the manufacturar.,

Each dovice must be scoompaniad by the information needad to vse it safely and to
identify the manufactures, taking accownt of the training and knewledgs of the potaniial
user, This infermation comprises the details on the labsl and the datain the instructions
for use. As far as practicable and appropriate, the information neaded to use the davice
safely must be set out on the device itself andfor on the packaging for sach unit or,
witare appropriate, on the sales packaging. I individual packaging of each unit i not
practicable, the information must be st out in the kallet supplied with one o mom
devicas,

Instructions for uss must be included in the packaging for avary davica. By way of
misaptien, no such instucton wallet i neaded for devices in Glass | or Gloss [ia i they
can bt usad complately safaly withawt any such instrections,

Where appropriata this mlermation should Taka tha Torm of symbols. Any mﬂ' af
identification colowr wsed must conferm to tha harmenised standards. In areas for
which no standards axist, the symbols and colours must be described in the

doot W Ead with tha davios.
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13.3 The label must besr the Tollowing perticularns:

i)

thar mame or trade name and asddress of the manufacturer. For devicas imgportad
into the Community. in view of their distributicn in the Commasity, the labal, or
thie tuter packagng, of the nefructiens for usas, shall contain in addition the
name and address of althar the person responsible refarred fo in Article 14.2 ar
of tha autharisad representatve of the manufacturer established within the
Community or of the imgorier astablishad within the Comrmunity, as appoopsiate;

=1 the details strictly necassary for the user to dentify the device and the contants
of the packaging:

ch whara appropriate the word "ETERILES;

di whara appropriate, the bateh cofe. precaded by the word "LOT® ar the sorial
b,

&f whars appropriste an indication of ths date by which the devics should be used,
in galaty, axpreesad as tha yesr and maonth;

il whara appropriate, &n indleation that the deviee is for single uss;

al it the dewvice is custom-made, the worde "custom made device™;

41 it the device is intended Tor clinical imestigations, the words “exchesively for
chinlcal invasTigations”;

it any spacial sterege dandfor handling conditions; .

i any spacial operating instructions;

ki any wamnings andiar precaulions 1o Lake;

L} year of manulachee of active devices other than those covarad by el. This
Indication. may be included in the batch or seriaé numbag;

m) whare apphcabl, mathod of starilisation.

13.4 It the Intended purpsss of the device 5 not obviows to the user, the manufactures must

cloarly state it on the lobal and in the instruction leaflet.

136 Wharaver reasenable and practicable, the devices and detachable components muest be
identified, where sppropriate in tesme of batches, to allow 88 appropriate acton to
detect 8y o &l rigk posed by the devices and datachable componants:
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134 Whesa appropriate, the instructions for uss must contain the following particulars:

the details referred to in 133 with the sxcaption of d} and e};

the performancas referred to in section 3 and any undesirable side efiects;

i tha device muet ba Ingtalled with of connactad to ather medical devicas or
aquipmant in ordar to operate as required for ks intended purposa, sufficient
details of its charactenistics to identity tha correct devices or squipment to use in
order to obtain 2 safe combination;

afl the information nesded to verify whether the davice is properly mstalled and
can sperate carmactly and safely, plus detsils of the naturs and frequenoy of the
maintenance and callbration neaded to enaure that the devices operate properly
mnd sately at ol trees;

wivera approgriata, information to avold cortain rizks in connection with
implontation of the device;

information reganding the rnsks of reciprocal interfesence posad by e presence of
tha davice durlng specific inwvestigations or treatrment;

the nocossary instruations in the event of damage to tho stesiln packaging and,
wihiere apygeropriate, detaiis of approprists methods of re-stedlisation;

it the devics ls reusabie, mformation on tha Appropriate procersas 10 Alow reuse,
Including eleaning, disinfection, packaging and, whare appropriate, the method of
sterilisation of the devioe to be re-sterifissd, and any restriction on the member of
raUses.

Where devicas are supplied with: the intantien that they be sterllised before use,
the instructions for cleaning and stenlisation must be such that, It comactly
followed, tha device will 518 comply with the requiraments in section 1;

datads aof any furthar mﬁnﬁnr af handling neaded before the device can be usad
(for pxarmples, sterilieativn, linal assembly, ato.);

in the case of devices amitting radation for medical purposes, details of the
nature, type, mtensity and distriobution of this radistion.

The inatruction for use must alag inckda datalls allowing the medical stall o brial the

patEnt on any contra-indcations and any pracautions to be taken, Theze detales shoukd
cower in particular;

precautions o be taken in the avent of changes in the performance of the devics;

precactions to be taken &8 regards sxposure, | resscnably foreesaabia
emvironmantal conditions, to magnatic flalds, axtarnal electrical nfluances,
electrostatic discharge, pressure or variations n pressura, scorleration, tharmal
ignitien souroes, eto.

adeguats infasrmation regarding the medicinal products which the davics n
question it designed to adrminsster, including any limitations in the choices of
substances o be delivarad;

precautions to be taken against any speclal Onusual risks related to the: disposal
of the davios.,

medicinal substances incorporated into the device as an integral part in
accordance with sectlon T.4;

dagraa of sceuracy clamad for devices with a messuring function;

—eea
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14 Wihera condfarmity with the sesantisd requiremants masst ba based on climcal data, as in
section 1 (6), such data must be established in accordanca with Annex X.
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2.2.3.3 Experience with the New Approach from a consumer’s point of view.
Franz Fiala, Vice President, ANEC

Council Resolution of 28/M10/99 on Standardisation in Europs

March 2001

Eurcperan Assockatlon for the Co-ordinalion of Consumer Representalion In Standardisation
Ay, de Tanuaren 36, box 4 — B-1 040 Enescls, Bcigum — Phona +32-2-T47 24 70— lax+32-3-T08 &4 30
Ermell : anexfanee.ong - Intamet ; waew. onee. org

AMEC 2001/GADOT
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Paosilion Papar 22001 -
Councl Resclution on Standardization (I'I"‘Itr.

Executive Summary

Fallowing the Council Resalution on Standardization in Eurape of 1999 the European
Commission is to report in June 2001 to the Courcil ard the Eurcpsan Pariament on
its political armewers to fundamental issues and challenges standardisation is facing
in Europe. The AMEC Positieon Paper addresses major concems and requests
consumers have with respect to the principles of standardisation, greater
involvernent  of  public  authoriies,  effidency, financing and  intemational
standamdisation.

Prowvided that the standardisation process is tramsparent and opsn to participation of
all concemed parties, Europsan standards (EN) complementing in many areas
European kegiskation are ussful means of consumer protection and consumer safiety.
The recent crsis in the food sector has once again demonstrated the crucial
importance of fransparency to ersure that consumers have faith in the powsr of the
intarnal market to bernsfit them as much as it doss business.

To ensure demcoratic structures, ANEC calk for a reform of the Eurcpean
standardisation system that in its cument shape primarily serves industry nesds.
Represantatives of the public interest such as coreumers o other norkindustrial
stakeholders are not able to participate in the process in an adequate manner to
guarantes a high level of protection.

Such a revision of the Europsan standardisation system is even more vital in the
light of the wider discussion on altemative megulatory models (8o called co
regulation). To protect the public interest, the European Commission proposes
altermative regulatory medels bridging betwesn legislation and its binding nature and
the more flexible self-regulatory approach. The success of alkemative regulatory
models like traditional and mew standardisation, however, depends on effective
monitoring, open access for consumers and effective dispute settlement procedures.

Therefore, AMEC urges the Europsan Commission, the Eumpean Parliament and
Membsr States to take actions on the basis of the following recommendatiors  to
ensure a high level of consumer protection and transparent and democratic
procedure s in fulure Eumopean and intemational standardisation.
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Posilion Fapar 32001 —
Councl Resclution on Standardisation 'I'I"‘Ilr.

ANEC RECOMMENDATICNS ON STANDARDISATION IN EURCPE

[}

106

Principles of Standardisation

The Eump=an sardards bodies shall dewvelop a policy to ensure
transparency, access of all staksholders and balanced representation in the
standamisation process.

A dispute settlement procedurs open to Eurcpsan stakeholder organisations
active in standardization shall be implemented.

Industry agresments and specifications (e.9. new dsliverables] other than
Eurcpsan standards shall not be wused to complement European kegislation in
the field of health, safety, emdronment and basic legal and economic interests
of corsumers.

Greatar Involvemant of Public Autherities in European
Standardization

To ersure that Europsan stardards are cormersus-based and reflect the
ne=ds of all stakeholders imcluding comsumers, the establshment of a
Eumpean standards monitoring system outside the standards bodies could be
considenad.

To ensure uniform application of Eumpean standards across Europs, ANEC
calls for impmoved market surveillanos and a single Europsan certification
mark.

Due to a negative experience in the field of environmental standardisation,
AMEC cautions the application of the MNew Appmach for envionments
requirements of products, senices and processss unless there exist adequate
precautionary measures.
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10.

11.

12.

Efficiency

Wherever the Europsan Commission launches mandates for standards of
public interest, corsultation of stakeholders has to be guaranteed.

The European standards bodiss shall improve the transparency of decision
making by publishing the affliation of the parlicipants in their Technical
Committess.

A trareparent procedure for the recruitment and evaluation of consultants of
the BEumpean standards bodiss shall be established to ensure neutral and
independent conformity checks of standards.

Financing

To enable consumer imvolvernent in Eumopean standardisation at all relevant
stages, adequate resources are nesded. The Europsan Commission and the
Council should reiterate and strengthen their meommendations addressed o
EU Member States to provide sufficient financial support for comsumer
representation in standamdisation.

At the Eumopean lewvel, the Europsan Commission should provide increased
and stable funding for consumer partici pation in Eunopean standardis ation.

Candidate countries in Central and Eastern Europs should ke invited by the
EU to ensure adequate funding at the national kewvel for consumer
represantation in standamdisation.

International Standardisation

AMEC ecdls uvpon the Europsan public authorties and national standards
bedies to take the mecessary actions to introduce the principles of balanced
represantation, openness and transparency into intermational gandardisation.
To ensure a better representation of consumers  in  intemationa
standardisation addifioral financial support has ta be provided.

Safequards have to b= developed in order to ensure that Eumpean public
policy issues  are adeguately taken into  consideration in international
standardisation, e.9. through a Europ=an mirmor committes.
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Introduction

Since 1995, AMEC represents and defends consumer interests in the Eurcpsan
standardisation procsss. AMEC provides technical expertise based on a network of
more than 170 experts in EU Member States, EFTA counties and the Czech
Republic. These experts repressnting consumers  participate  in Technical
Committees of the three European standards bodies CEM, CEMELEC and ETSI.
Amas of priority are child safety, safety of domestic appliances, information socisty,
consumenrs with special nesds, envimnment, and traffic safety.

Bassd on its experience in Eumpean standardisation work, ANEC calls for a reform
of the Euwrcpean standardisation pmooess abng  wih  the  following
recommendations in order to ensure transparent and democratic procedures,
The latter are prerequisites to build and maintain consumer confidence in the Intemal
Market and the European integration proosss.

l. Principles of Standardisation

l.A.  Balanced Representation of Interested and Concerned Parties i the
Standardisation Process and Committees

In thecry, standardisation at the Europzan lkwel B an opsn, tramsparent and
consensus-driven process, which allows all stakeholders to participate and o
safeguard their interests. Reality, however, is different. Industry mepresentatives
dominate many standardisation committess of the three European standards bodiss.
Thus, real balanced representation of all staksholders is rather the exception in the
standardisation world. As a conssquence, standards do often rot mest consumer
requirements. In some cases, European standards had even been adopted against
sustained opposition of comsumer representatives.

Cpenness and transparency are important  principles, to which the European
standards bodies have committed themsselves. These principles must be
complementad by the principle of balanced representation of all interested parties in
the gandardisation procsss as far as public interests are concernad.

The standards bodies shall develop a policy to ensure balance in m-opsration with
public inberest groups such as consumer organisations. This may include a set of
messures, 8.9, establisbment of balanced project teams to draft standands,
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chbligatary written evidence of input and support by consumers for a standard and, a
formal dispute setlemeant procedurs.

AMEC Recommendation 1

The Eurepean standards bodies shall develop a policy to ensure transparency,
access of all stakeholders and balanced representation in the standardisation
process.,

I.LB. Dispute Settlement Procedurs

In the current Eurcpean standardisation system, consumers do not have adequate
acoess to iniiate and camy thmough new standardisation work, which we desm
necessary and wital for corsumer protection, but which might mot b= a prioty for
industry.

Therefors, AMEC cdls for a mechanism at the Europsan level in terms of a
mediation procedure providing consumers and European stakeholder organisations
active in standardisation with an irstrument to  articulate  their proposals for
standardisation.

&t the same time, such a procedurs shoul serve as an arbitration board both for
conflicts arising from procedural issues and corflicls coourming as a result of a
standardisation work. The composiion of the body should be pluralistc and
balanced in numbers and not only in terms of interested parlies. In geneml, the
standards bodies shall develop the terms of referernce of such a dispute ssttlemert in
co-operation with the Eurcpean stakeholder organis ations.

AMEC Recommendation 2

A dispute settlerment procedure open to European stakehaolder arganisations
active in standardisation shall be implemented.
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1.2, The Usa of New Deliverablas and Specifications in EU Policies

AMEC is concemed about the use of European Community documerts other than
standards to support Eurcpsan policies and legislation. This relates to both the so-
called new deliverables of the thres standards bodies and to specifications
developed by industry or industry consortia. We belisve that the use of such other
documents in Community policy shoul ke the exception and not the rde. In the very
exceptional case that it is deemed recessary to mefer to documents cther than
standards, specification-producing bodies  should mest  strict requirements o
guarantes the trarsparency of the process and the imiolemert of comsumers.
Moreover, the lifetime of such documents should be restricted to a time period not
exceading thres to five years, followed by an evaluation including the option of a
formal Eumpean standard, with the lattsr involving the full corsultation process.

Az a matber of principle, documents or specifeations, which do not comply wih the
criteria of a Europsan standard, shall nat be used in s=ctors coversd by the Mew
Approach and other legislation such as the General Product Safety Direclive dealing
with asp=acts of health, safety, ervironment and basic legal and economic interest of
consumers. The recognition of specifications produced by pure industry fora would
urndermine the eredibility of consumer protection policy in Europe.

AMEC Recommendation 3

Industry agreements and specifications (e.n. new deliverables) other than
European standards shall not be used to complement Eurcpean legislation in
the field of health, safety, envirenment and kasic legal and economic interests
of consumers.
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Il.  Greater Involvement of Public Authorities in European
Standardisation

LA Eurcpean Standardisation Monitoring System

In the European standardisation systern as it is today, public authorities hawve to wait
until a standard i completed before being able to trigger the safeguard clauss i a
standard is deemed insufficient and doss not comply with the technical equiremants
sat out in the respsctive directive. Interventions, however, should be made possible
at an earlier stage, =.9. during the enquiry stage of the standards-making prooess.

For this purpose, the Europsan Commission and Membsr States might comsider the
establishment of a Eumpsan standardisation monitoring  system  oulside  the
standards bodies providing evaluation of a mandated standard. Such a monitaring
systemn could b= based on a two-step appmach. Whilst the firgt dheck would b=
camied out as scon as the draft standards are available, a second check would be
involved once the standards have besn finalised, but before their references ars
published in the Cffidal Jounal of the EU. Both steps woukd ensure that the (draft)
standards are consersus-based, ie. comsumers or other gmoups represanting the
public interest do not fundamentally disagres with the standards. The standards
bodies would be obliged to respect any decisions of the Europsan Commission ard
the EU Member States resulting from the monitoring system.

In the same context, AMEC calk for free access of consumers to the various fora,
which are already iwolwved in monitoring the Europsan standardisation process.
Most notably, this applies to the Eumpsan Commission's Committes on Standands
and Technical Regulations, Committes 98734, but also to the standing committess
p=rtaining to the various directives, e.g. for toys and construction products.

Moreover, in some cases the Europsan standards bodies failed to elaborate
adequate standards in compliance with the essantial requirements of directives. &s a
result Member States had to intervens by making use of the safeguard clausse.
Monethaless, Technical Committess of the standards bodies were reluctant to revies
the stardards in an appropriate manner even though the Eurcpsan Commission
supported Membsr States. Thersfore, imstruments are needed allowing for an
altermative to standards as a last resort.
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AMEC Recommendation 4

Toe ensure that Eurcpean standards are consensus-based and reflect the
neads of all stakeholders including consumers, the establishment of a
European standards monitering system cutside the standards bodies could be
considered.

ILB.  Application of standards

The mest stringent standards in the world serve no purpose unless they are applisd
in practice. Many elkments help ensure that standards are respected. Markst
surveillance, market foross stimulated by the publication of consumer information,
cartification and labelling schemes all play their part. Developments at the Europs=an
lewvel are increasingly important to ensure that there i a uniform application of the
Eumpean standards throughout the ELL

ANEC calk for improwved markst surveillance in the intemal market and strongly
supports a single Europsan quality mark, which has to fulfil spedfic requirements
such as third party testing and precise information in order to provide transparency
on safety, peformance and ervironmental aspects of the product.

AMEC Recommendation 5

Toe ensure a uniform application of the European standards across Europe,
AMEC calls for improved market surveillance and a single Eurcpean
certification mark.
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ILC. Caution with respect to wider application of the New Approach

AMEC sounds a note of caulion with respsct to wider application of the New
Approach, as there are certain sectors whare it would not ba appropriate to apply the
New Approach. Due to a negalive experience  with  envirohment related
standardisation’, AMEC caulions the extersion of the MNew Approach fo
erwironmental requirements for products, senvices and processes unless there are
precautionary  measures  established.  Unfortunately, the CEW  Erwironmental
Helpdesk (EHD), a forum intended to promote the integration of environmental
aspects in product standards, doss not seem to be an adequate instrument to
significantly improve the sibuation.

