
MEETING WITH DG GROW
Medical Devices: EU Investments in R&D
Challenges and opportunities
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THE EU CHEMICAL STRATEGY

aims to achieve a toxic-free
environment with a high level of

protection of human health & the

environment
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|coci} Key messages

+ The medical devices industry is aligned with the css
objectives of a high level of protection of human health
and environment

+ The medical devices industry employs 300K workers.
generate 100 billion revenue with production facilities in
Europe and invest 8% of sales volume in Reb.

+ Gur investments in innovation save lives
“Thera are about 500 million radiological inaging procedures in
Europe every year (15/9)
“hbout 2 milion patients receive radiation therapy every year in
Europe
710.000 TVD tests are performed every second in Europe

+ We are pioneers in circular economy and substitution of
chemicals of concern

+ Our devices contain linited volumes of hazardous
substances when no alternatives are available to achieve
bast performance

+ Tomovation needs a pragmatic legislative approach adapted °
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“see) MEDICAL IMAGING and THERAPY DEVICES
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Typical MRI unit weighs about10tons ) A $e
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|coci} INNOVATION IS A COMPLEX AND
LONG PROCESS [Sre——_

[sgene, the 7057
pe < tions of

scanner, /
~J

7 years design cycle for imaging

20 years for IVDs

11 years for radiation therapy

10 years of market availability
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THE EU CHEMICAL POLICY

AND INNOVATION IN THE

MEDICAL DEVICES SECTOR
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+*e} Bomcheck: The most effective way to

lo comply with the SCIP database

Used by thousands of manufacturers end suppliers to track
regulated substances in million of parts
Multiple emails to each supplier Centralised system
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COCIR BOMCHECK and NEW SUBSTANCES
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+ When a new substance is added to the list of regulated ones anywhere in the world

BOMCheck Team assess the uses.

+ The substance is added to the next release of BOMcheck (3 months).
+ All suppliers are notified to update their declarations in BOMcheck. The request is then

propagated to the supply chain that still do not use BOMcheck. (in total 5k-10k)
+ Ittakes 6 months to start getting information on uses.
+ Some critical uses may be identified too late to request exemptions.
+ Despite using the most advanced tool, it is impossible to collect complete information on

uses/applications in the short time normally given for consultations (3-6 months).
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THE CURRENT CHEMICAL POLICY ENDS

oo UP IN HIGH IMPACTS
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*®] PROPORTIONALITY IS CRITICAL

(asam dll  s.stiution with less harmful alternatives, whi always welcome, may however not
Rave sgcant bone omar halt or 1 smvramment

an

x)



oe
|SOSR Chemical strategy for
oe Lo

sustainability

1. The current Chemical Polychanges to fast or complex medical
coin

2 impact assessment of measures is performed for ndusty as whole
5 The GSSwih aceslerae tho EU hamical Poly (mor substances

Testiced ina shorter me)

0



veecocin §l CONTINUING INNOVATION IN MEDICAL
o==~N TECHNOLOGIES

Innovation in the medical devices sector cannot be
secured sven by:

1. Longer transition times for new restrictions
2. Longer duration of exemptions/exclusions
3. Dedicated cost/benefit and impact assessment on

innovation and healthcare to Getermine
proportionality and mitigate undesired impacts

However, what is really needed is:
An alternative solution to restrictions that can
achieve the same environmental protection goals
Limived to:

+ Essential uses

+ Small quantities
+ Controlled conditions <Q
+ Tenhored Spent and USES ’



|coci} Key messages

+ The medical devices industry is aligned with the CSS objectives
of a high level of protection of human health and environment

+ The medical devices industry employs SOK workers, generate 100
billion revenue with production facilities in Europe and invest
8% of sales volune in RD
Unhere are about 300 Ailiion sadiclogical imaging procedures in Europe
Vibou 3mA pacients = asation th ine107000" 15D teste’ are performed every second in Butope

+ Wo are pioneers in circular econony and substitution of chemicals

+ Gur devices contain Linited volumes of hazardous substances when
no alternatives are available to achieve best performance

+ Innovation needs a pragmatic legislative approach adapted to long
& complex design cycles of medical devices
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