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Europese en nationale verantwoordelijkheden

National

Drug Marketing

availability

development authorisation

HTA

« Part of national systems of
pricing and reimbursement

* Provides guidance to payers on whether
to reimburse a medicine or medical

technology
* As each country sets its own priorities
for healthcare, HTA processes vary
across Europe
* Some countries do not have a
formal HTA process
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Grote diversiteit tussen lidstaten
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Europa Is een belangrijke speler

PHARMACEUTICAL R&D EXPENDITURE IN EUROPE, USA AND JAPAN
(MILLION OF NATIONAL CURRENCY UNITS*), 1990-2019
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Europa verdient aan geneesmiddelen
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EU-27 TRADE BALANCE - HIGH TECHNOLOGY SECTORS (€ MILLION) - 2020
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SITC 54 Pharmaceutical products

SITC 71 Power generating machinery and equipment

SITC 75 Office machines and computers

SITC 76 Telecommunication, sound, TV, video

SITC 77 Electrical machinery

SITC 87 Professional, scientific, controlling material
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Source: Eurostat, COMEXT database, May 2021




Maar dreigt deze positie te verliezen

PHARMACEUTICAL R&D EXPENDITURE — ANNUAL GROWTH RATE (%)  Note:USA:data relating to period 2016-2019
Source : EFPIA, PhARMA

12 :

10 §

8 7.6 Q Europe
4% o USA
2%

0E ...........

2006-2010 2010-2015 2016-2020

Vereniging
Innovatieve
Geneesmiddelen



Nieuwe geneesmiddelen

NUMBER OF NEW CHEMICAL AND BIOLOGICAL ENTITIES (2001-2020)

Q Europe O USA Q Japan @ Others
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Machtsblokken roeren zich

FOR IMMEDIATE RELEASE Contact: HHS Press Office
June 8, 2021 202-690-6343
media@hhs.gov

Biden Administration Recommends Policy Changes
to Secure U.S. Pharmaceutical Supply Chain

Ehe New JJork Times
The White House, the U.S. Department of Health and Human Services (HHS) Office of the Assistant
Secretary for Preparedness and Response (ASPR) and the U.S. Food and Drug Administration (FDA) White House Seeks $65 Billion for ‘Apollo’
today released a series of policy recommendations to address the vulnerabilities in U.S. 2
pharmaceutical supply chains. Led by FDA and ASPR, the White House report - PDF and its Plan to 1 %'epare for Future Pandemtcs

recommendations have been accepted by President Biden.

EPR

EAN PHARMACEUTICALREVIEW

Chinese patent reforms to bolster pharma
iInnovation
Market research suggests the new drug patent reforms in China, in

addition to other regulatory changes, will incentivise innovative pharma
research.
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En Europa?

PHARMACEUTICAL STRATEGY FOR EUROPE

@ &

Learning from Ensuring Supporting Reducing medicines
COVID-19, accessibility and sustainable shortages and
towards a crisis- affordability of innovation, securing strategic
resistant system medicines emerging science autonomy

and digitalisation

#EUPharmaStrateqgy | S



Dilemma’s voor de Unie

* Ontwikkeling en productie in Europa
« Strategische autonomie

 |nnovatie stimuleren

* In het bijzonder voor onvervulde medische behoeften; oog houden voor negatieve randeffecten
(rol voor bestaande regels en instituten)

« Toegankelijkheid bevorderen: goed eerste stap via joint assessment; duplicatie op nationala
niveau voorkomen

« Betaalbaarheid van nationale zorgstelsels staan onder druk
» Kijk kritisch naar alle zorg, niet alleen geneesmiddelen (WRR)
« Ontwikkel innovatieve prijs- en bekostigingsmodellen (uitkomstgericht, Netflix)
« Maatwerk: behandel ultra orphans anders als algemene geneesmiddelen
« Meet effectiviteit via RWE
* Nieuwe modellen voor klinisch onderzoek
« Europese ‘alleingang’ zorgt voor viucht naar de VS
« Grensoverschrijdende zorg
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Hoe nu verder?

