BREAKTHROUGH
TECHNOLOGY
TO BETTER CARE.

Where medical innovation meets,

patient need, market reality and
sustainable value.

MEDTECH
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A BREAKTHROUGH
ISNOT YET A
MARKET-READY
SOLUTION.

Prove the benefit. Validate the pathway.
Build clinical confidence.
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Regulatory =~ Workflow Adoption

Clinical Safety readiness integration 'Dr_ =9
. — 4 - ive clinician
evidence ' | and patient
Confirm Navigate Enable real-world adoption
Demonstrate safety and MDR, IVDR use and for lasting
meaningful risk mitigation. and global operational fit. impact.

clinical benefit. requirements.

Technology becomes value when

evidence, compliance and practical
use come together.




" THE PATIENT!EED
IS THE STARTING POINT. .
NOT THE TECHNOLOGY. L.

Technology creates value only when it solves
a meaningful medical problem.
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BETTER ~

OUTCOMES

Improves clinical and
quality-of-life outcomes
for patients.

EARLIER SAFER
DIAGNOSIS THERAPY
Enables earlier and'

.

Supports more effective
and safer treatments
with fewer risks.

more accurate detection
of diseases.
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REDUCED MORE EFFICIENT
CARE GAPS PATHWAYS
Expands access and Simplifies treatment
delivers equitable care pathways and integrates
across populations. into real-world care delivery.

Patient-centered innovation creates
relevance, adoption and value.



FROM ISOLATED
DEVICES TO
INTELLIGENT C
ECOSYSTEMS.

Sense. Connect. Interpret. Intervene. Learn.
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Closed-I
systems

Interoperability transtorms
devices into care solutions.



CLINICAL VALUE .
NEEDS A PATHWAY -
TO REIMBURSEMEN T

Medical benefit. Economic evidence. Market access.
Commercial adoption.

Clinical A -
benefit S

Economic
evidence

MEDTECH
COMPANY

Reimbursement
logic

e.g. G-BA, DRG,
DiGA, private payers

PAYERS

ADOPTION

™

Market success depends on access, pricing logic
and a credible value story.
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GREAT TECHNOL
NEEDS GREAT

EXECUTION.

The right strategy. The right leadership. The right m*arkelis 4
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Stabilize, Medi'cal & ' '

refocus and market Clear

unlock value. intelligence differentiation
l “that wins.

Turnaround
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The right Partnerships Experienced
partners for teams that
greater reach turn strategy
and value. into results.
-
e o
Aligned execution
d across markets,
. channels and customers.
4
-
Not more
innovation activity.

More measurable
market impact.




APPROVAL IS A MILESTONE.
ADOPTION IS THE BUSINESS.

A development asset must navigate the correct regulatory
route and establish an economically credible pathway
to real-world adoption.

Biotech/ Biopharma
Cllnlcal FDA / EMA Evidence Commercial

~ Trials Pathway

MedTech / Diagnostics / Digital Health

RORORORNONOROF

B MDR ! IVDR FDA 510(k) De Novo / PMA Pricing Reimbursement DiGA

- F'Iu.

The right pathway determines
both timing and value.
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Strategy & Performance

Life Sciences. Market Reality. Measurable Impact.

LET'S TURN < =

MEDTECH =

POTENTIAL INTO
MEASURABLE VAl

Dr. Horst Mertens
MD, MBA

Managing Director

S&P Health Care Cnnsultingﬂ

Partners GmbH “w. W
Biskamp 16 a2
23683 Scharbeutz =~

Germany e o

horst.mertens@shccp.de C A

@ +49 (0) 171 851 7831 N
www.shccp.de

For more details, )
please visit our website

BETTER CARE.

STRONGER COMPANIES,
(G RNESERTY) | SUSTAINABLE RETURNS.
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