Az there is a fundamental difference betwesn the amas of safety of poducts and of
ervironmental mquirements®, it is deemed recessary to undertake preparatory
messwres such as feasibility studies and pilot pmjects before launching any MNew
Approach directive in the envirormental area. A permanent ecternal monitoring,
imsaling the Eurcpsan Commission, Member States and stakeholders should be
implemanted. Morsover, the Eurcpean Commission and Membsr States should
discuss what changes hawe to be intmduced in order to enable the existing
standardisation systemn to deal with environmental requirements in an appropriate
Mmanmner.

AMEC Recommendation &

Diue to a nagative experience in the field of envirenmental standardisation,

AMEC cautions the application of the New Approach for envircnmental
requirements of products, services and processes unless there exist adequate

precau ticn ary measures.

! For emample: CEN stardards in the field of packaging and @nvirenment including prevention, re-usa,
mecycling and energy recovary of packaging and packaging wasla.

‘Whilsl product liabiity legislation might be vary cost inlansiva for tha manulaciurar in case of npries or
Ialaliies and thus saams to be an incertiva 1o ke salaty issues nlo account, compamble noentivas do
not axist in the anvironmental sactor.
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. Efficiency

LA, Consumer Involvemant in Drafting Mandates for Standardisation issued
by the Eurcpean Commission

A mandate is a political equest by the EU and EFTA to develop volurntary standards
bemed on consensus amongs all parties involved. In many cases, a mandate &
given to support Eumpean legislation and to develop the techrical spedfications of
the essantial safety requirements. Mandates are mainly issued in the ama of MNew
Approach legislation, but may also ks given for the elaboration of standards in ather
areas e.g. bictechnology.

ANEC is convinced that the drafting of stamdardisation mandates of public interest
should be done in consultation with all staksholders, especially corsumer
reprasantatives and experts from comsumer organisations across Europs.

AMEC Recommendation T

Whenaver the Europsan Commission launches mandates for standards of
public interest, censultation of stakehalders has to be guarantead.

ILB. Transparency

As highlighted by the Europsan Pariament and by the Europsan Commission in a
recently published report on the kegal aspects of standardisation, ANEC is convinosd
that greater sfforts could be made to provide more information on the opinions the
various stakehokders elaborate during the standardisation process.

To improve transparency, ANEC suggests a listing of the participants of a Technical
Committee and their affiliation. For this purpose, an attendances form could be used,
in which participants indicate their affiliation and the interest group they bslong to
{i.e. industry, standards bodies, ecientific community, test laboratories, consumer or
ervironmental organisations). The lists of participants should ke available for
consultation by all stakeholdars.
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Moreowver, AMEC would like to stress the importance of extenal consultants whom
Europs=an standards bodies employ in order to verify the conformity of elaborated
standards with the relevant directives. In general, thess corsultants hawe positively
contributed to the work. Nonethelsss, ANEC wishes to stress the importance of
involving neutral and independent experts who critically review standards. [t would
k= bensficial to establish a transparent and harmonised procedure for recruiment
ard evaluation of eedamal consultants.

AMEC Recommendation 8

The Europesan standards bedies shall improve the transparency of decision-
making by publishing the affiliation of the participants in Technical
Committeas.

A transparent procedurs for the recruitment and evaluation of consultants of
the Europsan standards bodies shall be established to ensure neutral and
independeant conformity checks of standards.

HLE. Training

Existing rights and rules must be known and respeded. Inacourate application of
rules and procedurss  undermine  standardisation work.  Training and  pmjsct
maragement might contribute to render the standardisation process more efficient.
Training for the secretariat of Technical Committe=s and Warking Groupes of the
Europ=an standards bodies might be useful to improve the support provided to the
gmoup.

V. Financing
WA Mo Membership Fees for Consumer Organisations

In many counfries, corsumer arganisations are confrontsd with the request to pay
fees in order to b= able to participate in the standardisation process. ANEC totally
rejects demands that consumer organisations pay fees for participating in standards
bodies @ this represents a bammier to effective and comprehersive invohement of
consumers in standardisation.
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IV.B. Financial Support for Consumer Represantaticn in Standardisation

AMEC welcomes the Council position that corsumers and other interest groups
should be fully involved in the standardisation process at all relevant stages. A
prerequisite for such am imolvement i adequate and stable funding — both at
national and EBurcpsan level. The cument situstion, in particular in the southem
Evurop=an countries and Ireland, is far from being satisfactory and has to be
improved.

The lack of adequats cormsumer representation in many EU Member States
undermines the credibility of the consensus that shoud b= & fundaments
characteristic of the European standardisation process. AMEC calls on the
Commission arnd the Council to reiterate and sirengthen their recommendations
addressed to the Member States to adivaly encourage comsumer representation in
standardisation thmough the provision of rescurces and financial support (B3/41/EEC
and 88/C 283.01).

As consumer organisations already suffer at national kevel from a lack of financial
resourcss o represent their interests in standardisation, it is obvious that at the
Europ=an kewvel, AMEC is only able to play the mole it i supposed to play as long ==
the Eurcpean Commission provides a reliable soures for funding.

AMEC Recommendation 9

Tae enable consumer invelvemnant in Eurepean standardisation at all relevant
stages, adequate resources are neadad. The Eurcpean Commission and the
Council should reiterate and strengthen their recommendations addressed to
EU Member States to provide sufficient financial support for consumer
representation in standardisation.

At the European level, the BEuropeaan Commission should provide increasad
and stable funding for consumer participation in European standardisation.
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AMEC also calls for continued support initiatives to improve coreumer representation
in standardisation in the Central and Eastem Eumpean countries. In particular,
AMEC suggests that the candidates for ELJ membership are requested to provide
adequate funding for comsumer representation in standardisation and to ensure that
natiornal corsensue building armngements are respected .

AMEC Recommendation 10

Candidate countries in Central and Eastarn Europe should be invited by the
EU to ensure adequate funding at the national level for consumer
representation in standardisation.

V. Intermational Standardisation
VA, Mead for Balance, Transparency and Openness

Marry starndards used to b= made at the Europsan level, but are more and more
subject to intemational standardisation in 150 and 1EC. Whilst ANEC recognises the
importance of intermational standardisation, we hawve to highlight the substantial
difference between Eurcpsan and international standardisation as regards the
paricipation of stakeholders, in particular the participation of corsumers.

AMEC thersfore calls upon the Eurcpsan public authorities and natioral standards
bodies to take the recessary actiors to introduce the principles of balanced
representation, opsnness and transparency into intermational standardisation.

Consumer repressntation in intemational standards bodies is limited to participation
in a few technical commitbess. Consumers’ Infemational is actually not allowed to
paricipate in the poliical work of intemational standards bodiss, which are thus
highly industry dominated. Furthermore, cormsumer participation at the technical lewsl
is considerably hampered by a lack of financial resources. Paricipation in the
standards making proosss of 50 and IEC imvolves considerable financial resources
due to travels amund the waorld.

In order to establish adequate consumer representation at the intemational lewvel,
and thus legitimacy of the international standardisation pooses, it iz wital that
additional furding is provided to the corsumer movemant.
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AMEC Recommendation 11

AMEC calls upon the Buropean public authorities and natienal standards
boedies to take the necessary actions to intreduce the principles of balanced
representation, epenness and trans parency into international standardisation.
Te  ensure a  better representation  of consumers in intematicnal
standardisaticn, additional financial support has to be provided.

V.B. Safeguarding Objectives of Eurcpean Public Policy

Az already mentioned, Eurcpsan public autharities have the possibility to dirsctly
intervens in the Burcpean gandardisation process if it is desmed necessary in the
interest of the market or consumers. This possibility does not exist in intemational
standardisation, where there are no procedures for national administrations to
challenge intermational standards that insuffidently address consumer protection.

AMEC advooates that the Europsan Commission reinforces its efforts to control and
monitor the standardisation work complementing Europesan legislation, which is a
difficult task when standardisation is shifted to the intamational lewel. Moreover, non
Evurop=an standards bodies will not always be preparsd to taks full account of the
essential requirements of European Community legislation.

Mational and Eumpean standards bodies, a8 well as Eurcpsan public authorities
shiould be aware of these drawbacks of international standardisation in comparison
to Eurcpean standardisation. Safeguards have to b= developed in order to ersure
that public policy issuss are adequatsly taken into consideration in intemational
standards. Whenever standardisation tasks linked to a standardisation mandate are
transfarred to an international standards committes, a Europsan mirmor committes
should be sst up This group should elaborate a Europsan view and emsure that
Europ=an public policy, consumer, health and safety issues ars taken into account.

Az long as there are no safeguards in international standardisation, it may thersfore
b= advizable to give priorty to Eumpean standardisation whenswer European public
policy issuss are at stake.

AMEC Recommendation 12

Safeguards have to be developed in order to ensure that Eurcpean public
policy issues are adequately taken into consideration in international
standardisation, e.g. through a Eurcpean mirrer committee.
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Annex |

Examples of Inadequate European Standards

Machine-readable cards

Srmart or machine-readable cards are of major importancs o consumers. They are used by
all corsumers, with or without disabilities, for purposss of identification and for payment in all
types of applcatiors. Standardisation did address the imsue of tactile identifiers, which help
consumers with visual impairments o infrodues the card into the reader inthe right direction.
Urfortunately, two different standards were produced, one by CEM amd one by ETSI,
spadfying the koeation and shapekize of thess noldhes. In addition, the standard slaborated
by CEM (primarily for banking cards) offers four oplions of which only one is considered
suitale. ANEC calls for a practical sclution.

Exclusion Clause in Standards in Electro-technical Products

For several years dready, AMEC has expressed concerns aboul the degree to which child
safely is addressed in electro-technical products, which are not spedficaly produced for
children, but with which children inevitably come into contact like microwave ovens . Some of
these standards for electro-technical products have an exdusion dause. Cue to the
exchsion clause, the standard does not take into account the use of the appliance by woung
children. It equally does not take into account the nesds of older people or people with
dizabilities — thus excluding lange parts of the sodety from using the appliances. ANEC feals
that it is not aczeptable to have such exdusion dauses in the standards.

Packaging

In 2000, CEN finished work on several standards conesming the manufacturing and the
composition of padkaging as well as their re-use or recyding. Unfortunately, the daborated
draft standards provide no dear-cut and preduct specific requirements and are thus of litks
us= for enforcement. For instanes, the standard dealing with prevention allows for excessive
packaging if the manufaclurer considers it necsssary for markeling reasons. The standard
on re-use doss not even define a minimum number of ips or rotations and the standard on
rmaterial recyding only  recuires  compatibility with “known and  relevant  recyeling
tezhnologies”. AMEC has asked the Eurcpsan Commission not to recognise these draft
standards.
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High Chairs

At the moment, thers is a draft European standard on high chairs for chidren out for vobs,
which was prepared by the CEM Technical Committ=s on Furnilure. AMEC belisves that the
standard is inadequate and in confradiction 1o its counterpart on convertible highchairs
dewsloped by the CEN Tedhnical Commitize on Child Care Artides. Whereas the draft
standard on convertible Righchairs is acosptable to corsumers’ onganisations, the draft
standard developed by the Technical Committee on Fumniture shows severs defidencies. It
also fails 1o meet the prosvisions of the Commission ma rdate M 264 relatad to the safety of
child-care arlides with respect to barriers and the restraint system. The requirements do not
sufficiently prewent children from falling off the chair. The work item shoud be delsted from
the work programme of the CEM Technical Committee on Fumniture and the scops of the
draft standard on corverlible highchairs should be expanded to cover al types of highchairs.

Maise limits for toys

Impulsive scunds e.g. produced by toys using percussion caps such as cap pistols are of
particular concem to consumers. Exposure to just one impuse can lead to an imeversible
damage of the hearing capacity or to linnitus (buzzing in the ears). Monetheless, the CEN
Committes on Toys set a threshold excaeding the one dlowed at the workplacs if one takes
into account that children sometimes fire thess toys very close to their ears. Cormequently,
Austia and Garmany triggersd the safeguard clause in accordance with aricke & (1) of the
Tows Directive claiming that the standand did not comply with the essential requirements of
the directive. Finally, the European Commission did not recognize the relevant part of the
tows standard and recommended o fix limits “which are desmed 1o b= safe during nomal o
foresssable abusive use of sound-emitting toys®

Child Restraints

If correcily instaled, child restraints can reducs child martalty by 75% and the nurmbsr of
s=riously injured children by 67%. However, several studies show that 50-70% of child
resiraints are badly insklled. 1SCFIX — a universal mounting system - was originally
developed to reduce the possibiliies for incorrectly installed child resiraint s=ats. In order to
offer the best possible protection to children, 1ISOFE should consist of two lower anchoages
and a top tether.  Industry favours, however, a two-stage process. The ISOFIX standand
defines at present only the two lwer anchorages of the child restraint system. Consumers
are cpposad to such a twoestage process, which first introduces the two lower anchorages
and then at a later stage a top tether. The latest EuroMCAP car crash tests showed that
there was a total ejection of a child from a VW IS0F [ seat, which consistad of the twa lowsr
anchorages only. The test illusirated that the two point, foreard facing, shigld typs child
restrmint s=ats do not offer the best possible protection o dhildren.
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CEM

CENELEC

Co-Regiation

ETSI

IEC

Mew Spproach

Standard

Annex ll: Definitions

Eucp=an Association for the Co-ordination of Consumer Repressntation in
Standandisation

Eurcpean Commilles for Standardisalion whose main objectivs i 1o slabomle
volurtary lechnicd standards at the Europzan level and for this purposs co-
opzrles wilh s nalional counbarpans and with niernational standards bodies.
Eurcp=an Commitles for Eledrodiechnical Stardardisation, simiar 1o CEN in
purposes, membership, consition and activity whilst the main difizrence =
Ihal CEMELE C deals anly with alzcirical pmduct and s=rices.

fllemative regubalory model bridging  betwesn  legisklion and il binding
charader and the maora Aexible s=iF egulation by indusing

Eurcpean Telcommunications  Standards  Instibule whose mission is 1o
delermine ard produce the telcommunications sandards. |t i an open foum
Ihal uniles more than G0 members from more than 40 countries, epeserting
adminisimtions, neteork opsalors, manubcluesrs, service providers,  and
usmars.

Int=mationa Croganisation for Sandardisalion: wolddwide fsderation of ratioral
slardamds bodies from some 130 counlries, one om sach coundry. s mission
is 1o promobe 1he devalopment of global standardisation and related adiviliss n
order o faciliale miemational sxchangs of goods and ssnices, and 1o develop
coroperation N the sphere=s of inlellechunl, scientific, technological  and
ewonomic acliviy. 150 work mesubs in inbemational agresments  that are
published as Inbemational Standards.

Int=mational  Elzclrotachnical Commission is the world organisation  thal
prepares and publishes int=mational standards for al sednica, skecionic and
ralaled tschnologies. The membershp corsists of more than 53 padicipaling
counlrizs.

The infradudion of the Mesw Appmach fo prodoct mowsfion i linked o the
compllion of the European Inlernal Market In New Approsch diedives, the
Eurcpemn  legislalor restrits himsslf o harmonisz the  essenlial  salety
raquirzmznts whereas the tschnical solutiore are dslegaled 1o the thres
Eurcp=an standards badies.

