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Europais onze
beste kans

Europa is niet veroordeeld tot zwakte. Integendeel!
Keer op keer heeft Europa bewezen onze beste
kans te zijn. We hebben de ingenieurs, de
wetenschappers, de soldaten, de boeren, de

ondernemers....
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=— Commission

\

I

von der Leyen

President

Teresa Ribera . Henna Virkkunen
Rodriguez Exerusine Vice Presscent

Exenuirs WMire-Presicent
" : Tech Sovereignty,
Clean, Just and Marok Seféavit Security a.ndg "

Valdis Dombrovskis

Dubravka Suica

Competitive Commissiansr e it securty a
Transition Trade and Economic Security Economy and Mediterranean

Interinstitutional Relations rWT-lﬂg:ttrm

and Transparency mplementation

and simplification

Olivér Varhelyi Andrius Kubilius Marta Kaos*

Wopke Hoekstra

Ci Commessioner Commmissianer Commussianer
Health and Climate, Defence and Enlargement
Animal Welfare Met Zero and Space

Clean Growth

: i Albuguer Hadja Lahbib
EtePh'anE Sé]r.-urné o = #:nf:e:—jﬁa E:::w’i;ﬂﬁdls :::::;:::er G Eorn??jlissl'uner ' 5_?5::’3“35 b
Exeudrss Wice-Prescent e ) i h s ks
i 5 = Fisheries and Financial Services Preparedness : ; Vize Pressient
Oceans and the Savings and Crisis k Foreign Affairs

and Investments Management Nl

Union

! 3 and Security
Equality \ Pﬂli:‘f

- International
Prosperity and ; ( Partnershi
Industrial i = ol
Strateqgy 1

Magnus Brunner Jessika Roswall Piotr Serafin Dan Jargensen

Commessianer Cammuissioner Commessioner Cormmussioner
Internal Affairs Environment, Budget, Energy and
and Migration Water Resilience Anti-Fraud

and a Competitive and Public

Circular Economy, Administration

Ekaterina Zaharieva

Commassianer

Michael McGrath

Comressioner

Tzitzikostas

Startups, Research Democracy, Commissioner
and Innovation Justice and Sustainable
. the Rule of Transport and
Roxana Minzatu Tourﬁ Raffaele Fitto

Exenuivis Vice-Presicent

Peaple,

Skills and - Christophe
Preparedness . Hansen

Excadre
Vice-Prescent

Glenn Micallef % _ Cohesion §
Commessioner ; o and Reforms

Comms Intergenerational ;
Agriculture Fairness, Youth, i |
and Food Culture and

] Sport I

*Pending formal nomination. Mational proceedings ongoing.
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& Agriculture and fisheries

Competitiveness

Economic and financial affairs

Education, youth, culture and sport

Employment, social policy, health and consumer affairs
¢ Environment

¢ Foreign affairs

General affairs
e Justice and home affairs

e Transport, telecommunications and energy
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Erloopt veel door elkaar

» Eurocommisarisen zijn nationale politci
» Regeringsleiders hebben een politieke
Kleur

« MEPs allebel

All of the above komt neer op
mbelangenverstrengeling
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R — Letta report highlights need for stronger

Draghi report touts path to pull EU pharma healthcare sector
from ‘slow agony’

-
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STARTUP 28TH

REGIME

optional 28th EU-wide company legal form alo
national ones, innovative startups/scaleups (deeg
R&D focus, IP ownership)

What It Is

Key Known Features

L » ®

single set of harmonised rules (corporate, insolvenc
tax), online incorporation, cross-border seamless 0
cost of failure/exits, attract pan-EU investment

Timeline & Status (Feb 2026)

announced May 2025, Commission Parliament
May 2025 stakeholder  proposal vote Jan -
consultation Q12026 Jan 2026  7ivrdsEyieryy
ended 2025

under development - details TBD

EUPHARMACEUTICAL
PACKAGE

Intended Goals

e boost innovation and competitiveness
e improve patient access/affordability

e secure supply chains

e environmental sustainability
incentives for unmet needs

Equalising Application Procedures

e single submission via CTIS for multi-country trials

¢ harmonised assessment leading to single decision

e centralisation to reduce fragmentation/national differences
shorter approval times (target 30-60 days)

Clinical Trials Reforms & Timelines

CTR fully applicable Jan 2025 (all trials transitioned to CTIS)
- s e A

i T T
e pharma package agreement 2025/adoption
agreement 2026/transition to 2028
e focus on faster approvals/parallel submissions

e incentives like extra data protection (up to 3 years) for
EU multi-country trials/new active substances
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EHDS

Intended Goals

Empower individuals access/ @
control electronic health data

Cross-border exchange for
healthcare (patient summaries,

Secondary use for research/
mnovatlon/pollcy/pandemlcs

Foster single market for dlgltal
_ health/ EHR systems ~

MDR INTENT

Intended Goals

== » stronger clinical
e evidence
* higher patient safety < better transparency ¢ single EU market
via EUDAMED

- . - ‘
ePrescriptions, imaging) e i‘? E )

Rollout Timeline

Regulation adopted Secondary legislation " MembefState
2025 2025 2027 Preparatlo

027— arly

. 4 /
First data exchanges

end 2028/early 2029
Why & Challenges

Patient empowerment ==
Data sharing
Innovation

Legacy systems integration
Data quality/harmonization s
Governance/skills/funding gaps
Varying MS readiness

Implementation Problems

Y

» notified bodies * delays
shortage

il

« higher costs
and classifications

Ongoing Reforms (2025+)

@9

» extensions « more flexible
clinical evidence
« simplification proposal
COM(2025)1023

3%

« proportionality to
risk

« support for SMEs
and innovation
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 Biotech Act
« Safe Hearts Plan

Health in All Policies
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