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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:

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

• 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 Miljønyt series (Miljønyt 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
Miljøbutikken 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.
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Forord

Ny Metode til opstilling af produktstandarder for sikkerhed, miljøbeskyttelse
og menneskers sundhed: Oplæg er en af to supplerende rapporter, der udgives
af Miljøstyrelsen som en opfølgning på en workshop, der blev afholdt 29.- 30.
november 2001 i København.

Workshoppen blev sponsoreret af både Miljøstyrelsen og Erhvervsministeriet
og skulle samle interessenter til en diskussion om mulige løsninger på
forskellige problemer ved anvendelse af den Ny Metode i europæisk
lovgivning. Deltagerne var embedsmænd fra 11 medlemsstater og
repræsentanter fra standardiseringsorganisationer, industrien og NGO’er.
Workshoppen havde fokus på to centrale temaer:

• Kan den Ny Metode sikre høj beskyttelse af mennesker og miljø?
• Kan den Ny Metodes standardiseringsproces anvendes til at stimulere

miljørigtig produktudvikling i en integreret produktpolitik (IPP)?

Denne rapport, som kun findes i elektronisk form, indgår i Miljøstyrelsens
Arbejdsrapport-serie. Den omfatter de skriftlige bidrag fra workshoppens
oplægsholdere, enten som fuld tekst, overheadpræsentation eller yderligere
supplerede materiale. Materialet er systematiseret i overensstemmelse med
workshoppens dagsorden, som også indgår i rapporten sammen med en
deltagerliste. En udførlig liste over baggrundslitteratur, der kan give en bedre
forståelse af de behandlede emner, findes i et bilag til rapporten.

Den anden rapport, Ny Metode til opstilling af produktstandarder for
sikkerhed, miljøbeskyttelse og menneskers sundhed: Vejledning til fremtiden,
er udgivet som et bind i Miljønyt-serien (Miljønyt nr. 66/2002). Den
indeholder resumeer af præsentationerne og de efterfølgende diskussioner
sammen med generelle konklusioner om, hvor den Ny Metode skal anvendes
for at sikre miljømæssig og (på langt sigt) sundhedsmæssig beskyttelse.
Rapporten indeholder også 3 baggrundsoplæg, skrevet inden workshoppen af
konsulentvirksomheden Milieu Ltd. Oplæggene beskriver bl.a. den Ny
Metodes historie, standardiseringens rolle i forbindelse med produktsikkerhed
og styringsværktøjer, der støtter miljømæssig nyudvikling. Rapporten kan
bestilles hos Miljøbutikken eller hentes under publikationer på www.mst.dk.

Miljøstyrelsen håber, at de to rapporter vil kunne bidrage til den aktuelle
diskussion på europæisk niveau om evalueringen af den Ny Metode og til
udfærdigelsen af en hvidbog om en integreret produktpolitik. Yderligere
oplysninger kan fås ved henvendelse til Miljøstyrelsen, Kontoret for renere
produkter.
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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 Vardakas, 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 II: The New Approach: Ensuring a high level of protection for the
environment and human health1

Facilitator:  Claus Jensen, Danish Agency for
Trade and Industry

13:15 Experience with the New Approach from an
                                                 
1 e.g., long term exposures.
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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 Köeter, 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 II break-out discussions

18:00 End of session

Friday 30 November 2001

Session III: 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, Büro für Ökologische 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 III break-out discussions

Session IV: General Plenary Discussion

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

14:30 Rapporteurs’ conclusions from Day I & Day II

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 Vardakas, Director, European Commission, DG ENTR. G
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2.1.2 Formulating New Approach Directives for Safety, Environmental
Protection and Human Health.

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

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

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

• 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 II 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.  Ideas 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 II 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 II 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’:

• 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 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.

• 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:

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

• possibility of processing the used packaging in order to meet health and
safety requirements for the workforce,
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• 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:

• 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.

• 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.

• 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.

• 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.