Standards affect the daily lile of every cilizen. Slandands help to make the uss
of products saler and o prevent accidents (sg. dus 1o a lechnical standand,
washing machines ol be opered during opermtion). & standard is defined
as a wiillen document approved by a recognised body. I is @valdable 1o the
public and draen up on 3 coresnsus basie vabing &l inksrestsd padies. The
applcation of a standard, howsver, is wolunkary.
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2.2.3.4 Standardisation in other forums.
Herman Koeter, OECD
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OECD

Development)

(Organisation for Economic Co-operation and

International Organisation grouping 30 ingustrialised

countries:
Australia Hungary Poland
Austria Lceland Portugal
Belgium Ireland Slovak Republic
Canada Italy South Korea
Czech Republic Japan Spain
Denmark Luxembourg Sweden
Finland Mexico Switzerland
France The Netherlands Turkey
Germany Mew Zealand United Kingdom
Greece MNorway United States
oken (@i ocoe
Objectives
Protect Man and .
Environment Efficiency

High Quality

Instruments

Share the Burden;
Avoid duplication;

Avoid non-tariff
barriers to trade

cncn @ ocor




Data Quality Ensured By:

Test Guidelines Good Labo_ra’ror‘y
Practice

| |
|

Mutual Acceptance of Data
MAD Council Decision open to non-members

Avoid: —e duplication of testing by industry
— non-tariff trade barriers

(N COB b ] «. OCDE

MAD and Non-Member Countries

= Accept data from OECD countries
(GLP, TG)

== Assistance in developing
compliance system

= Participate in OECD work

*=+ OECD countries accept data from
hon-OECD countries
(GLP, TG)

MAD: internaticnal standard open to all
interested WTO members

cecn (@ ocok
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OECD Test Guideline Development Process

124

Procedure for the Development of OECD

Test Guidelines

Submission of the Proposal
Completion of the Standard Project
Submission Form (SPSF)

Priority Setting by National
Co-ordinators

"Conducting the Work: Reaching
Scientific Consensus”

Adoption of New Guideline

cecn (( @ ocoe



Procedure for the Development of OECD
Test Guidelines

1 Submission of the Proposal by:

Member country

BIAC

TUAC

International Scientific Society
Secretariat

oken @ ocoe

Procedure for the Development of OECD
Test Guidelines

2 Completion of the Standard Project
Submission Form (SPSF):

¢ http://www.oecd.org/ehs/test
» Essential Criteria
s Desirable Criteria

okcn § @ ocoe
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Procedure for the Development of OECD
Test Guidelines

» Desirable Criteria to be met before
considering a Proposal:

—Guideline intended for general/broad use
—Scientifically valid, reliable, relevant
—Addresses endpoints not yet covered

—Existing national/regional protocols as a basis

ceen (@ ocor

Procedure for the Development of OECD
Test Guidelines (2)

¢ Desirable Criteria to be met before
considering a Proposal:

—Animal welfare concerns are addressed
—Contributes to saving resources

—For guidance documents:essential or helpful
—For guidance documents: linked to a

—Specific TG or for general guidance

cpcn (@8 oo
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Procedure for the Development of OECD
Test Guidelines

3. Priority Setting by National Co-ordinators

® By written procedure

¢ High Medium,Low ranking priorities
¢ Proposal for the Annual Workplan
» Endorsement by Joint Meeting

ceen ({(§@ ocor

Subject Areas For Which Member
Countries Have Nominated National

Experts
# Physical-Chemical s Bicaccumulation
» Properties » Health Effects
® Aquatic Ecotoxicity * Exposure

TerrestrialEcotoxicity o Data Analysis

Abiotic Degradation * Animal Welfare

Biodegradation
Total number of Experts in the data base:

6,000
crcn i ocon
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Test Guidelines Programme
Expert Review Of Draft Documents

OECD Secretariat's Document

! T

Fartner Organisations:  Mational Co-ordinators  Industry Organisations:

- EC/ECB . BIAC

« ICH / l \ - ECETOC
« TOME « GIFAP
- IS0 Academia Government Industry .« oA

« others « COLIPA
\l l / « gthers

Mational Positicn Paper
l (responsibility of the
Organisation's Matiohal Co-ordinator) Industry’s
Position Paper 1 Position Paper
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T Secretariat +~ o o (@ ocoe

Procedure for the Development of OECD
Test Guidelines

7. Adoption of New Guideline

» Reaching scientific consensus

o Approval by National co-ordinators

® Endorsement by Joint Meeting

o EPOC Approval for Submission to Council

* Council Endorsement

oken @8 ocoe



2.3 What is the role of the New Approach in promoting
environmental innovation? (Session Ill)

2.3.1 The proposed use of the New Approach in Integrated Product Policy.

Otto Linher, European Commission, DG ENV, A.2

European Commission
DG Environment

Susismable Resources. Consumplion and Wasie

The Proposed Use of the New Approach

in_Integrated Product Policy

io Linher,

Ewropean Commizsion DG Environment
(hio.Linher@eec.enint
hitp:fenropacnint’comm/environmen tipp/

DGR A2 DI Sikde: |

European Commission
DG Environment
Susianable Rg:nur% C-n-rl:urnEI:inrl and Wasbe

What is Integrated Product Policy (1PP)?

<3 Nirategic instrament to determine an optitmal mix of
frerlicies for comtriliite fo the imiprovement of the

enviropmental performance of products thronghont their
life cvele

® Prioritising, reinforcing and refocusing existing
approaches

® Complementing them by new elements where
appropriate

DGR A2 DI Sikde: 2
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L European Commission
FN-EN DG Environment

*aw
Susianable F.-:lnur& Gﬁrl:umEl:iﬁrl and Was e
How does it relaie to the main 1 Strategies
and other environmental policies?

o Sustainable Development Nirategy
Sixth Envirenment Action Programne
Themuatic Strategies on Resonrces and Reeyveling

v Chemicals Policy

i Waste Policy

DGR A DR Shoe:

European Commission
DG Environment

Sustamable Resources, Consumplion and Wasle

Lite Cyele Thinking: The Basic Philosophy of IPP

o Every actor should consider the life cpele environmenial perfonmience
of products as an clesient in faking hivher decisions on prodice

@ Prioritisation on:
Where are the biggest environmental impacis?
Where can we do most te reduce them?

® Depth of analysis/use of LCA will depend on:
Importance of issoe to be consideral
Degree of clarity from the outset
Resourees of concerned actor

DGt A2 DTS Shce: &

L European Commission
FN-EN DG Environment

*aw
Sustamable Resources. Consumplion and Wasle
The three main pillars of IPP

® Using the price mechanism
= more fundamental changes on the market are anly likely if the
consumer can see the advantage in histher pecker

® Designing and marketing the products of the fuiure
o onee @ produect i sold, there i relatively litle that can be done to
change its environmental performance

® Creating consumer demand
= all design improvements will e in vain if the consamer does nof
bay greener products

DGR A DR Skoe: S
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European Commission
DG Environment

Sustamable Resources, Consumplion and Waste

Why a focus on the design of products (1)
= Puldic action shoald concentriate on reducing
environmental fpacts wihere i is most efficient

® The most important decisions on the life eycle
environmental performance of products are taken ai the
desion table and in purchase decisions.

@ All oiher phases may also play a role but are in general
either rather minor in importance or cannot be
contrilled easily

DoEFA! B2 [ATST Shde:d

European Commission
DG Environment

Sustamable Resources. Consumplion and Washe

What can public authorities do to influence

product design (1)

® Command-and-conirol legislation:
Clear on results, including the way they have to be achieved

& Can <deal wath kigh nsk and high cost issues

& Moeds a lob of resources by public suthornities {lezislation,
ndmmistrabes, enforcement

& Wall wo ever be able o regalate the bulk of 1ssues necded 10 nemioros
the environmental design ol products {Whene shall we start and how
long wall ot tuke us?}?

& Should public authombes at all detormine techmical detals of
environmenial design of products?

o Heavy procedure bt needed whenever high risks and high cosis
e :H'FI'J;"EJ

DGR A DI Sike:

European Commission
DG Environment

Susismable Resources, Consumplion and Wasie

What can public authoritics do to influence

product desion (2)?

® Enabling legislation
Should be clear on ohjective but leaves the ways how to achieve
the aljective to busivesses and technical bodies
# Dot necessanly ns clear and predictable ns comman<d and control
#& However. allows to address a larger moge of envirenmental inmpacts
which m summary may allow o achieve more for the environment with
less povermment-regulation
# Appropriate bor lew nsk, low cost but ligh volume 1ssaes

o B well designed, it can be faster and more efficient to cover
it instream™ ervirormental frpacis

DM A3 R S 9
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European Commission
DG Environment

Susismable Resources, Consumplion and Wasie

What can public authoritics do to influence

product desion (3)?

® (her supporting instruments
Encourage the availability of life cvele management instruments
{LCA databases, eco-design guidelines, environmental
management tools, tools to enable infermation Mew)
# [s the batilencek avatlability of tools or tho absence of dnvers 1o apply
them?
Education and training
# Large noed for education ‘irmmimg on coo-design (sehools universibes)
& However. will eduweation on environmental design be ever more than o

cherry on the cake 1t businesses cammol make money with ot?

o3 Where can aithoriifes acliieve moss with availalfe retonrces?

DM A3 R S 18

European Commission
DG Environment

Sustainable Resources. Consumplion and Wasie

The New Approach in the IPP Green Paper

® The New Approach is put to the diseussion as one of
possible elements to influence product design

® However, the failure of the experience with the
Packaging Directive shows the need to adopt innovative
approaches to address the specificity of environmen tal
issues

o Jr i raﬁ.l'.l'im"lr_r Ry P determline w_,l'-eﬂ rlir.lfﬁﬂmu_.l'-w fise Bait PRy
difffculy to specifi the right balarce between funciionality of a
Figl diect anid fts emvironimicntal characterstics

DGEWY A3 DA Shde 13

European Commission
DG Environment

& usiaanak e Fl-e:nur% C-ﬁrl:umEI:inrl and Wasibe
The IPP Green Paper: Options for the dealing
with the New Approach

® Eco-design guidelines and use of the enforcement system
to identily options how to improve products

® “New Deliverables™
@ Eco-labels as giving presumption of conformity
® Key performance indicators

® Combining various elemenis

DGEHY A3 KO S 11
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European Commission
DG Environment

Susismable Resources, Consumplion and Wasie

Insights developed from the stakeholder debate (1)

< A a large range of prodici-related envirommentof impacts
i5 o b tackfed, there is we other way than poting
responesibility to designers and nuardagers

Environmental management systems (EMAS, managoment
standards such as 150 14062 eic.) can play a key role!

< Putting the responsibility to fndustey withott
accentgaiying e process will sof work

There need to be incentives andchecks to make sure that the
abligations for envirenmental management are faken seriously

DiGEMY A3 A S

European Commission
DG Environment

Sustamable Resources, Consumplion and Wasie

Insights developed from the stakeholder debate (2

“v The key to the making the New Approach work for the
envirmamient is nof in choosing one or the ofher option of
fnstraements but setting g an indelligent mechoanism fuome
veariors elemenis can e combined fo create o clear and
credibde framevwork

o

Muyhe such a framework shoold sor be lmited to the New
Apprrodch bitt be pather a comibination of virios
fnstraeements based on seftfng clear politicaf objectives and
detegating technical issues to businesses and technical
Ieriliees wond keeping the option of comaind and controf if
MECessary

DGEHY A3 KO S 13

European Commission
DG Environment

Sustainable Resources. Consumptlion and Wasie
How could enabling lesislation for the

environmental design of products look like (137

= Far the mivment, these are only prelivinary ideas and no
decisions have been taken!!!
® Setting essential requirements for environmental design
of products in the form of framework legislation (zeneral
or product-specific)
Preducers could be obliged to use the state of art of
environmental design on their products
Ohligation to wse life eyele thinkinglenvirmnmental management
systems in the design of their products (e inspired by [S0O
14062 or the packaging prevention standards)

DGEHY A3 KA S #

133



European Commission
DG Environment

Sustamable Resources Consumplion and Waste

Details of possible essential reguirements on
cco-desion (1):

® Producers could be obliged:
to use the state of art of environmental design on their produocts

to use life cyele thinkingfenvironmental management systems in
the desiim of thelr products (e.g. inspired by 150 14062 or the
packaging prevention standards)

to provide evidence that envirmnmental aspects have been
appropriately taken into aceount

to miake key information on the environmental balance of thelr
products available

DGENY AZ HEGE S 17

European Commission
DG Environment

Sustamable Resources, Consumplion and Washe

Details of possible essential requirements on
ceo-design {2):

® Obligations o use the state of art on cco-design and lile
cycle thinking could be general

® However, the degree to which this would require written
evidence, partial or full Life Cycle Assessment will have
to be differentiated according to {e.g.:)
slze of company
lewel of environmental impacts assoclated to product life cycle
volume of products sold
dlegree of clarity from the outset on the sclentific evaluation

DGENY A3 DA Shde 11

European Commission
DG Environment

Susianable Resources, Consumplion and Washe

Howy could enabling legsislation for the

environmental design of products look like (2)7

® The essential vequirements need to be completed by:
apprepriate enforcement/market survelllance

the further definition of key requirements via various possible
mechan isms

DGEMW A2 AL S 1
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European Commission
DG Environment

Susiamable Resources, Consumplion and Washe
The possible role of enforcement and market
surveillance

® To check whether basic obligations (e.g. use of
environmental management system) have been Tulfilled

® To discuss with designers and managers whether and
where further improvements could be made

® To collect and provide information to public authorities
on possible areas for improving product environmental
performance

DM A2 R S 30

European Commission
DG Environment

Sustainable Resources. Consumplion and Wasie
The further definition of key requirements (1)

® Wherever substantial environmental improvements can
be made that are not carvied by the market alone, more
detailed requirements could be set via:
informal or formal discussions or agreements with businesses
and Industry assockations
standardisatbon (Le. the use of the New Approach technigue)
working groups following the maode of the IPPC Directive
product panels
introducing command and confrel elemenis on specific sues
inte the framework directive
targets on the basis of key performance indicators

DGENY A3 HECHH Shde 16

European Commission
DG Environment

Susiamable Resources, Consumplion and Washe
The further definition of kev reguirements (1)

® Prioritisation should be made on importanee of issues
and on the basis of information by enforcement
authorities, technical experts, NGOs ete.

® There should be a Jadder of preference™ towards the
more informal instruments with the more stringent tools
only used if necessary

® The further development of key requirements would
need to take into account the duration of design cycles (o
provide a clear and predictable framework for indusiry

CGEMY A2 1 ECE S 32
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European Commission
DG Environment

Susisnable Fl.e:nur% Cnrl:umEI:inrl and Was s
Possible fields of application for enahling

legislation

® The most obvious candidates are packaging and
elecivical and electronic equipment as test cases

® Possible later extenzion to further product eategories
and/or to a general product design [ramework directive

DiGEMY A3 R S 33

European Commission
DG Environment

Susismnable Fbe:nur% Corr:umEtiorl and Was be
The Greenine of Standardisation

@ "Environmental soundness™ should become a feature of
all European standards
To be addressed in a Communication on Standard isation anid
the Enviroament

Strengthen participation of civil seciety actors
CEN environmental help desk

Pasaible mechanisms to strengthen the co-ordination between
pulitical and technical bodies

DGENY AZ R Side 34

European Commission
DG Environment

Sustamable Resources_ Consumption and Waste
Related Policy Instruments

® IPPC could serve as an inspiration: definition of the state
of art on product eco-design similarly to BAT for
installations

® Eco-labelling: “pull-strategy™ whereas “Mew Approach™

is “push-strategy™; eco-label eriteria could inspire
instroments to deline the state of art of eco-design

® EMAS:option to demonstrate conlormity with the
environmental management obligation (i product-
related aspects are considered)

DHGEH A2 JH A Shda 38
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European Commission
DG Environment

Susiamable Resources, Consumplion and Washe

Enabling legislation and innovation
® Cementing the existing state of art or driver for
environmental innovation?

Level of ambition and clarity of exswential requirements
Enforeement and contrel
“Feedback™ from implementation will be crucial
Continuous further development of detailed requirements
“Create tension”™ to rewand early movers in envirenmental
dlesign
Good co-ordination between technical and poelitical levels of
decksion making

CGEMY A2 31 ECHE S 38

European Commission
DG Environment

Sustamable Resources. Consumplion and Waste
The next steps:
® Discuss possible ideas within the Commission and agree
on the main elements to be described in the IPP White

Faper (spring 2002) and invite stakeholders and the
Euwropean instituiions to react,

@ Discuss possible adaptations of the New Approach
clements of the Packaging Directive with Member States
and determine a timetable

@ Active participation in the preparation of the planned
Directive on Electrical and Electronic Equipment {EELE)

OGN A3 A S 37

137



2.3.2 Panel on environmental innovation

2.3.2.1 Dynamism in the standardisation process: guiding or delaying innovation?
Eva Schmincke, University of Tubingen

Dynamism in the standardisation
Process:

guiding or delaying innovation

Dr. Eva Schmincke
Biirg fur dkologische Studien
D-T2072 Tiibingen

eva. schminckeifschwaben.de

Voluntary tools Regulatory tools
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Life Cycle Thinking

[ Indicators of Product] fnental Performance |

|Enulm|1mln'h Bt Hnrrru'liunl

Tools

Continuous Improvement of Products

Discussion points

How can management standards encourage
environmental thinking m product design?

SO DTR 14062

Is a typical guidance document, encouraging
environmental thinking in product development
and design

a generic document, not developed for certification

Has the potential for sector specific adaptation,
e.g. EEE, focussing on
« Relevant phases of life cycle, &.g.use phase
« Main impacts, e.g. energy demand, hazardous
substances

» Relevant design strategies e.g.design for
disassembly
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ISO DTR 14062

* Environmental management - Integrating
environmental aspects into product design and
development

= Scope:

— Describes concepts and current praclices..

for all those invelved in design and development,

— Stakeholders,
— All types of goods and services, all sizes of

enterprise

* Final draft finished in October 2001, voting spring
2002

Contents of ISO DTR 14064

Goals and potential benefits
Strategic considerations
Management considerations
Product considerations

Product design and development
process

What you can get from the report

140

Description of broad consensus: industrialised and
developing countries

Comprehensive concepl: Strategy, Organisation,
Product

Definition of terms and setting concapls into contaxt
Practical help boxes, e.g.for treating trade-offs

Road map through the development process and where
to integrate environmental aspects

Bibliography and web sites



Product Considerations:

= Goods and services, picks service examples

« Continuous product development, Product
redesign, System Innovation

= Life Cycle Thinking /Multi-Criteria

= Early Integration

= Functionality/Economy/Environment: Trade-Offs

« Strategic product related environmental objectives

Discussion points

+ |s there a need to develop operational, product
area specific methodologies for LCA and how can
this be done?

Information management

« Basic for introducing environmental aspects into
product standards and product design.
* Prerequisites already exist:
— Standardised methodology for infarmation input
(LCA methodology)

= Standardised procedures for processing and
managing information {declaration programs)

= Existing standardised LCA methodology is
becoming widely accepted,
« Competition between softwaras
* Standardised data formates
* In curricula at universities and schools

* Further development needed:
« Public, easily accessible data bases
« Experience with screening applications

» Revision of practice for critical review for
communicating LCA information
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Discussion points

+ What elements would need to be in place to
enable the New Approach to be used effectively to
encourage innovation?

