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Welcome
Chair: Marjon Pasmooij (CBG/RSNN)

Pharmaceutical innovation, regulation and regulatory
innovation: a pathway perspective
Jarno Hoekman (Utrecht University)
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The role of specialist medical societies in building the European
Health Space

Elizabeth Macintyre (President of the European Hematology
Association and President Elect of the Biomedical Alliance in
Europe)

The Role of Innovation in Future General Pharmaceutical
Legislation — European innovative industry’s perspective
Sini Eskola (EFPIA)

EMA'’s perspective on key provisions designed to stimulate
innovation
Tony Humphreys (Head of Regulatory Science and Innovation

Vereniging c B G Task Force — EMA)

Innovatieve

Geneesmiddelen Opportunities vs challenges for patients and future

expectations

Viviana Giannuzzi (Head of Research Department — Fondazione
per la Ricerca Farmacologica Gianni Benzi onlus; Founding
Member — APS Bottega del Sorriso)
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EU Pharmaceutical Reform

Builds Addresses
on the Supports long-standing
Pharmaceutical EU citizens and challenges
Strategy for iIndustry and public
Europe (2020) emergencies
L kL LLK_ N
S 999 €

Marks a
European
Health Union
milestone

https://health.ec.europa.eu/medicinal-products/pharmaceutical-strategy-europe/reform-eu-pharmaceutical-legislation_en



6 Key political objectives

Shortages and
Security of supply
AVAILABILTY

No Single Market
ACCESS

Budgets
AFFORDABILITY

Competitive Environmental Combat
regulatory framework Sustainability AMR




A 4-part package

Chapeau communication

New Regulation New Directive
« Specific rules for the most * Placing on the market of all
innovative medicines such as medicines
orphans, antimicrobials  Authorisation and labelling
* Rules on shortages and requirements
security of supply  Strong incentives for access

 EMA governance

Council Recommendation
on AMR




	Slide 1
	Slide 2
	Slide 3
	Slide 4
	Slide 5
	Slide 6
	Slide 7
	Slide 8: Pharmaceutical innovation, regulation and regulatory innovation: a pathway perspective
	Slide 9: Pharmaceutical legislation: Highway to innovation?
	Slide 10: Pathway metaphor
	Slide 11: How do we envisage pharmaceutical futures? 
	Slide 12: How to think about innovation in and of the regulatory system?
	Slide 13: Legislative change in the regulatory system…
	Slide 14: Regulation of innovation
	Slide 15: Regulation of innovation
	Slide 16: Regulation through innovation
	Slide 17: Regulation through innovation
	Slide 18: Regulatory innovation
	Slide 19: Innovation in the context of pharmaceutical regulation
	Slide 20: Interactions with policy and innovation system
	Slide 21: Providing directionality for emergent innovations
	Slide 22: How to think about the anticipated effects of the reform of EU pharmaceutical legislation on innovation?
	Slide 23: Broad systemic notion shows that effects on innovation can be anticipated in relation to all reform objectives   
	Slide 24: Effects are likely to be varied and complex depending on: - innovation type - innovator type - implementation     dynamic  
	Slide 25: Effects are likely to be varied and complex depending on: - innovation type - innovator type - implementation     dynamic  
	Slide 26: Effects are likely to be varied and complex depending on: - innovation type - innovator type - implementation     dynamic  
	Slide 27: Effects are likely to be varied and complex depending on: - innovation type - innovator type - implementation     dynamic  
	Slide 28: Interdependencies are key in shaping pathways  to direct innovation
	Slide 29: Thanks for your attention  j.hoekman@uu.nl
	Slide 30
	Slide 31
	Slide 32: What we do at EHA
	Slide 33: Affordable access: EHA’s #1 advocacy priority 
	Slide 34: Why prioritize pricing and affordability?
	Slide 35: A special responsibility for hematology
	Slide 36: EHA’s approach
	Slide 37: EHA position paper on Fair Pricing
	Slide 38: Related EHA positions
	Slide 39: EHA on Health Technology Assessment
	Slide 40: Increase in EU-wide regulations – eg. In-Vitro Diagnostics (IVD) regulation
	Slide 41: Regulatory innovation: medical devices ESC, EFORT, Biomedical Alliance …. 
	Slide 42
	Slide 43
	Slide 44
	Slide 45: CORE-MD WP4 Multistakeholder Survey – 409 respondents  
	Slide 46: Revision of the EU General Pharmaceutical Legislation – 10/5/2023, Brussels
	Slide 47: Take home messages
	Slide 48
	Slide 49
	Slide 50: Role of Innovation in Regulation
	Slide 51: EC legislative proposal – Key areas of change  
	Slide 52: Supporting Innovation - Scientific  decision  making 
	Slide 53: Supporting Innovation - Expedited Regulatory Pathways Framework 
	Slide 54
	Slide 55
	Slide 56
	Slide 57: Cross-cutting themes – Emerging elements 
	Slide 58: Other Important Areas from Published Legislation Impacting Innovation  
	Slide 59: Drug development is a long, risky and costly endeavour 
	Slide 60: Most new therapies are no longer developed in Europe… 
	Slide 61: Launch and Availability of New Medicines Often Follows R&D Activity Europe already lagging behind on availability of innovative medicines
	Slide 62: Proposal will not achieve objectives of improved access, but likely lead to less investment in R&D for unmet health needs  
	Slide 63: How do we improve access to innovative medicines? 
	Slide 64
	Slide 65
	Slide 66: BACK-UP
	Slide 67: Patents and additional protection periods ensures developers can get return on investment if successful – no investment in R&D would happen without it
	Slide 68
	Slide 69: Pharmaceutical legislation – Highway to innovation
	Slide 70: Disclaimer 
	Slide 71: Six key political objectives 
	Slide 72: Access to medicines
	Slide 73: Modulation for the majority of innovative medicines
	Slide 74: Modulation for the majority of innovative medicines
	Slide 75: A streamlined regulatory framework
	Slide 76: Combatting AMR
	Slide 77: Development support 1/2
	Slide 78: Development support 2/2
	Slide 79: “Borderline products” and novel product types
	Slide 80: Novel types of applications/authorisations
	Slide 81: An ambitious revision of the EU Pharmaceutical Legislation to:
	Slide 82
	Slide 83
	Slide 84: Opportunities vs challenges for patients and future expectations
	Slide 85: The EU Pharma legislation promises
	Slide 86: How the promises would be reached?
	Slide 87: How the promises would be reached?
	Slide 88: How the promises would be reached?
	Slide 89: How the promises would be reached?
	Slide 90: How the promises would be reached?
	Slide 91: How the promises would be reached?
	Slide 92: How to reach the Pharma promises?
	Slide 93: How to reach the Pharma promises?
	Slide 94: How to reach the Pharma promises?
	Slide 95: Where 
	Slide 96: Challenges
	Slide 97: Strenghtening patients involvement
	Slide 98: Well-identification of unmet needs
	Slide 99: Efficiently streamilined procedures to provide quicker patients with medicines
	Slide 100: More transparency provisions on trials
	Slide 101: Alignment across EU countries reacheable?
	Slide 102: More alignment with other regions?
	Slide 103: Conclusions
	Slide 104: Challenges
	Slide 105
	Slide 106
	Slide 107



