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Welcome and intro

WTP — up-date & progress from WG Jiri Klimes (CFES)
Joint Clinical Assessment (JCA) - Integration into the local reimbursement systems

EU Health Technology Assessment Regulation  Iga Lipska MD PhD MPH
Can it improve access to medicines? (The Chairwoman of the Board Health Policy Institute Poland)
DISCUSSION All

Joint clinical assessment: possible challenges Ale$ Kminek (CFES/ AKM)

Joint Clinical Assessment (JCA) a HTA
Regulation (HTAR): Basic info

DISCUSSION All

Milan Vocelka (director of Pricing & reimb. SUKL)



Joint Clinical Assessment (JCA) - Integration ?
into the local reimbursement system CFES

« Familiarization with the Regulation on HTA and the organization of the
Coordination Group.

« Current events in the implementation of the regulation.
* What JCA means and what will be its result.
« What can be expected of the process for assessing individual interventions?

* Requirements for submitted documentation and obligations of subjects
(companies).

* Rights and obligations of member states.

* Discussion: What can the process mean for manufacturers and state authorities

from the point of view of comparative effectiveness evaluation and health
economic analyses?



Link na pripojeni )
CFES

Schuzka v Microsoft Teams
Pripojit se pres pocitac, mobilni aplikaci nebo zarizeni mistnosti
Kliknutim sem se pripojite ke schizce.

ID schiizky: 366 756 655 099
Pristupovy kod: HAV8uf

Stahnout Teams | Pripojit se na webu

Dalsi informace | Moznosti schizky

Pozn: Akce je organizovana pro éleny CFES, vstup pro ne-éleny CFES je zpoplatnén 1000,- Ké
Pro zastupce statnich autorit a zdravotnich pojistoven je vstup zdarma


https://teams.microsoft.com/l/meetup-join/19%3ameeting_YjdiYjdiMTgtYzE1MC00NzJmLTk1MTgtNWYxMGE4YWI4NTdj%40thread.v2/0?context=%7b%22Tid%22%3a%22e223041a-07ba-4985-9d71-122802731524%22%2c%22Oid%22%3a%22b8e7909b-cad9-4c87-b7e9-a453f56e0ed8%22%7d
https://www.microsoft.com/en-us/microsoft-teams/download-app
https://www.microsoft.com/microsoft-teams/join-a-meeting
https://aka.ms/JoinTeamsMeeting
https://teams.microsoft.com/meetingOptions/?organizerId=b8e7909b-cad9-4c87-b7e9-a453f56e0ed8&tenantId=e223041a-07ba-4985-9d71-122802731524&threadId=19_meeting_YjdiYjdiMTgtYzE1MC00NzJmLTk1MTgtNWYxMGE4YWI4NTdj@thread.v2&messageId=0&language=cs-CZ
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Proc je dulezité se WTP zabyvat? ?

V CR vzrostla celkova cenova hladina mezi lety 2013 a 08/2022 o 36,5% (dld_FES
indexu spotrebitelskych cen, HICP EUROSTAT), a cenova hladina dale roste az skoro o
20%

Pfirozené rostou naklady léku na: R&D (+ je v Case sloZitéjsi vymyslet molekulu),
platy, distribuci, obalovy material, propagaci, organizaci klinickych studii aj.

o &4

Zdravotni ,inflace” je vSak jesté vyssi, kdy naklady na zdravotnictvi mezi lety 2013 a
2020 vzrostly o 64,4% (Eurostat) oproti roku 2020, ale dale vyznamne rostly ceny

Naproti tomu WTP pro inovativni terapie zustala . fixni” stale na vysi 1.2 milionu
KS/QALY

Fixni WTP a dalsi bariéry ystupu mohou prinést dlouhodobé problémy v podobe nizsi
ochoty vstoupit/zadat v CR o Uhradu standardni cestou, coz v konecném dusledku
bude znamenat nedostupnou ucinnou péci o pacienty

Fixni WTP na jedné strane a vstup bez (WTP) omezeni (orphani, VILPy) muze
prinést nerovnovahu v ramci celeho systému, pri daném fixnim rozpoctu



Uvodem... ?

Vsechny léky jsou si rovny, ale nekteré jsou si rovnejsi (orphany, onemocneni s vysokou CFES
nenaplnénou potrebou Ieébi/() — spolecnosti/systemy po celem svete tyto terapie chtéji
zvyhodnovat, otazka zni: jakym zpusobem? Jak moc? A za jakou cenu?

