. Building- \
for a National e
Health Data | T s
Strategy . .. T

xxxxxx

Daren Wilson | <

M-SK-00000404

Veeva |ID:M-XX-00002516

Roche Slovensko Moy A



yyyyyyyyyyyyyy

The Challenge - Lack of insights & data access to

evaluate every stage of patient care delivery

Diagnosis Patient care plans Access to care Patient monitoring
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Based on an Medical information Suboptimal access to Delayed and incomplete

incomplete picture of may be incomplete or care and limited picture of disease
disease out-dated awareness of care progression, treatment
options response and symptoms

between clinic visits
Implications of Healthcare Spending disconnected from Medical Value & Outcomes
* Up to 30% spend waste in Healthcare according to OECD
« Significant variances in healthcare outcomes between and within countries
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Transformation of the Healthcare Ecosystem

Shifting from a Cost-driven to Value-Based, Outcome-Driven Healthcare system, based on a foundation of quality, accessible
real-world evidence so that all stakeholders can benefit.

Physician

e Optimisation of patient management
(e.g. tailoring treatments in sub-populations)

e More effective expenditure management and
personalized reimbursement models

Patient

e Access to most personalized treatment

RWE

Pharma

o Addressing knowledge gaps and demonstrate products
effectiveness

e Better and earlier understanding of the potential
Regulator impact and long-term outcomes of treatments

Personalised
Healthcare



Benefits of a Health Data Strategy

Optimizing the patient journey, reduce unnecessary costs, sustainability

Deeper insights
in a patient’s disease

Early & accurate
diagnosis

Timely diagnosis

Better defined
populations

Better monitoring of
disease or remission risk

A\
Continuous and v Tailored More effective,
remote patient () Data & | efficient decision-making
management insights Care plan
v/\ Patient empowerment

Better outcomes
for patients

Reduction of

Full access to optimal
unnecessary costs

care intervention on safety, efficacy & value

Faster, better decisions ‘

Sustainability
of the health system

Integrated & personalised
treatment options




European Strategy for Data [ G

A pan-European and cross-sector strategy for data that aims to position the EU to:
become a leading role model for a society empowered by data to make better decisions
— in business and the public sector’

THE VISION:
The EU will become an attractive, secure and dynamic data economy by:

setting clear and fair rules on access and re-use of data,

investing in next generation standards, tools and infrastructures to store and process data,
joining forces in European cloud capacity,

pooling European data in key sectors,

creating EU-wide common and interoperable data spaces

giving users rights, tools and skills to stay in full control of their data.

European Health Data Space

The creation of a European Data Space is one of the priorities of the Commission 2019-2025, including the health sector.

A common European Health Data Space will promote better exchange and access to different types of health data (electronic health
records, genomics data, data from patient registries etc.), not only to support healthcare delivery (so-called primary use of data) but also for
health research and health policy making purposes (so-called secondary use of data).



Strategic BluePrint for a National Health Data Strategy

Health Data Strategy
Use Real-world Evidence to optimize
patient outcomes, achieve greater cost effeciency
by evolving laws, systems, care pathways, and reimbursement

ACCESS TO AND USE OF DATA

Advance legislation and projects that enable access to
and use of meaningful data at scale

Investment in interoperable
data technologies
(systems, methods & infrastructure)

Legal & regulatory frameworks for data
collection & sharing

A.Legal basis, standards and codes of A. Infrastructure for data collection, housing
conduct and sharing
B. Data ethics B. Data quality standards and attributes

- Privacy & Security

- Artificial intelligence C. Interoperability — Map existing data

sources and establish database
interfaces

D. Global Data Flows —increase
collaboration and exchange of data
across borders

ACCEPTANCE OF SOLUTIONS

Accelerate regulation, approval, and access to
personalised healthcare innovations

Regulatory & clinical

Innovative / adaptive reimbursement
guidelines / policies

models & resource allocation

A. Acceptance innovative & adaptive

reimbursement frameworks based on
RWE

A. Acceptance of RWE* in regulatory approval

B. Digital Dynamic Labeling/ Dynamic

B. Health system funding, accessibility &
Regulatory Assessments/ Cloud submissions*

adoption

C. Advanced diagnostics* C. Advanced diagnostics*

D. Digital Health Intervention* D. Digital Health Intervention*

= Software as medical device (SaMD) = Software as medical device (SaMD)
= Digital/novel endpoints = Digital/novel endpoints

= Digital therapeutics = Digital therapeutics

= Clinical decision support (CDS) = Clinical decision support (CDS)

* Artificial intelligence/machine learning is being explored as a way to support the above priorities

Broad external collaboration & Multilateral Consortia between Government, Health Insurance Companies,
Medical & Scientific Community, Patients/Patient Organisations, Industry associations, and IT industry



Data quality & interoperability
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FAIR Principles should be used when evaluating data 0coe .
1 indable; All data must be catalogued and annotated with descriptions that enable easy search to identify what

data is available and where the data is located.