• 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);

• 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);
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• 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);

• 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);

• 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);

• 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:

• 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

• 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:

• 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;

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

• 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:

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

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

• 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

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

• 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 ISO 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

• functionality throughout the supply and user chain;

• safety and hygiene for both product and user/consumer;

• 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 ISO 9000 and EN ISO 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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• product presentation and marketing;
• user/consumer acceptance;
• information;
• safety;
• legislation;
• 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

• describes the different phases of the assessment process;

• 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

• 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:

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

• 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.

• 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:

• 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’);

• 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).

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



38

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

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

• 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;

• 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);

• 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

• 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

• 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);



39

• materials, combinations of materials or designs of packaging liable to
create problems in collecting and sorting before material recycling; and

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

As regards production criteria,

• 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;

• 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

• 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;

• 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;

• 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;

• 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,

• 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;

• 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;

• thin gauge aluminium foil (up to 50 µm 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:

• 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:

• 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

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

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

• 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
checklist.

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.
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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:

• 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.

• 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

• classified as dangerous by Directive 67/548/EC and its amendments;

• intentionally introduced for functional purposes;

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

• 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.
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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, I note with great pleasure that standardization
along with the New Approach have created success for the internal market in
Europe.

However, the subject I 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
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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 ISO,
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, I do not believe in the popularisation of the European
model. The internal market was born as a political vision. I 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 ISO Standard for codes for foreign
exchange currency as well as ISO 9000 and ISO 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 II)

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 I 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.

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

• 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.

• 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.

• 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.

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

• 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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• 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.

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

• 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.

• 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
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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):

• EN 13428 "Requirements on prevention by "source reduction",
• prEN 13429 "Packaging suitable for reuse",
• EN 13430 "Requirements on packaging recoverable by material

recycling",
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• EN 13431 "Requirements on packaging recoverable in the form of energy
recovery",

• 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:
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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 II 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 II (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 ISO 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 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) 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 II 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. 1”.

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 II 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 II, 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 II 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 II, 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 ISO 9000 and EN ISO
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 ISO 9000 and EN ISO 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 II 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 ISO 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 II 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 26th

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 ISO 9000 and EN ISO
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:oxygen consumption, and ISO 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 II
point 3 letters c) 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



74

requirements of this standard have been met. Its approach is similar to that of
systems standards such as the EN ISO 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.

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
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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 (ISO, 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
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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
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2.2.3.4 Standardisation in other forums.
Herman Köeter, OECD
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2.3 What is the role of the New Approach in promoting
environmental innovation? (Session III)

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

Otto Linher, European Commission, DG ENV, A.2
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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
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2.3.2.2 Management standards versus product standard.
Hugues Plissart, CEN
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2.3.2.3 Environmental innovation in product design: The industry point of view
Viktor Sundberg, Electrolux
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2.3.2.4 Innovation in product design: The environmental point of view Karola
Taschner, European Environment Bureau
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4 List of New Approach directives

4.1 Product areas covered by New Approach Directives2

Directive Product Area Mandated
Standards
20003

90/396/EEC
(amendment 93/68/EEC)

Appliances burning
gaseous fuels

95

2000/9/EC Cableway
installations designed
to carry persons

89/106/EEC
(amendment 93/68/EEC)

Construction
products

1004

89/336/EEC
(amendments 92/31/EEC,
93/68/EEC)

Electromagnetic
compatibility

40

94/9/EC Equipment and
protective systems in
potentially explosive
atmospheres
(ATEX)

96

93/15/EEC Explosives for civil
use

19

92/42/EEC
(amendment 93/68/EEC)

Hot water boilers

95/16/EC Lifts 19
73/23/EEC
(amendment 93/68/EEC)

Low voltage
equipment

90/385/EEC
(amendments
93/442/EEC,
93/68/EEC).

