945345 – H2O
Health Outcomes Observatory
WP6 – WP Observatory management: communication and analysis

D6.3 Operational plan for the Pan-European
Umbrella Observatory

Lead contributors

ICS-HUVH - 4 & NVS -15
Francesco Patalano, Yolima Cossio, Angèle Bénard-Sankaran
(angele.benard@vhir.org)

Other contributors

Tanja Stamm (MUW - 1)
Afroditi Avgerinou (Pfizer - 19)
Dipak Kalra, Zoi Kolitski (I-HD -8)
Mikkel Lindskov Sachs (TrialNation - 23)
Alexandre Chakhunashvili (KUH -11)
Jolanda Koenders, Maya Ayache, Rob Twaites (Takeda - 14)
Antje Hottgenroth (Lilly - 17)
Nicholas Craig Carney, Dagmar Kownatka (Roche -20)
Alizé Rogge & Lisa Otto (Charité - 2)

Reproduction of this document or part of this document without H2O consortium permission is forbidden. Any use of any part must
acknowledge the H2O consortium as “This project has received funding from the Innovative Medicines Initiative 2 Joint Undertaking
under grant agreement No 945345. This Joint Undertaking receives support from the European Union’s Horizon 2020 research and
innovation programme and EFPIA and JDRF and Trial Nation”. This document is shared within the H2O Consortium and is in line with
the general communication guidelines described in the H2O Consortium Agreement.

945345 – H2O – D6.3

Document History
Version

Date

Description

V0

23/06/2021

First draft of the outline

V1.0

29/06/2021

Review, comments, and additional input to the outline from the focus

V1.1

16/07/2021

Finalized outline by the focus group

V2

16/07/2021

First draft of the deliverable by the focus group

V2.1

09/08/2021

Draft, review, comments, additional input by the focus group

V2.2

16/08/2021

Finalized draft of the deliverable by the focus group

V2.3

17/08/2021

Reviewed by all WP6 participants

V3

27/08/2021

Finalized version sent to H2O leader and coordinator for review

V4

31/08/2021

Final version sent for internal review

V5

22/09/2021

Final version with comments addressed from internal reviewers

© Copyright 2021 H2O Consortium

2

945345 – H2O – D6.3

Table of Contents
Document History .............................................................................................................................................. 2
Table of contents ................................................................................................. Error! Bookmark not defined.
Abbreviations ...................................................................................................................................................... 4
Definitions ........................................................................................................................................................... 5
Abstract............................................................................................................................................................... 6
1.

2

Introduction................................................................................................................................................. 6
1.1

Context................................................................................................................................................ 6

1.2

Definition framework .......................................................................................................................... 8

1.3

Vision ................................................................................................................................................... 9

1.4

Mission ................................................................................................................................................ 9

1.5

Resources and previous work ........................................................................................................ 10

Capabilities, operating principles activities, tasks and roles in the European Observatory.............. 11
2.1

Capabilities ....................................................................................................................................... 11

2.2

Operating principles ......................................................................................................................... 12

2.3

Operating plan .................................................................................................................................. 13

2.3.1

Executive leadership: ............................................................................................................... 13

2.3.2

Service and product development: ........................................................................................ 14



Overseeing technological and outcome standards, quality, adherence at NO level for: .......... 14

2.3.3

Administrative support:............................................................................................................ 15

2.3.4

Connections with NOs............................................................................................................. 15

2.4

Roles ................................................................................................................................................. 16

3

Indicative organizational chart ................................................................................................................ 18

4

Budget factors and major drivers for revenues and costs................................................................... 19

5

4.1

Major cost factors of the European Observatory.......................................................................... 20

4.2

Revenue sources ............................................................................................................................. 23

Conclusion and future work: next steps ................................................................................................ 25

Annexe .............................................................................................................................................................. 26
Annexe 1: Mind map of the operating plan of the EUO .......................................................................... 26
Annexe 2: Request for Proposal: pan-European Observatory................................................................ 27
2.

Introduction............................................................................................................................................... 27

3.

Background .............................................................................................................................................. 27

© Copyright 2021 H2O Consortium

3

945345 – H2O – D6.3

Abbreviations
Acronym /
Abbreviation

Meaning

CRM

Customer relationship management

DoA

Description of Action
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European Commission
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European Medicine Agency

EUO
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General Data Protection Regulation
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Health Professionals

HTA

Health Technological Assessment agencies

ICT

Information and Communication Technology

MVP

Minimum Viable Product
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National Observatory
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Organisation for Economic Co-operation and Development
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Patient Reported Outcome
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Patient Reported Outcome Measure

RWD

Real World Data

SDO

Standards Developing Organisation

TRL

Technology Readiness Level

WHO

World Health Organisation
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Zorginstituut Nederland
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Definitions
•

Participants of the H2O Consortium are referred to herein according to the following codes:

1.
2.
3.
4.
5.
6.
7.
8.
9.
10.
11.
12.
13.
14.
15.
16.
17.
18.
19.
20.
21.
22.
23.

MUW. Medizinische Universitaet Wien
Charité. Charite – Universitaetmedizin Berlin
EMC. Erasmus Universitair Medisch Centrum Rotterdam
ICS-HUVH. Institut Catala De La Salut – Hospital Universitari Vall d’Hebron
KCL. King’s College London
KUL. Katholieke Universiteit Leuven
EPF. Form Europeen des Patients / European Patients’ Forum
I-HD. The European Institute for Innovation through Health Data
The Hyve. The Hyve BV
TEAMIT. TEAM IT Research SL
KUH. Karolinska Universitetssjukhuset
UniSR. Universita Vita-Salute San Raffaele
IKNL. De Stichting Integraal Kankercentrum Nederland
TAKEDA. Takeda Pharmaceuticals International AG
NVS. Novartis Pharma AG
ABBVIE. AbbVie INC
Lilly. Ali Lilly and Company Limited
MDT. Medtronic International Trading SARL
Pfizer. Pfizer Limited
ROCHE. F. Hoffman-La Roche Limited
SARD. Sanofi-Aventis Recherche & Development
JDRF. JDRF International
Trial Nation. Trial Nation

•

Grant Agreement. (Including its annexes and any amendments) The agreement signed between the beneficiaries
of the action and the IMI2 JU for the undertaking of the H2O project (Grant Agreement No. 945345).
Project. The sum of all activities carried out in the framework of the Grant Agreement.
Consortium. The H2O Consortium, comprising the above-mentioned legal entities.
Consortium Agreement. Agreement concluded amongst H2O participants for the implementation of the Grant
Agreement. The agreement shall not affect the parties’ obligations to the Community and/or to one another arising
from the Grant Agreement.

