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Synergus - A Global MedTech Consulting Company

Strategic and hands-on support within Quality & Regulatory and Reimbursement &

Pricing Solutions for Medical Device and In Vitro Diagnostic companies

Expertise in European Reimbursement , including Coding & Funding , Literature and Health
Technology Assessment (HTA) Reviews , Health Economic Analyses , and creation of Value
Proposition and Reimbursement Dossiers for Market Access purposes

Seminars in Europe and US  with respected speakers. KOLs within Quality, Regulatory, Clinical
Trials, Reimbursement, and Business Development

World-wide strategic alliances . Ex: Princeton Reimbursement Group (MN, US), Alquest (MN,
US), ChinaGate (PRC), etc.
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Revised Medical Device Directive:

All Medical Devices require clinical data
for CE
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Revised Medical Device Reality:

Medical Devices require clinical data for
CE=Cost effectiveness
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The Reimbursement Challenge

Drivers

Healthcare cost pressure

Change from clinical to
financial decision making

Introduction of activity
based financing (DRG)

Development of Evidence
Based Medicine (EBM)

“independent” evaluation of
products/procedures (HTA)

Traditional reimbursement challenge:

Significant impact on the overall
procedure

Introduction of a new technology which
can not be afforded by hospitals

Drug Eluting Stents

Percutaneous heart valves

The new "reimbursement challenge”
Reimbursement |[|™
No substantial impact on procedure

Activity based financing of hospitals
incentivizes purchasing of devices that
are "good enough”

Evidence will be required to justify
premium pricing
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Healthcare Cost Pressure —
Who is going broke?
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Source: Authors’ calculations based on laurence Kotlikoff and Christian Hagist, ” Who's Going
Broke?” National Bureau of Economic Research, Working Paper No. 11833, December 2005, p.29.
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Healthcare System Stakeholders

s

/Government
Agencies
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Health Care Decision-Making: Benefits or Costs?

Evidence-Based
Decision-Making

Seeks to maximise benefit
to an individual patient

The process of systematically
finding, appraising and using
research as a basis for clinical
decision making

Economic Based
Decision-Making

Seeks to examine the relative
values, in monetary terms , of
interventions and to use this
information to provide
maximum benefit to a
population under conditions
where resources are scarce
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Healthcare System Stakeholders

s,

/Government
Agencies
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Introduction of Activity Based Financing — DRGs

Historical - Global
Budgeting

Today — Activity based
financing
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Activity Based Financing

procedures on the service list

List of clinical procedures
The values for procedures are

connected with diseases ] ]
based on historical cost-data

(DRG’s)
Definition Each activity carried out by the
hospital will be at profit/loss

Shift to financial decision making

Procedure
Inpatient / Out patient
Length of stay

Complications
New procedures/products

(more expensive..)
New DRG
Adjust value of current DRG

Values of how the hospitals
are paid for these activities
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Cost Data for Open Aortic Heart Valve Replacement

DRG : Open Aortic Heart FO3F (€)
Valve Replacement Surgery
Costs Sub cost
Personnel cost Physicians? 2826
Nursing 2532
Technician 2001 Scenario 1;
Total? 7359 Better heart valve,
Material cost Device/Implant3 5367 S“ghtly more eXpenSIVe
Drugs 994 .
— — Scenario 2:
ota .
Different heart valve
Other costs Medical Infrastructure 1211 (percuatenous)
Non-Medical 2759 Substantially more
Infrastructure .
expensive
Total? 3970
Total reference cost, 2008 17690
Reimbursement, 2010 19828

Ref: G-DRG browser from InEK, version 2008/2010, UKM webgrouper 2010
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Pricing vs. DRG Value: Scenario 1

€700 (Additional product price)

€19,800 :/_L\:

€20,500

|: Current Q gproduct j
Curve

Does Not justify DRG Split
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Pricing vs. DRG Value: Simulation

Non-Device € 10,000 € 10,000 € 10,000 € 10,000

Reported Costs
Device € 9,000 € 8,000 € 10,000 € 10,000

Total Reported
Cost € 19,000 \%% € 20,000
il DIE i i : ~>¢£10000 | > €18,000

Reimbursement
Hospital result -€1.000 - €2.000

By gradually introducing devices with an additional cost, the DRG based
reimbursement system will automatically adapt to the increased costs. The
updated process will normally lag by a few years.
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Pricing vs. DRG Value: Scenario 2

€14,000 (Additional product price)
|

€18,900 | ’

€32,900

g

Current Cost
Curve

New product j

Justifies DRG Split
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Introduction of Activity Based Financing — DRGs

Historical - Global Today — Activity based
Budgeting financing

payment [ EEEEEE
e = by
results
Effect in Change

Industrialization of hospitals

National optimization of activity

Change in decision making from clinical
to financial

Possible to drive national agenda of
“health care basket”

Less money for innovation

SYNERGUS
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EBM/ HTA

Health technology is the application of scientific
knowledge in health care and prevention.

Health technology assessment (HTA) is a
multidisciplinary process that summarizes information
about the medical, social, economic and ethical

Issues related to the use of a health technology in a
systematic, transparent , unbiased, robust manner. Its
aim is to inform the formulation of safe, effective, health
policies that are patient focused and seek to achieve
best value.

Source: EUnetHTA
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HTA — EU Model

e |

h-----------------1

Topic Selection

Ministry, Autonomous

bodies, Providers,
Payers etc.

Manufacturer’s
submission

with some exceptions,
assessment and

appraisal are
conducted following a
manufacturer’'s

application.

- European
Observatory  for Health
Policy

Decision makers

Appraisal / Review

e.g. IQWIG, HAS, NICE,
DACHETA or by
independent reviewers —

research groups,
Universities etc.

Supervision

Policy

bodies

Government
Parliament

recommendation

Politicians

Final Decision

T T 'Y’’’ YY‘Y“‘“‘Y‘Y“’“‘’“‘’Y“‘“Y‘’Y w7’ 7T 0T

== ==mmm=e= Dotted box = HTA in Decision making process

Ref.  Health Technology Assessment and Health Policy-Making in Europe, Marcial Velasco Garrido, Observatory studies Series no. 14, European Observatory
for health policy publication, ISBN 978 92 890 4293 2
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HTA — Evidence Hierarchy

________________>

RCT

Cohort
Studies

Case-contrel
stuclies

Cose series

Single case reports

Ideas, opinions

Animal research

In-vitro [“test-tube”) research

Increasing

valiclity

Source: Eunetha policy briefing paper
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When to Integrate Reimbursement?

Nevelopment alidation

Regulatory
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Case Study - Reimbursement [I™

Std catether: 2-3 €
Commodity

Catheter coated to prevent urinary infection:
8-10 € more expensive
5-10% of users get infection
Infection leads to extra cost of 1000 €

Is it worth paying for?

What is the reimbursement?
Additional compensation for infection?

What evidence is expected to pay for this extra
value?

How does the buyer compare products with
'similar’ claim?
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Conclusion

Reimbursement | & Il

Cost effective solutions —
Bringing true value

Proven CE with clinical evidence

Ability to work with multitude of
stake holders

Price, price, price..

We have only seen the beginning of a health care sys

under pressure to reduce cost ....

tem
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Thank you!

Mattias Kyhlstedt
CEO
Email: mattias.kyhlstedt@synergus.com
Cell: +46-76-221 68 42
SYNERGUS
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