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INTRODUCING THE FIELD MANUAL



FIELD MANUAL

RESOURCING IMI PROJECTS WITH SCALE AND UPTAKE BLUEPRINT

SCALING
INNOVATIONS
EMERGING FROM
PUBLIC-PRIVATE
PARTNERSHIPS

A FIELD MANUAL

efplfa imi

Accessible field manual format
to encourage broad use

CHARTING A
COURSE TO SCALE

SCALE-~UP PATHWAY

SCALE-UP VISION

efpfa imi

Pragmatic process and checklist to Inform
robust sustalnabliity planning and executlon

PRE-SCALE
CHECKLIST |

44 scALe-UP PATHWAY

ricune 2

TYPEOF ASSET  ASPIRATION LANDSCAPE SCAN

CHARTING THE PATH

CLOSING THOUGHTS

4% LEARNINGS FROM OTHER IMI PROJECTS

owmERsHIr TURE

OWNERSHIP

STRUCTURE

MECHANISMS

IMPACT VISION

Actlonable public-private framework to deflne what scale means for each project,
and to assess and anticipate internal and external opportunities and challenges



SCALE-UP PATHWAY

The scale-up vision can now be refined to reflect the

findings of the landscape scan and to ensure the
C O l l R s E I O s CAI E greatest likelihood of success. The scale-up pathway
builds upon the vision and the landscape scan to

determine:

As with any journey, one must first
clarify where they are headed, broadly
scan for opportunities and obstacles,
and have an actionable plan to
navigate the terrain ahead.

Ownership
What level of ownership is required to
achieve the aspiration and impact?

Structure

What is the ideal structure and funding
LANDSCAPE SCAN model to achieve the aspiration and
impact?

In order to bridge from vision to pathway, the
scale-up vision must be pressure-tested to see
if it is fit-for-purpose and remains valid within
a multi-stakeholder environment. A top-line
assessment is applied at three distinct levels
- consortium, members, and ecosystem - to

SCALE-UP VISION uncover what may be encountered and needed

along the scale-up pathway.

< b &

Mechanisms
What strategies and capabilities are needed
to take the asset to scale, and by whom?

9,

Develop an aspirational summary of what

ultimate success could look like if the asset is

taken to scale and what value it would provide 4 Drivers

to stakeholders. U Identify independent forces that
can push the scaling-up forward.

Define Success

What is the desired impact? Opportunities

And who will benefit from the /I Identify circumstances that, if

value creation? .ll leveraged, could help the asset go
to scale.

Define value and target market
What is the unique wvalue

proposition of the asset at scale? Challenges
What is the target market? What Identify circumstances that, if left
problems are being solved? unmanaged, could pose a threat to

the asset's scale.
Define Aspiration

What is the scale aspiration of Capabilities
oy o
the project? Scale definitions ﬁ Identify the skills and expertise

are unigue to each project.
needed to take the asset to scale.

NSRS




® SCALE-UP VISION

Develop an aspirational summary of
what success could look like if the asset
is taken to scale and what value it would
provide to stakeholders. The scale up
vision needs to be concrete enough to
be pressure-tested via the landscape
scan, but not too narrow as to prevent
big picture thinking. Think beyond the
life of the grant and don’t limit based on
political or financial constraints at this
point.

TYPE OF ASSET

What type of asset is being
considered for scale-up?

PLATFORM

ASPIRATION

What type of scale is

envisioned and appropriate

to enable the impact?

MARKET

What is the target
market required to
realize the impact?

-
ADOPTION

| % -4

Expansion through
recruitment and sub-

scription of new users
A

CONSIDERATIONS

-What is the user ecosystem, and what
is the minimum viable ecosystem (MVE)?
-Which type of users are needed and
how to incentivize them?

-What number sided network is there?
-What are the platform economics?
-How to achieve network effects?

-
REPLICATION

A network for exchanges of
information, services, or
goods between producers,
suppliers, and consumers,
forming a community with
marketplace(s)

PRODUCT

An article or substance that
is manufactured or refined,
or a service that is offered

Findings, insights, or skills
acquired through technical
or process innovation

| .- g

Apply to new disease
area, subject matter,
Lentity, or geography

CONSIDERATIONS

-How will the asset be replicated?
-What aspects are highly replicable?
-What aspects are relevant to demand?
-Are there aspects of the asset that are
non-replicable or create a barrier to
replication?

