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I Availability
European Union 74 product: ilable (46%) fln most countries availability equates to granting of access to the reimbursement list, except in DK, FI, NO, SE some hospital products are not covered by the general reimbursement

scheme. *Countries with asterlsks did not complete a full dataset and therefore availability may be unrepresentative.
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SOUCASNY STAV NA CESKEM TRHU
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European Union ge: 23 product i (55%) fIn most countries availability equates to granting of access to the reimbursement list, except in DK, FI, NO, SE some hospital products are not covered by the general reimbursement

scheme. *Countries with astensks did not complete a full dataset and therefore availability may be unrepresentative.
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SOUCASNY STAV NA CESKEM TRHU
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European Union ge: 21 product i (37%) fIn most countries availability equates to granting of access to the reimbursement list, except in DK, FI, NO, SE some hospital products are not covered by the general reimbursement

scheme. *Countries with astensks did not complete a full dataset and therefore availability may be unrepresentative.
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SOUCASNY STAV NA CESKEM TRHU

Pramérny €as do prvni reakce

2014 2015 2016 2017 2018 2019 2020
Rok zahgjeni Fizeni

Rok 2013 2014 2015 2016 2017 2018 2019 2020 2021
Zahajeno 51 74 62 49 65 52 64 59 45*

Graf zobrazuje vyvoj priimérného po&tu dni od zahajeni Fizeni do dne prvni reakce SUKL (vyzva k
soucinnosti nebo hodnotici zprava), €lenéno podle roku zahajeni fizeni. Zahmuta jsou fizeni typu
"VaPU+MC" zahajena od roku 2013.

* v roce 2021 bylo zahajeno 78 odpovidajicich fizeni, Ihuta pro rozhodnuti zatim nastala jen u 45 z nich.

2021

I INOVACE PRO ZIVOT



SOUCASNY STAV NA CESKEM TRHU

Pramérny ¢as do rozhodnuti Fizeni
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Rok zahajeni fizeni

Poce

Rok 2013 2014 2015 2016 2017 2018 2019 2020 2021
Zahajeno 51 74 62 49 65 52 64 59 40*

Graf zobrazuje vyvoj primérného poctu dni od zahgjeni fizeni do dne rozhodnuti, ¢lenéno
podle roku zahajeni fizeni. Zahrnuta jsou fizeni typu "VaPU+MC" zahajena od roku 2013 .
ahtp * v roce 2021 bylo zahdjeno 78 odpovidajicich fizeni, IhGta pro rozhodnuti zatim nastala jen u 40 z nich.

Asociace inovativniho
farmaceutického pramysiu
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2020 has witnessed the EMA approval of 55 new active substances,
mainly in infectious diseases, immunology and haematology

Cardiovascular disease [l Immunology Il Oncology / Onco-haematology [l Haematology ® Conditional approval, exceptional circumstances, and/or
Il Dermatology Il infectious disease [l Ophtalmology Other accelerated approval, n = 11
I Gastrointestinal Neurology Rare diseases Orphan designated products, n =12

Oncology & onco-haematology

darolutamide

entrectinib

larotrectinib sulfate . onasemnogene abeparvovec
® trametinib osilodrostat phosphate

isatuximab

. polatuzumab vedotin
gilteritinib fumarate

2020

@ () belantamab mafodotin to date’ Immu nOI.ogy .
glasdegib maleate NAS = glycopyrronium bromide
luspatercept 55* !ndacaterol
avapritinib indacaterol acetate
acar;brutinib budesonide / formoterol
melphalan indacaterol, glycopyrronium bromide,

mometasone
ozanimod hydrochloride
ivacaftor /tezacaftor / elexacaftor

Infectious diseases
relebactam
imipenem monohydrate

. Vaxchora, vaccine upadacitinib
@®  Zabdeno, vaccine Pretomanid filgotinib
@  Mvabea, vaccine MenQuadfi, vaccine
Ervebo, vaccine @ oviltoxaximab