•
•
•
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Abstract
The purpose of this deliverable is to describe the operational plan for the pan-European umbrella H2O
observatory (EUO). We propose to follow a similar definition framework and outline as developed for the
overarching operational plan of the national observatories (NO) (cf. D6.1).
The H2O mission is to equip patients with the tools to measure their clinical outcomes and patient
reported outcomes in a standardised manner in the context of clinical care and enable them to have
more informed communications with their clinicians. In addition, health outcomes information will
empower the patient community to influence healthcare decisions in their and society’s best interest.
The EUO will coordinate the H2O effort at the European level and ensures standardization as well as
interoperability across NOs. More specifically, the EUO will be able to conduct multi-country analysis of
this outcomes’ data across several jurisdictions through federated access to the data from the NOs and
serve as a common repository for reports, analytical tools and educative materials to make it available to
the respective stakeholders of the health eco-system. To achieve its mission, the EUO will strive to ensure
harmonization and standardization of outcomes data, the patient reported outcomes (PROs) and patient
reported outcome measures (PROMs) used in clinical care within the NO community with the clear intent
to adopt a common standardised language for patients and HCPs and to pave the way towards value
based health care. Furthermore, it will promote wide-scale adoption of outcomes, and the value of
outcomes data for a diversity of purposes, such as health care decision, health policy, drug development
or digital health innovation. Eventually, it will offer outcomes related products and services. Finally, the
EUO will be a catalyst for the future growth of the network of NOs.
Albeit part of the network of H2O observatories and while sharing the same vision, the EUO will fulfil a
slightly different mission than the NOs.
Hence, we will develop an operational plan that will reflect these specificities.
We propose to describe in this deliverable the main capabilities, operations and roles required for the
deployment and functioning of the EUO so that it fulfils its manifold mission and diverse objectives in
coordination with the NO network.

1. Introduction
1.1 Context
1.1.1. General
The current COVID-19 pandemic has highlighted the vital need for improving access to reliable and highquality health data including health outcomes data. Healthcare and health data should be considered
crucial not only when under the spotlight in times of a global public health emergency but also in everyday
care to improve outcomes for patients. It has shown how health data outcomes could contribute to a
transition toward value-based healthcare and greater sustainability and resilience of the health systems.
The European Commission, aware of this necessity, plans to tackle this challenge through the
development of the European Health Data Space to provide Europe with a data-sharing capacity with
high ethical and transparency standards. The development of the Data Governance Act stands as the
first stepping stone along this demanding path toward accessible health data for all citizens of Europe.
Currently, multiple data initiatives have composed a rich but heterogeneous and mosaic landscape of
data sharing in Europe. The next challenge will be to harmonize and find the synergies among those
initiatives to equip policymakers, researchers, companies and citizens with the highest level of evidence
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that health data can provide to improve health outcomes globally. A thorough stakeholder and context
analysis is currently going on at both national and European level to help identify the current relevant
initiatives. They will be mapped and analysed to gain a global perspective of the current landscape.
Eventually potential synergies and collaboration opportunities will be sought based on common interests
and values.
With the global objective to strengthen the voice of patients, H2O focuses on collecting patient reported
outcomes from four different countries in the first instance, namely Spain, The Netherlands, Germany
and Austria. Moreover, it proposes to federate this data at a European level, through the EUO, to make
it accessible not only to national but also to European stakeholders, ranging from patients, healthcare
providers, researchers and policymakers. Overall, H2O aims at empowering patients and providing them
with tools that will help them define and advocate for their best possible health outcomes.

1.1.2. Specific to the European Observatory
Over the past twenty years, the healthcare field has witnessed a growing recognition of the importance
of health outcomes directly reported by the patient who experienced it. As a consequence, patient
reported outcomes questionnaires have been progressively integrated into clinical trials and also in some
clinical healthcare settings. This slow but steady momentum has fuelled the evolution of the health
ecosystem towards adopting value-based care models that aim to make health systems more efficient
and sustainable. Furthermore, the growing richness of electronic health records and the increasing
proportion of data that is captured in a structured and coded form has opened up new and
unprecedented opportunities to access and analyse health data at scale.
Eventually, the current slow but steady proliferation and adoption of interoperability standards in
healthcare settings are also enabling many aspects of the health ecosystem such as efficiency, evidence
generation or sustainability.
In this favourable context, the EUO is providing a timely and essential European structure that will
leverage the efforts related to collecting patient reported outcomes and maximize their impact. The EUO
will mainly achieve this through harmonization and standardization of outcomes between participating
countries but also greater global visibility. The harmonization and standardization of outcomes will be
achieved thanks to an original participative governance system, as described below, that will produce
recommendations of standards, scientific guidelines and advocacy. The EUO aims at becoming a wellrecognised and widely-accepted point of reference in the field of PROs in Europe.

1.1.3. Governance, legal form and location of the European Observatory:
As developed in the observatory business architecture (cf. D1.1), the board of the EUO will be constituted
by an equal representation of the national observatories (60%), initially from the four Tier 1 countries and
then later joined by other national observatories of the second Tier countries; a representative of patient
organisations (20%); and a representative of HTA agencies/regulators (20%). A constitution agreement
has been developed to describe the connection between the EUO and the NOs (cf. D6.1 Annex V).
The EUO will be funded as an association, which provides an appropriate legal framework compatible
with the not-for-profit character and independence specificity of the EUO. The rationale behind this
choice is further detailed in D1.1.
The location of the EUO has been determined following a public and widely-publicized request for
proposal. Each proposal was assessed according to an objective set of criteria (as described in the
Annexe 2) and eventually two countries were selected for representing the European HTA agencies and
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public regulators, namely the ZIN (Zorginstituut Nederland, National Healthcare Institute) from The
Netherlands and a Denmark Health Cluster composed of the Aarhus University Hospital, the Danish
Health Data Authority and the Danish Medicines Agency. H2O recently approached both candidates to
offer them the opportunity to partner in a close collaboration as the host of the EUO. Eventually the
physical address of the EUO will be located within the premises of Aarhus University Hospital and a
rotation system will allow the Danish consortium to be the representative of the European public
regulators in the EUO for the first 2-year term, while the second term will be offered to ZIN. This hybrid
solution allows to leverage on the expertise and strengths of both highly valuable partners for the benefit
of the EUO.

1.2 Definition framework
We propose to develop the operational plan of the EUO according to the framework depicted in Figure
1 and defined in Table 1. We will first formulate the vision of the EUO that directly stems from the overall
vision of the H2O project. We will then describe the mission as the sets of objectives and goals necessary
to realize the vision of the H2O EUO that will involve the contributions of all stakeholders including the
network of NOs. The emphasis in this deliverable will be given to capabilities (1) and operating principles
(2) that describe respectively what is needed for the EUO to deliver its mission and how this will be
realized. Eventually we will briefly mention the various tasks and activities (3) and the corresponding roles
(4) needed for the implementation of the operating principles.