UPTAKE

- f

Maximization of
consumption or use

CONSIDERATIONS

-What is the delivery model for uptake
and by whom?

-Where product is paired with a
platform, how does this link with
platform adoption? Can this be used as
a complementary product?

HEALTHCARE
PROVIDERS

0
(W
|
|

2z

f(r——\
INDUSTRY
\ /

IMPACT VISION

What impact is envisioned
and for whom?

e

of an asset 7| REGULATORY [T
AND POLICY
N—
()
DISSEMINATION
CONSIDERATIONS
- . e ‘7: -What is the objective of dissemination, = E
“~.,  and what outcomes are desired? RESEARCH

The spreading of
information widely
and strategically

-What is the scope of dissemination?
-Who should be targeted?
-How can this be done in a strategic way?

LEVERAGE

%* -0

Use knowledge to
maximum advantage
and strategic benefit

CONSIDERATIONS

-How can this asset be leveraged to
achieve a particular outcome/endpoint?
-Who is best-placed to leverage it?
-How can that outcome be best
exploited?

-How does this exploitation link to
desired impact?

INSTITUTIONS
——

(©]

—

™| GLOBAL HEALTH [T
STAKEHOLDERS
e

| ® |

ADVOCATES

e/




@ LANDSCAPE SCAN

The scan is applied at three distinct levels - consortium, members, and

ecosystem - that may be run simultaneously.

For each level, the primary objective is to identify Drivers, Opportunities, Challenges, and
Capabilities (DOCCs) that may impact the trajectory. Once DOCCs are identified, they will
inform the scale-up pathway, and further analysis may be needed to inform bespoke strategies

for each.

4

U

DRIVERS

Independent forces that can
push the scaling up process
forward.

For example, champions often
drive the scaling up process

by unlocking pathways and
connections otherwise difficult
to access. Other drivers could
include pandemics, pressure
from outside actors, and more.

Al

OPPORTUNITIES

Circumstances that, if
leveraged, could help the
asset go to scale.

For example, other IMI projects
that are complimentary and
looking to partner, a new
funding call from a government
or foundation, or policy co-
creation opportunities.

o

CHALLENGES

Circumstances that, if left
unmanaged, could pose a
threat to scale-up.

For example, there may

be an internal budget
discontinuation anticipated
or a potential shift in market
dynamics that could impede
growth.

CAPABILITIES

The skills and expertise
needed to take the asset to
scale.

The skills needed for initial proof
of concept are not the same
needed for scale(e.g. business
development, government
relations). These capabilities may
be identified within members or
potential partners.



scale-up pathway

A viable scale-up pathway
can now be mapped. Figure
2 provides step by step
qguestions in the header and
potential answers in the
columns below. The color-
coded lines are based on
the type of asset and can be
used to navigate the options
along the pathway.

FIGURE 2:

TYPE OF ASSET

What type of asset is being

considered for scale-up?

PLATFORM

A network for exchanges of
information, services, or
goods between producers,
suppliers, and consumers,
forming a community with
marketplace(s)

PRODUCT

An article or substance that
is manufactured or refined,
or a service that is offered

Findings, insights, or skills
acquired through technical
or process innovation

ASPIRATION

What type of scale is
envisioned and appropriate
to enable the impact?

ADOPTION

* -

Expansion through
recruitment and
subscription of
NEew users

REPLICATION

. - #§
Across new disease

area, subject matter,
entity, or geography

UPTAKE

- oK

Maximization of
consumption or use
of an asset

DISSEMINATION

* -0

The spreading of
information widely
and strategically

LEVERAGE

Use knowledge to
maximum advantage
and strategic benefit

*-%

MARKET

What is the target market
of users required to realize

SR

N
SR
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LANDSCAPE SCAN

Top-line assessment applied at
three distinct levels - consortium,

OWNERSHIP

What level of ownership is
required to achieve the
aspiration and impact?