WTP by idealné MELA byt:
Jasné odvozena a zddvodnéna
Predvidatelna v Case
Valorizovana v case

V adekvatni vysi, aby umoznila vstup inovaci, ale zaroven aby umoznila realné
financovani systému

WTP by idealné NEMELA:
Podléhat kratkodobym politickym tlakim

Jakékoliv zmény by mely byt siroce diskutovany a mélo by byt dosazeno
shody mezi stakeholdery (platci, HTA agentury, firmy, poskytovatelé, ostatni
v systému)




WG progress status & next steps *P

4
v Literature review of existing reviews CFES
v" PROSPERO protocol
v Development of specific questionnaire, addressing selected countries

v' Processing the answers into this questionnaire, by WG representatives

Applicability of WTP & its impact on final decision
How and to what anchor the height of WTP
Added value definition in relation to WTP

v ISPOR ask for review/ questionnaire towards ISPOR international
chapters

v" Review of WHO approach towards WTP

v Other inspiration...
v Tool/ calculator: iDBC - iMTA

UK/ UK/
Nice Scot

Exceptions for no applicability of the WTP

A S

Budget impact results & its impact on final decision/
Innovation launch

Review status

Validation by country insider ..ongoing...

Validation by ISPOR chapter ..ongoing...

o Presentation of sub-groups & draft review preparation (Mar/ Apr "23)
o Creating a white paper and stimulating discussion with all stakeholders (May "23)



https://nam12.safelinks.protection.outlook.com/?url=https%3A%2F%2Fwww.imta.nl%2Ftools%2Fidbc%2F&data=05%7C01%7Cklimes_jiri%40lilly.com%7C138186a3b225451c246e08daf48573ee%7C18a59a81eea84c30948ad8824cdc2580%7C0%7C0%7C638091151257004100%7CUnknown%7CTWFpbGZsb3d8eyJWIjoiMC4wLjAwMDAiLCJQIjoiV2luMzIiLCJBTiI6Ik1haWwiLCJXVCI6Mn0%3D%7C3000%7C%7C%7C&sdata=jEFC%2BBq%2BEpnwIJBmQ8i7KaiCSzDQbZvZSGjRfoOuv3s%3D&reserved=0
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Pracovni podskupiny
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FES

1. JK 2. BP 3.TM

Milo$ Zivansky AleS Kminek Jan Dolezel
Michal Kostern Pavel Chytil Lenka Bulejova
Jessica Vydrova Katefina Novotna Georg Michalek
Jana Sipkova Ondrej Stuchlik Jana Petrenko

Jan Tuzil Karolina Baloghova Barbora Decker
Martin Kolek Gabriela Volfova Tomas Spousta
Michaela Tauchmanova Stépan Uherek Martina Mazalova

Reserse nad zemémi...

Nordics (DK, NO, SE, Fl), Kanada Skotsko, Francie, Australie, Slovensko UK, Holandsko, Belgie, USA

THANK YOU!!!




CFES on linked, web... D
CFES
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Zakladni principy Celospolegenska Mtg. Vyboru CFES, Zakiaani principy celospole cenského

colospolcensiaeno perspeKta v kotextu 22.0. 2022 80 ot Ceska spolecnost pro farmakoekonomiku a hodnoceni
hodnoceni vzacnych onemocnéni . - s W
zdravotnickych technologii (CFES)

Ceska spole€nost pro farmakoekonomiku a hodnoceni zdravotnickych technologii (CFES) je sdruzeni pro
Mitg. Viboru €FES, 22. 8. 2022; zépis I'OZ\.I'OJ HTA v éR
. — M. Vivoru GFES, 11,7 2022: zdps Vedeni neziskowych arganizaci - Prague - 113 sledujicich ufivateld

Celospolegenska perspektiva a jeji

uplatiiovani v ramci thradowych fizeni
-2
S v Sled u;ete Navstivit web £ V|ce

Pitomni: Jifi Kiimes, Ale3
Kminek, Balint Pasztor, Tomas
technologii v podminkach CR Mi€och, Milan

v podminkach CR:

zdravotnickych & hranice ochoty platit

Prosime proto o Uhradu na ¢islo uctu: 35-5555660267/0100

Variabilni symbol podle Vaseho ¢lenského Cisla (zaslano vSsem e-mailem)
Predem dékujeme, stejné jako dékujeme tém, co prispévek uhradili v terminu
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