Figure 1. Definition framework of the pan-European umbrella H2O observatory:
capabilities (1), operating principles (2), activities and tasks (3) and roles (4) of the pan-European umbrella H2O Observatory

© Copyright 2021 H2O Consortium
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Reference in
the document

Concepts

Descriptions

Vision

The shared belief about the future H2O EUO can create and the
1.2
ideal state it is seeking (as defined by the DoA).

Mission

Sets of objectives and goals necessary to realize the vision of
1.3
the H2O EUO.

Capabilities

The higher stable, abstract concepts of what the EUO will
deliver, which are required to accomplish the mission of the 2.1
H2O EUO.

Operating
principles

The implementation breakdown of the capabilities. The
operations describe how the observatory will deliver on these 2.2
capacities.

Activities/Task
s

Processes inferred from the nature of the operations

Roles

Positions based on expertise and input required to ensure the
2.4
various activities and tasks

2.3

Table 1: Description of terms used in this deliverable.

1.3 Vision
The vision will state the desired outcome of a fully operational pan-European observatory (EUO).
While the H2O vision is to make outcomes health data and outcomes relevant data in Europe available
to all, the EUO vision, more specifically, will be to bring about the H2O vision through unifying, managing,
increasing the quantity and access of outcomes health data and outcomes relevant data in Europe. It
will contribute to establishing a competitive research environment and promote patients' active role in
the management of their disease as well as empower them to integrate their voice into healthcare
decision making, thus improving health outcomes sustainably. More specifically, the EUO will promote,
inform and advocate for value based health care decisions at a national and EU level.

1.4 Mission
The mission of the EUO is defined in the definition framework of this deliverable as the sets of objectives
and goals necessary to realize the vision of the H2O EUO. The mission will state how the H2O
consortium will accomplish the above-described vision of the EUO in a high-level manner:
To unify and leverage patient reported outcomes health data at a European level, the EUO’s will focus
its effort on harmonizing, developing, and evaluating the output of the NOs, thereby continuously
securing the optimal conditions for NOs to contribute to the H2O project.
The EUO will be responsible for providing access to the outcome health data for secondary use through
the data federation. In addition, it will ensure coordination among the NOs’ network and will provide
technological governance for interoperability between NOs, hence achieving harmonization and
standardization of health outcomes. Overall, this will allow the EUO to establish an infrastructure for
generating cross-country evidence based on patient reported outcomes, and influencing European
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health policy thanks to the applied benefits of big data sets.

1.5 Resources and previous work



The content of this deliverable builds upon previous work and documents developed by the consortium
as part of the IMI H2O Project, namely:
The Request for Proposal: pan-European Observatory (cf. Annexe 2)



D1.1 Observatory business architecture including the Governance principles



D1.2 Data Management plan



D6.12 Exploitation and sustainability strategy



D6.1 Overarching operational plan of National Observatories including the Constitution document

© Copyright 2021 H2O Consortium
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2 Capabilities, operating principles activities, tasks and roles in the
European Observatory
2.1 Capabilities
The capabilities represent the higher, stable and abstract concepts of what the EUO will deliver. These
capabilities are required for the H2O EUO to accomplish its mission. They are summarized in Figures 2
and 3 representing respectively:
1. the capabilities related to the curation of outcomes relevant data as detailed in Figure 2:
• Establishing disease area demand, standards and stakeholder networks
• Promoting H2O and recruiting NOs
• Information governance and data management
• Implementing data flows, data hosting and security
2. the capabilities related to the analysis of, and research on, outcomes relevant data as described in Figure 3:
• Performing data analysis, combining data sets
• Contributing insights at a European level, creating business at a European level

Figure 2: Capabilities of the EUO related to the curation of outcomes relevant data

© Copyright 2021 H2O Consortium
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Figure 3: Capabilities of the EUO related to the analysis of, and research on, outcomes relevant data

2.2 Operating principles
The operating principles are defined here as the implementation breakdown of the capabilities described
above. The operations below describe how the observatory will deliver on the capabilities:
The EUO will achieve the above-listed capabilities through the following operations:
• By communicating between stakeholders (patients, health authorities, HTAs, EC, medical societies...)
should be facilitated and in scope.
• By conducting federated analysis and research across NOs whereas NOs will focus on research
analysis at the national level. The EUO will focus primarily on standardised reports and ensure that
researchers can access the outcomes data to conduct high-level research.

© Copyright 2021 H2O Consortium
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• While EUO will send queries for federated analytics to NOs, the ethical approval responsibility will lie
within NOs which are in charge of seeking official national ethics committees' approval when appropriate.
The EUO will provide overall ethical guidance to the H2O network.
• Unlike the NOs, EUO will not collect data directly from patients and will be entirely reliant on data
collected at the NO level. Therefore, capabilities such as patients’ helpdesk will not be represented at
the EUO level.
• By handling the legal and administrative processes required for new NOs to join the H2O network.
• As mentioned above, a unique responsibility of the EUO will be the harmonization and standardization
of outcomes across the H2O network through the recommending and promoting specific core outcome
standards to NOs and new PROs adoption. This will be done in collaboration with other organisations,
such as scientific societies through strong stakeholder engagement, advocacy and scientific
dissemination.
• By positioning the EUO as a major driving force for promoting standardised outcomes measurement in
clinical practice across Europe to support value based health care decisions.
• By implementing business activities and financial activities, which will be needed to undertake on behalf
of the whole H2O Observatory ecosystem.

2.3 Operating plan
We propose to organize the capabilities of the EUO into an operating model including three main
categories. First, the executive leadership will be striving to achieve a balance between innovation and
harmonization throughout the H2O network. The Executive leadership includes the general management
of the observatory, the stakeholders’ engagement effort and the strategic business development of the
EUO. These are perceived as central and strategic to the EUO. Second, the service and product
development, which constitute the core business of the EUO and includes overseeing technological and
data standards, quality and adherence at NO level. Finally, classical administrative support such as
financial, logistics, legal, human resource and IT support will guarantee the smooth implementation of
the executive and service abilities of the EUO.
In addition, we have identified specific capabilities that will require special attention due to their strategic
or sensitive nature, touching upon topics that have been previously identified as such in national context
or associated with a major identified risk mitigation strategy. A few examples of theses includes ethical
and data protection matter or relationship with NOs. They are represented as underlined with a star sign
(*Special capabilities).

2.3.1 Executive leadership:
 General management
 Defines and implements the vision and priorities of H2O EUO following the overall H2O vision.
 Coordinates NOs activities (high level)
 Strategic communication and outreach (cf. below)
 Expands H2O network to include additional countries & diseases/medical conditions: integration of new
NOs & new diseases at EU level and beyond (early adoption of new disease and responsibility of NOs)
 Multi-stakeholder engagement
 Stakeholder representatives, lobbying/positioning on outcomes data at EU level liaison, political
expertise, public engagement, influence
© Copyright 2021 H2O Consortium
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 Patient advocacy and education
 Communication with regulatory authorities (EMA, national health authorities in collaboration with NOs,
etc.)