the impact? members, and ecosystem. What
will be encountered and needed
{_"\ along the scale-up pathway?
=i =)
~— rr
PATIENTS
\ e
DRIVERS
———
Independent forces
that can push the
| 1! scaling up forward.
— — What strategies are
HEALTHCARE needed to fully leverage
PROVIDERS these resources? (e.g.
miwbilizalivn slralegy
to fully activate asset
evangelists)
OPPORTUNITIES
Circumstances that, if
leveraged, could help
the asset go to scale.
What strategies are
needed to capture
opportunities?(e.g.
funding, government
affairs, public relations,
regulatory co-creation)
CHALLENGES
Circumstances that,
if left unmanaged,
REGULATORY could pose a threat.
AND POLICY What strategies are
p / needed to mitigate
challenges? (e.g. internal
resourcing, culture and
change, infrastructure,
market dynamics)
RESEARCH
INSTITUTIONS
e
CAPABILITIES
——\ The skills and expertise
needed to take the
asset to scale.
=1 =" The expertise needed for
proof of concept is
GLOBAL HEALTH typically not the same
STANEHOLDERS needed for scale-up (e.g.
e —————— -
AN J/ business development,
\ government relations)
3 4
— |/

ADVOCATES
—

STRUCTURE

What is the ideal structure and
funding model to achieve the

aspiration and impact?

@ FOR PROFIT

MECHANISMS

What strategies and
capabilities are needed to fill

gaps identified through

landscape scan, and determine

how to source capabilities.

7| Standard business model [T\
operating with the main
goal of generating profits]
s B s ™)
FOUNDATION
OR NON-PROFIT LICENSING OUT
izati i Licensing rights to
[~ Organization with the nsing rig! —\
primary goal of serving a parties to drive commer-
CENTRALIZED public or social good, cialization and generate
OWNERSHIP ically donor-funded financial payback
Establish a new legal
entity with mandate to = 2 = S
scale asset
SOCIAL BUSINESS @
OR B-CORP OPEN LICENSING
[T | Business that has specific License to allow Ot"] ers e
MERGED social objectives, profits to freely use IP, replicate
OWNERSHIP qund social programs and enhance the asset
Y Join another IMI or other 1
asset’s scale pathway / N\
—_—
through merger . ACILE BESPOKE
DAO STRATEGIES
Blockchain bled A1 | Strategic approaches B
for transparent, to address Drivers,
® DECENTRALIZED decentralized control Opportunities, and
OWNERSHIP  [— by all members Challenges
No one owns the asset
but everyone Vo N /- o\
: ' ™ il b
potentially benefits PUBLIC-PRIVATE SELECTIVE
PARTMERSHIP OUTSOURCING
I Formalcooperative ] Select functionsare |4
arrangement between acquired externally
g:g SHARED public and private sector (partners, contractors)
OWNERSHIP to achieve common goal ]
t—t— Original or new --S \-—-/
consortium with similar o=
levels of ownership (_ - \ )
\ ) ¢"2 coauTiON @ SYNERGIES
L]
e\ N Informal, temporary LLL] | Informal agreements
alliance for combined 77| with other asset owners |7}
EXIT FROM action towards a to share expertise and
OWNERSHIP common goal leverage learnings
b
] Ownership is not viable --‘-‘\ k J‘ 74
:d sustalnal?le exit Ve N / _1\
rategy required IN-KIND
—_ @ ACQUISITION EXPERTISE
S=l Ownership transferred | Utilize untapped
or consolidated within member staff expertise
other entity and value as in-kind
S ) ||\S 2
@+ HAND-OFF
\} | Free transfer of asset | =/
to another entity for
continued use or
stewardship

IMPACT VISION

What impact is envisioned
and for whom?

HEALTH
SYSTEM

INDUSTRY

WORLD



IMPACT VISION

‘What impact is envisioned

MARKET

What is the target market

MECHANISMS

‘What strategies and
capabilities are needed to fill
gaps identified through
landscape scan, and determine
how to source capabilities.

Gaps identified through
landscape scan

Strategies and capabilities required to address
gaps

Responsible person who owns this
stategy

of users required to realize

and for whom? the impact?
TYPE OF ASSET
What type of asset is being
considered for scale-up?
ASPIRATION OWNERSHIP
What type of scale is What level of ownership is
envisioned and appropriate

to enable the impact?

required to achieve the
aspiration and impact?