— Minimum reguirements
— Criteria

- erification

— Stakeholder consultation

Existing Life Cycle Based Schemes

'I'hlnl
NII;r Ilq:l'umnt Eﬂmm

Type ll o opticnal

Main Element Needed:
Credibility

= Stakeholder participation,
« Al early stages to enable stakeholders owning
the process and building up responsibility for it
= Transparency of procedures
« To allow for sufficient public control

« Effective revision procedures

« To provide guidance e.g. on BAT without
being prescriptive

« To check guidance in terms of real environ-
mental improvement
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2.3.2.2 Management standards versus product standard.
Hugues Plissart, CEN

Tha New Appraach in Satting Product Standards for Safety, Environmental
Protection and Human Health : Directions for the Future

20730 November 2001, Copenhagen

Session Il : What is the role of the New Approach in premoting
environmental innowvation 7

Panel on ervimnmental innovation:

Management stancards versus product standards
H.Plissart, CEN Management Cenlra

The file « Management standards versus preduct standards » suggests an antagonism.
But is there an antagonism between both 7

We are accusiomed to deal with produdt standards. Tradiionnally products standards
complemented by measurement standards (test methods) were used in the area of
voluntary standardization. A great number of produds and sendcss as well as coes
sedhorial fields as environment are covered by standards. They were dso anideal todl in
suppart of legislation at national and at Europ=an level. Their use in support of Mew
Approach Direclives (with the « harmonized » standards) and in support of other EC
legishkation and policies have proven sussessful in many areas.

But mere and more thers is a tendency to make uss of system standards, of
management standards , in the nonregulatory area. Such standards are ussd dsoin the
regulatory ar=a, aven in the Mew Approach area.

Already in the classic field of machinery safety, when CEN was faced with the dhallenge
of producing safety standards in support of the diredive for 55.000 different types of
machines (EC figures), the sclution found organised the work in basic safety standards
dealing with concepts, prind ples for design and general asl:-e--:ls, and eric safety
standards on the one hand. Typical produc standards would only be developed for a
limite d number of machines or group of machings on the ather hand.

Some of thess standards were in fact already management standards (risk management
standards, ensironmental standards).

Management standards can be found in other Mew Approach and non New Approach
areas : medical ecuipment standards, space projed management standards, system
standards in the raitway applications area, ... Quality management standards are used in
the Globa Approach.

Management standard s versus product standards

Product standards define chjeclive criteria, requirements expressad in preciss terms
for individual products or famiies of products. A more modern approach is the product
standard defining performance criteria rather than design eriteria. These widely used
typ=s of standards allow verification of the preducts against their requirements.
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With these fypes of standards the requirements for the product, the level(s) of
performance wil be maintained for a cartain time pending a revision or an amendmeant.

Maorevower product standards are a too restrided tool when one aime at improving a
wide specirum of products on a greater scale and simultanuously introduce &.g. the
concapt « anviranment =

It is also not affordable, nor possible to produce produdt standards for a huge numksr of
preducts and for all aspeds inzluding health, safety and emvironment.

It is then thatone should think in terms of management standards, system standards,
presedure standards.This kind of standards make ma nufadurers think from the design
stage. The purposs of this type of standands is to ensure that the manufacturer gives ful
consideration 1o the issuss covered in the document be they of health, safaty (risk
management standards) or emvirermental nature . Thess standards bring in iterative
processas aiming at permanent mprovement of the produdss, be it their quality, the
aspeds ralating to safety, health or anvironment ste.. They are really inzentives for
improvement. They are more efficient for improving the performancess than the previcus
typ= of standards.

Management standards also proside a means o anticipate the ewlution, the
improvamant, whataver the produd.

Management and systern standards can in some cases be the only possible sclution
espedially today with the fast changing technologiss.

Werifization for these types of standards wil not aim at ensuring that a product is in
compliancs with a standard but that the procedure is in compliance, orthatthe procass
inthe standard wil hawe been followed. They cannct give a passfail system for
irdividual products.

In fact both types, the management standards and the products standards are not
antagonistic. They are different odls which can be used together o cover a fiel oran
issua. Tha management standard will cover the whole fisld or an asped for the whale
field. The product standard will be developad when the need will be justified for spedific
typ=s of products, of risks, .in comparison to the cost and the consequences ste...
Management standards can also be usad as a first skep when the produd standard
cannat yet be produced e.g. when there is a nesd for more research.

The standard s vis-a-vis the legislation.

Standards have been used for decades and decades in support of national, later of
Eurcpean legislation. Origindly the method of direct refersnce to a speeific standard was
used (Ol Approach). This had its weak sides as for example it cast the requirements in
conorete for a lang time hampering tus progress. Morsover the techinicd part of this Old
Approach legislation often was checlets at the time of enford ng. The solution was the
intreduction of the “New Approach” which gave an impaortant role o “mandated”
Eurcpean Standards. Other types of legislation made use of standards too: Pubic
Frocurement drectives, Transport of Dangerous Goods, sle...

The Mew Approach was successfuly used in more than 15 different fislds. As said
earlier, mainly but not only product standands have been ussd in support of the
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“easantial requiraments” of these direclives. Managemeant standards have also been
used (risk management standards, quality management standards . §.

The MNew Approach, which offered a quite broader perspedive than the previous ons,
intreduced a kind of co-operation between the legislator and the standandizer. It
separated the “legal” part from the “technicd” part allowing the technical part to adapt
fast bo techricd progress and to develop whilst safeguarding what is essential and
rema re under the authorilies’ responsibiity. Hintreduced a kind of co-operation betweesn
the legislation and the standardization that has a potential for development. This relation
iz defined in the “mandates™ given by the Europsan Commission to the Eurcpsan
Standardization Organisations and accepted by them.

Expefience has shown that itis wery important that scope and aime of the work allecated
to the standardizer in the mandates are well understocd and understood in the same
way by all partners. It is evident that the standardizer is neither able nor wiling to take
ower pure responsibility of the legiskator. It is therefore impotantthat a partineship is
developad betwean the European Commizsion and the Europsan Standardization
organisations, but also at national level between the Mational Standards Bodies and the
Mational Autherilies and that all stakeholders ars involved in the development of the
standardization mandates and in the development of e stardards.

In this role of the standards vis-4-vis de legislation the manquestion is: “What should
remain “legislation”; what can be dealt with by the standard; where is the border?” The
next quastion: “To what lavel of detal the “essential requiremeants” have to ga?™ defines
the possible scope for the standard and the types of standands.

The question whether or not produd standards should be the answer, or whether or not
management standards can be a solulion can best ke examined together with the
standardizer. There are advantages and disadvantages for both types. It is dear
hizwever thatin cass management standards ars the arewer, the requirements of the
legislation have to envisage this possitility and be drafted with this in mind (sxampls:
require that procedures e.g. for risk management, for assessment procedurss, ete. ars
folowed.

The verification of compliance wil thus be different but possible fior both types of
standards.

It shall be noted that CEN supparts the IPFs consideration to use standandisation to
provide specifiz ook o support Europsan emvirenmental legislation and policy which is
in agresment with its own policy. Moreower the aspects of the IPP which encourage the
inzlusion of anvironmenta aspects into product standards across CEN sectors are also
in line with steps already undertaken by CEM

Concluding:

There is potential for development of standardization asao in the environmental fisld;
thers is potential for both produdt and management standars developsd in support of
polidies and legislation bul such developments shall bs realised in co-opsration and
partnership betwe=n legislator and standardizer, on the kasis of clear bourdaries of
reziprocal responsikiliies defined in unambiguous mandates.
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2.3.2.3 Environmental innovation in product design: The industry point of view
Viktor Sundberg, Electrolux

Environmental innovation in product design

Copenhagen November 30, 2001

Viktor Sundberg
Electrolux Europaan Affairs

Electrolux

The challenge for Environmental work of
companies

Green Range
Environmental impact during life cycle

Some examples of design for the environment
Producer responsibility WEEE / IPP

New approach and the environment

EEE
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White goods
Vacuum cleanars
Anr-conditioners
"
[EUEERA

* Sales SEK

124,600m

* 55 million products sold

every year

* Approx. 87,000 team

Light-duty

chain saws
Garden equipment
ﬁ S PR

e
L}

a

Professional Products

Food-service equipment

Laundry egquipment
Components

b= Electrolus]
o fricesTnanror < |

Chain saws
Trimmers sic.
Turf-care equipmant
Power cutters
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Impact of Products ?

lf you take all the cold products (refrigeretorafreezern) Electrolux
produces during one year and put them In a row ...
e the line would sireich from Stockhalm to Riome - 2 250 km.

Improving products for the
environment must become part of

business thinking & competition

Electrolux Green Range
an Internal Measurement Tool

What gets measured gets done




Electrolux Green Range
an Internal Measurement Tool

Why ?

= Are “green products” profitable for the company ?
* How does the “green segment” of our range develop ?
» To justify further efforts for “green products®.

Green Range was introduced 1996
= Criteria are revised (sharpenad) yearly

Green Range Criteria 2000

Refrigerators / Freezers Washing Machines

. Energy consumption
Enargy = Energy class A and B
Energy class A or B

Water consumption

Insulation & refrigerant Max 56 litres for 4.5-5 kg

Hydro Carbons
{lowr GWP, no ODP) Detergent losses

0% losses of detergent
Noise leval

Manx 40 dB(A) g:nh:hg :;I:mlrj
BB A B

Noisa leval
Washing - max 58 dB{A)
Spinning - max 72 dBd:ﬁJ
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Results of Green Range 1998-2000

I
B8 B oo L] = o

Share.of eales volumse %) Shareaf margin (%)
Hougshald appliances Housshald appliances

Comparabla: Applying year 2000 critena for the products sold 88 and 88 «

Environmental Impact During the Life Cycle

The Use Dominates the Lifetime Cost

... the lifetime
cost (for a WM}

Purchase of
machine




Water Level of Washing Machine

Save Water & Energy by Reduced
Tub/Drum clearance

Cadmium free batteries

= All Cd batteries phasad oLt In Swadan and Nonway
in 1936

* Nordle sco |abel

PVC free products
* |ntroduced in Sweadan In 1987 for

professional customans
* |nfroduced in general product range in 2001

Most efficient refrigarators/freezers. in Europe
* Bast product in tha Energy+ competition in 2001
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Design for Recycling & Reuse

Two possible Refrigerants
Choice at design ?

HC
HFC Isobutane
R134a "Grasnlreaze®
+ Na ODOP + Mo ODP
+ GWP (Kyoto) + Very low GWP
+ Recovery Requiremants + Mo recovery nacessary

* pﬁﬁ?mmﬂ o * g egp [ve to aa

Design for Recycling & Reuse

Reuse The Recycling Process
Mechanical recycling

[T——— [ et
Disassembly Becpcits -
Labelling
Compatibility

Material substitution
[Concrate balancing welght
I washing machines 7)

Regulation During the Product’s Life Cycle

Bupplrs  Prodeclon A i betion Usa Endi ol Lis

Packiging  Cham s, wiriar,

Pstaucying

__

En gy efficienc
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IPP and the Transformation to
a Greener Market

* *Imegrated Product Policy offers the opporiunity to bring in their
(industry and retailers) experience to promois a business-
oriented approach towards greenar markets®

**In the contexi of the proposed stralegy, promotion of

anvironmental quality of goods and services means using
market forces to the largest possible extent”

* "“These cover instrumenis thal encourage firms to apply a life
cycle approach for their products”

*“The most powerful instrumend 1o transform the market .._ is
by ansuring that the true environmental cost during the life
cycla of products is integrated into the product prica”

Will the WEEE directive be

compatible with IPP 7

IPP Green Paper

Paga 11:

"The concept of producer responsibility relates fo the
integration of casts occurming once the prodisct has been sold
inlg the price of new products.

This encourages prevention at the design stage and
allows consumers to bring back end-of-life products free of
charge.

It has recently been integrated into the Directive on End-of-
Life Vehicles and the Commission Proposal for a Directive
on Waste Electrical and Electronic Equipment. ©
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Council Position for
Producer Responsibility WEEE

“_.producers provide ._for the financing of the coflection, the
freatment, recovery and emironmentally sound disposal of
WEEE...”

“The management of WEEE coming from producers that are no
longer prasant on the market or which can no longer ba
identified af the fime when the costs ocour shall also be financed

by producers...”
Doas this give tha incentives called for in (PP 7

- Mo, contradiction with IPP

This Is reducing producer responsibility to a waste tax!

Each actor needs to be legally responsible for his
activities, i.e.

a producer should be responsible for the products
he has produced

Collective activities are necessary to handle the
waste in practice

There is no contradiction between a individual
producer responsibillty and collective recycling
operations

EU Parliament Proposal for
Producer Responsibility WEEE

“.. the financing ... Is provided on an individual basis. ..

ensure that producers make provision for appropriate
guarartees for fhe finencing of the management of

Doas this give the incentives called for in IPP 7

- Gives each actor a clear signal that his activilies at the
design stage will influence his fulure recycling cost.

- Compatible with IPP
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Where is the incentive if you become
responsible for your neighbour’'s waste ?

Producer Responsibility must not become
a waste tax !

New approach

Proven efficient for product safety, low voltage
directive, machinery directive, etc

Provides the tools and details, eg.
measurement

Can be fast, flexible and tailor made
Goals set by political decision makers

Voluntary agreements
Energy efficiency

Washing machines 1897
Dish washers 2000
Water heaters 2000

Refrigerators / Freezers ?
Tumble dryers ?
Alr conditioners 7

EEE initiative

Objective to ensura the functioning of the intemal markat
by harmonising country initiatives on eco design.

Compliance and enforcement can not be secured
LCA iz nol a precise science. It can not used as a tool
within legislation.

Rizk for widespread interpretation. Could lead to
deviating enforcement in Member States.

Increase cost and administrative burden
Comesponding environmental benefit 7

There is a need for lagislalive tools due 1o IPP,
but lets first conclude the IPP debate
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The IPP green paper contains several good
intentions

Using New Approach for environmental
legislation can not be ruled out, but is far

from straight forward.

“EEE” in its draft formats is not feasible
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2.3.2.4 Innovation in product design: The environmental point of view Karola
Taschner, European Environment Bureau

European Environmental Burean

Innovation in product desicn: The environmental point of view

Copenhagen, 30 November 2001
By Dor. Karola Taschner
Scientific Advisor

Introduetion:

The Community has inventad the New Approach in order o avoid that government
official wenz in charge of procuct standardization bocause this was regarded 1o ba an
extremely ineflicient way to deal with technical details. Governments have to
stipulate the societal neads. That is their task according to the New Approach.

It cannot b the business of legislation to preseribe industry every single step on how
1o dizsign a product. They will not do it because they do it diffarently. Governments
should = clear target and timetables, This will necessarily tipger innovation.

Approaches (o product innoyation
There are vary different points to start with product innevation. There are mainly four

seps
1. Product improvement
2. Rehning improvement
3. Redesigning prosucts
4. System innowvation
Y i i i U

It is asked oo much from standardisers o make them responsible for ecological
prosduct innovation, They have a brief to defend the market share of their company. 17
therz is a procucer of a green product, the others will jointly try © prevent the green
producer o gain market shares, It would mean o urm market forees upside down it
one expacts sacrifices For the environment where competition is so hard.

WEEE and ROHS sets clear targels and timetables,
What iz the objective of the EEE-Directive?

FEE-Directive to implement the demands of WEEE and ROHS and present a
framework that enable surveillance as to whether a product in question is meeting the
requirements of W EEE and RoH% directive. This would be a kind of mandate having
pong through the democratic decision making procedunz. In the end it has to provide a
schane that delivers evidence For the presumption on conformity. This will have a
push affiect on gl producers,
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The last working decument on EEE is Fecussing on introducing lifecyele thinking For
eco-design and describes a detailed management system for that purpose. Such a
directive could be useful under the condition that it is not aiming o provide for the
presumpion of conformity For the WEEE and RoHS directives bacause it cannit
deliver in that case. It will be an incentive for some mam fcturars but not all of them.

At the time, the Danish Gevernment has eriticised the packaging standards bocanse
they were managemeant standards that lelt it absahiely to the diseretion of producers
how much rense, recycling etc. they built inte their products. The packaging standards
did not provide for any measurable indicators, I the last drft EEE proposal would
coma into foree, the implementation of WEEE and RoHS directive could not ba
monitened becanse the recycling targets cannot be measurad. So the lack of
implementation will take away for the innovative effiocts of the WEEE and RHS
directivies,

To szt these targets and timetahles a review of the state of art and science, of best
practice, of the main problems not addressed by other directives, serious back-up
work are neadad to set a credible framework e producers that helps them and
provides a framework for them how to plan thair investments and so steer it inot
innovation.

The way forward to elficiently trigger product innovation into the good direction

Wi imaging an EREE framework directive with daughter directives,

More than eighty differant product groups are listed in the annex of the WEEE
directive. They cannot be approached jointly and therefore schould be dealt with
separately in clusters,

The following parameters will have to be deve lopad

- Minimum performance lavels o be achieved

- Orientations for the dimension of improvement needed (e.g. energy
elficiency targets)

- Priorities for improvanent (e.g. hazardous substnces beyond the ROHS
directive, enerey efficiency, water use) an the asis of the &%
Envircmmental #ction Programme and a screening of the most relevant
environmental aspects of diffierent groups of electronics,

- Key issues o be addressad (eg. an obligatory switch ofl fimction — in

addition to stand-tey for I'T aquipment}

[
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Harmonigation of chemicals regulations and a better and more restrictive
chemicals policy in Europe will b2 more purposeful rather than a directive

dealing with environmental design requiremenis for EEE

The diractive should establish the fallowing requiremants:

- Benchmarking according to best practice and state of the art, e.g.
requirements for using a ceriain lewel of recyclad material,
levels of enargy elMciency,
restriclions on amissions,

- Bstablishing grades (or classes) of performance

- Making a choice on which standards are neaded

Preconditions for the good Rinctioning of the system is among others the geod

envirommental management of the producing company

- As the burden of prood for compliance with minimization objectives is
imposad upon producers

- Transparent decision-making (e.g. by documenting assessment of different
options and justification requitement, why not the best performing oplion
has baan chosan).