The EUO could facilitate and mediate shared-learning across national agencies and promote the use of
common and standardized measures and processes. As an example, if one national agency shows
promising results based on health data, outcomes data evaluation and more – the Pan-European
Observatory could aid in propagating that position to other agencies.
 Strategic communication including scientific communication and outreach activities
 Internal: within H2O network/with NOs
 External: media, congresses & conferences, (scientific) community management
 Grant office (Joint initiatives, joint proposals)

Due to its strategic importance, communication will be a shared responsibility by all partners at national
but also at EU levels.
 Strategic Business development
 Clients’ management
 Customer relationship
 Relationship with NO* (ex: Money flow)
 Service portfolio/Marketing (for existing products and with high Technological Readiness Levels)
 Innovation (Market research, identification of new business opportunities for product development and
products of low TRLs levels)
 Business analysis
 Consulting

2.3.2 Service and product development:
 Overseeing technological and outcome standards, quality, adherence at NO level for:
 Data processing, data security, interoperability (outcome standard sets, terminology, exchange),
aggregation
 Data architecture (Data model, data exchange, data access*, metadata, data federation)
 Data management (Anonymization standards, acceptable security strategy, data governance*, data
sharing, GDPR)
 Technical support and analytical support

Anonymization and linkage per se will be done at the NOs level.
 Data analysis & modelling
 Data sciences (Statistical analysis, modelisation, data quality and content etc.)
 Outcomes’ research, scientific publications
 Scientific analyses (quantitative & qualitative), reports, publications etc.
 Methods, psychometrics, evaluation
 Implementation of PROs, clinical trial design (observational, cohort generation etc.)
 Healthcare systems and public health

© Copyright 2021 H2O Consortium
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2.3.3 Administrative support:
 Finance:
 Business model
 Accounting
 Budget
 Income generation (fees for product and services, subscriptions, sponsorships, market analysis)

 Logistics
 Office(s): Space, facilities, infrastructure, office equipment
 Legal & ethics
 Legal & contracting

 Data protection/GDPR*,
 Ethics*, consent management*
 Human resources
 Personnel management
 Hiring
 Training

 IT support
 NO helpdesk

This operational plan is illustrated in Annexe 1 showing a mind map of the EUO.

2.3.4 Connections with NOs
The connection between the NOs and the EUO is fundamental to the H2O network. As a consequence,
the operating plan of both the EUO and the NOs includes critical elements such as a representative
majority of the NOs in the constituency of the EU, a NO helpdesk or a dedicated client management
operation (cf. 1.8.1). This will ensure solid communication channels and a mutual participative decisionmaking process. The nature of this connection is bidirectional as EUO will use the cumulative input of
the NOs to drive its activities such as a service provider but will also thrive to align and harmonize the
activities of the NOs through quality standard recommendations for example.
Each of the observatory, NOs and EUO, will engage with their respective specific stakeholders, namely
at the national and European levels but will keep each other informed through privileged and dedicated
information channels to implement harmonized and shared decision making for the H2O network.
The collaboration with the NOs is described in the following mind map:

© Copyright 2021 H2O Consortium
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Figure 5: Mind map of the collaboration of the EUO with NOs

2.4 Roles
Based on the expertise identified in 2.1, we propose the following roles corresponding to the main
capabilities:
• A managing director/ president of the association who will be responsible for the finance and operations
of the EUO, reporting directly to the board of the umbrella observatory;
• A Chief Ethics Officer reporting directly to the Board and also chairing the Ethics Advisory Board;
• A Chief Scientist (who would also chair the Scientific Advisory Board);
• A Chief Patient Officer (who would also chair the Patient Advisory Board);
• A Chief Technology Officer;
• A Chief Methodologist who will also coordinate the team of data scientists and engineers for data
management, analytics, standard reporting, scientific advice etc.
• A Chief Communications Officer;
• Support staff including legal, IT, finance, administration, marketing etc.
Most of the roles of the EUO may be filled in a first instance through the project’s resources by allocating
personal from the partner organisations partially or fully funded by H2O to the EUO under the form of a
virtual office. As the EUO will start producing revenues and become sustainable, possible new hires will
complete an initial core team with the essential expertise to form a fully functioning and sustainable EUO.
In future deliverables linked with sustainability (D6.8), we propose to elaborate two scenarios during and
© Copyright 2021 H2O Consortium
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after the IMI funding period and establish the corresponding operational plans for each of these
scenarios. A contingency plan will be developed for the first operating years beyond the initial IMI funding
period, with human resources increasing depending on the revenues and business volume of the EUO.
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3 Indicative organizational chart
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4 Budget factors and major drivers for revenues and costs
As stated in the observatory business architecture (cf. D1.1) the umbrella observatory will be established
as an independent, not-for-profit body, and plans to conduct revenue-raising activities to be financially
sustainable.
A strategy for sustainability (cf. D6.12) has developed in detail how to promote the broad use and takeup of services including, for example, data analyses, access to data for research, capabilities for research
studies and outputs generated by the observatories (tools, reports, etc.). These services will potentially
generate revenue.
This roadmap toward sustainability also proposes to expand the Observatories network by promoting
and supporting the creation of new observatories in additional countries and additional disease areas.
The sustainability strategy has distinguished a data demand versus a data supply side. Qualitative
research is currently being undertaken to characterize both sides through a process of semi-structured
interviews and questionnaires directed toward potential customers and data suppliers. Eventually, a
quantitative business modelling strategy will be established to ensure the sustainability of NOs and EUO
beyond the 5 years IMI funding of H2O. This will be included in deliverable D6.8 due month 36 of the
project.
Figure 5 provides a high-level view of the costs and income structure. There are three main groups of
Costs: For creating and maintaining essential capabilities, including making them available to the H2O
network of observatories; for producing and delivering the H2O services and for stimulating the
generation of the critical supply: Data. Income will be generated in the form of revenues from a variety
of data analytics and research services and also in the form of an uninterrupted supply of data to fuel
H2O’s data-driven services.

© Copyright 2021 H2O Consortium
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Figure 5. Cost Structure

At the present stage of development of the project, several major areas are still open to discussion
regarding choices of ICT strategies, business modelling and national approaches to establishing and
running the NOs. Quantification of costs will be gradually shaping as choices are concluded; conversely,
cost considerations are important inputs to the current discussion and the shaping of the chosen
solutions. Table 1 is an initial approach to defining a cost structure and highlighting the current
uncertainties and assumptions as well as the factors to be taken into account in decision making.
It should in addition be noted that in the primary phase of the project, the necessary resources to operate
the NOs will be provided partly by the IMI project budget as outlined in the grant agreement and the
internal capacity of each partner.
After the IMI funding period, the H2O network will need to remain sustainable and this is likely to require
additional financial support from the EUO. The team is working in parallel on the sustainability model.