STRUCTURE

What is the ideal structure and
funding model to achieve the
aspiration and impact?
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CASE STUDY 1



EHDEN

EUROPEAN HEALTH DATA & EVIDENCE NETWORK

Patrick Ryan, PhD
Vice President, Observational Health Data Analytics,
Johnson & Johnson



) Clinical data
« ||l efpia

The European Health Data & Evidence Network (EHDEN) aspires to be the trusted observational
research ecosystem to enable better health decisions, outcomes and care

Our mission is to provide a new paradigm for the discovery and analysis of health data in Europe,
by building a large-scale, federated network of data sources standardised to a common data model

Source 1 raw data

T

Electronic health
records

Open-source
analysis code

Source 2 raw data

Jo0|

Administrative claims

Transformation to common data model

Source 3 raw data

ol

Source 3 CDM




EHDEN PROJECT Basics

Mission: to provide a new paradigm for the Universities, public bodies and research organisations — small & Mid-sized companies
discovery and analysis of health data in Europe, by ’
building a large-scale, federated network of data Erosmus MC Acad.emic | SYNAPSELY ¢
sources standardised to a common data model coordinator %
€3 The Hyve SR
Start date: 1 Nov 2018 /—m Mg 6 universidade .
End date: 30 Oct 2024 centre e Other organisations
Duration: 72 months Ry R
: c ) o
M. & u"LLf GRFORD EE%K K icHom

25 partnerS ..............................................................................................................................................................................................................................................................

= 8 "l Boehringer
J anssen IV Ingelheim
= obbvie |
* == AstraZeneca//L.’
—= SERVIER

~€30 million . EFPIA Lead g r‘@
SANOFI A




OuUR COMMUNITY: OPEN CALL PROCESS

Harmonisation fund

Data Partners Opencalls Grant awarding
UL _j Evaluated via a pre- Data Partners can
m . Tailored for project defined set of criteria ' chonss the SME fiom
. objectives and by the Data source the pool of EHDEN
sustainability prioritisation certified SMEs
@ £ '1_ committee O
Data
SMEs are paid via ' Mapping Evaluation
grants from the Cvcle
Supporting SMEs Opencalls Training & Certification harmonisation fund y .
Focusing on SMEs SME certification Porreirte e Share of
' able to support . committee prioritises ' i vt based ‘ MaPP'"B
mapping and SMEs for training and milestone bas ERs
sustainability certification

Data Partners are encouraged to be active
members of the EHDEN community,

EHDEN Academy
participating in research studies.




OUR COMMUNITY: SMEs

A total of 64 SMEs from 22 countries completed Certification and received the seal to help
Data Partners map their data to the OMOP CDM and install the necessary tools.

Q Certified SMEs (n=64)

@ Applications (n=143)

UK
spain I
raly I
France

Greece
Belgium
Portugal |
Hungary ) - ]
Germany
The Netherlands
Switzerland
Finland
Estonia
Ukraine
Sweden
Serbia
Poland
Luxembourg
Ireland
Denmark
Czech Republic
Austria

o % Europe map representing the countries with EHDEN-Certified SMEs.
- efp.a



OUR COMMUNITY: DATA PARTNERS

187 data partners selected
among 563 applications
29 countries

>366m person records

1 Common Data Model

Spain

Italy

United Kingdom
Belgium
Portugal
Germany

The Netherlands
France

Finland
Croatia
Hungary
Greece

Serbia

Turkey
Sweden
Switzerland
Czech Republic
Israel

Norway
Denmark
Bulgaria
Ukraine
Montenegro

Luxembourg :

Ireland
Estonia
Georgia
Bosnia Herzegovina
Austria

0 3 6 9 12 15 18 21 24 27




OUR TRAINING

T EHDEN Academy

Tools, Skills & Methods Training for Working with 24 courses
Real World Observational Data in Generating >5,200 active learners

Evid .
e 108 countries

7= EHDEN Academy

EHDEN Academy is now used in 100 countries with 4,400 enrollees worldwide since launch!

Learning for Anyone, Anywhere

On-demand training and development programmes developed by the OHDSI and EHDEN community.

o '3 Q =

Tool Ecosystem Meet Like-minded People Join the Journey Connect with Experts

Prepare to participate in worldwide research Learn from internati acknowledged expert

initiatives across the OHDSI community ducators

Students

|

I 10-49
B s0-99
Il 100-500

Il >500

N/A




THE PROJECT MAY BE FINISHED, BUT OUR STORY IS STILL BEING WRITTEN...

