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What does the EU Jvéglslatlon on sustainable
corporate govemance and supply chain due
diligence m@an for medical technology companies?

Medlme s perspective
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» The European Parliament’s Resolutleeﬁ on due diligence and its annex (draft Directive text)
dated 10 March raise the prospegt“for industry collaboration to comply with regulatory
requirements s*

» What might this look Ilkg@?or MedTech Europe members in practical terms?
Paragraph 22 of the Re@%lutlon on due diligence &
...coordination at géttoral level could enhance the consistency and effectiveness of due @*‘Q
dlllgence effort%,eallow for the sharing of best practices and contribute to levelling the glﬁymg
field” N R
<<°¢§° §°\0
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Artnq\{é 11 of the draft Directive text (annex to the Resolution on due dlllgengéf
g«Wember states may encourage the adoption of voluntary sectoral orgzﬁoss -sectoral due

&alllgence action plans at national or Union level aimed at coordlnatlng\e?he due diligence

strategy of undertakings. @@
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Undertakings participating in sectoral or cross-sectoral due cighgence action plans shall not be

exempt from the obligations provided for in this D|rect|vee
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1. Medline proposal for MedTech?urope: A community of practice on
supply chain due diligence ¢
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Obijectives:

* Member-driven kngaWIedge sharing and exchange on ethical sourcing
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Highlights: é@f « &.@"9’
2 Documenl;f?brary on ethical sourcing Q,ﬁQ
. Webm@r‘s or face-to-face meetings o\oo"@

o‘\((o ‘o<‘\°§
Poteﬁtlal focus areas: &

Supply chain mapping — tier 1 and beyond
* Due diligence measures — risk profiling, audits, gﬁevance etc
 Human rights vs environment vs governaﬁce
* Resources and capacity building for |mpIQﬁ‘\entat|on
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2. EU Regulation vs EU Directive @i supply chain due diligence

EU Regulation: R
* Single legislative mst@“nent directly applicable across the EU
* Predictable and cogwstent

* MedTech Europg'members could support each other in:
% Identlfylng@elevant enforcement authorities and their approach anﬁp
practlcgs at EU or country level 2
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EU Dwecja\/e y
. I\/Ig%?t be transposed into national legislation by I\/Iembe,d@States
» Some degree of fragmentation inevitable ,@Q

& MedTech Europe members could support each oteher in:
* Keeping track of legislation per country as it |s a“pproved
 Comparative analysis of legislation, mcludmg reportlng requirements
* |dentifying relevant enforcement authogmes at EU or country level
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3. Medline proposal: MedTech,q?urope to issue periodic news updates
(e.g. quarterly newsletter) S
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Objectives: &

* To keep membeg@mformed of regulatory developments, media
reports etc @éeé' & ﬁx@e’

&@@ Q&@Q

Potential wblcs &Q,o"“\

. Stat&% of legislative proposals at EU level and by membeogo§tates

. LL*ﬁ?dates on emerging best practices Qﬁ\\

5 I\/Ied|a coverage of relevant topics e.g. enforcemer;et actions by
regulators «09

e Decisions and actions by MedTech Europe CSR Board Task Force
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4. Directors’ duties and obllgatloa% (sustainable corporate governance)

Possibility that supply chain dg,e dlllgence and SCG will be combined into one
legislative proposal s
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Medline suggestlons for potential areas for MedTech Europe members to

collaborate on: f &

* Similar to sg@ply chain due diligence e.g. community of practice, @‘O
momtorg@% enforcement and reporting requirements, news updsﬁtes
possﬂaqlé alignment with Non-Financial Reporting Directive Q&"\
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As@assessed by Medline, the advantages of keeping due dlh@ence and SCG

$eparate include: 6@«*
* They raise separate issues, requiring different lm@rventlons by different
teams/departments within companies @@

* Same applies to enforcement authorlt\lzés in Member States
* Separation allows for more targeted d pates and stakeholder input
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