- ohligation to carry out a lifecyele assessment of products

- proesduct oriented environmental management (PFOEM )

- anvironmental product information be forwarded

Cme thing for certain: Participation of NGOs in the standardisation process can make
the difference in some cases but nod in mamy due 1o resricked resources,

*  How can mamagement stndards encournge ememonmental thinking m product design?
Mot at all. One bad example (packaging stndardsd should be sufficient. Managanent
stanclards can be an adid-on o document that benchmarkimg standacds have been met.

#  I= thae a need o develop operational, product area specific meathedokogy(s) for LOA, and
hovw can this be done?

{EU) Ecolabeks ane not hased on full blewn LOAs but oo hfe cyele mventones, The most

impartnt envimonmental impacts are then sclected.

159



e Would it stimulate wmevanon i there were benchmarks saring from minmum
requiremenits that could be used for a system of varifube enviroomanial product
declarations? IF so, how coulil these baschmarks ke developed?

This cim bz a vory effective sysiem, In prnciple this s what the Commission has developed

for the encrey label which 15 not himiied w only coo pmmeter. Also the binding wchicke

emission stmdnds are r\r\-»gn:s:'-in;.' na bao slep ;lprn-cn.'h whers Member States can grant tax
mcentives o case they minslvce simicter mit values m advance. The enteria for
henchmarking and the guantiative values lave o be well sidied and propared.

*  What “push stmtegies™ should these be at FU ar national level?

Announcing that the minmum requirement will afier 2 while creep up the mainx,

coerlabels although for consumer goods anly, best aquippad with VAT reducion,

creabe markets for products wath high anaronmen l pedormance. Public Procurement 15 the
ather demand sile wal that has a large potential o craie markers: About 1486 ol the EU BIP
are spent in public purchasng,

*  What clemenis would noed to be m place o enable the Mew Approach o ke usad
clfectively  to encowrnge  ervironmental  onevaton,  eg. mandatoey mnimom
requiremenis; cribera hesed on LOA methodblogies, methods of venhication, siakehokler
corrzuliation

All o them,

HMohady has ever smd that PP would be cheap For EU and Gevernments, They wall hine o
arganisz mectings sumilar o the working group meetings under the EU Eco-label for experts
from W5s and mberesied parties. Member Stabes and/or EU should be 1o change of the sudies,
prepare for baxhmark defininons, chair the meetngs, write the minutes and make
propcsa s,

MG beliove that a lot of feedeom bas w be left o indusiy bue the objectnes, 1o
emvironmental requirements, ke o be sd by danoombic decimons, Alerwands mdusicy
needs support and guidance how 1 reach these objectnoes, Tt 1s umporiemt that the valuable
conomie nvestments are paymg back and have some gains for First movars nosieck.
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3 List of participants

EUROPEAN COMMISSION

Evangelos Vardakas, Director
DG ENTERPRISE, G.

Michail Papadoyannakis
DG ENTERPRISE, E.1

Otto Linher
DG ENVIRONMENT, A.2

Erica Rydhstréom
DG ENVIRONMENT, .D.3

Nicola Breier
DG E ENVIRONMENT, D.3.

Christine Van Wunnik
JRC-IPTS

Mette Skovgaard
European Environment Agency
European Topic Centre on Waste and Material Flows

MEMBER STATES

Michaela Kihn
AUSTRIA: Federal Ministry for Economic Affairs and Labour

Christa Huygh
BELGIUM: Federal Department of the Environment

Danny Dewulf
BELGIUM: Ministry of Economic Affairs

Helge Andreasen, Deputy Director General
DENMARK: Environmental Protection Agency

Preben Kristensen, Head of Division
DENMARK: Environmental Protection Agency

Christian Poll
DENMARK: Environmental Protection Agency

Annette Orloff
DENMARK: Environmental Protection Agency

Tonny Christensen
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DENMARK: Environmental Protection Agency

Christian Fischer, Head of Division
DENMARK: Environmental Protection Agency

Birgitte Jargensen Kjeer
DENMARK: Environmental Protection Agency

Jette S. Nielsen
DENMARK: Environmental Protection Agency

Idaya T. Larsen
DENMARK: Environmental Protection Agency

Susanne Worm
DENMARK: Ministry for Trade and Industry

Claus Jensen
DENMARK: Danish Agency for Trade and Industry

Ulla Brgns Pedersen
DENMARK: National Consumer Agency of Denmark

Ole Ladefoged
DENMARK: Danish Food and Veterinary Administration

Matti Oivukkaméki
FINLAND: Ministry of Trade and Industry

Eckart Meyer-Rutz
GERMANY: Federal Ministry for the Environment

Jargen Kihn
GERMANY: Federal Ministry for the Environment

Andrea Fluthwedel
GERMANY: Federal Environmental Agency

Maike Janssen
GERMANY: Federal Environmental Agency

Frank Goeller
GERMANY: Federal Ministry for Labour and Social Affairs (BMA)

Kees Den Herder

NETHERLANDS: Ministry of Housing, Spatial Planning and the
Environment

Henny van Rij

NETHERLANDS: Ministry of Housing, Spatial Planning and the
Environment

Isabel Tomé de Andrade
PORTUGAL: Ministry of Environment

Kerstin Gronman
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SWEDEN: Ministry of Environment

Karin Oberg
SWEDEN: Environmental Protection Agency

Lena Jacobsson
SWEDEN: Environmental Protection Agency

Christer Arvius
SWEDEN: National Board of Trade

Nils-Gunnar Forsberg
SWEDEN: Ministry of Foreign Affairs

Karin Thoran
SWEDEN: National Chemicals Inspectorate

Richard Lawson, Deputy Director
UK: Department of Trade and Industry

Steve Andrews
UK: Department of Trade and Industry
EEA STATES

Arseeell Thorsteinsson
ICELAND: Ministry of Commerce

Gylfi Gautur Petursson
ICELAND: Ministry of Commerce

Inger-Grethe England
NORWAY: Ministry of Environment

Ingunn Myhre
NORWAY:: Ministry of Environment

Rune Opheim
NORWAY:: Ministry of Environment

Tore N. Thomassen
NORWAY:: Ministry of Trade and Industry

OECD

Herman Koeter
OECD Environmental Health Directorate

STANDARDS ORGANISATIONS

Jacob Holmblad, Vice President
CEN
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Hugues Plissart, Director Standards Development
CEN Management Center (CMC)

Ima Comez Lépez
CEN Management Center (CMC)

Aage Stevns Hillersborg, Chairman of CEN Committee on Toys

LEGO

Roger F Higginson, Chairman of CEN Committee on acoustics

Higginson Acoustics

David Perchard

Perchards Consulting

CEN Consultant on Packaging

Peter Thompson
CEN Consultant on Medical Devices

August Oster
CEN Consultant on Toys

Lars Brogaard
DENMARK: Danish Standards Association

Jesper Jerlang
DENMARK: Danish Standards Association

Maibritt Agger
DENMARK: Danish Standards Association

Helene Jackson
DENMARK: Danish Standards Association

René Nielsen
DENMARK: Danish Standards Association

Pablo Corrons
SPAIN: AENOR

Mario Calderon
SPAIN: AENOR

Rune Sirvell
SWEDEN: SIS

Sue Metham

UK: BSI

OTHER STAKEHOLDERS

NON GOVERNMENTAL ORGANISATIONS

Franz FIALA, Vice President
ANEC
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Helen Amundsen
Danish Consumer Council

John Hontelez, Secretary General
EEB/ECOS

Karola Taschner
EEB/ECOS

Pia Olsen
Danish Society for the Conservation of Nature

Mickael Minter
Danish Society for the Conservation of Nature

Natalie Eckelt
Germany BUND

INDUSTRY

Annalisa Oddone
ORGALIME

Frank Bill
Confederation of Danish Industries

Ulla Hansen Telcs
Confederation of Danish Industries

Peter GUnther
VDMA

Viktor Sundberg
Electrolux

Joakim Skottheim
Electrolux

Theodor Van Amstel
Pipelife

Anders UIf Clausen
Rockwool International

Laila Tdrnroos
Nordtest

Philip Bennett
CEPMC

Bjarn Mgller Laursen
EUMEPS
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Francois Dupin
DVGW

ACADEMICS

Erik Hgjbjerg
Copenhagen Business School

Eva Schmincke
Biiro fiir Okologische Studien
CONSULTANTS

Gretta Goldenman
Milieu Ltd

Jim Hart

Laura Sanz Levia
Milieu Ltd
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4 List of New Approach directives

4.1 Product areas covered by New Approach Directives?

Directive Product Area Mandated
Standards
2000’
90/396/EEC Appliances burning | 95
(amendment 93/68/EEC) | gaseous fuels
2000/9/EC Cableway
installations designed
to carry persons
89/106/EEC Construction 1004
(amendment 93/68/EEC) | products
89/336/EEC Electromagnetic 40
(amendments 92/31/EEC, | compatibility
93/68/EEC)
94/9/EC Equipment and | 96
protective systems in
potentially explosive
atmospheres
(ATEX)
93/15/EEC Explosives for civil | 19
use
92/42/EEC Hot water boilers
(amendment 93/68/EEC)
95/16/EC Lifts 19
73/23/EEC Low voltage
(amendment 93/68/EEC) | equipment
90/385/EEC Medical devices: | 49
(amendments Active implantable
93/442/EEC,
93/68/EEC).
93/42/EEC Medical devices: | 215
(amendment 98/79/EC) General
98/79/EC Medical devices: In| 19
vitro diagnostic
90/384/EEC Non-automatic
(amendment 93/68/EEC) | weighing instruments
89/686/EEC Personal  protective | 327
(amendments 93/68/EEC, | equipment
93/95/EEC, 96/58/EC)
97/23/EC Pressure equipment | 766
99/5/EC Radio and
telecommunications

% Updated version of Annex 1 in

Approach and the Global Approach.

3 Personal communication, Claus Jensen, based on CEN reporting to 98/34 Committee.
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Directive Product Area Mandated
Standards
2000’
terminal equipment
94/25/EC Recreational craft 49
(proposed amendment
COM(2000)639 final)
96/57/EC Refrigeration
appliances
98/37/EC Safety of machinery | 734
(amendment 98/79/EEC,
proposed amendment
COM(2000/899 final))
88/378/EEC Safety of toys 11
(amendment 93/68/EEC)
87/404/EEC Simple pressure | 47
(amendments vessels
90/488/EEC &
93/68/EEC)
98/13/EC Telecommunications
terminal and satellite
earth station
equipment

4.2 Product areas covered by New Approach Directives, but which do
not provide for the CE marking

Directive Product Area Mandated
Standards
2000°

96/98/EC Marine Equipment

94/62/EC Packaging and packaging | 15

waste

(for marking see table below)
2001/16/EC Rail systems, Conventional
96/48/EC Rail systems, High speed

4.3 Product areas covered by proposals for New Approach Directives

Directive Product Area

Proposal in preparation | Electrical and electronic equipment

COM(2000)566 final Measuring Instruments

COM(96)191 final Packaging, marking of

COM(93)322final Precious metals
COM(94)267 final

* Personal communication, Claus Jensen, based on CEN reporting to 98/34 Committee.
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5 Abbreviations

ANEC

ASEAN
B

BAT
BIAC
CEN
CENELEC
CD
CMA
Co,
COLIPA
COM
DG

DK

DN

EC

ECB
ECETOC

ECMA
ECOS

EEB
EEE
EFTA
EHSRS
EMAS
EMC
EPOC
ER
ETSI
EU
EuroNCAP
GIFAP

GLP
GWP
HFC
H&S
ICH
IEC
IOMC

IPP
IPPC
ISO
IT
M
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European Association for the Co-ordination of Consumer
Representation in Standardisation

Association of South East Asian Nations

Belgium

Best Available Techniques

Business and Industry Advisory Committee

European Committee for Standardisation

European Committee for Electrotechnical Standardisation
Compact Disc

Canadian Marketing Association

Carbon Dioxide

European Cosmetic Toiletry and Perfumery Association
Commission

Directorate General

Denmark

Danish Society for Nature Conservation

European Communities

European Central Bank

European Center for Ecotoxicology and Toxicology of
Chemicals

European Computer Manufacturing Organisation

European Environmental Citizens Organisation for
Standardisation

European Environmental Bureau

Electrical and Electronic Equipment

European Free Trade Area

Essential Health and safety Requirements

Environmental Management Standards

Electromagnetic Compatibility

Environmental Policy Committee

Essential Requirement

European Telecommunications Standards Institute
European Union

European New Car Assessment Programme

Groupement International des Associations Nationales de
Fabricants de Produits Agrochimiques

Good Laboratory Practice

Global Warming Potential

Hydrofluorocarbon

Health and Safety

International Conference on Harmonisation

International Electrotechnical Commission
Inter-organisation Programme for the Sound Management
for Chemicals

Integrated Product Policy

Integrated Pollution Prevention and Control

International Standards Organisation

Information Technology

Joint Meeting



LCA
LVD
MAD
MRA
NA
NAFTA
NGOs
NO,
ODP
OECD
0l
P&PW
PECASs

POEM
Ppm
PRODCOM
PVC
RoHS
RTT
SEK
SMEs
SPSF
TC

TG
TUAC
UK
UNICE

VAT
WEE
WNT

WTO

Life Cycle Assessment

Low Voltage Differential

Mutual Acceptance of Data

Mutual Recognition Agreement

New Approach

North American Free Trade Agreement

Non Governmental Organisations

Oxides of Nitrogen

Ozone Depletion Potential

Organisation for Economic Cooperation and Development
Official Journal

Packaging and Packaging Waste

Protocols to the Europe Agreements on Conformity
Assessment and Acceptance of Industrial Products
Product Oriented Environmental Management
Parts per million

Nomenclature for Industrial Statistics

Polyvinyl Chloride

Restriction of Hazardous Substances

Regional Technology Transfer

Swedish Kroner

Small and Medium Enterprises

Standard Project Submission Form

Technical Committee

Test Guidelines

Trade Union Advisory Committee

United Kingdom

Union of Industrial and Employer’s Confederations of
Europe

Value Added Tax

Waste Electrical and Electronic Equipment
Working Group of National Coordinators of the Test
Guidelines Programme

World Trade Organisation
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Appendix A

Appendix A: List of background
reading
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The New Approach in Setting Product Standards
for Safety, Environmental Protection and Human Health:
Directions for the Future.

Documents related to the Workshop

The following documents and links can provide additional information about a number of the
topics discussed at the Workshop.

The New Approach

The European Commission has a website related to Standards Policy. This can be found at:

Standards policy

There are a number of documents of particular interest. These include:

Report of the Commission of 2001-09-26 to the Council and the European Parliament on
"Actions taken following the Resolutions on European Standardisation adopted by the
Council and the European Parliament in 1999" - COM (2001) 527 final This report from the
Commission aims to set out the most relevant developments since 1999, as requested by the
Council and the Parliament. It basically takes a horizontal view on European standardisation
matters.

2 I I I I O

Directive 98/34/EC of the European Parliament and of the Council of 22 June 1998 laying
down a procedure for the provision of information in the field of technical standards and
regulations

Official Journal L 204, 21/07/1998 P. 0037 - 0048

CONSLEG - 98L0034 - 05/08/1998 - 33 P.

http://europa.eu.int/smartapi/cgi/sga_doc?smartapi!celexapi!prod! CELEXnumdoc&lg=en&numd
0c=31998L.0034&model=guichett

Council Resolution of 7 May 1985 on a new approach to technical harmonization and
standards

Official Journal C 136, 04/06/1985 p. 0001 - 0009

Spanish special edition...: Chapter 16 Volume I p. 248

Portuguese special edition Chapter 16 Volume 1 p. 248

http://europa.cu.int/smartapi/cgi/sga_doc?smartapi!celexapi!prod! CELEXnumdoc&Ilg=EN&num
doc=31985Y0604(01)&model=guichett

Guide to the Implementation of Directives Based on New Approach and Global Approach.
This Guide is intended to contribute to better understanding of Directives based on the New

174



Approach and the Global Approach, and to their more uniform and coherent application
across different sectors and throughout the Single Market.

http://europa.eu.int/comm/enterprise/newapproach/legislation/guide/legislation.htm

Standards and innovation

http://www.dti.gov.uk/strd/fundingo.htm#swannrep

Other sites related to standardisation

CEN Strategic Advisory Body on Environment (SABE):
http://www.cenorm.be/sectors/sabe.htm

EOTC - European Organisation for Conformity Assessment
This website is an interactive learning tool designed to provide an intuitive understanding of the
principles of the New and Global Approach.

http://www.eotc.be/newapproach/cdrom/index.htm

175



Integrated Product Policy

The Commission’s web page on Integrated Product Policy:

http://europa.eu.int/comm/environment/ipp/home.htm

The Green Paper on Integrated Product Policy: Press release

LT T ]

Green Paper on Integrated Product Policy COM(2001)68

(N I
(pdf ~150K; except el 1.3M)

The Challenge of an Integrated Product Policy in Europe
Brussels, 18 th of October in the European Parliament. Minutes of the hearing are available in pdf

format.

http://www.garciaorcoyen.org/conclusiones ingles.htm

The IPP Conference: Launching the Stakeholder debate
Brussels, 8-9 March 2001. Summaries of the workshops are available in pdf format.

http://europa.eu.int/comm/environment/ipp/stakeholder events.htm
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Proposals for Electrical and Electronic Equipment legislation:
WEEE proposal (amended text)

COM/2001/0315

RoHS proposal (amended text)

COM/2001/0316

EEE Working Document

http://europa.eu.int/comm/enterprise/electr equipment/eee/workdoc.pdf

http://europa.eu.int/comm/enterprise/electr equipment/eee/fag.htm
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Other Commission Documents:
Commission White paper on governance

http://europa.eu.int/comm/governance/index_en.htm

Environmental governance

http://europa.eu.int/comm/environment/governance/index_en.htm

Commission White paper on a future chemicals policy.

http://europa.eu.int/comm/environment/chemicals/whitepaper.htm
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Other Relevant Documents:

The Nordic Council of Ministers Working Group on product-oriented environmental strategy
Workshop report: Integrated Product Policy and the New Approach, October 2, 2001. Stockholm

<indsaet dokumentet Nordic W Sreport.pdf herefter>
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Workshop report

Integrated Product Policy and the New Approach

October 2, 2001
Stockholm

'ha Mordle Councll of Minsters Working Group
on product-oianted anvironmeantal strategy

180



TABLE OF COMNTENTS

PEEFACE
SUMMEEY 3
l HORDNC WORKSHOP SEOUT THE POSSIEILITIES T REDUCE EI‘-I".-'IFEEINE ENTAEL

WP ACTS OF PRODUCTS WITHIN THE FEANEWORK OF THE EUVAND THE WTQ......4
g IHNTRODLUCTICH - INTEGRATED PRODLUICT POLICY AND NEW APPROACH. ... 4
1 IHEINTERNATIONS| FEAMEWORK 5
4 MEWAPPROACH 1
3 SEFULHESS OF THE MEW APPROACH FOR EMNYIROMEIENTAL PESTECTION av. 13
E FINAL COHCLUSIGNE FR-:-M THE WORKEHOP, 17
A WORISHOP PR 18
ANMEX 2 PARTICIPAMTS 19
AHMEX 2 THE POESIBILITIES T REGULATE FOR EN'.-'IRI:INE ENTAL PROTE CTION ......... 0

181



PREFACE

Inkegrated Proouet Polcy (IPP) s & publie policy thal a@ms at conlinoous recuction of e
emvronmental Impacts tral anse dong the Ihe cyde of products. In 2001 e Horde Councll of
Mnitars (MCM) adoplad 2 Homie product criarkad enamnmental sirategy. 1 copeiive |s 1o v
rescumes and decresse evionmentl Impacls of poducks The implemeniation B highty
dependent on e davelcpmant N Europs and gotslly.