« Kern van innovatie is een stevig systeem van intellectueel eigendom
* Octrooien
« Als er geen normale markt is (antibiotica)
« Waar een hoge medische noodzaak is (kinderen en zeldzame aandoeningen)

« Leer van de Covid-19 pandemie
« Maak preventie en vroegtijdige zorg mogelijk
« Plan vooruit — ga weg van reactief, korte termijn beleid
» Grijp de voordelen van digitialisering
* Focus op mensen en behandeluitkomsten

 Maak beleid voorspelbaar en langdurig
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Basis van het succes van COVID-19 mRNA-vaccins

« Samenwerking tussen meerdere stakeholders

» Het benutten van eerdere kennis en investeringen

 Een gedeeld begrip van de volksgezondheidsdoelstellingen
* En betere coordinatie.

ooooooooooooooooooooooooooooooo

m ooooooooooooooooooooooooooooooo
Public sector .

Industry

Funding of R&D for
mulfiple vaccines

Mitigation of

investment risks Leveraging of long-

taken by private term investments in

players technology platforms
{e.9. mRNA technology)

Muttiple cross-
company partnerships

Scale up of manu-

facturing capacity
and supply chain with
global reach
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Global health
actors

Leveraging of existing
platforms for health
emergency response

Global coortiml_ion of

© PWC (2021)



Acties vanuit Europa - tijdslijnen 2021-2022

15 - 16 July
Conf: Solutions for

15 June 8 July (TBC) resilient health 4-50ct 7 Dec 11 Feb 29 March
EPSCO: HTA + 3A Conclusions EPSCO systems EPSCO EPSCO EPSCO =0
Portuguese Presidency of the European Union Slovenian Presidency of the European Union French Presidency
THED MR
Q2-Q4 2021 Q1 2022
Study and Impact Assessment on evaluation of basic legislation on mef(lll?zt:: llur human use, Directive 2001/83/EC and Regulation (EU) No 726/2004 Commission evahaﬁon (SWD) on the
Public consultation femiacon
End of June (TBC) Oct ~ Nov 2021
Trilogues on the HTA Regulation and EP adopts report on
adoption of Regulation o Pharma Strategy

“Structured dialogue” with interested parties to identify vulnerabilities in the global supply chain of critical medicines to contribute to
reflexions on possible action aimed at strengthening the continuity and security of supply in the EU

Q1-Q4
AMR: non-legislative measures + optimize use of existing regulatory tools + pilot innovative approaches to EU R&D and public procurement (Q2 — Work plan for transatlantic taskforce on AMR 2021 — 2026)
10 May - 30 July 2021 Until Q4 2021 Q12022
Public consultation OMP/Paediatrics Regs Study and Impact assessment OMP/Paediatrics Regs Proposal to revise OMP/Paediatrics Regs
ai-Q2 TBC T8C Q2202
Completion and presentation of external study on Unitary SPC Workshops and consuitation on Unitary SPC Potential drafting of a proposal for a Unitary SPC mﬂ'ﬂmm‘:‘;:mfwa
March 2021 - August 2022
Pilot project on Market Launches of Centrally Authorised Products
Until Q3 Q3 Q4 - Q1 2022 (TBC)
Impact assessment HERA Legislative proposal on HERA EP and Council adopt position on HERA, inter-institutional negotiations
Qi-Q3 Q3-Q4(TBC)
Legislative negotiations on Health Union Package (EMA and ECDC mandate extensions, cross-border health threats Regulations) Health Union Package adoption
Q2 .
L o4
External study supporting IA for the legislative Legislative proposal on EHDS
proposal on the EHDS o
Q2 Publication of the proposal to revise blood,
Adoption of Zero Pollution Action Plan tissues and cells legislation
Q4
Q2 | ' . 5
Event on lessons learned from Joint . muzgmn e —
Procurements Qs
16 June Proposal on EMA fees
Commission Communication on Lessons Q4 (TBC)
e Learned from COVID-19 Rewview of SPCs system and “Bolar” exemption
coM Pr = al to 7 June 8-9June June - October 13 - 14 October 30 Nov - 3 Dec
W'I'Oll EP TRIPS Waiver Formal TRIPS TRIPS Council discussions on Formal TRIPS WTO 12 Ministerial
vaccines resolution Coundil different Walver proposals Coundil Conference
& a : 30 -~ 31 October
13 June 15 June 24 -25 June
G7 Leaders Meeting EU-US Summit European Coundll G20 Leaders

Meeting
Q2-Qa
Legislative proposal on Public Private Partnerships under Horizon Europe
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