Accessibility: Data access should aspire to be seamless with appropriate restrictions by user, retention and legal
compliance requirements.

I 2 P Data sharing infrastructure should be, to the extent possible and permissible, interoperable and based
nteropembzlzty. on industry standards to allow for diverse stakeholders with different organisational data/IT systems to
contribute to and benefit from the data ecosystem with a reasonable level of investment/effort.
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Government/Pharma Collaboration — Healthcare companies can offer

VLADA REPUBLI g | RVAT‘SKE

Joint effort
between Roche
& Government of
Croatia

Total Croatia News | Zagreb, July 18, 2019

Government Gives Go-Ahead for

Croatian Health Insurance Fund
establishing national-level funding
for CGP & MGTOs for metastatic
cancer patients
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Personalised Medicine in Oncology project: establish a national laboratory
for personal medicine diagnostics, a national Molecular Tumour Board (MTB) and the Croatian Oncology
| Database to systematically capture clinic-genomic data

CO-BENEFIT

For patients
Rapid access to CGP and personalised treatments

Roche investing in genomic
profiling lab & Croatian Oncology
Database

For Croatian healthcare system
Investment in additional expertise and resources needed to make PHC
a reality

For industry

Generation of high quality clinico-genomic data, with the potential to
inform the impact of PHC through publications, guideline updates and
policy changes




Romania — Example of incorporating Personalized Healthcare &
Data Strategy into National Health Strategy

Romanian government has only basic health-related plan in place

Romania formed a multi-stakeholder working group to developing their
National Health Strategy

Industry experts, including Roche, contributed to the National Health Strategy

As a result, Roche was given the opportunity to develop the Personalized
Healthcare Chapter of the newly developed National Health Strategy

Putting the Building Blocks of a Healthcare Data Strategy Together

What if... we could accelerate Healthcare Transformation through the benefit of more collaboration and
partnership between Government and key public/private stakeholders & experts?




EVERY patient has the
best possible support




Key Components of a Health Data Strategy

: : Inv nt indnteroperabl hnologi tems,
Legal + Regulatory frameworks for data collection + sharing sl ¥ mntqeet%%%sa?r ?n?g[:tiﬁzturoe)og es (sys

Data ecosystems establish data governance
to enable innovation

Y4

Governance

Alignment on expectations of data
privacy controls

v

Privacy +
Security

Improved quality and reusability of and trust
in data

Established data ethics principles to

help build trust in data ecosystems Foundational infrastructure established for

Data Infrastructure data ecosystems
Ethics

Increased collaboration and
exchange of data across borders

~
O
Glgl:al
Data

Flows

Improved level of interoperability between
data sources

Wb Interoperability

- § -
Digital +
Personal
Data

Defined expectations of governance
of personal data in digital health
technologies
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Personalized Healthcare, Digital and Data are a Key
Component of Many Commission Initiatives and Programs

Digital
transformation of
health and care in
the Digital Single

Market
General Data (component of European
Protection DSM) Pharmaceutical
Regulation Strategy
(GDPR)

European
Beating Cancer Strategy for Data
Plan (and EHDS)
Strategy for Al EU Trade Policy

and Robotics Review

framework for
governance of EU4Health
common Programme
European data
spaces



EU Environment: Healthcare Policy Outlook 2020-2021

French Czech
‘ ' Presidency ~ Presidency
2"d half 2020 1st half 2021 2"d half 2021 1st half 2022 2"d half 2022

EU Pharma
Strategy
adopted (Q4
2020)

Slovenian
Presidency

Portuguese
Presidency

- German

Presidency

EU Strategy

for Data
Released Feb
2020
EU Beating
adopted (Q1
2021)
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Data, technology and analytics can provide insights to
accelerate R&D and improve patient outcomes

Dgeper_insights Early, personalised
into disease diagnosis
Discovery of
novel biomarkers

Advanced

Analytics
--..étr \
2
©
Q
C

Personalised
care plans

More-sensitive
clinical endpoints

nsig
Faster, more- \

efficient R&D

Improved patient
stratification

~“Improved:
patient outcomes Rapid access to

personalised
interventions
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Smaller, more-efficient
trials with virtual
control arms

New tools for efficacy Pers_ona}lised remote
and safety monitoring monitoring and care
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Why is interoperability important in healthcare?

Healthcare data are Interoperability breaks Without the free-flowing

typically fragmented down these silos so that movement of health
and aggregated in data can flow freely information, value is lost
unconnected silos? across healthcare systems! within the system?

Interoperability enables more-effective use of data, technology
and analytics in clinical research and clinical practice!

Electronic Genomic data Imaging data Clinical trial
health records ging data
Mobile health Wearable Clinical decision Advanced
apps technologies support Analytics
15
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https://www.himss.org/resources/digital-health-framework-healthcare-transformation-white-paper