It 15 oftan clamed thal emdonmental messures ae in confict with inkematona tmds eoulatons.
In 1984, the Nodic endronmental sector IPP working group Inllaked a poject 1o Invesligak his
Turiher. The alm was ko revies the relalonship bebwean iInkemalonal rade nkes ard IPP. A study
was carfed out o give & owerdew of Inkemational rade rules, pimarily rules of the Eurapsan
Union (ELYG and the Weord Trade Organteation (WTC). The purpess was o Kdenlily reguialive
olstacks b produci-onentad smdmnmeantal prokechion messures.

As a folow-up b he shidy, the Mordie envonmental sechor IPP working gmoup nitlated a
‘wortkshop that was held In Stockholm on Oclober 2, 2001, Representalive rom all Momic counlies
paricpaiad. The dm of he workshop was [0 identify possibiilies o educs amdronmental impacts
of poducts within the ramework of the EU and WTO. [tako almed al promation of he deoussion
tetwaen envronmental experts and Fade sxparts In the Morde region

This reportwil be usad &5 backgmand documentation for the Eurcpean workshop on the Mew
Approach, which wil be hedd In Copanhagen In Movembar 2001, 10 may be Usald for varos
expants whoare working with product-onented ermdronmental policy. The IPP-working group and
Ihe Morde Coundl af Minislers are not commited by he condusions of 1he workshop.

MoweEmber 2001

The MCM environmanial-s=ctor working group on producl-onented erdmonmental sirategy

Ewa Ahiner, Swedsh EPA (Chaman)

Inger-crethe Englard, Morsedian Pollution Control Authorky
Slgrun Gudmundedaltir, lealardie Enronmenta Proteclion Agency
Veronica Koutny, Stockholm School of Econamics (®ecretarny
Chrislian Pal, Dankh Envimnmenta Pratectian Agency

Asta Relnikainen, Fnnsh Ervronment Instiuta

1 Alanan [2000 Trade Regaiztions mna Prodes Ensronmacta’ Merssres. Tamalond 20000540
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SUMMARY

on Cctober 2, 2001 e Mo Conell of MnskEs woking goup on - productonented
aervronmental siralegy amanged a workshop on the possibilies o reduse emvronmental iImpacks
of poducts The pupose of the workshop was 1o dewelop a deepsf, common  Homdie
urderstandng of how legilaliee measures can be appled In oder o reduce the endronmeantal
mp=cks of produets. The workshop aso focused on possbilties o use New Approach legislation
as an reliumean 1o achieva greener poducts.

A canclusion rom Ihe workshop was that he Mew Approach dearty has polential &s an Insrumant
In achieve geener pmduck. Espedaly a5 lhe Mew Appoat pOcess Ivoves varols
slakeholdens and third world counires.

Arciher iImportant conelusion 18 that it s necessary o carelully sekect the pmducts and product
gmips hat coud be sppropiaes o egulate wilh the Hew Approach. The Packaging and
Packagng wasle drecitve and the proposed EEE-directive, which In part nelude Mew Approach
kgskation, shoud b cloealy ealuated. The patenta fsks hal are assodakd o use of he New
Approach have ko b aken inlo conskeralion. The succsss of the Hew Apposch woukd be
ladlitated If the Eurcpsan Commesion coukl define more delaled, endonmental, assential
requirements for products. In line wih this, the mandate and rsincliors io CEN coul bs mare
detalied.

The workshop also concluded that if would be of interest o luiher analyss the possiblliies o
adopt a direcive el puls & genersl obligalion on preducers B deskgn producls so that they
profect human, animal or plant e o heath and coreerse exhaustble natural esoares. 20ch a
diraciee could, at kast n theory, stimuale shndardsalon bodies o elaborake amdronmental
standards for praducls.
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1 Herdic Workshop about the possibilities to reduce envirenmental impacts of
products within the framework of the EU and the WTO

The Morde Coundl of Miniskes woking group on product-orientad environmental siategy
arranged a workshop aboul the possiblities o reduce envicnmental Impacts of products in
Shockholm an Cetober 2, 2001,

Represantalives from all the Mordic counlies padicipated i the warkshop. The program far he
wakshop B enclissd N Amex 1 and a sl ol the paticpants B anclosed In Annex 2.

On he commission af the Morde Coundl of kMniskes PP saking group, Lnklalers Lagerkd Bw
firm, praparad & background papsr ko he wokshop. This background paper sered as 3 staing
pont far Ihe dsciesion and & Inkegrabad N ins workshop report.

2 Intrecluction - Integrated Product Policy and Hew Approach

Inlgraled Product Polizy (IPP) s an approsch, which sesks o reduce the e cyos envronmental
impacts of producks from the exiraciion of @ malerals 1o poduction, disiibulion, use and wasle
management. The Ldenying kea s ihat ntegration of ervrocnmental Impacts at each slge o he
W cyckz af Ihe product ks essential and shauld be refiscted In decklons of stakenoders. ©

The ELrcpean Commission Green Paper on IPP stakes that the role of public authonties within the
IFP approach In most cases shoukd be one ol faclitalion rather than diredd inlervention. The
generd Idza B hat public policy shoul s21 the man objedives and prow de diferent slakenolders
with the mears and Incenlves o achisvs thesa.

The Mew Appraach Is 3 requlaony technigue and siakegy. New Appoach dreclives dafing binding
essanlid requirements from which slandardisation bodies alaborale technical standards. New
Approach egislalion has mosiy been usad on health and safely aspects of proouct desion.

In the Gresn Papsd 1he Hew Approach B ssen &= a polantial nstrument o achieve qreensr
products. Thres queslions hat concarn the Mas Appoach ars pul forward In the Green paper:

{a)  Howcan IPP coniribuie o greening the shndardsalon pocess and (o use he polential of
Mew Approach kegislalion oplimally?

1)} How can envronmental charactanslics become an integral part of e standardisation
procass?

i) How can ihe Mew Approseh legslalion conlibute b the promolion of emdronmanial
charactensles of products?

The Warkshop mainly facussd on ihe third question jz).

The Green Papar only relers o the pessbllles o uss the Hew Approach for emamnmeantal
probaction. Polkanial risks for he prolecion of he endronment, which are connecked with e use
of he New Approach, &@e nol menlioned. They ars however 1sted In this report.

HElarcally, irade (ssues and ervionmental 1ssues have been tao separate disdplines. Gradaaly,
howewver, the Ink bebwean the tan has becomes mae sisblie. The concern wih regard b the
mplcalons of the connection between trade and envionmenta Esues hEs conseqUenlly g,
Vihen derussng (PP IS henca mpartant 1o analss the elabiorship bebwean IPPoand trade
s, both on the intemational and the Europsan leval. In heory, Stales ae sovareign with regard

2 COMZDOTEE Mnal
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[] regulall:ln wihin her own leriorss. TI'IE"l' shoukl ELIIZGEE'.IEHU}' b Tres= 0 use whichewer ook
Ihey wanl, Indudng IPP, b achieve amdmnmental probection. However, by enlerng nio
niernational or regional obiigations, Stakes have resiricled thair domasiiz poliy opliore.

3 The internaticnal framewaork

This seclion prowides & backgmund with r=gard o the kgiskalve inkmational ramesok. 1L s
divided nio thres pats. The At Infoduces hee general pindples hat link rada and the
afwronmeant. The second biefly descibes the WTO framework for Irade and the environmenl.
The third part describes the cormespondng ramework of the EU. A more extensive revew ol
nternational rade kegslaion, with a specid foous on the rules of the World Trade Crganisatian
(WT Oy and the Europsan Union (EL can be fourd In ihe Temahiond report “Trade Regulations and
Pt Oriemed Measires ™ 2000548

31 Trade and the Erronment

Questions that regard free trade ard envronmental profecton hEve mosved incressing atientian
In recent years. Ona crilizal lssue regamds 1s | the growing inkerast in the comnedion betaaen ree
trade and he emdronment shoukl e viewed &= a booming of “siekinabls devalopment” or &=
“aco-prolechionkm”. Accordng ko frade-odentsd analysts, mary environmenta polizies ae covarl
means o prokect domeslic producens rom inemalonal competiion. Corcems have besn ratsd
with regard o the risk that profactionist ambiions masquerade as amdronmental prokeckon. On
ihe alher hand, emdronmental analysts oflen regard tade polcles &= an Important part of
e ronmeantal palcy.

WSt anatysts of bath 1elds agres upon that tede policy and evronmental policy inkeract The
opniore on the coreaquences ol free Irade howewar wary.,  Anll-giobalisaion groups clalm that
Tree rade endanger the emdonment. Thelr main argument & that requirements o emdronmental
profection wil be sat by he kewest common denominator since siricter mational standams could b
ragardsd & unjustiNed barens o Irede. Spokesmean ko es rade, on he olher hard, assert that
Tree frade | a prefequisie far mpoved enironmental prolecton and @ised (ving conditions in
Ihe Third 'Workd and elsewhens This later wWiew 1s confrmed In the Rio dedaralian, principes 12,
which slales:

“Slales SROW cooparale i promole 8 SUPRVIVE ST opan IETERoE ScIITe systam
it WU faad 10 Sconomie rod and sisfanasiie devalapiment i1 al cournes, o hafar
adiess (e prodlems of envionmenia deyadaton Trede polcy messwes for
amimamaia pUIpasss SROWd BOf CNSHTMe & means of abWETy oF LusHiEhe
afsiTNnanion oF 4 dagsed resricion o infemaiona mde.

Umnialeral aclons o ded! Wi emdionmana chavenges aufside the jarsdicion of ie
(MG COWNy Shd e svoldsd EnWinemenia’ Medsives aibassy) Fansbo Wy
ar glaba! enronmenia prodvams showld, 55 far 88 possive, be based an an niemaions’
COMEATEIE.

In this secand paragraph of prncdple 12 the pncple of soversignly | ighilghled, and Inis
prncipk |5 akso confinmad N principe 2 of he Ro declaton, which sktes;

“Slates fawe, i socordsnce Wit e Charer of e Unifed Natlons and the panadples of
imematonal \aw, (e SOVerEi Mg [0 expiof Melr oW eENUTTes PUTSIEN! o et own
oo Al and developmenia’ pofdes, and e respons Dy o ensire fa aciviies
WITTRR BheT Junsaiclion o SOl db nof CRLSS dAmEQRe (o e enuwronmant of oler STalfes
oF of areds ba yod e dimits of natona jursdcion. ™
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States have the solke right b decke upon thedr ensronment. Another principls that & owell
eslablished In Inlernalional e sbpulales lhal slales have e Eeporelblily o ensure thal
aclivitias within ther |ursdiction o conlral do mot cause damage o the emironment of olher
Stakes In the Rio declaralion tHis prindple has besn Lrther ebboraked. Stakes have nol only he
cblgation o revan from damaging oiher siales; they dso have an cbigalion to enact, from their
arvironmental and deselopment confet, effactive endonmental legilation. This & manifesied n
princple 11 of he Ro deckaratin:

Siaies shal enact elecive emvinonmend egsanon.  Enuronmental  sandands,
ManaJemey alyecives and prioites shoold refect e enurnments’ and deveiapment
camaxt o wivch ey apply. Slandards appied by sonme coUmes mdy be Nnappovists
and of urwaTanted ecIoe aNd sond cosf 10 offler couniies, 0 paTicwEr deleionng
coNes. "

II'a stake or the EL) want erronmeantal standards for prooducls o B sal the coreldarations abows
haea o be kakan Nio accounk

A2 The WTO Framewark fof Trade and he Ermonmeant

The WTO requlaive mamewok kor rade ad he andronment manky oomElss of wo parks: he
GATT Tealy and the TET-agreament.

T Gat Treafy

The orignal gosl of the Gensal Agreement on Tarfs and Trands (SATT) |s o promole iede

Ihrougn the reducad aniTs and diminalion of bolh norkanm barrkers and non diecriminalory rade
prachses, Two ceniral prosElons of the GATT reflact his.

13 Aride 1, the hMosl Favored Malion (MFNG clausa, arliculales the general abligalion of all
WD members 1o treat gocds of one country no less favorably han goods of another
counlry. What the Most Fasored Nation Clhuss meas | baskally that counties namaty
carnot dscriminate betvsen ther radng partners. I one coundry 1s granted Tasourabk
trading condtions, these must ako be given 1o all oher W10 membars.

2y anck 1N, he National Treaiment clauss, prohbils adverse dscrimimation against oregn
poducts & compared o similaflike” domestic producks. This means hat a stale can
mplemeant an intemal reguialony scheme under At 11 providesd thal both domestic and
foredon goods douched by the raquiation are treated agually. In line with this, Arlicle X1
prohibll: quantitatie impart and expart resrictons hal have a dissimnalonry afiect an the
anlry of exit of foren goods. A stake can comsequentty ganeraly nol lssue a requiation
Ihal bars qualiative iade of products. THs reshicilon s howewer not absoluks; (s subject
Io the excaplions In Arlide XX,

Arlicle XX oulines generl exceplions thal pamilt WTO member states 1o enart publiz polcy
masELres that are Inconsstent wih tha general wikss of GATT. In oroer (o be placed wilhin he
ambit of At 3030, e messures, El:‘:ﬂ'dl'l; o what 1s IZ‘":II'I'Iﬂ'l:lﬂl'_l' caled the Ll:‘f'El:lE'EIJ', must nol
“constiute amiirEry or unjushiabl disciminaton on inErEtons @ o 3 “disguissd Esincion
on Nernational irade”. Ater hesa I'Eq.l'E'ﬂEI“S are mal, he -:t-rlra:qu Fﬂ”‘-‘ must demorsiaEk
fhat the magsura Tak i ona of Ne polizy objecives lisked In A< Bven IF envimnment s nol
‘EF&:"ﬂEﬂl"' menhon:sd, taa al 1he lisled Clt{E("l'-'E’E refalke o arnaronmental Fll'EllB?ll:ﬂ ard resours
oorEaralian
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At 3¢ () [Messwres] mecesssry b protect iuman, animsal or pant e or haslin

Art XX (g} [measures] relalng b the comssrvalon of eshalelble naloral resources I sueh
memues ae madd elfecive 1 conuichion wilh resiichions on domestic production o
corEumplion

This parsgraph lustaEkes the fear thal a counlry may ninodues &n mport ban noihe name of
arvronmeantal projecton when the rue puiposes 15 protecion of tha local Indusiry. A rEguiation
can b= usied with ervironmental prodection &s ong &s s nol “eco-potachive”

Tha 1984 Agreemery o 2 ciwVca Danters o fade “TET Agreaman)

This agremant secks (o ensure hal lechnical reguialions, standards, 2sing and certincalion
procedures do nol creake unnecessary obslacles [0 niermational iade. WO mambsr shales shall
erEune that the echnical rEquiations kor produck hat are Impored rom he lemtory of one stale
shal be Ireatad noless fawourable than producls of naional arkin or ke producks hal arginalke in
any oher couniy.

The agreament culines a code of pactise ko preparation, adoplion and spplication of slandards
ko 2wok] creation of uMnecessary cbslades o mde. Tachrical requiaiions shoud nol reskict irade
Ml than necessary ko UL egiimals objeciives. Accoding bo clause 2.2 thess objeclives Includs
protection of human hesllh of salkely, anmals o plant e of healih o the endmonmenl.

Aricke Z4 of the TET agreement shpulates thal membars must use rekevant intermational
slandams™ N establehing malional technica regulalions “sxcepl where such Inkernationa
stadlards or rEevant parts of them woukl be an neflectss of nappropiae mears for the
fuiment of the legiimale am pusued”. The term kgimate chjpcive Indudes, as mentionad
abawe, the protechion of human haalh or sately, animal or plant e or hedth, or he envdonment.
Rellance on nternational standards shal provide a rebultable presumplion hat such requlatiors
are not bamers o rade.

