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Collaboration in regulatory science: the industry perspective
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Leveraging the vibrant life sciences ecosystem

e Universities
e Pharmaceutical companies
e Academic Hospitals
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Average Vaccine R&D Cycle

The timeframe of COVID-19 vaccine candidates is substantially accelerated
in comparison to the typical vaccine development process.

PHASE 4
PHASE 3 Optimize
Many L T?E 1 - Large no. — 1 - after launch
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candidate of at risk
healthy PHASE 2 volunteers -

vaccines volunteers Expanded no. get ready for APPROVED
Vaccine

of healthy or launch
at risk
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Maslow, J. (2018). The cost and challenge of vaccine development for emerging and emergent infectious diseases. The Lancet Global Health, 6(12), pp.e1266-e1267.
Clin Exp Vaccine Res 2015,;4:46-53. Accessed at https://www.ncbi.nlm.nih.gov/pmc/articles/PMC4313108/pdf/cevr-4-46.pdf Last accessed: April 2020.



PHARMACEUTICAL STRATEGY FOR EUROPE
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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

#EUPharmaStrategy |



Regulatory Science: Collaboration
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RSNN: Breeding ground

‘Label modification based on evidence deriving from
investigator initiated trials.

FABPs

PEDF

‘Precision Medicine for Chronic Diseases Using
Biomarkers: Diabetic Nephropathy as a Case Study’

FGF21

Diabetic Nephropathy Progression

FABPs = Fm cid binding protei FGF =Fibroblast tgowthf [ GR gl lomerular filtratior
PEDF = Pigment epithelium-deri edf r; TNF =Tumor r is fac
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‘What's in, What's out, What's relevant? —
Towards a sensible label’




How to valorize regulatory science?

Mission driven innovation
Define end goals and work back
Define “Regulatory Readiness Levels”

Innovation Chain — EU H2020
Technology Readiness Level

Basic Experimental  \ e oo S \
Principles \ Proof of \ validated in \ Prototype in \ System
Observed / Concept / relevant / operational operational
/ / environment  / environment /

Technology
demonstrated

Technology ."\.\ Technology
Concept validated in
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formulated y lab / environment  /

System
complete &
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From collaboration to innovation to implementation
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TECHNOLOGY DEMONSTRATED IN RELEVANT ENVIRONMENT

TECHNOLOGY VALIDATED IN RELEVANT ENVIRONMENT
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Reguiatory Science Nefwork Netherlands

TECHNOLOGY VALIDATED IN LAB
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EXPERIMENTAL PROOF OF CONCEPT

TECHNOLOGY CONCEPT FORMULATED

RESEARCH DEVELOPMENT DEPLOYMENT

BASIC PRINCIPLES OBSERVED




Regulatory Science Valorization at the core?
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EUROPEAN MEDICINES AGENCY

SCIENCE MEDICINES HEALTH

EMA Regulatory Science to 2025

Strategic reflection

Enabling and levaraging
ressarch and innovation
in regulatory science
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Catalysing the integration  ff () GOALS
of science and technalogy ¥ ok
in medicines’ development \_' "0 n’:Ed;‘l‘:::

regulation
Driving collaborative evidence .
generation - improving the
scientific quality of evaluations

Addressing emerging health
threats and availability/
therapeutic challenges

Advancing patient-centred access
to medicines in partnership with
healthcare systems

Catalysing the integration

< Enabling and leveraging
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Driving collaborative evidence
generation - improving the
scientific quality of evaluations

Addressing emerging health
threats and availability/
therapeutic challenges
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Advancing patient-centred access
to medicines in partnership with
healthcare systems
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