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Dear Conference Participant

On behalf of the Danish Environmental Protection Agency, The Danish Health
and Medicines Authority and the PVC Information Council Denmark/PVC
Med Alliance we are delighted to welcome you to Copenhagen, Denmark, at
27 March for the international conference on:

Alternatives to Classified Phthalates
in PVC Medical Devices

House of Industry,
Town Hall Square,
H.C. Andersens Boulevard 18
Copenhagen
Denmark

The conference will focus on available alternative plasticisers to DEHP in
medical devices in terms of human health evaluation and environmental
impact of these. At the conference the Danish Environmental and Health
authorities will for the first time present the conclusions in a report just
published, where ten different existing alternative plasticisers have been

evaluated. In addition to the presentation of the study all relevant aspects

related to the latest development within the use of plasticised PVC in medi-
cal devices will be covered.

Yours sincerely,

Henrik Seren Larsen Henrik G. Jensen Ole Grendahl Hansen
Head of Division, Danish Head of Division, Danish General Manager,
Environmental Protection Health and Medicines PVC Information Council
Agency Authorities Denmark/PVCMed Alliance
Project Manager
S sty e urormen Stinchedsstyrelsen

Danish Health and Medicines Authority

PVCJ\Vled

TIFALLIANCE
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9.00-9.15

Program

Registration with coffee/tea androlls

9.15-9.30

Welcome by Henrik Seren Larsen,
Head of Division, Danish Environmental Protection Agency

Session 1: Regulatory status of medical devices and classified

phthalates - Danish and international aspects

9.30-9.45

The point of view from the Danish Health and Medicines Authorities
Henrik G. Jensen, Head of Division, Danish Health and Medicines Authorities
It is important to take initiatives to ensure a continued reduction of the use
of classified phthalates in medical devices where possible. At the same time
this substitution must not imply a violation of patient safety. In this pres-
entation some of the concerns related to substitution will be covered.

9.45 -10.05

Conclusions from the new report “Alternatives to classified
phthalates in medical devices”

Shima Dobel, Chemist, The Danish Environmental Protection Agency
With the objective to guide the industry on how to choose alternatives
to classified phthalates, the Danish EPA together with the Danish Health
and Medicines authorities have published a new report. In the report ten
commercial available alternatives have been examined for human and
environmental effects. In this presentation the results of the report will
be published for the first time.

10.05 - 10.20

PVCMed Alliance activities

Ole Grendahl Hansen, General Manager,PVC Information Council
Denmark, Project Manager PVCMed Alliance

PVCis the single most used polymer in medical devices. In this presenta-
tion a short history of the role of PVCin healthcare will be outlined, and
the expectations for the future will be evaluated. In addition different
activities carried out by the PVCMed Alliance - the European industry
chain platform for PVC in healthcare - will be explained.

10.20 - 10.40

The point of view from an NGO

Christian Ege, Head of Secretariat, The Danish Ecological Council

In April 2014 European healthcare professionals and NGO's sent a joint
letter to member state ministers to demand support for phasing out haz-
ardous chemicals in medical devices. Among the signers is Christian Ege
from the Danish Ecological Council. In his presentation he will explain the
reason for the joint action.
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10.40 - 10.55

Break with coffee/tea

10.55 - 11.30

Panel discussion

11.30 - 11.45

The political setting in EU - the future ban of classified phthalates in
medical devices

Christel Schaldemose, MEP, Socialdemocrats

Ms Schaldemose’s political presentation will focus on consumer protec-
tionrelated to the use of classified phthalates in medical devices. The
expected outcome of the tripartite meetings between the European
Parliament, the Council and the Commission which sequel the ban on
classified phthalates decided by the European Parliament in 2013 will
also be covered in this presentation.

11.45 - 12.00

REACH regulation and medical devices

Bent Horn Andersen, Deputy Head of Division, Chemicals, Danish Envi-
ronmental Protection Agency

Medical devices are NOT relevant within the REACH regulation frame-
work, because the devices are covered by the Medical Device Directive.
Orisitreally so? This presentation will give an overview on how the sun-
set date for DEHP, staged by REACH, will influence the manufacture and
marketing of medical devices containing classified phthalates.

12.00 - 13.00

Lunch
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Session 2: Substitution of phthalates with alternatives
- challenges and regulatory requirements from notified bodies,

case story

13.00 -13.20

Regulatory requirements related to substitution - a word from a notified
body

Carsten Worm Jensen, Certification Manager in Presafe Denmark A/S
When a medical device manufacturer decides to substitute a plasticizer,
some approvals froma notified body are necessary. In this presentation as-
pects related to regulatory requirements - including costs - will be covered.

