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MEAS resolve payers challenges with recognizing
value in products

Key motives that drive development of MEAS:

Reduce therapeutic benefit uncertainty regarding improvement/cost-effectiveness

e Limit unfavorable budget impact/ability to pay

T

e Support product strategy and competitive positioning

Managed Entry Agreement (MEA) definition

An arrangement (generally - but not necessarily- of contracted nature) between a manufacturer and a payer/provider which
encompasses all pricing models to enable the access (coverage/reimbursement) and optimize pricing corridors of a drug in the
context of a challenge or uncertainty about the robustness of the evidence or issues related to limited budget.

Outcomes Based Commercial Model (OBCM)
An OBCM is a partnership with a quantified link between outcomes and payments... and that will lead to a better

value for patients, healthcare systems and MAH ”

? 2
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INTL. J. OF TECHNOLOGY ASSESSMENT IN HEALTH CARE 27:1, 2011



Collaborative approach can craft MEA to meet specific payer
requirements

Various approaches to meet individualized payers’ requirements are
accompanied by different levels of risk and need for data collection

Fixed
discount

Fixed
discount per
volume

>

CFES

Sale volume- Price (volume) Indication-
based Loyé?lstgétﬁed cap/ based
discount guarantee agreement

Package price
per indication
under pre-
defined

Costwill not
exceeda
pre-agreed
cap level =1l
within a condition, and

period of decreases
time with patient
volume

Discount Price
applied tothe discountis a
treatment if function of
sales above a the time
pre-agreed patients stay
sales limit ondrug

Increasing reliance on information

’-----

: Outcome-
I based models

e

Cost will
reduce if the
drug does
not reach
pre-agreed
outcome
level

Three different types of OBCM

No-cure-no-pay

One-sided rebate

Symmetrical rebate

Price per
patient

-

Time

= 100% rebate granted for
patients with no response

Price

——

Time

- Patient-based: staggered

rebate granted for patients
whose outcomes don't
reach certain thresholds

» Population-based: rebate

adjusted to average
outcome of patient
population after 12
months

Price

«  Price per pill set on day 1
» Rebate-correction (up or

down) after 24/36 months
based on real-world
performance compared to
phase Ill data

- Small beyond-the-pill

solutions offered

OBCM, outcomes-based commercial model




EFPIA Patients W.A.LT.
Indicator 2019 Survey

May 2020

Jak jsme na tom s dostupnosti inovativnich léCiv?

Rate of availability (2015 — 2018) Median time to availability (2015 — 2018)

The time to availability (previously know as length of delay) is the days between EMA marketing authorisation
and the date of availability to patients in European countries (for most this is the point at which products gain
access to the reimbursement list*).

The rate of availability is the number of medicines available to patients in European countries (for most
countries this is the point at which the product gains access to the reimbursement list*), inc. limited availability
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SUKL zrychluje spravni rizeni pro inovativni

|ékové technologie

e, SUKL

Nové pripravky, nové indikace
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VZP — Dohody o limitaci rizik a Spole¢na stanoviska

>

CFES

Ref.: Farmakon 2021

Poskytovatelé

Aktuality

—
“-»,»Am(:f'

VEEOBECNA 4
/A‘S ZpRAVOTNI PojiSToviNA ¥
CESKE REPUBLIKY X

e

Uvod * Poskytovatelé » Informace proprax

Spoleéna stanoviska

Spolecna stanoviska VZP a
CLS JEP - § 16

e

CDK 4/6 inhibitory
détska onkologie
RS

CF

SMA

CAR-T

syndrom kratkého
stfeva

hereditarni
angioiedém

Pfedpokladany finanéni dopad —
naklady na IéCivé pFipravky vs.
stavajici terapie (mil K¢/ rok)

135
197
54
292
758
244

127

115



Dostupnost inovativnich leCiv se zvysSuje,
systemova kultivace je vsak stale vyzvou!

Pseudorefere Vit Aé(éigljv?zu

Budget capy/ ncovani a Vyjimky - § 16 Spoledna

metodiky ZPs ,terapeutické : princip
skupiny* stanoviska VBP?. .

< |
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CEE

The Implementation of Managed Entry Agreements in Central
and Eastern Europe: Findings and Implications

Alessandra Ferrario' - Diana Araja® - Tomasz Bochenek® - Tarik Cati¢* - David Danké® - PharmacoEconomics (2017) 35:1271-1285
Maria Dimitrova® - Jurij Fiirst” - Ieva Greiciaté-Kuprijanov® - Iris Hoxha’ - Arianit Jakupi'® - DOI 10.1007/540273-017-0559-4

Erki Laidmie'' - Olga Loblova'? - Ileana Mardare'® - Vanda Markovic-Pekovic'*'s -

Dmitry Meshkov'® - Tanja Novakovic'” - Guenka Petrova'® - Maciej Pomorski' - Dominik Tomek>" -
Luka Voncina®' + Alan Hzlyco)(‘"2 - Panos Kanavos' * Patricia Vella Bonanno?* « Brian Godman®>****

MEAs in CEE Countries

(a) 1% B ATCL
) BATCA

M Discounts B ATCN

M Pay-back WATC
B ATC-C

w Price-volume NATCB
B ATC-R

m Free doses ATCS
m Bundle agreements and WATCG
other agreements B ATC-H
W Payment by result B ATC-M
WATCY

