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Agenda

o ISO 14025:2006 EPD principles and
procedures

o TC 350/WG3 EPD building products

o Future product information needs in
a SCP and IPP context




Type lll environmental declarations

o present quantified environmental information
on the life cycle of a product

o to enable comparisons between products fulfilling
the same function.

are provided by one or more organizations,

o are based on independently verified
life cycle assessment (LCA) data,
life cycle inventory analysis (LCI) data or
information modules

o in accordance with

the ISO 14040 series of standards and, where
relevant,

additional environmental information,

o are developed using predetermined parameters
id%ntified in the Product Category Rule (PCR,
an

o are subject to the administration of a programme
operator

O



1SO014025:2006: Main steps

1. The programme operator establish a

2.

3.

programme with programme instructions

Develop a Product Category Rules (PCR)
verified by third party review panel

The organization use the PCR to fill in
the content of the EPD

Have the EPD and the data
independently verified

Publish the EPD



1ISO 14025; Information modules

o compilation of data to be used as a
basis for a Type III environmental
declaration , covering a unit process
or a combination of unit processes
that are part of the life cycle of a

product




Information modules — many “Lego bricks” make an EPD

Additional Complete
Glass body Alu cap o Paper label H processes bottle
Raw Information Type Ill Typelll |
material module of environmental enwronn)enta
acquisition material declaration of: decr:]a;;t:_zlrl of
production 1€
material production
+ ;
+ bottle production * .
production + paper production
Production caps o .
production printing operations Information
. module of
+ attaching
* r P mmmmeemoo 8 [ . the label
Information ! Useofcapomitted 1| ! Transportand useof | +
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of glass body ( cnmofodera module of sealing
+ + + with the cap
Information + Information
End of module of collec- recveling of caps module of waste
tion and recycling yeling P for incineration Type n
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= = = = - declaration
Full life Type llI Type lll Information Information base,d on the full
cycle environmental environmental module of module of life cycle
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Note : Information module may be but do not have to be a Type Illl environmental declaration

Figure B.1 - Diagrammatic simplified representation of the development of a
Type lll environmental declaration from information modules
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Type III Environmental Declaration for industrial use of 1 kg of average MELIFLEX compound Page 1/3

Environmental Product Declaration

Industrial use of 1 kg of average MELITEK compound in EU. The life cycle includes
raw materials and production at Melitek, excludes manufacturing of final product

|
i
i
!
This environmental declaration applies for a functional unit of: i
!
and use of final product, but includes waste disposal of compound materials. i

Product specifications and recommendations for use and disposal

MELIFLEX is a unique polyolefin-based alloy (compound) that is designed and produced specially for pharmaceutical
packaging and medical devices by MELITEK. The chemical nature of MELIFLEX TPE and TPO alloys makes them ideal

and safe for medical applications as they are both PVC- and latex free while containing no plasticisers, including phthalate.

The product is sold in Denmark (2%), across the rest of Europe (78%) and also in Asia (20%) (approx. percentages).

Some of the key product characteristics and benefits of MELIFLEX are:
L] Halogen free and plasticizer free
. High purity with no significant leaching
. Good chemical resistance
. Low specific gravity (0,9 g/cm?)
. Good water vapour barrier properties
. Good resistance to puncture and tearing
. Film thickness reduction up to 50% compared to flexible PVC
L] Excellent clarity
L] Kink resistant tubing
L] Sterilizable by autoclave at 121°C, EO, gamma and E-beam
L] Good impact properties and flexibility at low temperatures
L] Shore hardness from 50A to 60D
. Easy and safe processing
. Easy multiple recycling

MELIFLEX grades are available for tubing extrusion, films produced by blown or cast extrusion, for injection moulding
and for blow moulding (including BFS) applications.

MELIFLEX meets Class VI tests of the United States Pharmacopeia and is designed to meet ISO 10993.

MELIFLEX fulfils the requirements on materials used for articles or components of European Pharmacopoeia, 5th edition
(2004) monograph 3.2.2. Plastic containers and closures for pharmaceutical use.

MELIFLEX use only European Pharmacopoeia approved additives. Further MELIFLEX complies with food and toy additive
regulations of both FDA and EU directives.

NOTE: Customers are liable and must ensure compatibility and suitability in their intended final application and use.

There are no special disposal instructions required for MELIFLEX products as they are to be disposed in same way as
standard polyethylene and polypropylene materials.

Functional
Unit

Product ,Use
and Disposal
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Product life cycle information

The life cycle comprises only "before our gate" and "our production" as MELIFLEX products are used by very different
producers of final products for healthcare; also "End-of-life" is modelled assuming that the final products are all disposed
as clinical waste for incineration which is incinerated as MSW but at special designated plants (synthetic rubber,
polyamid and paraffin are modelled as PUR). The goal of the EPD is to get an overview of the environmental impacts

of raw materials used and processing of MELIFLEX materials.

The functional unit is based on one years production of an average reciept.

Data for the life cycle are taken from Ecolnvent database supplemented with specific modelling of SBS using the same

methodology.

Transport of raw materials is modelled as USA to Rotterdam by transoceanic freighter for 33% of raw materials
and 67% of raw materials by lorry from Europe.