@ EUROPEAN HEALTH DATA & EVIDENCE NETWORK
Nov
5 v o v 5 1




The fUtUI‘e _ THE FUTURE OF EUROPEAN COMPETITIVENESS — PART B | SECTION 1| CHAPTER @

—— of Eu ropean 1. Maximise the impact of the European Health Data Space (EHDS).
competitiveness

“Leverage existing health data for regulatory, policy and clinical decision-
making by stepping up the standardisation of pre-existing ‘legacy’ health
data. In the run-up to the full application of the EHDS Regulation, it will be
necessary to continue and increase efforts to standardise existing data
sources to a common data model building on the work initiated by the
European Health Data Evidence Network (EHDEN), set to end by October
2024. The initiative can be set up as a new public-private partnership,
aiming to work in full alignment (forward compatibility) with the EHDS.
Through this work, standardised health data will be leveraged to generate
evidence for regulatory, policy and clinical decision-making.”




OUR FUTURE, NOW A REALITY

EALTHEWTA & VI DENCE METMORE

eGeLan
@ E H D E N About Network ~ Training ~ Research Careers Contact The EHDEN Project ~
Foundation

We are hiring!

EUROFEAN HEALTH DATA & EVIDENCE NETWORK

We operationalise a large federated network of @ EHDEN
OMOP-standardised data sources to generate sFoundation

reliable Real-World Evidence in Europe

[ Visit the EHDEN portal J

106 128 291v 26 Er—

Data partners Data sources People Countries [ The EHDEN project ]
covered

Our pillars

The activities we carry out within the following areas define who we are

Community Research
We maintain a network of over 100 data partners mapped to the OMOP We engage in studies and research projects and provide advisory
CDM, as well as training resources for the community services for RWE in healthcare

@ Meet the network

[x] Discover our research

im = [l efpia

Q



The DARWIN EU® Data Network

Norway P

+ Clinical Practice Research * Norwegian Linked « FinOMOP
Datalink (CPRD GOLD) Health Registries

UK Biobank

» University of Tartu
(Biobank)

Netherlands

» Integrated Primary Care
Information

* Netherlands
Comprehensive Cancer
Organisation

» Danish Health Data
Registries

Germany

+ IQVIA Germany Disease
. . Analyser

Belgium f

- IQVIA Belgium Hungary
Longitudinal Patient \ + Semmelweis University
Data

. Bord Uni it / o . Croatia_n Nation_al public
Hg;p?falfx niversity —®  health information

system

« Systeme National des
Données de Santé

Portugal - IDIAPJGol

. , » Parc Salut Mar Barcelona
* Unidade Local de Saude de L ’
Maltosinhos N Countries in Year 1 Hospital del Mar (IMIM)
* Egas Moniz Database Countries in Year 2 « BIiFAP

« Valencia Health System
Integrated Database

The data network will contain 40 data sources by year 4 (10 per year)




< OHDSI o D) Coom

QESERVATIONAL HEALTH DATA SCIENCES AND INFORMATICS

Events v Get Involved v National Nodes Contact

LEGEND

@ National Node
@ OMOP Adopting Country

Local Networks.

Large Impact.

Home / National Nodes

[ NATIONAL NODES ]

OHDSI Europe National Nodes

The OHDSI Europe National Nodes form a distributed network of national coordination hubs that bring together local expertise to drive the adoption, implementation, and long-term
sustainability of the OMOP CDM and the wider OHDSI community across Europe. Operating within the OHDSI Europe Chapter, and in close collaboration with the EHDEN Foundation, the
National Nodes connect stakeholders within their countries to address local priorities, while coordinating with the European coordinating center to support trustworthy, reusable health

data.
National Nodes play a unique role: they understand local data, local stakeholders, local coding systems, and local policy environments — transforming these insights into valuable ~
contributions that strengthen the European research ecosystem and global OHDSI| community as a whole. @)‘

im = [l efpia https://www.ohdsi-europe.org/national-nodes



https://www.ohdsi-europe.org/national-nodes
https://www.ohdsi-europe.org/national-nodes
https://www.ohdsi-europe.org/national-nodes
https://www.ohdsi-europe.org/national-nodes
https://www.ohdsi-europe.org/national-nodes

EUROPEAN PROJECTS USING OMOP CommoON DATA MODEL

DARWIN """
e OARMEN o U miracum -~ 4P HERON

@ EHDEN Q CAPABLE )i g'io NE 51::'5 Umbrella }'3 CancerWatch

FUROPEAN HEALTH DATA & FVIDENCE NETWORK

4 %:‘é*

 H0
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scale-up pathway

A viable scale-up pathway
can now be mapped. Figure
2 provides step by step
qguestions in the header and
potential answers in the
columns below. The color-
coded lines are based on
the type of asset and can be
used to navigate the options
along the pathway.