4.1 Major cost factors of the European Observatory
A list of cost categories, with a short description and the factors that will influence these costs categories
along with the assumptions underlying their estimation, is presented in the table below. This information
will later inform a budget range from which the operating cost will be determined.
Category of
cost

Description

© Copyright 2021 H2O Consortium
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Capability Development Costs
Fixed
Operating
Costs
(To be
calculated on
an annual
basis)

ICT Platform
H2O data
management
infrastructure,
maintenance
and further
development

In-house or outsourcing of IT
support

EUO will undertake all costs of data
management infrastructure, irrespective of
the level supported (EU, national or
healthcare provider)
This will apply indiscriminately for all
registered users, irrespective of patient
consent preferences and availability of linked
EHR data, but based on adherence to
common standards and business rules

Other ICT tools
and services
(e.g. project
management,
accounting,
communications
etc)

Common
licenses: number
of users
costs where
national

EUO will undertake the costs of common
licenses
NOs may, in addition, need to comply with
national rules e.g., concerning financial
management and reporting

Other overheads
Office space
related costs,
Depreciation
costs of fixed
assets,
Taxes and
insurance
Audit and
certification, etc.

office space costs will be in excess of what
will be offered by the hosting organisation

Communication
and
Dissemination
Events, training,
Networking, etc.

there will be regular (annual) conferences
there will be regular periodic dissemination
activities and community engaging events
while some of the events will be supported
by sponsors, an annual budget will need to
be allocated

Production and Delivery Costs
Fixed
Expert staff
Operating
Costs
(To be
calculated on
an annual
basis)
Support staff
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section 1.1.
Strategic staff

As described in
section 1.1.

Mobility and
travel costs
Variable
operating
Costs
(To be
calculated on
a case-by
case basis)

on the EUO payroll unless pro bono or
sponsored participation
Costs in addition to those included in the
capability development costs

production of
H2O
interoperability
assets
making them
available to NOs

Number of
diseases/clinical
use cases; preexisting assets
and their maturity
levels
Existence of
standards or
engaging in new
development

Expert workgroups will be engaged pro
bono in designing and implementing clinical
H2O use cases.
They will be supported by experts, on the
payroll of EUO.
EUO will bear license costs to SDOs
EUO will bear costs of meetings, secretarial
support and organizational costs
Operating Costs: Services such as
supporting NOs, helpdesk and overseeing
compliance; CRM, marketing etc will be part
of fixed costs for routine operations (see
staff, certification, mobility etc)

analytics and
production of
reports, provided
on demand

Number of clients
H2O data selfsufficiency/need
to supplement
with external
sources

To a first approximation, it is assumed that
H2O data will be sufficient in terms of
volume, geographical range and available
information to serve the variety needed for
an MVP
Where data not within the remit of H2O is
needed to conduct a particular study, it
would be possible to import from external
(trusted) sources at a cost

Number of Apps,
number of
registered users,
business
partnerships with
App developers,
potential to
prescribe and
reimburse by
national
healthcare
systems

H2O will develop its own or enter into
collective negotiations with existing digital
health tool providers (preferably certified) for
the whole H2O network;
at national level, NO will pursue
reimbursement of digital health tools by the
national payers or adopt the digital health
tools and/or platforms recommended by the
national payer.

Data Supply Network Costs
Variable
operating
Costs
(To be
calculated on
a case-by
case basis)

Apps
development
and/or licensing,
including API
development
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Devices and
other ICT
equipment

Number of
patients
Reimbursement
potential
Number of users

Network and digital tools and wearables will
be patients’ own devices
Additional devices will be provided for by
H2O and/or whenever possible reimbursed
by national level payers
Network and ICT equipment at the
healthcare providers will be provided for by
the organisations

Table 2. Categories of costs

4.2 Revenue sources
The EUO is intended to constitute the main income stream for NOs. In this paragraph we plan to
investigate who might be clients of the EUO and interested in data for epidemiological studies, e.g., the
pharmaceutical industry or other non-governmental agencies (European Medicine Agency), what type of
access and use of outcomes analysis would be attractive to them for what purpose and at what level of
granularity. This analysis will eventually result in a list of services and products that will be offered by the
EUO.
It is expected that an important income stream for the H2O network will be the revenue from the H2O
EUO products and services (this does not preclude the possibility of other sources of income including
at the national level, e.g. grants). To provide a preliminary picture of the likely usefulness of H2O EUO
data and services to the pharmaceutical industry, a short, qualitative study has been conducted to
explore this. Preliminary results from the study are given below.
A small team developed some simple materials to prepare for the interviews: specific examples (use
cases) of challenges that a pharmaceutical company could potentially address using H2O; an interview
guide: and a simple hypothetical picture of what H2O EUO might offer in 2025 when the network will
need to be financially sustainable. The team conducted 16 interviews with experts in the pharmaceutical
industry to obtain views on:
• the usefulness of H2O products or services in addressing the examples;
• Comments on how they would address this now;
• Rough estimates of what they might pay for this through H2O (where available);
• Comments on what modifications to the H2O offering could make this more attractive.

Interviews were conducted in June and July; analysis is being completed in August. Preliminary findings
from the study include:
• The consensus that H2O is expected to provide something novel and unique in the RWD space;
• Broad confirmation that H2O could offer data, analytical services and a platform that pharmaceutical

companies would find attractive;
• Key elements that could differentiate H2O from other sources of patient-level data include (a) patientreported data at the heart of H2O, (b) standardised clinical and PRO data from multiple countries, and
(c) a trusted source, with the status of H2O as a neutral and credible partner;
• The importance of building quality and richness into the data from the start;
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• The importance of implementing a range of measures to build confidence among customers in the data,
the data science team, and the acceptability of the evidence emerging from H2O among health care
decision-makers;
• The importance of including patients demonstrating representativeness and diversification, and
retaining these patients to build long-term data.
Further work to supplement this qualitative analysis is needed to quantify the potential value of income
streams associated with different H2O products and services. A separate exercise will delve further into
the costs likely to be associated with staffing and running the H2O network.

For future analysis and deliverables, it will be important to identify stakeholders outside of the
pharmaceutical industry, that could be potential client of H2O EUO. Non-governmental international
organizations or entities such as EMA, OECD, WHO or EC, who conduct studies or use insights from
epidemiological data could potentially be interested in the EUO services. It will be important to make
EUO services accessible to these types of partners as well. Furthermore, this outreach effort in
diversifying clients will help to communicate externally that H2O is a project aimed at benefit equally
private and public interests and it will help mitigating risks such as potential mistrust or pre-conception
from external partners.
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5 Conclusion and future work: next steps
The content developed in this deliverable proposes an operating plan of the EUO, however with the
recent selection of the host of the EUO, an updated version of the operating plan including more details
will be developed in a co-creation process with the Denmark Health Cluster and ZIN who will be
implementing the refined version of the operating plan of the EUO.
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Annexe
Annexe 1: Mind map of the operating plan of the EUO
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Annexe 2: Request for Proposal: pan-European Observatory
Request for Proposal: pan-European Observatory
Please return your proposal to info@imi-h2o.eu by June 14th.

