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Starting point: Despite the high number of different MEA/RSS
definitions, there are marked common elements acros s them

Ferrario A. — Kanavos P. (2013)

EMINET

JJMEA’s are] formal arrangements
between payers and manufacturers
with the aim of sharing the (...) risk
due to uncertainty surrounding the
introduction of new technologies

(...) in order to enable access to 7

Contract-based
arrangement between
payer and company

Aimed at managing risks /
uncertainties related to
new therapies

Stipulating adjustments to
price or coverage in case of
underperformance

Garrison et al. (2013)

MANAGED
ENTRY
AGREEMENTS

ISPOR

.Performance-based risk-sharing
arrangements” (PBRSA's) involve a
plan by which the performance of
the product is tracked in a defined
patient population over a specified
period of time and the level or
continuation of reimbursement is
based on the health and economiV

autcaomes achieved.”

Linked to gaps in available
evidence at the time of the
listing decision

Based on a pre-defined
plan or process
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Different characteristics of cost-sharing, risk-sha

schemes

ring and affordability

Mitigation of total budget
impact over product
lifecycle

Deferred payment between
financial periods

Mitigation of clinical
uncertainties related to
new therapy

Mitigation of economic
uncertainties related to
new therapy

If there is no risk to be shared, there is no risk-

Cost-sharing schemes Risk-sharing schemes

Affordability

schemes

YES,
YE.S.’ . in function of product NO
by definition
performance
NO NO YES
NO YES NO
NO YES NO

sharing scheme.
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Risk-sharing: some major uncertainties related to n ew medicinal
therapies from the payer’s perspective

CLINICAL HEALTH ECONOMIC BUDGET-RELATED

= Effectiveness is
lower than
expected (or
partial)

= Clinical benefit
differs across
patient subgroups

= Clinical benefit is
negatively
impacted by
insufficient patient
behavior (e.qg.
compliance)

= Therapy duration is
longer than expected

= Average dose is
higher than expected

= Number of patients
enrolled into therapy
is higher than
expected

- =

- =

= Higher consumption as expressed in days of

therapy (DOT)

= Higher reimbursement outflow

Risk-sharing schemes can often address more types o f interrelated uncertainties.
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For everyday use, a simple matrix typology may be s

ufficient

Cost-sharing
schemes
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At least in theory, in Hungary you can find most of

Tiered discounts /

Free initiating

Population-level
outcome
guarantee

Population-level Coverage with
adherence evidence
guarantee generation

Reimbursement
for responder
patients only

Deferred payment
schemes based on
patient registries

Money back
guarantee for
non-responders

Biomarker-based
patient selection

the categories above.

Population-level
deferred payment
schemes
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Does Hungary matter on the global map of MEAS?

Yes... NO...
= Hungary was among the first
countries to investigate the = Hungary is a below-the-
opportunities for MEAs back in line pharma market at
2006, and to establish legal global level, and therefore
background for MEAs. it is not always easy to

adapt the experiences in a
different context.

»= The payers in Hungary are
interested in MEAs from scientific
and institutional perspective as well.

* In Hungary there is a strong,
nationwide financial database with
medical data to leverage on.

Hungary might not be very significant with global m easures, but this fact with several supporting

factors may qualify the country to be the test fiel d of innovative solutions for pharma companies,

that later on can be implemented on larger markets, and Hungary might be also a learning field for
other countries trying to implement MEAs.
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Implementation of MEAS in Hungary

In 2011 the
Jtemized
In 2009/2010 reimbursement
proper legal system” was
background of introduced
outcome and
adherence based ®
schemes was set \
in the retail
provision @ 2012-2016 the

expert debate started system was
about the outcome slowly growing

based [

reimbursement

itemized
In 2007 intensive \ reimbursement

In 2005 ,price-
volume ()
agreements” were
|r_1trodu_ced for () In 2008 the first
financial cost outcome based
sharing with contract was
strong fiscal elaborated
focus (caps and o
simple hidden ™~ In 2006 the proper
discounts) legal background of
the price volume
agreements were
@ established
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First outcome based agreement — 2008/2009

* After an intensive period of public — or rather
expert talk — the sick fund prepared the first
performance based scheme in the retail

budget After a long
waiting for the

* |ts type was population level outcome listing decision,

guarantee (Nese
manufacturers

* The major motivation from the sick fund side offered in 2010 to

was cost control or cost saving rather than

the sick fund a
very simple and

conceptual clarity large enough
: : : discount, so the
* The basis of measurement was the financial e A

database without primary data collection never

_ implemented.
* The new wave of oral anticoagulants

accepted to pay back the real and total cost
of bleeding episodes or thrombosis, in case
of exceeding the rates in the studies.
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Implementation of MEAS in Hungary

In 2011 the
Ltemized
reimbursement
proper legal system” was
background of introduced
outcome and
adherence based ®
schemes was set \
in the retail
i ® 2012-2016 the
itemized
In 2007 intensive reimbursement
expert debate started system was

about the outcome

based [

reimbursement

slowly growing

In 2005 ,price-
volume ()
agreements” were \
|r_1trodu_ced for ) In 2008 the first
financial cost outcome based
sharing with contract was
strong fiscal elaborated
focus (caps and o
simple hidden ™~ In 2006 the proper
discounts) legal background of
the price volume
agreements were
@ established
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Legislation background in Hungary related to MEAS