CATC-P

Fig. 3 Number of trade names with one or more MEAs, by
therapeutic groups in Bulgaria, Hungary, Lithuania, Latvia, Serbia,
Estonia and Romania in 2015/16. The number of MEASs reported is by
total number of trade names with one or more MEAs, while Fig. 2a, b

Fig. 2 Total number of different MEA instruments implemented in
Slovenia, Hungary, Latvia, Estonia and Romania in 2016. a Overall.
One trade name may be associated with one or more MEA
instruments, e.g. discount and payback, and these were counted

(g) ATC-L antineoplastic and immunomodulating agents ATC-N nervous system
- ATC-A alimentary tract and metabolism ATC-J anti-infectives for systemic use,
CFES ATC-C cardiovascular system, ATC-B blood and blood-forming organs



Jak situaci ohledné dostupnosti a MEAs hodnoti clenské
spole¢nosti AIFP?

» 22 odpovedi €lenskych spole€nosti* aifo
» 140 spravnich rizeni v letech 2018-2020 a z toho:

* 14 spravnich fizeni zastaveno pro nedohodu

* 19 spravnich fizeni se zuzenim indikacniho omezeni a nékteré byly jiz podany se
zuzenim oproti SPC pfipravku (pravé s ohledem na metodiku)

« Rada produktd/rozsifeni podminek nebyla viibec podana

+ VétSina smluv konci formou slevy a finanéniho stropu (€asto s portfolio dohodou, které
jsou jiz Casto vyCerpany)

» SpolecCnosti zaregistrovaly nové pozadavky (nezminéné v metodice): sleva z existujici
indikace & zafazeni pacientl na paragr.16 pod finan¢ni strop apod.

g *zpétna vazby zjiStovana anonymizovanym dotaznikem na ¢lenské spole¢nosti AIFP v lednu/tinoru 2021

CFES



Priklady inovativnich modelu

Indication-based pricing
» rozdilna cena a uhrada jednoho pfipravku v zavislosti na typu
indikace
+ rozliSeni diagndz v systémech zdravotnich pojiStoven
Combination-based pricing
* hodnota kombinaéni IéEby neni vzdy prostym souctem ceny dvou
pFipravkud
--------------------------------------------- * umoznit spojena jednani se dvéma MAHs najednou
‘ * vyjasnit principy neproporcionalniho rozlozeni slevy (mensi sleva
.................................... o pro inovace + vétsi ¢ast pro ,end of life cycle“ molekuly)
Outcomes-based payments
, , » fixni max. naklad zdravotni pojistovny na jednoho pacienta (cap
................................... sl el ot per patient)
* MAH uhradi Ié€bu v pfipadé, Ze je IéCba ukonCena dfive, nez se
,,,,,,,,,,,, ocekavalo (persistency deal)
................ * plna, nebo &astecna uhrady v zavislosti na mife efektu
(payment/partial payment for responders only)
Over-time payments
» vhodny MEA nastroj pro LPMT (genové terapie, bunécéné terapie,
kmenové buriky) a tzv. ,one-off therapies*”
» rozlozZeni financovani v Case
Subscription payments
(Novel pricing and payment models, EFPIA 2020, str. 9) « alternativa, fixni platba zdravotnich poji§toven za pripravek pro
’S“: diagnozu bez ohledu na spotfebovany objem (vice i méné)

*EFPIA: Novel Pricing & Payment Models (July 2020)

CFES



Kde jsou MEAs v CR nyni a kam bychom se radi posunuli...

Dnes pouzivané typy ujednani

Prekazky pro zavedeni pokrocilych reseni

Prosta sleva z ceny (%) .
Dohoda o uhradé .
Smlouva o dohodnuté konec¢né cené .
Smlouva o limitaci rizik (objemova limitace/cap) .

Jednotlivé nékolik vyjimek pro komplexnéjsi dohody

NedostateCna infrastruktura véetné IT
7 zdravotnich pojistoven
Davérnost versus registr smluv a hlaseni DIS-13

Potreba systémového reSeni z obou stran (MAH,
VZP&SZP)

Nastroje/ moznosti pro zlepseni

CFES

- Novela z €. 48/1997

- Digitalizace (EMR/ EHR)

- Registry a RWE data

- Horizon scaning a lepSi predikce

Duvérnost

Cilit na
vysledek/

dat/ outcomes

informaci ' terapie

Transpare
nce (pfri
zachovani
divérnosti
informaci)

Proveadtel
nost/
jednoduch
ost
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C?) ...Kde nas najdete a kde miizeme spolecné diskutovat a
o posouvat dale aktualni témata
CFES
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Domi oje s Price Zprévy
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I Q?ﬁ mf ﬁm ?} CESKA SPOLECNOST PRO FARMAKOEKONOMIKU A
- - ( HODNOCENI ZDRAVOTNICKYCH TECHNOLOGII

CEES .
Ceska spolecnost pro farmakoekonomiku a ... CFES . L .
Cesk4 spole¢nost pro farmakoekonomiku a hodnoceni zdravotnickych technologii (CFES) je sdruzeni pro AKTUALITY OCFEs v CODEORNA CINNOSTY AKCECFES v CDKAZY

rozvoj HTA v CR.
Vedeni neziskovych organizaci - Prague - 97 sledujicich uzivateld

.
https://farmakoekonomika.cz/

Domu O nas Prispévky Prace Lidé Udalosti Videa
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https://farmakoekonomika.cz/

DEKUJEME ZA POZORNOST!
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