2. Introduction
The Health Outcomes Observatory (H2O) project will set up and operate national entities – “observatories” –
in order to equip patients with digital tools that will allow them to monitor and document their outcomes in a
standardised manner. This will enable patients to better manage their health care; it will inform the dialogue
between the patient and health care provider; and will allow to better tailor and personalise treatment. A key
prerequisite of success for the H2O project is to ensure consistency across the network of national
observatories, including:
• Consistency and comparability in the health outcomes measurements and the health outcomes data
collected;
• Consistency in terms of approaches to data collection and use; and
• Consistency in code of conduct of observatories and policies for the network as a whole.
To achieve this, the first national observatories will set up an umbrella observatory (the pan-European
Observatory) whose main role will be to ensure this consistency in the overall approach. Organisations are
invited to respond to this Request for Proposal (RFP) outlining how they would partner with the H2O
consortium to establish and operate the pan-European Observatory in line with the strategy and governance
principles developed by the H2O project.

3. Background
The H2O project has been set up as an IMI (Innovative Medicines Initiative) project running for 5 years from
October 2020. Independent, not-for-profit, national observatories are being established initially in four
countries – Austria, Germany, The Netherlands and Spain – each focusing on three disease areas: diabetes,
inflammatory bowel disease, and cancer. These four national observatories will operate as a cohesive network
during the period of IMI funding, and will be sustained beyond this as self-funding bodies.
The mission of H2O is “to empower patients with tools to monitor their outcomes independently, to promote

the use of their outcomes in decision making with clinicians, to create transparency of outcomes to facilitate
value based healthcare models and to create an ethical governance model for patient-reported health data in
the interest of patients, science and society”. More detail on the mission and governance principles are given
in Annex 1 and Annex 2 respectively.
The H2O project has a number of objectives, including:
• To establish a Health Outcomes Observatory (H2O) as an independent, not-for-profit, legal entity in each
participating country, and then to develop and run services in each of the four countries such that these are
operational within two years;
• To empower individual patients with the data to better manage their health care; and
• To set up a pan-European observatory that will lead the H2O ecosystem and will extend the H2O concept
from its initial focus by adding more disease areas, new data sources, and other settings.
More detailed information on the project, its goals and approach can be found on the H2O website and the
IMI project page.
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1. The pan-European Observatory
This pan-European Observatory will be established as an independent, not-for-profit organisation with the
objective of safeguarding the unique mission of the H2O Observatories to serve patients, society and science.
The pan-European Observatory will play a key role, not only in safeguarding and implementing the H2O
mission, but also in leading the direction and operations of the network in the post-IMI funding period. The
body will decide the core outcomes measurements, the additional disease areas, the technologies, the code
of conduct and the key policies to be implemented in all national observatories that join the broader H2O
ecosystem. Additionally, the pan-European Observatory will ensure that financial resources are acquired and
utilised ethically, effectively and efficiently and that a clear sense of direction and priorities are established and
followed by the national observatories.
To achieve this, the pan-European Observatory will be governed by a board representing the three key
constituencies of stakeholders: the national observatories, patient organisations, and society at large. For the
last constituency, it is expected that a representative of a public sector authority with competence and
knowledge of the health care sector, such as a regulator, will bring this perspective. A weighted voting system
to reach a balanced representation of all constituencies on the board will be established as follows:
• The votes of national observatories will constitute 60% of all votes; • The
organisations will constitute 20% of all votes; and
• The votes of the public authority will constitute 20% of all votes.

votes

of

patient

A formally articulated agreement (the H2O Constitution Agreement) will set forth the relationships among the
organisations, the decision making processes, the policies and procedures that will guide the activities of the
H2O network. A first version of characteristics of the Constitution Agreement is given in Annex 3.
It is expected that the pan-European Observatory will be set up as an Association. This appears the most
suitable legal form for a number of reasons:
• An Association is a not-for-profit organisation that can use various financial flows, including grants, to be
sustainable;
• An Association is an organisation with limited liability, that offers its members protection from personal liability
for the activities of the Association;
• The articles of association will reflect the governance model and be compatible with the H2O governance
principles;
• New members can be included easily and the Association can expand as needed; and
• In general, formalities are straightforward and registration is simple.
The H2O partners are currently considering the optimal geographic location for this pan-European
organisation. Key criteria for the selection are:
a) The willingness with which a national public sector body with knowledge and competence, including
executive authority, in the health sector in the respective country could commit to become a member
representing the constituency of public authorities on the board of the panEuropean Observatory;
b) Evidence that the public sector body would demonstrate the willingness and ability to foster a panEuropean aligned approach in the activities of the national observatories;
c) Commitment from the public sector body that it is able and willing to endorse the mission and governance
principles of the H2O network and the H2O Constitution Agreement;
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d) Whether local partners in the respective country could provide an office location. The IMI H2O project will
be responsible for the direction and initial running of the pan-European observatory; will provide any staffing
required; and will manage all communication activities and materials during the period of IMI funding (through
to 2025);
e) Whether, and how, the legal system in the respective country would provide a favourable framework for
the operations of the pan-European Observatory; and
f) A clear commitment to establish a national H2O observatory as part of the H2O network within 3 years of
being awarded the pan-European role (for those countries not in the initial four participating in the IMI H2O
project).