Cost / risk sharing is mandatory for all new INNs a  nd indications

\
The duration of agreements may be max. 4 For contracts covering a period longer than a
calendar vears ' year, an obligatory advance payment may be
y required by NHIF
/
\
In every year, the payer revises the list of . .
. ; . Price-volume agreements may be applied also
publicly reimbursed pharmaceuticals to assess . : )
the possibility of contracting for new or already listed medical devices
J

PAYMENT OBLIGATION MAY BE DEFINED:

« Based on the number of reimbursed units sold (simpl e discounts)
» Based on the volume of reimbursement outflow (budge t caps)
» Based on the estimated additional costs caused by i nsufficient therapeutic outcome (outcome-based agre ements)

» Based on adherence criteria specified in the contra  ct (adherence-based agreements)

» By evaluating if real life usage deviates fromreco  mmended dosage regimen
v

Or the combination of any of the elements.
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Applied MEA types in the retail segment (contracts In force)

Number of brands

Number of brands in affected by some

rebate contracts kind of contractual
cap

Number of brands Number of brands
with outcome-based with combined
agreements contracts

Pharmaceuticals

Medical devices &
other

Total

MEAs are quite widespread in Hungary, covering more than 120 pharmaceutical
brands in the retail segment. Budget agreements hav e been dominant in the recent
years, outcome based elements are rather loosing si  gnificance.
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Implementation of MEAS in Hungary

In 2011 the

.temized
In 2009/2010 reimbursement
proper legal system” was
background of introduced

outcome and

adherence based ®
schemes was set \
in the retail
provision 4 2012-2016 the

expert debate started system was
about the outcome slowly growing

based [

reimbursement

itemized
In 2007 intensive \ reimbursement

In 2005 ,price-
volume ()
agreements” were \
|r_1trodu_ced for ) In 2008 the first
financial cost outcome based
sharing with contract was
strong fiscal elaborated
focus (caps and o
simple hidden ™~ In 2006 the proper
discounts) legal background of
the price volume
agreements were
@ established
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ltemized reimbursement system  or special financing

In 2010 Hungary faced with several instructions from the IME One of these

was to cut the pharma budget by roughly 1/3. The plan was not manageable,

so government decided to set up a new budget and hide thete cc. 1/5 of the
total drug expenditure. This was the itemized reimbursement system.

Primary
motivation

Secondary Though the IMF 1nst.ruct1on WB:S the mgm reaso.n on macr.op.o.ht.lcal
level, experts at the sick fund tried to give meaning of the initiative,

motvation and started to build up a registry-based reimbursement subsystem.

They set up a separated budget for expensive products, that can be
procured (preferably based on real life performance), and delivered
to the patients based on the physician’s report in a registry.

Key idea

The sick fund developed on its own an IT platform, that interlinks

Technical tool the wholesaler, the hospital and the payer. This system is used to
order products, to settle the payment, to report the delivery and to
report the consumption.
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Products and services in the itemized reimbursement system

Expensive Expensive Expensive
pharmaceutical medical interventions
S devices
Centralised public procurement Hospital level procurement
bevacizumab PM-ICD DES Heart transplantation
cetuximab Catheters for
artificial heart ablation Kidney transplantation
panitumumab HelE
certolizumab IABP apheresis

cochlear implant

etc. etc. etc.

On-line reporting Off-line reporting in electronic format
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Evolution of itemized reimbursement system

Number of drugs, devices and interventions in the

itemized reimbursement system

®  Number of drugs

¥ Number of special
interventions

» Number of special
devices and
implants
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Evolution milestones of the itemized reimbursement system

o : _ Ibrutinib; dabrefenib;
gefitinib; cetuximab; vemurafenib; abirateron-

ranibizumab; acetat;enzalutamid; radium-223-
verteporfin; alteplaz; diklorid; thalidomid; lenalidomid;

ibritumomab-tuxetan; obinutuzumab; brentuximab

bortezomib; lapatinib; vedotin; afatinib;nintedamib;

alemtuzumab nivolumab; pembrolizumab;
ipilimumab

01 05 2013

today

01 03 2012 01 11 2016
: 210p [PSIAMEAG LI palivizumab; human
'.'_' Jaz, @ - e '. immunglobulin;
etrolizumab; etanercep erlotinib; 45 INNs, 57 indications
da ah b to b klofarabine;
00 b o ab plerixafor;
abatacep ab panitumumab
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Stakeholders connected to the system up to now
ltemized reimbursement system in numbers

Physicians

Number of patients 50 447 f6

Controling

217
102
115
OEP admins 10

Wholesalers

In terms of describing numbers, the Hungarian exper ience is quite significant.
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How does it look like?

(3
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Pros & cons of the itemized reimbursement system

iche therapy areas w
fient number, very limited nu

icians and very good direct link f ot have direct contact towards tl
. ribers, but only towards the medica
ati is not
purpose
(oncology, immunology, etc).

en hardly possible to achieve

ent, which allows pharmace

i ) 1]Or economic savings
offer quite flexible £ 5
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Key learnings, conclusions

J

In therapy areas with low patient number (ultra orp  hans) a similar system to the
Hungarian itemized reimbursement system might be im plemented with high likelihood

of success.
To build up a personalized and robust IT system for linking the stakeholders, and to
provide platform for communication, reporting and f inance does not seem to be

feasible. An off-the-self IT product with support m ight be more reasonable.

Some complicated performance based systems are deve  loped only to target financial
savings, which is not rational. The implementation costs might be much more than the
savings the system would bring.

¥ B ¥

The purpose of using data for science is not alegi  t primary purpose alone, it might be
only a side-effect or collateral benefit of buildin g up an outcome based reimbursement
system.
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