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About MedTech Europe

The Europeantrade association for the medical technology industry including diagnostics,
medical devices and digital health.

OUR MEMBERS
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About medical technology
Medical technology is any technology used to save and improve lives of
individuals suffering from a wide range of conditions.
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There are more than

500,000 products,
services and solutions .

currently available
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Role of medical technologies

Essential to the proper runningofEurope’s hospitals, testing laboratorie
and medical clini

In Vitro Diagnostics Detect, manage, and correct conditions, allowing us to get back to our
(IVDs) Rn

&

Medical Devices (] PE
(MDs) ‘
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Vision for the Chemicals 
Strategy for Sustainability and 

the revision of REACH 
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Sustainability as the way forward
• We support the goals of the Green Deal, and the Chemicals Strategy for

Sustainability
• Sectors like ours must do their part to contribute to the goals of more

sustainable use of chemicals and reducing its environmental footprint
• We are committed to meeting these goals, whilst preserving access to

medical care and technologies that save, extend, and maintain quality of
life

• Need of a balance between:
achievable objectives
fair expectations
conditions and timelines that correspond to the realities in which the
medical technology industry operates
product performance should not be compromised by phasing out
essential hazardous substances
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Case studies
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Case study — Microplastics

«The IVD sector contributes 270 kg/year of microplastics
released to the environment (that is, less than 0.1% of all
microplastics use)

« Redesign involves extensive development, testing, re-
validation and regulatory approval of the design changes under
the IVR. This is a process that can take up to 5-12 years for

Proposed REACH each product
fy + Compliance costs for companies in the sector, would be equal

Restriction on to €8,683 billion over 20 years, if conditional derogations
[EQITHEIEVECE Clg would notapply.

microplastics
RACOpinion trae une 2020,poge55

nical Sod Waste  Feevantrelease pawaY for IEropasics Tncosmetic products or
painsthatarepresentonused tissues o wipes. Minorcontributes derive rom ctheruses
kemedicinal products and medical devices andIn vitro agnosticmedical devices, Releases
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Case study — OPE/NPE

An estimated 700 tonnes/ annum of OPEs used by other
industries. The IVD industry was estimated to use 40 tonnes

« For an IVD test reagent it is not possible to know if an
alternative will work until feasibility testing is complete (1-2
years) - per product

REACH «In some cases, some MedTech Europe members are re-
LAUTEERIE designing hundreds of reagent products, tying up the R&D
Ba teamsforupto 12years

» §MedTechEurope



Case study— Lead and lead components pve.
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Concluding remarks

Tosaressthe:
challenges the sectorhsfaced with REACH

» future opportunities with more sustainable use of
Chemica

> specieofthemedicaltechlogessector
> time 8 resources neededto findaematives
> low quantities usedcompared otheresources needed

oF 1 bringproducts mo camplance with egaton
—

——— Wepropesealegacy approach or spelconsiderationfor[T1 £8 singroc nergy:
- : + Restrictions and. Authriatons only apply to newSLL Droduct designs 3nd nt to legacy produces and parepor

. + fo new productdesigns, sufficient time i granted forr Sbrituon (where sechcally posse) Sake ntoConidaraton the. Uma/desin’ eye. of medes| ehtogies and sectors legion
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Thank you! i
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www.medtecheurope.org ww

§ MedTechEvope
EE———




