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La Ricerca Clinica tra imprenditoria e formazione.
Cosa serve per avere successo?

Milano, 2 dicembre 2022

Fabrizio Forini, Presidente AICRO
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E-Healthcare

Grazie all'utilizzo di sistemi
medicl amobile» sard
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Chirurgia robotica

Lutilizzo di robot in negll
interventi chirurgici sta
crescendo a ritmi
superiori al 10% dal 2013
negll Statl Unitl
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“The 15 largest pharmaceutical companies invested a record $1 33 bllllon in
2021 in R&D expenditure, an increase of 44% since 2016”

“Venture capital deal activity and investment flows in the U.S. accelerated in the past two

years as interest in life sciences intensified with more than 2,000 deals and $47

bllllon of deal value occurring in 2021”

Global Trends in R&D OVERVIEW THROUGH 2021 - IQVIA Institute for human data science
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MARKET TRENDS MARKET DRIVERS

Growing Investment in
R&D by Industries

BY SERVICE TYPE

Laboratory Services
Pre-Clinical
Discovery

Clinica

Rising Prevalence of Chronic Diseases

Strong Foundation for
Biotechnology in Europe

BY APPLICATION
Oncology 26.9%

CNS Disorder | Metabolic Disorder
Cardiology | nfectious Disease
Others

BY END-USER

Pharmaceutical & Biotech Companies | Medical Device Companies

Academic and Research institutes | Others




Total number of clinical trial starts by phase, 2010-2021

5,578

4,891
as0s 4693

4,273
3953 4011 4025 4047 3959

3,774 3,707

2010 2011 2012 2013 2014 2015 2016 2017 2018 2019 2020 2021

- PhaseI - Phase II - Phase III

Source: Citeline Trialtrove, Jan 2022.
24

22

20

PRODUCTIVITY

Success
Complexity x Duration
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Main decision drivers for country level

Prevalence pre-scoping: Data-driven assessment of patient population availability

Trial performance: Expertise network: Regulatory framework:
Speed and quality Knowledge and advocacy Value and innovation
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In Jan. 2022 EMA launched Accelerating
Clinical Trials (ACT EU) and MHRA launched
consultation for optimisation of CT

Low harmonisation of application
assessment and approvals

Large disparities across local Ethics
Committees can create long delays,
specially in decentralised countries

Stringent data protection regulations as
required by GDPR and no homogeneous
data flow across member countries
Uncertainty for new regulations
implementation and sense of potentially
«making the process more complex»
Diversity and inclusion on agenda but not
as advanced as FDA

Country archetype

countries

strategic goal

“Accelerate and
"Enrn Erstnnt" fﬂ“la t“:' rate”

Actionable recommendations

Implementation of new local regulations (i.e. ACT EU, MHRA) with close follow up
and co-creation with pharma co.s and associations

Digital investment to support novel clinical trial design (i.e. DHS, DCT), niche
capabilities (e.g. omics) to support pioneering clinical breakthroughs

Cross country agency collaboration to unlock optimisation of 60% of global CT
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The graph below shows the distribution of appointment of Reporting Member State (RMS)?!, amongst
the applicable Member States Concerned, for clinical trial applications on which a decision has been
issued for mono- and multinational trials

Reporting Member States
Mononational vs Multinational
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Source: EMA - key-performance-indicators-kpis-monitor-european-clinical-trials-environment-1-30-september-2022_en.pdf
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