13 EU kgskalive rade ard endmnment famesark

In Anrex 3 an attampl 1s made o dartly whal power EU oF Mamber Slales have o legisale o
ammnmental protecion. A& more defaled descriphion of the procedure B aulined bekow. The
queshion kB whal prssbliies a Member Stale has o regqulake In elalion 1o the EU. The arswer
would define the poesibililes for Member Stakes o requiae In order b reduce emsronmental
mpact fram products. In ihis context a difierence mest be made betvessn paicy areas whera the
EU already has adopled requiation or dreclives (“harmonised areas™) and areas whete m such
EU legisiation exsts (mon-hamonesd areas").

Harmomsed dieas

Some lesway B ghen b Mamber Bkates o mantan or adopt unilakeal natomal 1eislation
pursLant o ramontsation, malnly hrough Aticks 85 {4-0) {presiousty Arlide 100a (4)). To sesass
the possitilties for Member Slabes to requiale for enronmental pratection, Arlide 176 (previousty
Arlicle130 1) aka |s ol Importance. As 8 cormsaquence, his section will ako ded with Afick 176

Arlicde 56 (1) reguiales ihe possibililies for the EU o adopt kamonkation massdnes In orer o
achiewa the Intemal market. When a hamonisalon measurs has been Sjl:IFlBﬂ on 1he basls of arl
@5 (1), Member Staks however sHll have some pessibliliss b0 mainiain o adopt more sHngsnl
meaElres. IFa Membsr Shate alker 9:I|:1:-I|n:-n of a harmanisalon measure desanes ==t =]
apply mational provisions Ihal rElake o the smdronmentor on grounds of major nesds rsfemed © n
art 30, Iha Membsr State shall nolify Ihe Commbslon (@95 45, Morsoer, st 05 (5) staks hat I a
Kember Skaks aller the ElIlF“l:ﬂ of a harmanisaion maasue deams | MEsEsEETy | [ P pe T ]
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natiarel prosions based on new sclenbie evdancs ralaling o the probsction of the amarnment
of he working environment on grounds of a problem speciic to that member slate aising afler the
adoption af he hamonkation maaeure, i shal nolfy the Commission. The Commission & than
oblged 1o wihin six montts approve or reject the nalional prodslons neolved aftar hadng vertlisd
whedher of not they are means of arbitrary decrimination o a disgused restichion on trade
tetasen Member Stakes and whether of mol they shall constitule an obstacks o the Unchioning of
Ihe Inama markel. IF the Commission does nol deckle olherelsa, he meseune 5 alowed.

Anide 176 alows Membar Skakes Thal have sdopled product-ralaked envimonmental rules undes Arl
175, 1o nirducs of maintan more siingent protectiva measwes &= long &5 these are compatitle
wih he Trealy. The Ewrcpean Court of Juslics (EC) has held that the consequences of taking
mare sringent measurss are conslslent with ihe objective pursued by he direciive®. Hence, arl
176 doas not confer compelencs on Maember Btales o sdopt less stringent projectve massues. 1|
shoul ako ba noted that arl 176 does mol gve a basis for adopling profective measwres n
connectian wih Communtly amronmental kegelaion that has not besn sdopted pursuart o
Arlicde 175, but pursuant b olher prostsians in the Treaty, ks Arlele 95, 133 or 37,

Mamber Blates may ako hawve the possiblily 1o take aclion IF he EC messunes conltain a speciic
salequard clause alowing Membar Stales 0 ke oan polechive measues. Such salequand
clless, which alkie Member Stalkes o ke provislonal measires even In harmanised arses, can
be found In Aficks 96 (100 and Aricle 174 (2) jpreviowsly 130 1. Alicke 96 staks hal
hammanisation measure shal, In sppropiaks: cases, Nolude a sakegquard clawss hal enables the
Mamber Shakes o lake, for one or mare of the non-economic reasoms refemed 0 Aticks 20,
provisional measures subject 1o a Community confrol pocedure. Arlide 174 (2) slates thal
hammanisation requiremeants shal noude, whers apprpiate, a sakegquard cladsa alosing Membsr
Stales to kske provisional messunes, fof non-economic emvronmental reasons, subgect tooa
Community Irspecion pracedurs.

Hon-HAMONESd Aieas

In the atsence of hamontation, the corelstency of national emeronmental eguations with
European commurnily s manly deperds on hair comormily with the ree imde rdes in Al 28
{prewiowEly At 300, At 28 of Hhe Trealy prohibits quanitative resirictions on imports and all
mesELres with equivalent efleck bebwean Member Bhates. The Eumpean Court of Justies (EC)
has Inlerpreled “measures having equivakent etiect” broady and staled thal (L shoul Incude “al
trading rules enacted by Mamber States which are capabée of hndedng drectly or mdiractty,
actually or potenialy, iInlra-Communily rade”.*

The prnciple of free movement of goods |5 however not absolite. Demgation to At 28 may be
made undar At 30 [previousty At 26) on the basks ol, inker alka, the potection of healih and e o
humans, plank or animaks, &= long as such measures are nol means ol arbdtary disciminalion o
a dsguised rslriclion o rade bebwean Member Stales. Envmonmental protection 15 not expressly
martioned as & graund LEifing derogation rom Arl 28, In ik Judgement In the Cassls de Dijon
case® fhe ECJ however provided furiier grounds upon which derogalion rom At 28 may be
permmitlied. In ihis case I was hald thal in absence of Communily measwres, Esircions on the ee
mawement ol goods esulling from dispaites betwean nalonal laws “must be asoepled noso far
as Ihose posislons may be ecognised as Delng necessary noomer o sabisly mandatory
requrements [of e Trealy]...”, commonly relered o as he Roe of Reason. Emdmonmental

3 Case C ZEHET Negerhofl [1909) ECR 15335, paragroph 8
4 Casa 8774, Procursar tu Ror v. Bt end Dassormile, [1974] ECR BT ot B52
5 Casa 12074, Rawe-Zanird AG v BLncasmono pobverwed iung 1 Brenniwein [Cossis de Ojon) [1676) ECR 649

188



proteclion |s now recognisad &= such a mandatory requirement. Howaver, the Cassks dochrine can
only be applied where the lest of popontinalty ard non-diecrimination ane uilied.

34 Envionmental Frokechion wilhin the WO and EU Famesaks

It & quile obvioLs that there |s an Imbalance batween Tree trade and potection of hie ensronment
n e WTO legiskaties Irade ramesark. The man objectve nothe GATT Treaty and e TET
AgresamEnl 1s 10 creaks ee mde. Products shal be able 0 dioulake wharsver ey are producsd,
Irada barfers are In prndple fobkkden. Staks have powers 1o requake o ewvronmental
proteclion bul these reguialions could b= conskered == Imade barders and must therelors be
stified 0 accardance with the GATT Treaty or the TET Agreamert, If quesioned. This means that
Ihare 15 a prasumplon that products have e ight o eirculate within the WTO-area onkess the
ndvklual slale has not [usiied har endionmental requismeants Inquashon.

This corsinclion lays all the bumsn of endionmenta prokechion on the indvdual slake, whiks
poducers hawe no abligalions o Eke emeronmental consderalons inko accounk

The same k=gal corelruction s found in Art 28 af he EC Treaty and the scope of At 28 (5 wisr
than the scops of he cormespondng provElons (n e GATT Treaty and the TET Agreement. There
s, howewver, an Important dierance betssen the EU and tha 'WTO. The EU has power o adopt
legiskalion far emvironmental prokecion and the protection of envonment s one of ams of the ELL
WO on the olher hand has neither power o reguiate for endonmenta prokection, nor the am o
profact the ermeronment, why imbatanoe tatesen tree trade and evronmeantal prolection anse.

This wanld In practss mply that preducts woukd heve secess 10 a8 res makel, & long &= a shate
has not |Lelned the erdronmental rquiremants In accordancs wih the GATT Iealy and e TBT
agresment, athough the product issll doss nol il essential emdronmental requirements. I one
wanks producans o take responsibily for the environmental mpacls of the producks ane may say
Ihat there k& a need tolay some basic obligalons on the producer.

g way Io achiewe his B o um Iha E:IIEﬂll:ﬂ Ior ereronmenkal FII'CIlE'ClIZIﬂ In the: GATT TI'EEl"'
[t 306 () and o) and the TET agresment (A 2.2) In t a gensral e for poducars. In an EC
diracitve for products It wioukd be passible 1o direct thal praducks have to be designad, so that thay
FlﬂB:‘l human, anmal oy ﬂﬂ'll Ile or heallh and consare exnalslibes nalural EEoumss

I would then be possible t ghve The membsar stales tha possibilily [ probibl products ihat s nol
regulaled In anaiher diraciive on 1he market nat stbstaniially divergs fom N gensral e, Whan
Iha memrber shles decide on s hey have o BKe Inke &ccount Dat he pohiblon does ool
corsliule an artiimary or ushtable dscimination on Akemaions tede or 8 disguissd Esclon
on nimalinal rade. They shoukl probably ako lske procpl 11 10 he Rio Declambion nio
account when deckling If Re pooducs UNE the eourements, whizh In pachcs wodd mesn hal
poducts produced N odevelopng counifes woud gel kower standards. To avoll hat membsr
slales sbise he powers lakl upon them L woul b= possbie o ket he EC commbsion decks If
tha profibiticn In quashon s In accordance wilh e dracive,

The am of such a dractive would nol be ko prohibil as many producks as possbke on the gound
Ihat the products desale rom the requirements. The Kea & o lay some trden on ihe producers
1o fake e ronmental comsderations (no acoount whan the product & deslgned. Such a burdan
wodd mosl carlainly kad o oa woluntary stlandamdisalion. | woukl work as an ncenlhe o
produces o elabomate standands 1or enronmental projection sncee none of the producers woukd
want to sk praducng products hat eould skar be banned.
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3.5

Coelsins and conskeralions from he Warkshop

In his presariabon, Jounl Aanen, e aulior of the Temakiond report 2000549 Trade
Fﬁguﬂﬂ:ﬂi and FII'IZIIjJ:"| arrdmonmantal measurss, EITIF"ESIS-Bﬂ lhal a=lons o Inducs he
“greening” of produds shoukd b2 aken al tha Eupean kel Skaks ae hosever,
aceomding o Alanen, e b set helr kvel of prokection a5 ong & e principle of
proporlionality 15 obesned.

Alanen ako |II|'I|E'U oul that the TET Bgl'EEfﬂEfll forbkls UMesassay rade barriers ad
that it Is Impartant i ook at e spplicabilly of the TET ageement

Christan Poll delivered some comments from the Cansh EPA on the Temalord report
2007542 The Daneh EPA 15 of the opnion thal the repon was oo focused on he
problemes with the EC-eaty and the WTO-rules. |Hwould have been befter 1 foous on the
possibiiilizs o work with 1he gresning of producls within the Tmmesank o the EC-Ireaty
ard the WTOques, exampliied by the concapl of New Approach. Accoming o Pol
eflepises can, within a PP framewark, be sectioned Inlo diferant amdronmental levals;
at the boliom we find enteiprisss with a red profile producing he worse products fiom an
amdronmental paint of wew), hen we And enterprises with a while profiie proaducng the
awerage products from an emronmental pont of view) and al ihe op we Ind anterprises
with a gresn profile (produdng he best preducts fiom an emdronmental pontof vies). The
cancapt of he IPP s o influence companies o praducs green products inslesd of white
proacts, and o nfluence comsumearns o by green products inslead of white producls.

There sesmed o be a genera approval of he ldeas pul korward In section 3.5, Sevaral
perticipants thought theat 1 woukd be inkeresting o urher sxamine i1 ibwoakd be passbiks o
draft a dirsctive that pus a general cbigalion on producers o deskn halr poducts, so
Ihat they probact human, anima or plant e or health & corsanss axhausibe nahra
resolmes. Such a direclive oould serve as maltvalion for the standardisalion bodies o
slaborate envronmenial standands for products.

VUK & e appopriate o more deady point oul he geenng of pooducts s one of he
alme af an arrdronmental policy for he EC In adicks & andiar arlide 174 n the EC realy?
Thie quashion was ralssd durng the workshop, but not arswersd.

=40 -
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4 Hew Approach

This seclion B opencd wilh a mone axfensiie descriplion of the Nas Approach. This B oliowed by
a dieaussion of the usa of Mew Apprach wihin the 'WTO ramewok The saclion | concludad
wilh & summary of adwantages and dsadvaniages of Mew appraach,

41 whal s the New Approach?

To fully understard e Mew Appraach (ts mportant to be familar with the devalopment that ed
up o the fomuialon of ihe policy. The development of tha Hew Appmach | bassd an ihe sams
polcy concems ihat underlie the Casske de Oljon case The cassk docirne infmducsd he
Frimciple of Equvalencs and Rule of Reason. As kong &5 a prodset i Ewiuly producsd and
markeled N one Member Sale of the EU IE s enlilied o access: Ihe markets of a3l cihar Member
Staes. The Cassls docline raked concems &= Mee fade was pomoted with (e reguiativee
aonlml o guarankees. |t was questioned | nabonal remowal of lechnizal barders W free ads an
Ihe bask of Aricle 28 and 30 was sulficient o secure he redisation of a rue common marked
wihout simultansou s iImplementation of additional community-wide legilation.

Cacklons by the ECJ based on Al 28 grants a cetan amount of untiormity among Membsr 2lales
since mo posiivs achons Ihal are oonlrary oA 28 ae dlowed. In 1ad, Ihie can be sSen as a fom
of negative harmonisalion. However, resinclons o iee mosament of products, which may b
acceplabla under Arl 28 and 30 of he EC Trealy and he Rule ol Reason can only be awoded o
aliminated hrough lechnical harmonisalion on Community kv, Le. posillyve hamonsaton.

The foos of the EC was ihen wilened o noude positve hamoneaton, L& Commonity
ragulalions. Initlaly, hamonkzalion was slow due o that he lkeoislalion became highly technica &=
It had the objecive of meetng indwdual requirements of each product category. Anather fackr
thal skowed down the process was that the adopion of tachnical armonisaton drechives wee
bemed on uranimity In lhe Councll. 1 Is In the conlex that the 1dsa of the Hew Approach

developed. In fazl, New Appmech coniarns (o the polcy concems thal underle he decklon n
Cassk.

The Mew Approach, which noluded a new requiakony technique and strategy, was lad doan by the
Councl Resoluion of 1385 on the Mew Approach o technical hammontsation and standadisation.
“Mew Appoach direciives™ are tolal hamoneation measures that define binding essantial
requrements. Below are oulinad carlain slandard elements of New Approach direchives.

@) Harmorisabon Is imied o essential requirements;

(f]  Fora product o be placed on the market ard pul inko servica 1F must il e
e=sania rE‘quI'EITEl'IE-;

ich Harmonised standamds thal have bean lransposad Inko national sbdads ae
presumed 1o conkrm 1o the comesponding essential requirements. The reference
rumber of hesa harmaonised standards (s publshad n the OfMcial Joums,;

) Producers @re fras o choase e means by which they damonstrats that products
comply wilh the essenlid requrements. Ons way of doing s0 B by applying
hamonisad slandards;

& This compikaion of olements & oulined in European Commission, Guke o he mplemantalon of drectives basad on
& Haw Approszh and Tra Globel Apprmach, 2000, p B

=11 -
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)  Inlhe applicabie drechve are oullined dilferent confonmity assessment procedures,
which the manufasirar may chosa batssen.

As odake, e New Approach and skandardsalion hes mosly been used In legiklion on healih
ard salely aspacts of product design and manuiacluring. The only experience of LEING Mew
Apprcach Techrigue spaciically ko evironmental design of producs |5 mace In e Packaging
and Packaging Wesle Dirsclive’. 11 5 aleo Induded In the planned drective on Elecirizal and
Ekschronk: Equipment (EEE) (Commisions working paper for a propossl for a direclive on
aleciica and elecioniz squipment, Feb, 2001).

4.2 MewApproach wihin he Tmmewank of the WTO

Since the posars for the EU bo lake aclons o pmbac:l he enstronmeant are I:|IJ||I':" Wl mﬂl’g |14]
Iha EC Traaly, I ks quite possbie that EC-reguialons conceming emdronmentsl requiements o
products could get n conflizt wilh Ar I ar & X1 o he GATT Treaty (526 2.3). The ECregulalions
{measurEs) ihan have b be |ushiled In acoomance wiih A 300 (5 of =) of tha GATT Trealy,

Conllicke can ako anse batwsen EC Fl'UﬂEl:II'E- l:n:\memlng ewronmental I'Eq.IIEITEI“E o
prducts and he TET Agreement. I he produst reguision N queston f=ils undsr e scope of e
TET Agreement, iha reguialions shall not creale unnecessary obelacks o iMemaions @oe ad
Ihe requialions shall not ba mare fraoe restichE Ihan necessary t protect human hasllh, safety,
animas ar F‘E‘Il Iife: o ki dth, or the ereronment.

4.3  Advanlages wilh he Mew Approach legskalies echnigque

. Mew Approach directives might provide fesble and efident maans of promulgating
EC wie produckrelaked rules dsplacing a mutiplicity of national maasuras, which
possbly could underming the inbemal markst® Mew Approach direchves ars more
Nezible for example tecawse standards adopled inrelation 1 a New Approach
drechives are more easlly allered than a drectye which aims at masing indwdual
requirements af each produdt catagory.