13.20 -13.40

“The classified phthalates should be phased out of medical devices”
Peter Huntley, General Manager, Danish Medical Device Industry
Association - Medicoindustrien

In 2013 the Danish Medical Devices Industry announced that the industry
fully endorses the Danish Minister of Health's wish to phase out the use
of classified phthalates in medical devices. In the presentation the rea-
son for this announcement will be explained.

13.40 - 14.00

View of the European Medical Device Industry - EUCOMED

Thecla Sterk, EUCOMED

EUCOMED represents the medical technology industry in Europe. The
impact on patients is paramount when considering the usage of sub-
stances in medical devices. Industry fully supports the phasing out of
hazardous substances, including classified phthalates such as DEHP, as
long as there is no negative impact for patients. This can only be deter-
mined by taking into account the risk-benefit of the product’s medical
safety needs and the availability and suitability of alternatives. For some
medical applications such as urine bags there is no issue if phthalates
arereplaced by other materials, but this is not the case with blood bags.
The presentation will examine some of the efforts made and challenges faced
by the medical device industry when substituting phthalates such as DEHP.

14.00 - 14.20

Case story - how we substituted classified phthalates in a laryngeal mask
Annette Bitz, Clinical Research and Senior Biosafety Specialist / at AMBU
After the phthalate labeling requirements for medical devices came into
force a few years ago, medical device companies have experienced an
increase in demand for DEHP free devices. In this presentation a medical
device manufacturer informs about the different challenges they had

to surmount, before the company was able to provide the market with a
phthalate-free laryngeal mask.

14.20 - 15.00

Panel discussion

15.00 -15.30

Break with coffee/tea
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15.30 - 15.50

The VinylPlus program

Dr. Brigitte Dero, ECYM and VinylPlus General Manager

VinylPlus is the renewed ten-year Voluntary Commitment to sustainable
development of the European PVC industry. Launched in 2011, the pro-
gram has been developed in an open process of stakeholder dialogue
with industry, NGOs, regulators, public representatives and users. In this
presentation the idea behind the VinylPlus initiative will be explained
and the preliminary results of the program will be outlined.

15.50 - 16.10

Recycling of PVC medical waste in Australia

Sophi MacMillan, Chief Executive Vinyl Council Australia

Recycling of medical plastic waste is high on the sustainability agenda
of European hospitals. In Australia there is already a successful project,
where PVC medical plastic waste is being collected and recycled. In the
presentation the different aspects of this PVYC medical plastic waste
management system will be explained.

16.10 - 16.20

Questions

16.20 -16.30

Closing remarks by Henrik Seren Larsen, Head of Division, Danish
Environmental Protection Agency and Henrik G. Jensen, Head of Division,
Danish Health and Medicines Authorities

16.30

Networking and a glass of wine
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List of speakers

Bent Horn Andersen,

Danish Environmental Protection Agency

BentHorn Andersen, Deputy Head of Division, MSc. Pharm,
is 56 years old and has worked as an administrator within
chemicals regulation in his entire career. First with Health
and Safety regulation and later in Danish environmental
Protection Agency as head of the group working with both
REACH restriction and authorization, and with the Danish
Phthalate regulation and Strategy.

Brigitte Dero

Dr. Brigitte Dero obtained her PhD in Molecular Biology

in 1988 by working on a special programme of the World
Health Organisation on parasitic diseases. She then fo-
cused on metals by specialising in toxicology at the Atomic
Energy Commissariat in France and in ecotoxicology in The
Netherlands. After nine years of experience representing
the metals industry, in 1999 she joined Cefic, where she be-
came Director of the Plastic Additives Platform and ESPA's
secretary general. Currently, D. Dero is General Manager at
ECVM and General Manager at Viny[Plus.

Anette Bitz

Ms. Annette Bitz is working as a Clinical Research and
Senior Biosafety Specialist at Ambu and is in charge of the
company phthalate policy. She has 20 years of experience
within the Medical Device Industry mainly in the areas of
R&D, Environment, clinical and Biosafety. She is current-

ly the Chairman of the Danish Biosafety Expert Group

at Medicolndustrien and is the Chairman of the Danish
Standard Committee working on the ISO 10993 standard of
Biocompatibility of medical devices.
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Shima Dobel,

Danish Environmental Protection Agency

Shima Dobel, Head of Section, Chemical Division. She has
worked in the Danish EPA since 2001. Shima has worked
within the area of risk assessment and risk management
of phthalates including combined exposure for phthalates.
Shima has also worked with assessment of chemicals in
consumer products as well as the chemical part of the toys
safety area and childcare articles.