Interested parties are invited to consider these requirements and to provide a response to this RFP by
the 14th June. The response should specify: how the pan-European observatory would be established;
explain why the country and body would provide an appropriate venue; and detail explicitly how the
proposal meets the selection criteria above.
Process
Please let us know as soon as possible if you intend to respond to this RFP.
In order to respond to specific questions about this RFP, two webinars will be held for all prospective
applicants. Where possible, questions should be submitted in advance.
• Wednesday, 26th May, 16.30-17.30 CEST
• Monday, 7th June, 13.00-14.00 CEST
Proposals should be submitted to info@imi-h2o.eu by 23:59 CEST on 14th June.
The H2O team will review all written proposals. The H2O Steering Committee will make the final decision,
aiming to decide on the preferred option in June. Unsuccessful applicants will be notified by email.
*
*
*
For more details about the H2O project, please visit https://health-outcomes-observatory.eu/ About
H2O
H2O is a public-private partnership funded by the Innovative Medicines Initiative and EFPIA members. It
was launched on 1 October 2020 and will run for 60 months, through September 2025.
Supported by a grant from the IMI
This project has received funding from the Innovative Medicines Initiative 2 Joint Undertaking under grant
agreement No 945345-2. This Joint Undertaking receives support from the European Union’s Horizon
2020 research and innovation programme and EFPIA and from Trial Nation and JDRF.
http://www.imi.europa.eu
H2O partners
The 23 partners include: Medizinische Universität Wien (coordinator) and Takeda Pharmaceuticals
International AG (project leader); Charité – Universitätsmedizin Berlin, Erasmus Universitair Medisch
Centrum Rotterdam, Institut Català de la Salut – Hospital Universitari Vall d’Hebron, Novartis Pharma
AG, F. Hoffmann-La Roche Ltd, and Eli Lilly International as Executive Committee members; and King’s
College London, Katholieke Universiteit Leuven, Forum Europeen des Patients / European Patients’
Forum, The European Institute for Innovation through Health Data, The Hyve BV, TEAM IT Research,
Karolinska Universitetssjukhuset, Università Vita-Salute San Raffaele, De Stichting Integraal
Kankercentrum Nederland, AbbVie INC, JDRF, Medtronic International Trading SARL, Pfizer Ltd, SanofiAventis Recherche & Development, and Trial Nation as consortium members.
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Annex 1 – H2O Mission
The mission of H2O is “to empower patients with tools to monitor their outcomes independently, to