Mew Approach can reduce ihe possible sifing efiect of oniiormity. The
Farltamenttha Councl s=ts the baske rules goverming health and safaly of products
but outside that ar=a the Commission can permil fizxdbilty

. The Mew Sppmach nvolves Indusiry jmany va standarisalion).'™

. The New Apprcech Indirechy Baclitakes |he process of enacing dreclives; Ihe
ditculies o eeoncle Inkemsls of Member Skales I omsr o enact Teguiar
drectives contaning lachnical speciicalions & signilcant. Mew Approach foncss
Ihe parties o agree and Ihus faelilks hanmonisation,

Tra Packaging Mireciva (EC Drectie DSED)

2 Fod Hunter et al “Legalty of tha Oraft Oireciva on tha Impeat on Ervronmant of Ekectrical end Elkcironc Equipmant”
Rapart from Hunlon & WARame, p. 4. This s givan o8 on of ha rapsons for e tact that the Mow Approach has gone
nchalengad

@ Elephan ‘Wrestharll ard Pad Baaumonl, EC Law - iha Essandial Guide b he kgal workings of the European
Community. Panguin Books, 7 edilon, 1906 s 231

10 Fod Hunler et al Legeliy of tha Oraft Direciva on tha Impest on Erdonmant of Elkectrical end Ekcronic Equipmant”
Report from Hunlon 4 lame, p. 3. To imwoke nodsiry wes ond of the objcives undariing tha poltiealy

COmpromise that tormed e Naw Approgch

-2 -
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44 DEadvantages wilh the New Appmach legiskalive echnue™:

. The Mew Appmach B appropriale only where I 1s genuinety possible (o disinguish
betwesn essental requirsments and echrical speciiicalions

] Froducts hes o be sulckenily homogenous or & honzontal hazard ideninabs o
dlow common essanlia requirements. Whers producls vary thalr characlerslics
waly and I will be difiicull o fomulaks “essenial rrouiemansT,

. Froduct area of harard must be sutabée for standamdiation Accordingly, the kiew
Approach has nol been usad In seclors with a well formed slructhure of kgskation
alopled prior 1o 1985, or where proveElons kor nehed poducts and hazards
refated 1o such pmducts canmot be K doan. Aess where New Appraach hes nol
baen ulllssd are ko example, bodslufts, chemical podacts, phamacaulicas
presducts, matar wehickes and tractars.

* “Ralance an the mulual recognibion ol nalioral skandards al e eeperss ol
FlZlSIIh'E harmanisation has a fashionabks IJETEQUIEDI‘!' fawvour. In the bl‘l; run,
hogewer, narmonisalon 15 moe apt o cEaks uniform rrouialony endmonment and
prosdues e Ll advantages of e singks markst '

5 Usefulness of the New Approach for Environmental Protection

This s=clion deaks with he possibliiles (o usa the New Appioach &6 legslalve mean o achieva
afronmental potaction. The below mentioned wiews ongnate many fom aritten makenal
provided by Swadsh Emdronmeantal Probachion Agency and mom Inkardews made with people from
different authonties and arganiations.

51 Isihe New Approach nesded tor envimonmental palecion?

The nexd for the Mew ."||:1:II'|:GETI as an Instrument Br emeronmental FII'EIE("”ITI has besn
questionad. Some pacple are of 1he opinion thal ihe scope for stales o reguiate for envronmental
prolaclion 15 wide encugh and wilh (he posers Tor ihe EL 1o legilaks wilh ordinary dredives o
arnronmeanial FII'EIEC‘HITI. Ihere 1= o nesd 0 use e New P-FFII'DB:TI. We hawe aboul 200 EC
diracives -:cn:ernlng ansirnmental FfUB:"ﬂ:TI and al Member Slales hawve baskle Ihesa,
addilinal naticnal rEguialions far emvronmental prolection.

dihers daim that these peopls do mot (uly understand the iImplications of at 28 0 he EC-treaty.
The scopes o Member Slaes o egulake B lar morne lmited than opponents o he New Approach
urderstand. Some also assert that new national Eguiaton or envionmenta potection
urdlesired, since [ will craate new bamiers 1o Irade, which could have a negalive mpact on both
Ihe whole econany and the Third Workl companies sinee ey wil e [t more difficult bo compsle

Some N fawour of e WSy Appmach as an rstument for emdonmental prokechon believs hal
Ihe Mew Approach wil bz a way of achieving a ganaral gresning of praducks. They argue thal
nether the EU nor indvidual Member Skates can raguite he ardronmental requirments for
avery proocl hal B desmed o be noneed of equalkion. Thal process woukl be oo lime-
coOrEUming, oo axpensie and there ae not enough exparts. To achiee he greening of products,
Ihe EU and slak admnsiaions wil nesd hep mom sparts n e pivale secion Adadionalty, i

11 Tha lowing aguments @na eolectad om Ewropean Commission, GUde 1o e mplementalion of drectives basad on
ha Haw Approseh and e Globial Apprmach, 2000, p B

12 I tha Sngle Europacn Aol & renw Consiiution for e Communiy™ 1989 Col J Transnat L 520, S40n. 44
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wil be difficull to achiews consensus regarding fechnical speciicaions  that  promoles
avronmental polection on a EU leval. A slandardisalon body waud facillale the condusion of
slandads.

5.2 Are lechnical rsguialions for emdonmental prokection a =al ihreal o inkemalional irads?

There has besan doubt about hie iImportance of requialons for ersionmentsl polection &= a ed
Ihreal o Inkemalional trade. It 1s often sald that hese reguiabions wil hinder Tres trade, butit i not
shown that this s redly a tact Free rade neads some diferent regional and rational rejuations
o become uly accepled by he majpnty of peopke. For exampls; their must be some room o
France 1o ksep cerlan reguibons for cheess making even I oher Stales might prohibit the
method saying it is a heath risk ard consker the Franch reguialion &= a resiiclon o rade

Olhers say that requiations for amdronmental pratection are a hreat o inkmatonal rade. Thame
are savefal exampkss of when 1B has bzen confimed hal the regulalios o emdronmeantal
protaction are menaly mears o probect national industry and inberests.

53 Wl the Mew Appmach have negalve or pasive afiecls ko e prokechion of ihe
andmnmenly

There has besn concam that the Hew Approach wil hinder the EL and separaia Member Slales o
=at stricler standards than the slardards hamoneed by he New Approach. This will espedaly be
a seflous protlem If the standams that are set have 3 low ambition ke,

Spokesmen for the Mew Appmach belews that o owoud integrate a holishe approach o
arvironmental thinkng nio the pmduct development procass. Envianmentsl problem comnectsd
wih products cannol solely e sobeed by the EU or stale administraions, the queshons egamding
greenirg of poducts are oo compliealed and Indistinet. The privale sactor has ko be Imvakead n
Ihe work on gresning produets and the New Approach wil faciitate such nyd vement

54  Inwhch aress of envionmental prolecionlor what poducts coud a New Appoach be
appmpriats?

Toba able [0 use ihe Mew Approach for tha greening of poducts, 1E i necessary that ihe products
are sufidently homogenous of hal diferent products have e same denlilabie hazans.'™
Otheratse 1wl be mpossblke o sel the essential rquiemants

There seems o be a gensral Lndeskandng hat the New Approach shoukd not be used 1 regukle
hazardous chamicas. That Is manty becauss of the nature of haradous chamicals. Inall respects
It 15 vary imponant that hazardows chemicas are kor axample not used Incomectty. A adtiomsl
directive focssd on mesing ndisdual requiresments of that product calegory ofiers grealer
seciity and profechon. However, iere ae ako cerfan aeas that can be singled oul &
appropiake ar Mew Approach. New Appraach ssem sutad for reguiation of certan aspacks o the
product IHe cyde that are not resquitaled In olher plecas of Egiskalion and whers Ihe ellects ol aach
product 5 kss serions. Thass aspedts wolkl be possible to reguiate on a product group basls o
on alfect basks. The question |s then | s possible far e EU 1o agres on the essenia
recquirements. Thess requrements wil ako have 1o be suflckerly predse and delinct o sabomte
Irther slandards. I the EU cannct eltomate essential requirements, 1t s queshonable f there
really exsta nesd o elaborate standards of ko regulake products and the ensronmental efiects.

13 Ewopean Commisson, Guida I iha mplkmentgion of drecives based on tha haw Approach and the Sobal
Apprmoch, 2000, p B
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55  I=ll possible o ensure that slandards are elaboraiad and will the emvdronmeantal inberest be
suftidently taken into account?

Standard of Bsseial regUiEmerts”

The question canceming 1 1t s possbie 1o ereure that standards are elabarated and hen i they
arz, wil the emdronmental inkerast be sufickendy akan ink account relales o the poblem
menoned atowe concernirg IF essentia regqurements will be sulelently pracks and distincd o
alshorala further standards. The disinction af he essential requiements will also bz of abeoluks
mporanca for e emdronmental Inksesl o be taken sulckEnlly nilo account 1 he essanba
recurements wil be sufickently precks 1wl be easker o ersue that the emvronmantal nterest
will b taken ik account. 1 ihey, an the oher hand, as indistinet and mpredss, the risk ha the
arvironmental nierest s nol aken into account 1s greater.

Enuronmenia) concerms & sandas

Some peopke have espressed helr concefs, based on the experience fom the work noother
standamisation pmjets, that the infuencs rom the produsans 1s far i greal in the standardisation
pocess. The publis Inkerest of heallh, security and lkesise, are nol suflclenlty taken Into
accounl. The ardrommental groups and state adminsiations haee not the necessary means and
expefts 1o ensure that the puble inlerests ars observed N the slandardisalion pmosess. They also
slake thal the lack of Inerest o integrate environmental requirements In standards |s proved by the
Iact that standard that have been elaborated o this point have not inkegraked emvronmental
rejuirEments.

Olhers say that the lack of andranmental requirements N the present standards |5 explained by
Iha fact that he nefther EU or ambody @lse had enronmental prolection in mind when exising
essanlid requiements were ssl One cannol expect lechnical standams for emronmental
protection o deselop T no one has been able o evan set the essential requirements. I wouk also
b esslar for envronmiental groups (MGOs) and slate sdminisirations B monitor and ensore that
Ihe artionmental Inkarest will b= aken Inlo sccounl 1 the essential requisments or a product
qroup or type of eflect are reguiated. NGOs and stale admnistatons woukd then know what
slandardsalions groups 1o cover. Today MGCs and stale adminisialions are iing o cover al
qroups of stardardsation, without knowing which one of the standardisalon groups hat could be
of Interest - and none of the standardi=ation groups have a clear mandake o ke enronmental
recuirements inka ascount.

5.6 W he New Approach hamper Inlermalional or nationa enonmental requialions? Can
this ber awoided

There s no explcll protibiion nohe EC raaty that wil hindar the EU o amend dirsclives adoplad
n acoodance wih Mew Appraach or adopl new [egislalion that replace the Mew Approach
diracitee In praclisa, howeser, il be very diicul o remove 8 Mew Appoach drecive when
slandards hawve bean alabarated.

The pesblies fof e Mambsr Blales o regure siicler slandads than the essanba
recquirements ard the adoining standams wil ba diicult owing fa the fact that the New Appraach
directives are adopled in accordance with &t 56 EC trealy (se 2.4). The New Approach direchives
do, howevel, usualy nochde a safegquand cladss The possiblities for the Membser Staks o use
Iha satequard clause are rathar Imiied.
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5T

Concusions and coreldaralions om the Workshop

The queshons In sechion 5.1-56 were dscussed duing e workshop, Te parlcipants’ opincms
diverged quit frequentty in ine wih the dscueslon 0 5.1-56. Moet of  the workshop paricipants
howerver seamed to agree an the folowing matkers:

Thame 5 arek that the slardardsalon pmooess Wil oreale slandands baeed the Iowes]
common denominator. This risk has o ba abeardad 1 the New Approach I 10 ba used o
the gresning of products.

The Mew Appmach can be sullsbls for poduck that invobve & bt of techoical
spaciiications.

New Approach dreclives can, and shoul, add a e cycle perspaciée Ino the area
raguialed. This wil be difficull la achieve N alher ways.

The suctass of Ihe New Appoach would be laciitaled I the Europsan Commission coukd
dafine mors detalisd, smamonmental, essanial equrements for products. In ins wih hs,
the mandale and instructions o CEM could be moe detalied.

The Naw Appmach process nvolves olher partiss than the goverrment. This wil ralse the
el of coreclousness of vanous skhkeholdars and lighlen the boden on he publc
althonlies.

I Mew Approach dreciives ars Ussd, gowernments can oous on essenlid eouirements
ad woud hen be able i handie more produst cabegones wihout getting caught up In
derissans af eechnical spaciiicalions.

It Dﬂl"'ﬂd‘ﬂsil:lE o 1Es he NE’!.'&FFII'EGEH In I'IZIITl:i;EI'IZIIJS. walkdalnad ameas. | was
questioned If Ihe area covered by Ihe proposed EEE-drecive IS sUCh 8 NOmOogencus,
well-deinad area, of 1L 1S homogencus but maybs oo wide, The lack of sucress af the
Packagng and packaging wasks dreclive ™, could mayte be explained by Ihis Tact as 11
doss Nt CoEr 3 homogerols, welldalned araa.

The essenlial requrements shodd not be used o elmnags diierences In polilical
opnicis. Thesa shoud be elmnaad ab the pollica lewal and nol by standamdisation
todes. The standardisalion bodies can howewer sort oul Echnical diferences.

The Maw Approach shoud nol be ussd 1o producks whane the endionmental impack
om Ihe producE are unambiguous. This apples kr axample fr Dazamous chemicals
wilth chronic hEalh or erronmeantal efiecls,

An alvantage wih the Mew Approach directives |s hat they Involkee third world counires
though the Vienna Agreament where CEN and 120 adopl each oher's standards by a
shart procedure.

IFwecidd be I'I|E|'E"S-|I'Ig Io ezamina M ilis FCI'S-’S]UE o Inimdus sramonmental I'EIIF.ITEI'I'EI“S-
Ino slready exsling New Approach direciives.

14 EC Oiractiva 8652
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B Final conclusions from the workshop

The workshop parlielpants ssemed o agres upon that envonmental requiement for poducts
shouk be sat on the Eurcpaan leval. The pras and cors of LEINg Mew Approach diraciives In he
ervronmental field wars vhidy dsciesed. Some of e paficipants peferrsd radiional”
diractes, while olhers relered ko hese dreclves &5 being slons 806 direciies.

0na obviols conciEon s el he concsms missd N oonecion il New Approach direcives
s (0 be faken Nio account. The Packaging and Packaging waske dredive and ihe EEE-disctive
shoukl be Thomughly exaakd,

Itis howewar also quita obviols that the Naw Approach could have great advantages, o instance
neoressad slakaholder nuolvement. Furbermors, §F would be passible o develbp shndads
neludrg ervrenmental requirements, mueh faster than ordinary dreclives can be adopled, while
awvokng conlicks with tha WT O-requlations. Most of the eepatences of the work with slandards
urder Mew Approach dieclives ol now has however nol shown  Impressng speed
mprovemeEnts, mher the oppoeite,

It |5 ako in this context mpotant o further analyss 1 woukd be possible fo adopt a ganeral
diractes that puts oblige producers ko design products thal protect human, anima ar plant life o
health ard comserve exhausible nalral esoures, Such a drective codd, at least in theory,
slimulate the standardisation bodies o elboEte srdronmental standards far products.

-7 -

197



Annex 1: Workshop Program

Ca0n

0820

845

1015

1045

13.20

1345

1500

16.20

Cioflee and regiEralion

Fresantalion of the Mordc POMS-siateqy
Eva Allner, Swedlsh EPA

“Trada reguiations and product-orented ervionmentsl measores”
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Comments on he condUslons of he report by he Danksh EPA,
Ditfe Sakse, As!TeEan

Hentification of passibillies (o ke aclions Io eoues emdmomental mpacts om
products wilh regard bo the irade nks of s WG and the EY
A s cussion fead By Megus Srbang af Lagendd & Leman Lapers
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Presaniation of the of the working papsr on a pmposad EEE diectise-
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Comments an the drechyve from e Nomz counlries

Colese

The polential of U=Ing the Mew Approach legisialion to educs ihe envionmental
Impacts om preducts
A discussion fead by Magrus Frobeng a Lagand & Leman Layers

Conehding remarks

-1qa -

198



Annex 2: Parficipants
Hama

Eva Ahinar

Jounl Alanen

Chrekr Ards

Eann Berkestad

Ikka Cantsl
Inger-Gethe England
Iagnus Fribeng
Kerelin Gronman
hkaal Hagalol
Carskn Rils Frediksan
Inger KRiPver

Camilla LommkEIppola
Karin Nordsiom
Chrihian Fal

Kann ThorEn

Asa Wiklund-Fredstim
Haken Agren

Bente Agren

Karin Gberg

Cournry

Sweadan
Finland
Swedan
Swedan
Finland
Marasay
Swedan
Swedan
Swedan
Canmark
Swedan
Fntand
Swedan
Danmark
Swedan
Swedan
Swedan
MarwEy
Sweadan

organsaton

Maurdardsvarkal

Allormeys Housa Lid
Kommearskoizgum

Lirklakers Lagandl

Handels- ozh iIndusrminskernet
Morasgian Polluion Conircd Authority
Lirklakers Lagandl
Mifdeparkemenist

Matureardsverket

Darsk Stadard

Natureardsve tiel

Mipsdeparkemenkst
Ulrkesdepartmentel

Miljielyrelzen

KEMI

Natureardsve tiel

Matursardsve kel

Normedian Pollution Conitrol Authorty
Maurdardsvarkal

-14a -

199



Annex 3 The possibilities to regulate for environmental protection

F——— = -

EC Treaty Artod I I EC Treaty At 176 |

|

Harmonlsed area for | Envirenmental I
thie establlsment of the 1 regu latlens

Internal market 1 I

L |

Arza rol rEquiated by the EC
EC Treaty At 26
“The krest commaon denzminator”

EC Treaty Art 30
I Rule of reason

HNew Approach
! Veoluntary standards Harmonlsed stancards
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