Note: (1) As of 11.2020, (*) innovative products only excludes biosimilars, generics, influenza vaccines, indication expansions, and non-human products; Abbreviations: Spinal Muscular Atrophy (SMA), Acute
Promyelocytic Leukemia (APL), Myeloid Leukaemia (AML), Chronic Lymphocytic Leukaemia, Multiple Sclerosis (MS) - link to glossary; Source: EMA European public assessment reports
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The number of new active substances approved by EMA this year
increased by ~80% as compared to 2019

Cardiovascular disease [l Immunology [ | Oncology [ ] Haematology
|| Dermatology I Infectious disecase [l Ophtalmology - Endocrynology
- Gastrointestinal Neurology Rare diseases Other

Across TAs:

» 7 orphan
designations
(vs 7 in 2020 to
date)

2020
to date!
NAS =55

+80%

« 12 conditional
approvals /
exceptional
circumstances,
and/or accelerated
approvals (vs 9 in
2020 to date)

For comparison, 30 new active substances were approved by EMA in 2019, mainly for haematology, infectious diseases and cancer.
This indicates that the COVID-19 pandemic has not negatively impacted the approval process for innovations coming to the market so far.

Note: (1) As of 21.09.2020; Abbreviations: New active substance (NAS) - link to glossary; Source: EMA European public assessment reports; Human medicines highlights 2019

IQVIA_EFPIA Pipeline Review 2021 - Full Report -—= | Q V I /-\




CESTA VPRED: JAK SE MOHOU SYSTEMY ZDRAVOTNI PECE PRIPRAVIT?

Aby mohly systémy zdravotni péce poskytovat rychly, acinny, spravedlivy, rovny a udrzitelny
pristup pacientd k novym |ékiim, mohou se pfipravit v nasledujicich oblastech:

Uprava regulacnich pFedpisti

:.: Vypracovani novych zplsobul ocefiovani a odménovani inovaci

I‘III Vytvoreni novych modeld financovani

M Umoznéni sbéru dat z realné klinické praxe, které pomohou v pfistupu k inovativni 1écbé

Aifp N\
I POSOUVAME HRANICE LECBY

Asociace inovativniho
farmaceutického pramysiu



TZV. , TRETi CESTA“

* Novela zdkona ¢. 48/1997 Sb. uc¢innd od 1.1.2022 mj. pfinesla novou cestu pro
vstup do uhrady pro lécivé pripravky na vzacna onemocnéni (orphany):

- Nakladova efektivita se nehodnoti

- Bere se v Uvahu celospolecensky prinos a dopad na zlepseni kvality Zivota
pacient(
- Do rozhodovani noveé vstupuji zastupci pacientd a lékaru

= Jednoznacné jde o krok spravnym smérem. Nicméné:

-

Orphany A

- Leéky na vzacna
onemocnéni
Definované prevalenci

(méné nez 5 z 10 000) )

N
Ao\

Asociace inovativniho
farmaceutického pramysiu
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Moderni terapie

Humanni IéCivé pfipravky
zalozené na genech, tkanich Ci

bunkach

Nezalezi na prevalenci, ale na

léCebném principu

~

)
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PREDPOKLADY RESENI

Dostupnost dat a digitalizace

» Kvalitni datova infrastruktura je nutnou podminkou pro implementaci modernich
platebnich mechanism

Value-based pricing
 Uhrada zaloZend na skute¢ném pfinosu konkrétni terapie pro pacienta

Moderni platebni mechanismy

* Indication- and combination-based pricing
e Qutcomes-based payments

* Over-time payments

e Subscription payments

—>Novy zakon o verejném zdravotnim pojisténi?
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VEREJNE ZAKAZKY ORIGINALNICH LP

* Energie, kancelarské vybaveni, IT sluzby X |éCivé pripravky
* Vidy je tfeba brat ohled na dostupnost péce pro pacienty

* Aspekty:

[»] Vysoce generifikované molekuly (2+ generik), primarnim uchaze¢em by mél byt
distributor

[»] Nakup by mél probihat pfirozené dle potfeb zdravotnickych zafizeni

[»] Racionalni legislativni rdmec, efektivita VZ, smysluplnost

[»] Cena vs. kvalitativni kritéria (MEAT) + evropsky kontext

[»] Lege artis
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SEKTOROVE SETRENI
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Asociace inovativniho
farmaceutického pramysiu
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