List of materials and chemical substances (above 0,1% of weight of the product)

kg Weight %
Materials, substances and preparations
Polypropylene 0.651 65%
Synthetic rubber 0.333 33%
Polyethylene 0.018 2%
Organic chemical additives 0.001 0%
Substances classified according to EU legislation
None
Total 1.0 100%
Environmental impacts
Impact category Before our Our Use End-of-Life Total
gate production
Nature occupation 0.00 0.00 0.00 -0.01 0.00
[m~ eq arable land]
Global warming
2.75 0.25 0.17 0.43 3.43
[kg eq CO,]
Acidification 0.41 -0.01 0.02 -0.04 0.36
[m~ unprotected ecosystem]
Eutrophication 0.01 0.00 0.00 0.00 0.01
[g eq NOs -]
Photochemical ozone formation 32.46 0.42 3.21 3.87 29.01
[m2*hr*ppm ozone]
Human toxicity (into air, only carcino- _ _
genic effects) [kg chloroethylene-eq] 1.05 0.02 0.10 0.16 0.88
Supplementary impact categories Before our Our Use End-of-Life Total
gate production
Non-renewable energy 88.29 3.41 2.85 -18.55 73.16
[MJ primary]
Mineral extraction 0.01 0.00 0.01 0.00 0.01

[MJ] extra in future]

Life Cycle

Material &
Substances

Environmental
Impacts
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Additional environmental information
In 1998 MELITEK started the manufacturing of specialised MELIFLEX polyolefin based TPE and TPO alloys (compounds). | | | |

Our products are designed to offer unique combinations of physical properties and meet the increase in regulatory

demandsput on plastic raw materials used for pharmaceutical packaging and medical devices. I I o n a

MELIFLEX resins have over the resent years proven to be a very viable alternative to plasticized PVC and
polyurethane in film, tubing and moulding applications as it offers both medical and environmental benefits over said

R |
EnV| ron mental
As our MELIFLEX materials, that are phthalate and halogen free, are selected by customers for health and environmental

reasons, MELITEK have an interest to document and benchmark the real environmental benefits of our MELIFLEX products
by using e.g. environmental product declarations.

|
MELITEK wishes to identify process and product improvements by making environmental impact assessment to investigate
marketing opportunities using environmental information in the EPD format.

The company
MELITEK has over 25 years of experience in selling state-of-the-art technologies to the pharmaceutical and medical device

|
industry. Our objective is to supply new innovative technology of high quality, which offers our customers value and
advantages within areas of product and process improvements, higher safety, and enhanced profitability. e n e rp rI Se
Contact info:

MELITEK A/S

Hartvig Jensensvej 1
DK-4840 Nr. Alslev
Denmark
http://www.melitek.com/
Tel. +45 70 250 255

Fax +45 70 250 277
E-mail: sales@melitek.com

Date of publication and period of validity u u
ate &Validi
The EPD is valid until the end of 2006.

Verification (not applicable in the Stepwise EPD project)
pCR® review®, was conducted by: g n

< name and organization of the chair, and information on how to contact the chair through the programme operator >

Independent verification of the declaration and data, according to ISO 14025:

O internal O external

(Where appropriate °) Third party verifier:
<name of the third party verifier>

References

Stepwise EPD guidelines - http://extra.ivf.se/StepwiseEPD/

Ecolnvent database - httt://www.ecoinvent.ch

EIPRO-database; 2.-0 LCA consultants internal version; the EIPRO project report can be found at
http://europa.eu.int/comm/environment/ipp/pdf/eipro_draft_report2.pdf

Boustead I, D L Cooper (1998) Eco-profile of SBS. A report for The International Institute of Synthetic Rubber Producers

The SimaPro LCA for MELITEK can be requested from 2.-0 LCA consultants after approval from Melitek;
contact Kim Christiansen, kc@Ica-net.com




ISO 14025 ANEC Report (2006)

o Gomprehensibility and comparability of
the environmental information

o Reliability of data

o Completeness of the environmental
iInformation

o Adequate stakeholder involvement
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Impacts from Product A relative to the
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PCR for Construction Products

O Content of PCR built on ISO (F)DIS 21930
Scope
Normative References
Terms And Definitions
Symbols And Abbreviations

General Aspects For Product Category Rules (PCR) For
EPD Of Building Products And Services.

Product Category Rules
Reporting

Content Of The EPD
Review Of PCR

O Around 225 product groups
O Time schedule 36 months
O PCR Review Panel
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O

The PIN group’s objectives

Set up by IPP Regular Meeting (November 2004) - to
report to the Commission

12 members appointed by the Commission

Identify the needs for environmental product
information

examine the tools
identify the gaps and opportunities

propose how things should be improved

“how governments and stakeholders can act to
make life-cycle-based product information a real
force for environmental improvement, working in

combination with the tool-box of other IPP measures
and activities.



Diagram 1 THE INPUTS AND QUTPUTS TO THE PROVIDING OF PRODUCT INFORMATION
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PIN new “framework” approach

o Overall approach
More effective use of green public procurement
Better application of eco-design
Encourage sector-specific (‘vertical’) approaches

o) Inputs
Bring research and industry together and built capacity
strengthening ability of the market to use e.g LCA platform
and EIPRO

o External influences
Better coherence/integration of IPP toolbox
focus “market” interest in assessing and communicating
environmental product performance

Legislative framework

o ensuring a good baseline data quality

o  power to require information on key impacts
@ requirement to promote national awareness

o Communication outputs

promoting standards for declarations

ensure fair competition on environmental product
performance
Prevent misleading claims




Inspiration

o Stepwise EPD -
http://extra.ivf.se/StepwiseEPD/

o ANEC study: Consumer demands on
Type III environmental declarations ,
February 2006

o GedNet www.gednet.org