promote the use of their outcomes in decision making with clinicians, to create transparency of outcomes
to facilitate value based healthcare models and to create an ethical governance model for patientreported health data in the interest of patients, science and society”. The expanded mission statement
includes seven imperatives:
a) Empower patients: engage patients and equip them with digital tools that allow them to monitor their
outcomes and to improve their communications with the health care providers (HCPs) and in the long
run feel more empowered in the management of their conditions. At the same time, this same data will
help to advance science and to create supporting evidence for the development of better health policy.
b) Provide full control and ultimately full portability to patients of their outcome data: patients’ full control
of their data is a fundamental principle of this project. To be practical we envision a staged approach
whereby patients will have full access to the PROs from the start even if they move hospitals etc. and
proceed towards full portability of all their health data ultimately.
c) Promote trust through an ethical governance of health data: Develop an ethical governance model,
with input from patients, for the collection and management of health outcome data in order to secure
trust with the society and patients while allowing ethical access to this data for the benefit of science,
health policy and patients.
d) Ensure an ethical framework around access to health outcome data to advance science and health
policy while respecting patients’ rights to control their data: allow bona fide stakeholders with a legitimate
interest to have access to the data, subject to an appropriate process and in a sustainable manner, and
in compliance with the ethical and legal requirements agreed in the H2O governance model, in order to
advance science and improve healthcare management and delivery.
e) Create an ecosystem open to all healthcare providers and patients that creates the right incentives for
all stakeholders to ensure interoperability among health data sets and allows the use of technology to
analyse outcomes sets by all bona fide researchers;
f) Create transparency of outcomes to advance Value Based Health Care: Encourage transparency of
outcomes in order to promote Value Based Health Care and encourage society, HCPs, and all
stakeholders to make evidence-based decisions on how to manage healthcare.
g) Support evidence-based decisions on health policy: Publish regularly comparative reports on
outcomes to promote best practices and advance science and health policy in the interest of society
and patients.
Annex 2 – H2O Governance principles
While the mission statement states what we are going to do, the principles behind how we do this are
outlined in the H2O governance principles. The H2O Consortium has agreed nine governance principles:
Principle a: we will set up one Health Outcome Observatory per country.
Each observatory can support several disease areas. They will be local, not for profit entities with a
supervisory multi-stakeholder Board comprising representatives from all key stakeholder constituencies
enumerated below. Each constituency will appoint one Board member and all Board members will have
equal voting rights. The constituencies represented within the Board are:
a) Society overall (key representative could be appointed by the government)
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b) Patient Organisations
c) Medical Professionals
d) Regulatory Agency and/or HTA authority
e) Private sector (Life science industry, healthcare consultancies etc.) The Board will appoint the
management structure.
Principle b: The Health Outcome Observatories will only be truly impactful if there is consistency in the
measurements, the possibility to make comparisons, the ability to conduct analysis on large data sets,
but also and most importantly, strong trust in the Observatory by society overall and by stakeholders,
including patients, citizens, regulators, HCPs, researchers, and industry.
To ensure this consistency, standardisation and harmonisation, there needs to be a forum and a process
where all national Health Outcome Observatories agree on a level of standardisation, on methodologies
for measurement of outcomes, on the technologies to ensure data security and integrity but also on the
code of conduct for the Observatories towards various stakeholders. Interoperability among the
Observatories, consistency in measurement and strong trust in the code of conduct of the Observatories
are important prerequisites in order to allow for research and analysis across countries. This will be the
role of the pan-European Observatory that will be set up as a separate entity to be the guardian of the
Health Outcome Observatory Vision and Mission.
The relationship between the pan-European Observatory and the National Observatories will be
governed by a Constitution (Incorporation) Agreement.
Principle c: the emphasis of H2O is to enable patients to measure patient reported outcomes (PROs).
However, the value of the data not only for individual patients and their clinicians but also for health policy
and scientific analysis will be significantly enhanced if the H2O tools also incorporate an extract of
important clinically captured outcomes.
To achieve this, the Health Outcome Observatories will focus on creating an ecosystem whereby
healthcare providers beyond the founding members are encouraged and incentivised to participate in
order to allow their patients to access clinical outcomes through the same tool. An important focus area
for the Observatories will be to work with other partners such as the EHDEN (European Health Data and
Evidence Network) consortium, the Data Saves Lives initiative led by the European Patient Forum, public
sector entities or additional stakeholders to promote the adoption of a federated approach to data
analysis in order to create an interoperable environment and remove technological barriers.
Principle d: the Health Outcome Observatories will only succeed if there is sustainability in the model
while at the same time a robust and ethical governance model for access to data that will build trust with
patients and society.
To ensure sustainability, observatories will need stable income streams. To this end, the Observatories
will consider various possible innovative funding models including a subscription and/or sponsorship
model to entities interested in the anonymised health data for scientific or health policy research as well
as appropriate fee structure for supporting researchers in full research studies. Other novel funding
models will also be explored by inviting all stakeholders to look for solutions to the debate about access
of health data. There will be different fee structures for different types of stakeholders and consistency in
the approach among all Observatories including the pan-European Observatory. The Ethical Council of
the pan-European Observatory will assume the overall oversight of the model and will publish appropriate
instructions regularly.
The Observatories will also introduce terms and conditions to make it interesting for additional partners
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including registries, additional healthcare providers, patient organisations etc. to join the H2O ecosystem
in order to allow ethical health outcomes analysis on a larger scale.
Principle e: Health Outcome Observatories need to ensure that patients receive clear value from the
Observatory, consent to the data collection and are fully appreciative of the scope and objectives of the
Observatories.
An important priority for the H2O project will be to provide to individual patients the possibility of a
dashboard with personalised information on their disease progression, treatment and outcomes in order
to allow them to have better discussions with their HCPs. Each individual patient will be able to compare
his/her well-being with aggregated data from similar patients with the goal of empowering the patient on
his/her journey to better outcomes and better care. With the patient’s consent, the relevant healthcare
provider will also receive the patient reported information, allowing for a 2-way engagement between
patient and healthcare provider on continual improvement of individual care.
To achieve this, the H2O Observatories will have to develop patient consents in line with national laws
and regulations and to sustain continuous communication with patients in order to ensure strong patient
engagement in the project.
This project will only succeed if patients, as well as other stakeholders, embrace it as a useful approach
to improve their communications with the healthcare ecosystem. Patient support is also needed to
strengthen the ability of patient advocacy groups to engage in evidence-based advocacy and also
contribute to further scientific research in their disease or related health issues.
Thus, it is critical for the Observatories to work closely with the patient community and build a strong
relationship of interdependence and trust.
Principle f: Health Outcomes Observatories will publish regular reports on the status of outcomes in the
various diseases in order to promote transparency of outcomes, to support the health authorities in
managing healthcare, and to advance science in the disease areas of focus
One of the key objectives of the Observatory is to encourage transparency of health outcomes in order
to allow for better health policy. It is thus important that this becomes an integral part of the project and
appropriate resources are being allocated to make sure that reports are being regularly published both
with scientific rigour and also in a language understood by the broader public.
Principle g: Health Outcome Observatories will leverage technologies in order to collect patient reported
outcomes and will create an ecosystem that encourages state of the art solutions for patients
Technology innovation moves fast and it is important to ensure that the best possible solutions reach the
patients. To this end, the H2O aims at creating an ecosystem that stimulates innovation and fair
competition in possible technological solutions for patients while at the same time ensuring
standardization in outcomes measurement and ethical governance of any health outcome data.
Principle h: The ultimate objective of the H2O is to measure outcomes in all disease areas, including comorbidities. However, there is a need for prioritisation in order to decide on the rollout. Decisions on
prioritisation will be made within the pan-European Observatory in collaboration with experts and the
national Observatories in order to ensure consistency of measurements going forward
In the short term, the project team will identify the next disease areas for H2O in a pragmatic manner.
Moving forward, these decisions will be made through the governing bodies set up by the panEuropean
Observatory with the participation of all national Observatories. Ensuring the consistency in
measurements is a critical prerequisite for success and as a result, these decisions would need to be
taken through a rigorous and robust process.
Principle i: The Observatories will focus on measuring outcomes according to internationally accepted
standards of health outcomes (both what to measure and how). Where no standards exist, the
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Observatories will introduce and commission an objective process for creating such standards
The H2O intends to collaborate with existing standardisation organisations such as the International
Consortium for Outcome Measurement (ICHOM) or other initiatives in order to build on prior work and
expertise. Furthermore, the H2O will introduce a methodology and a process to ensure cocreation with
multiple stakeholders, including health authorities, HCPs, patients and patient groups, to ensure broad
acceptance of outcome measurements.
Annex 3 – Characteristics of the Constitution Agreement
An pan-European observatory will be established to ensure consistency and comparability in outcome
measurements but also in the overall policies, code of conduct and operations of the network of national
observatories. This will be a pan-European body initially, but its structure and organisation will be
established to allow it to cover all observatories following the H2O mission and governance principle,
wherever in the world they are.
Like the national observatories, the pan-European observatory will also be established as an
independent, not-for-profit body, and with the scope to conduct revenue raising activities in order to be
financially sustainable. The aims of the pan-European organisation are to:
• build a community of patient-centric and outcomes-driven organisations based on transparency and
trust to function as a common repository for reports, analytic tools and educational material in connection
with national health outcome observatories;
• manage consistency and interoperability across national health outcome observatories and to support
the creation of health outcome observatories in other countries in Europe (initially);
• act as a catalyst for future growth of the network of national health outcome observatories; and
• facilitate interoperability, guide reproducibility in other countries, avoid fragmentation using a federated
data management approach and promote the benefit of measuring and using outcomes at regional,
national, European and global levels.
The organisation of the board of the pan-European observatory will adopt the following representation
structure:
• Equal representation of national observatories (60%);
• Representative of patient organisations (20%); and
• Representation of HTA agencies/regulators (20%).
A detailed Constitution Agreement for the pan-European observatory is currently being drafted. This
Agreement will not only define the relationship between the national and pan-European observatories,
but will also outline a code of conduct covering, amongst other things, the use of and access to data in
the network.
Based on a preliminary analysis of the potential legal organisation of the pan-European observatory and
the national observatories, we have identified the Association as the most appropriate legal form with the
following advantages:
• An Association is a not-for-profit organisation that can use various financial flows, including grants, to
be sustainable;
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• An Association is an organisation with limited liability, that offers its members protection from personal
liability for the activities of the Association;
• The articles of association will reflect the governance model and be compatible with the project
principles;
• New members can be included easily and the Association can expand as needed;
• In general, formalities are straightforward and registration is simple;
• The articles of association can reflect our agreed Governance Principles. They can include different
‘blocs’ of stakeholders with separate voting rights (as in Principle a), for example, and allow the multistakeholder participation that we would like to achieve in the observatories.
New organisations will be eligible to join the H2O network of national observatories. The panEuropean
observatory will be responsible for any decision on whether to accept a new member based on the
following criteria:
• The organisation is, or will be, an independent, not-for-profit entity;
• The board of the organisation is constituted in line with Principle a) in Annex 2 above; • The board of
the organisation formally adopts the governance principles in Annex 2 above;
• The organisation adheres to the Constitution Agreement agreeing to:
o safeguard the comparability and consistency of outcome measurements in the interest of patients,
society and science;
o adopt the Code of Conduct that is part of the Constitution Agreement and safeguards how the
Observatories handle health data in the interest of patients, society and science; and
o become a valuable contributor to the governing bodies of the pan-European Observatory and
contribute scientific and health policy expertise in order to advance the mission of the Observatory.
• A plan, agreed between the new organisation and the pan-European observatory, is in place. This plan
will cover the establishment and growth of the new observatory, including the commitment of at least
one major academic hospital to be an active partner in the new observatory;
• The organisation agrees to adopt the technology standards of the H2O network, including for example
a common data model (such as the OMOP Common Data Model), the FAIR data principles and
interoperability standards such as HL7 FHIR.
Existing members of the H2O network will be required to continue to adhere to the criteria above. Where
an existing observatory fails to meet the criteria, the pan-European observatory will be responsible for
deciding on remedial measures including, if necessary, expulsion from the network. The process and
criteria for sanctions and ultimately, termination, will be outlined in a subsequent H2O Deliverable.
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