FIGURE 2:

TYPE OF ASSET

What type of asset is being

considered for scale-up?

PLATFORM

A network for exchanges of
information, services, or
goods between producers,
suppliers, and consumers,
forming a community with
marketplace(s)

PRODUCT

An article or substance that
is manufactured or refined,
or a service that is offered

Findings, insights, or skills
acquired through technical
or process innovation

ASPIRATION

What type of scale is
envisioned and appropriate
to enable the impact?

ADOPTION

* -

Expansion through
recruitment and
subscription of
NEew users

REPLICATION

. - #§
Across new disease

area, subject matter,
entity, or geography

UPTAKE

- oK

Maximization of
consumption or use
of an asset

DISSEMINATION

* -0

The spreading of
information widely
and strategically

LEVERAGE

Use knowledge to
maximum advantage
and strategic benefit

*-%

MARKET

What is the target market
of users required to realize

SR
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LANDSCAPE SCAN

Top-line assessment applied at
three distinct levels - consortium,

OWNERSHIP

What level of ownership is
required to achieve the
aspiration and impact?

the impact? members, and ecosystem. What
will be encountered and needed
{_"\ along the scale-up pathway?
=i =)
~— rr
PATIENTS
\ e
DRIVERS
———
Independent forces
that can push the
| 1! scaling up forward.
— — What strategies are
HEALTHCARE needed to fully leverage
PROVIDERS these resources? (e.g.
miwbilizalivn slralegy
to fully activate asset
evangelists)
OPPORTUNITIES
Circumstances that, if
leveraged, could help
the asset go to scale.
What strategies are
needed to capture
opportunities?(e.g.
funding, government
affairs, public relations,
regulatory co-creation)
CHALLENGES
Circumstances that,
if left unmanaged,
REGULATORY could pose a threat.
AND POLICY What strategies are
p / needed to mitigate
challenges? (e.g. internal
resourcing, culture and
change, infrastructure,
market dynamics)
RESEARCH
INSTITUTIONS
e
CAPABILITIES
——\ The skills and expertise
needed to take the
asset to scale.
=1 =" The expertise needed for
proof of concept is
GLOBAL HEALTH typically not the same
STANEHOLDERS needed for scale-up (e.g.
e —————— -
AN J/ business development,
\ government relations)
3 4
— |/

ADVOCATES
—

STRUCTURE

What is the ideal structure and
funding model to achieve the

aspiration and impact?

@ FOR PROFIT

MECHANISMS

What strategies and
capabilities are needed to fill

gaps identified through

landscape scan, and determine

how to source capabilities.

7| Standard business model [T\
operating with the main
goal of generating profits]
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OR NON-PROFIT LICENSING OUT
izati i Licensing rights to
[~ Organization with the nsing rig! —\
primary goal of serving a parties to drive commer-
CENTRALIZED public or social good, cialization and generate
OWNERSHIP ically donor-funded financial payback
Establish a new legal
entity with mandate to = 2 = S
scale asset
SOCIAL BUSINESS @
OR B-CORP OPEN LICENSING
[T | Business that has specific License to allow Ot"] ers e
MERGED social objectives, profits to freely use IP, replicate
OWNERSHIP qund social programs and enhance the asset
Y Join another IMI or other 1
asset’s scale pathway / N\
—_—
through merger . ACILE BESPOKE
DAO STRATEGIES
Blockchain bled A1 | Strategic approaches B
for transparent, to address Drivers,
® DECENTRALIZED decentralized control Opportunities, and
OWNERSHIP  [— by all members Challenges
No one owns the asset
but everyone Vo N /- o\
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potentially benefits PUBLIC-PRIVATE SELECTIVE
PARTMERSHIP OUTSOURCING
I Formalcooperative ] Select functionsare |4
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g:g SHARED public and private sector (partners, contractors)
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IMPACT VISION