Christian Ege

Christian Ege, director, The Danish Ecological Council (DEC).
DECis an NGO, member of European Environmental Bureau
(EEB).DEC is dealing with chemicals policy, energy conser-
vation, transport and agriculture - at a national as well as at
aEuropean level.

Ole Grendahl Hansen

Ole GrendahlHansen is Master of Arts in literature from
Copenhagen University. Since 1995 General Manager of PVC
Information Council DK - a knowledge centre for the wide-
spread plastic material PVC financed by the industry. Ole
Grendahl Hansen is project manager of PVCMed - an alliance
of international companies which seeks dialogue with stake-
holders about the use of PVCin healthcare. He is a member
of VinylPlus Communication Committee, the advisory board
of European Medical Device Technology and board member
of the Danish PVC recycling association WUPPI.

Peter Huntley

Peter Huntley is M.sc. Mech. Eng., Ph.D. Materials Science,
B.com Finance & Strategy General Manager in Danish Medi-
cal Device Industry since 20012 Previously general manager
in Danish Packaging Industry for 10 years (2000-2012) Dept.
Manager in Confederation af Danish Industries for 10 years.
(1990 - 2000) Construction Engineer in windpower and off-
shore industry for 5 years (1985-1990).
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Henrik G. Jensen

Henrik G. Jensen from The Danish Health and Medicines Au-
thority (DHMA) is head of the division of Pharmacovigilance
and Medical Devises. Henrik G. Jensen has for years worked
with the administration and risk management of chemical
hazards in a variety of contexts - including medical devices.

Sophi MacMillan

M.Env.Sci Chief Executive Officer, Vinyl Council of Australia.
Sophihas worked with the PVC sector's industry associa-
tion, the Vinyl Council of Australia, since its establishment
in June1998. She has been its Chief Executive since 2002.
The purpose of the Vinyl Council is to advance a sustainable
PVCindustry in Australia. She has been instrumental in

the establishment and management of the Australian PVC
industry’s Product Stewardship Program. Sophi qualified as
an environmental scientist 20 years ago.

Christel Schaldemose

Christel Schaldemose is a Danish Member of the European
Parliament. She took up office in 2006 and since then she
has been a part of the Group of the Progressive Alliance of
Socialists & Democrats (S&D). She is head of the Danish
Delegation of Socialdemokraterne. She is a full member of
The Committee of Internal Market and Consumer Protec-
tion and a substitute member of both The Committee on
the Environment, Public Health and Food Safety and The
Committee on Agriculture and Rural Development.

Laura Shields

Lauraruns The Media Coach in Brussels. After graduating
from Cambridge University in 2000, she worked for CNN
and CNBC and BBC Radio 4's World at One and PM pro-
grammes, specialising in business and finance. Laura is now
working as a journalist, panel moderator and media trainer
in Brussels. Her clients include consumer goods and phar-
maceutical companies, the UN, the European Commission,
MEPs, trade associations and NGOs. As a moderator she
has chaired panel discussions on topics including communi-
cating scientific risk, technological innovation and trade.
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Thecla Sterk, Eucomed

Thecla joined Eucomed in March 2003 and in 2005 became
the Regulatory & Technical Affairs Assistant providing
support to various regulatory working groups such as the
Post Market Surveillance task force and the Human Tissue
Products working group. Today, Thecla is Manager Regula-
tions & Industrial Policy and takes the lead on topics such
as notified bodies, blood safety and substances. Eucomed
represents the medical technology industry in Europe.

Carsten Worm Jensen

* Certification manager, Presafe Denmark

* B.Sc.Electro Engineering

* 10 years industry experience with medical devices

* >13years audit and assessment experience (NB work)

* >20 year experience with medical device requirements

and regulations
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For more information on this conference please contact either
Shima Dobel, Danish Environmental Protection Agency: sdo@mst.dk or
Ole Grendahl Hansen, PVCMed Alliance/PVC Information Council DK: ogh@pve.dk

@ Danish Ministry of the Environment PVCJ\/]ed S%Pndhedsstyrelsen

Environmental Protection Agency SrALLIANCE Danish Health and Medicines Authority