Medical devices:
Active implantable

49

93/42/EEC
(amendment 98/79/EC)

Medical devices:
General

215

98/79/EC Medical devices: In
vitro diagnostic

19

90/384/EEC
(amendment 93/68/EEC)

Non-automatic
weighing instruments

89/686/EEC
(amendments 93/68/EEC,
93/95/EEC, 96/58/EC)

Personal protective
equipment

327

97/23/EC Pressure equipment 766
99/5/EC Radio and

telecommunications

                                                 
2 Updated version of Annex 1 in “Guide to the implementation of directives based on the New
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
20003

terminal equipment
94/25/EC
(proposed amendment
COM(2000)639 final)

Recreational craft 49

96/57/EC Refrigeration
appliances

98/37/EC
(amendment 98/79/EEC,
proposed amendment
COM(2000/899 final))

Safety of machinery 734

88/378/EEC
(amendment 93/68/EEC)

Safety of toys 11

87/404/EEC
(amendments
90/488/EEC &
93/68/EEC)

Simple pressure
vessels

47

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
20004

96/98/EC Marine Equipment
94/62/EC Packaging and packaging

waste
(for marking see table below)

15

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
COM(94)267 final

Precious metals

                                                 
4 Personal communication, Claus Jensen, based on CEN reporting to 98/34 Committee.
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5 Abbreviations

ANEC European Association for the Co-ordination of Consumer
Representation in Standardisation

ASEAN Association of South East Asian Nations
B Belgium
BAT Best Available Techniques
BIAC Business and Industry Advisory Committee
CEN European Committee for Standardisation
CENELEC European Committee for Electrotechnical Standardisation
CD Compact Disc
CMA Canadian Marketing Association
CO2 Carbon Dioxide
COLIPA European Cosmetic Toiletry and Perfumery Association
COM Commission
DG Directorate General
DK Denmark
DN Danish Society for Nature Conservation
EC European Communities
ECB European Central Bank
ECETOC European Center for Ecotoxicology and Toxicology of

Chemicals
ECMA European Computer Manufacturing Organisation
ECOS European Environmental Citizens Organisation for

Standardisation
EEB European Environmental Bureau
EEE Electrical and Electronic Equipment
EFTA European Free Trade Area
EHSRS Essential Health and safety Requirements
EMAS Environmental Management Standards
EMC Electromagnetic Compatibility
EPOC Environmental Policy Committee
ER Essential Requirement
ETSI European Telecommunications Standards Institute
EU European Union
EuroNCAP European New Car Assessment Programme
GIFAP Groupement International des Associations Nationales de

Fabricants de Produits Agrochimiques
GLP Good Laboratory Practice
GWP Global Warming Potential
HFC Hydrofluorocarbon
H&S Health and Safety
ICH International Conference on Harmonisation
IEC International Electrotechnical Commission
IOMC Inter-organisation Programme for the Sound Management

for Chemicals
IPP Integrated Product Policy
IPPC Integrated Pollution Prevention and Control
ISO International Standards Organisation
IT Information Technology
JM Joint Meeting
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LCA Life Cycle Assessment
LVD Low Voltage Differential
MAD Mutual Acceptance of Data
MRA Mutual Recognition Agreement
NA New Approach
NAFTA North American Free Trade Agreement
NGOs Non Governmental Organisations
NOX Oxides of Nitrogen
ODP Ozone Depletion Potential
OECD Organisation for Economic Cooperation and Development
OJ Official Journal
P&PW Packaging and Packaging Waste
PECAs Protocols to the Europe Agreements on Conformity

Assessment and Acceptance of Industrial Products
POEM Product Oriented Environmental Management
Ppm Parts per million
PRODCOM Nomenclature for Industrial Statistics
PVC Polyvinyl Chloride
RoHS Restriction of Hazardous Substances
RTT Regional Technology Transfer
SEK Swedish Kroner
SMEs Small and Medium Enterprises
SPSF Standard Project Submission Form
TC Technical Committee
TG Test Guidelines
TUAC Trade Union Advisory Committee
UK United Kingdom
UNICE Union of Industrial and Employer’s Confederations of

Europe
VAT Value Added Tax
WEE Waste Electrical and Electronic Equipment
WNT Working Group of National Coordinators of the Test

Guidelines Programme
WTO World Trade Organisation
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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.

   
 

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
oc=31998L0034&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 1 p. 248
Portuguese special edition Chapter 16 Volume 1 p. 248

http://europa.eu.int/smartapi/cgi/sga_doc?smartapi!celexapi!prod!CELEXnumdoc&lg=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
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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
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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

Green Paper on Integrated Product Policy COM(2001)68
          

(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/faq.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

<indsæt dokumentet NordicWSreport.pdf herefter>
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