What impact is envisioned
and for whom?
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https://www.ehden.eu/

https://www.ohdsi.org/join-the-journey/

Looking forward to collaborating with all of you!
Email me: ryan@ohdsi.org
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https://www.ohdsi.org/join-the-journey/
https://www.ohdsi.org/join-the-journey/
https://www.ohdsi.org/join-the-journey/
https://www.ohdsi.org/join-the-journey/
https://www.ohdsi.org/join-the-journey/
mailto:ryan@ohdsi.org

CASE STUDY 2
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Scaling Innovations Emerging from PPPs
IMI2 Mobilise-D ( http://mobilise-d.eu )

Masterclass IHI Field Manual (03-Jun-2026)
Tilo Hache, Novartis
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Scientific Background:

Predicted Median Life Expectancy by Age and Gait Speed*
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*Studenski S et al., Gait speed and survival in older adults. JAMA. 2011 Jan 5;305(1):50-8. doi: 10.1001/ama.2010.1923. PMID: 21205966; PMCID: PMC3080184.

Challenges for broader adoption:
* In-Clinic Assessments only (cumbersome to patients, variable, point-in-time assessment)
* Limited correlation to specific disease progression / state (accepted regulatory endpoint)

* Agnosticism (device, indication, sponsor interests)
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MOBILISE-D: Connecting digital mobility assessment to clinical outcomes for , “
regulatory and clinical endorsement —

\ 4
D 12+ 34
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o ~_ /
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=== Mobilise-D Scale-Up Vision for Digital Mobility Outcome /W
_____4 (“DMO Moonshot”)

DMO as
Secondary
Endpoint in
Randomized
Controlled

Interventional
Tri

DMO validity

DMO being
/ DMOi Positive part of
O ID 1n T e Diagnostic
/Wobilise-D  Clinical itive Qualification Qualification Guidelines
Validati Opinion for DMO as Opinion for for a Di
Secondary Endpoint DMO as or a Uisease
DMO in in Randomized Composite Indication
Technical Controlled Primary
Validati Interventional Trials Endpoint
* Finished two studies with ~2500 patients in COPD, MS, PD, PFF (+CHF in Technical Validation Study). \
/ * Data standardization for wearable data + sensor qualification (https://doi.org/10.1038/s41597-023-01930-9 )
* Publications: >120 peer-reviewed publications, 11+ public webinars held, dissemination on relevant conferences
* Two EMA letters of support for qualification advice. Held pre-LOI (Letter of Intent) meeting with FDA.

\° Results publicly shared for research use: Data from both studies, algorithm, data processing pipeline /
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* Provision of curated and analysed study data.
* Publication of data processing pipeline (Matlab, Python).

* Publication of data analysis results and implementation manual.
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Reflections: Mobilise-D Sustainability

Enablers

» “Settled”, flexible and open academia
team

*Very capable and interested CROs
* “Putting into each others’ shoes”
*(Clinical trial) data is a honeypot!
*Tech readiness for Pharma trials

*Early and intense health authority
interactions (led by academia)

* Understand business drivers & models
(CROs, Tech companies, EFPIA)

Challengers
* Pandemic & “no cost extension”
* “‘Romantic” initial sustainability ideas

*Project Duration <~

1. strategy & personnel changes in EFPIA
companies,

2. lifecycle of electronic (wearables)

* Different goal posts: Academia / EFPIA
(Publication vs. HA approval)

*Risk-averse EFPIA Drug Trial Teams
*Changing regulatory landscape
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scale-up pathway

A viable scale-up pathway
can now be mapped. Figure
2 provides step by step
qguestions in the header and
potential answers in the
columns below. The color-
coded lines are based on
the type of asset and can be
used to navigate the options
along the pathway.

FIGURE 2:

TYPE OF ASSET

What type of asset is being

considered for scale-up?

PLATFORM

A network for exchanges of
information, services, or
goods between producers,
suppliers, and consumers,
forming a community with
marketplace(s)

PRODUCT

An article or substance that
is manufactured or refined,
or a service that is offered

Findings, insights, or skills
acquired through technical
or process innovation

ASPIRATION

What type of scale is
envisioned and appropriate
to enable the impact?

ADOPTION

* -

Expansion through
recruitment and
subscription of
NEew users

REPLICATION

. - #§
Across new disease

area, subject matter,
entity, or geography

UPTAKE

- oK

Maximization of
consumption or use
of an asset

DISSEMINATION

* -0

The spreading of
information widely
and strategically

LEVERAGE

Use knowledge to
maximum advantage
and strategic benefit

*-%

MARKET

What is the target market
of users required to realize

SR

N
SR

—

LANDSCAPE SCAN

Top-line assessment applied at
three distinct levels - consortium,

OWNERSHIP

What level of ownership is
required to achieve the
aspiration and impact?

the impact? members, and ecosystem. What
will be encountered and needed
{_"\ along the scale-up pathway?
=i =)
~— rr
PATIENTS
\ e
DRIVERS
———
Independent forces
that can push the
| 1! scaling up forward.
— — What strategies are
HEALTHCARE needed to fully leverage
PROVIDERS these resources? (e.g.
miwbilizalivn slralegy
to fully activate asset
evangelists)
OPPORTUNITIES
Circumstances that, if
leveraged, could help
the asset go to scale.
What strategies are
needed to capture
opportunities?(e.g.
funding, government
affairs, public relations,
regulatory co-creation)
CHALLENGES
Circumstances that,
if left unmanaged,
REGULATORY could pose a threat.
AND POLICY What strategies are
p / needed to mitigate
challenges? (e.g. internal
resourcing, culture and
change, infrastructure,
market dynamics)
RESEARCH
INSTITUTIONS
e
CAPABILITIES
——\ The skills and expertise
needed to take the
asset to scale.
=1 =" The expertise needed for
proof of concept is
GLOBAL HEALTH typically not the same
STANEHOLDERS needed for scale-up (e.g.
e —————— -
AN J/ business development,
\ government relations)
3 4
— |/

ADVOCATES
—

STRUCTURE

What is the ideal structure and
funding model to achieve the

aspiration and impact?

@ FOR PROFIT

MECHANISMS

What strategies and
capabilities are needed to fill

gaps identified through

landscape scan, and determine

how to source capabilities.

7| Standard business model [T\
operating with the main
goal of generating profits]
s B s ™)
FOUNDATION
OR NON-PROFIT LICENSING OUT
izati i Licensing rights to
[~ Organization with the nsing rig! —\
primary goal of serving a parties to drive commer-
CENTRALIZED public or social good, cialization and generate
OWNERSHIP ically donor-funded financial payback
Establish a new legal
entity with mandate to = 2 = S
scale asset
SOCIAL BUSINESS @
OR B-CORP OPEN LICENSING
[T | Business that has specific License to allow Ot"] ers e
MERGED social objectives, profits to freely use IP, replicate
OWNERSHIP qund social programs and enhance the asset
Y Join another IMI or other 1
asset’s scale pathway / N\
—_—
through merger . ACILE BESPOKE
DAO STRATEGIES
Blockchain bled A1 | Strategic approaches B
for transparent, to address Drivers,
® DECENTRALIZED decentralized control Opportunities, and
OWNERSHIP  [— by all members Challenges
No one owns the asset
but everyone Vo N /- o\
: ' ™ il b
potentially benefits PUBLIC-PRIVATE SELECTIVE
PARTMERSHIP OUTSOURCING
I Formalcooperative ] Select functionsare |4
arrangement between acquired externally
g:g SHARED public and private sector (partners, contractors)
OWNERSHIP to achieve common goal ]
t—t— Original or new --S \-—-/
consortium with similar o=
levels of ownership (_ - \ )
\ ) ¢"2 coauTiON @ SYNERGIES
L]
e\ N Informal, temporary LLL] | Informal agreements
alliance for combined 77| with other asset owners |7}
EXIT FROM action towards a to share expertise and
OWNERSHIP common goal leverage learnings
b
] Ownership is not viable --‘-‘\ k J‘ 74
:d sustalnal?le exit Ve N / _1\
rategy required IN-KIND
—_ @ ACQUISITION EXPERTISE
S=l Ownership transferred | Utilize untapped
or consolidated within member staff expertise
other entity and value as in-kind
S ) ||\S 2
@+ HAND-OFF
\} | Free transfer of asset | =/
to another entity for
continued use or
stewardship

IMPACT VISION

What impact is envisioned
and for whom?

HEALTH
SYSTEM

INDUSTRY

WORLD



Q&A PANEL DISCUSSION:
THE REALITY OF TAKING PPP ASSETS TO SCALE
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