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Definitions
•

Participants of the H2O Consortium are referred to herein according to the following codes:
1. MUW. Medizinische Universitaet Wien
2. Charité. Charite – Universitaetmedizin Berlin
3. EMC. Erasmus Universitair Medisch Centrum Rotterdam
4. ICS-HUVH. Institut Catala De La Salut – Hospital Universitari Vall d’Hebron
5. KCL. King’s College London
6. KUL. Katholieke Universiteit Leuven
7. EPF. Form Europeen des Patients / European Patients’ Forum
8. I-HD. The European Institute for Innovation through Health Data
9. The Hyve. The Hyve BV
10. TEAMIT. TEAM IT Research SL
11. KUH. Karolinska Universitetssjukhuset
12. UniSR. Universita Vita-Salute San Raffaele
13. IKNL. De Stichting Integraal Kankercentrum Nederland
14. TAKEDA. Takeda Pharmaceuticals International AG
15. NVS. Novartis Pharma AG
16. ABBVIE. AbbVie INC
17. Lilly. Ali Lilly and Company Limited
18. MDT. Medtronic International Trading SARL
19. Pfizer. Pfizer Limited
20. ROCHE. F. Hoffman-La Roche Limited
21. SARD. Sanofi-Aventis Recherche & Development
22. JDRF. JDRF International
23. 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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Abbreviations
Acronym /
Abbreviation
OP

Meaning

CA

Constitutional Agreement

WP

Work package

DGA

Data Governance Act

EHR

Electronic Health Record

D

Deliverable

Operational Plans
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Abstract
The scope of this deliverable is to describe an overarching operational plan for the four National
Observatories (NO). The overarching operational plan for the NOs contains a general description of the
main actions required for the deployment and operational functioning. This deliverable describes on a
high level the necessary capabilities and the main tasks that the national observatories will implement.
As we provide a general framework, the detailed plan on implementation and deployment level for each
country will be created in D 6.2. The latter will be created after finishing this deliverable.

1. Introduction
An important prerequisite for the H2O vision to come to life is to set up 4 independent entities that are
being embedded in the healthcare ecosystems of the 4 Tier One countries together with a European
Observatory that serves as the Umbrella Organization. All these entities will be non-profit organizations
that need to remain financially sustainable. To achieve this, they need to serve patients, healthcare
providers and other stakeholders efficiently and cost effectively. The Observatories will only be successful
if they provide excellent service to all relevant stakeholders and gain their trust as an efficient and valuable
partner. As a result, one needs to create an operating model that ensures appropriate allocation of
resources as well as an organizational culture that serves the goals of the H2O project and overall
Enterprise.
-

The mission, the vision and the governance principles of the H2O observatories were set forth in
Deliverable D1.1. In this present deliverable we focused on identifying:
The key activities that each national observatory will have to perform in order to achieve these
goals and accomplish the mission;
The type of capabilities required to perform these activities successfully.
The allocation of tasks between national observatories and the European observatory and the
ways of interaction in order to also explore possible synergies and complementarities.

This Deliverable represents our current thinking about the operational model. However, there are a
number of parallel activities that may impact significantly this model. As a result, we plan to elaborate
more granular operating models and road maps for implementation for each national observatory in
Deliverable 6.2 (that will follow in few months) as well as in the sustainability model 6.12.
An important consideration for the elaboration of this overarching operating model as well as the final
operating model of the Observatories is the ongoing legal and policy developments regarding the
European Data Governance Act proposed by the European Commission as well as the discussions
around the European Health Data Space. Our underlying assumption is that the H2O observatories will
be viewed as Data Altruistic Organizations in view of the mission and the non-profit nature of the H2O
Enterprise. However, and in order to prepare for all possibilities we have identified the various activities
with sufficient, but not too much granularity to allow us to adjust to different models if legally required.
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2. Methods
2.1. Preparatory work
The H2O Observatories are new constructs with no obvious role model to follow or copy. As a result,
our work has been done through continuous brainstorming and collaborative discussions building on the
experience of all partners. In addition, we have conducted a feasibility survey and a risk assessment with
the country leads of the Tier one countries to obtain their perspective on how to best ensure a successful
operating model for the National Observatories. This deliverable was lead by WP 1 but conducted in
close collaboration with WP 6 and representatives from divers group of professionals representing other
WPs, partners, countires. As part of the WP 6 effort to prepare deliverables D6.1, D6.2 and D6.3
deliverables we undertook the following activities: a) WP6 country leader regular meetings, b) a country
risk management assessment, c) a feasibility questionnaire, and d) an operational plan brainstorming
document. In addition the earlier deliverables from WP 1 has also been of crucial input to this deliverable
e.g. 1.1 and 1.2.

2.1.1. Country risk management assessment
As part of the WP 6 effort, each country team was advised to conduct and maintain a risk management
assessment and propose respective mitigation measures by using a common template described in
Annex 1. This tool informed the design of the operational plans of the European and national health
outcome observatories.

2.1.2. Feasibility questionnaire
A feasibility questionnaire (cf. annex 2) addressing concrete implementation points in the respective
national context was distributed to country leaders. This helped achieve a global overview of the health
ecosystem landscapes of the Tier One countries and will be critical in informing the design of the 3
deliverables related to the operational plans of the observatory.

2.1.3. Brainstorming document
To kick start the process, the WP 6 team prepared an ideation document including the basic concepts
of a typical operation plan to seek input from country leaders.

2.2. Brainstorming sessions
The team has organised two brainstorming sessions with representatives from different WPs.
Participants with different expertise and background jointly agreed on the content of the overarching
operational plan.
The following questions guided the discussions at each session:
- Capabilities required in general:
o What capabilities should be present in all local observatories?
o What capabilities could be shared across the four national observatories?
o Per country vs shared across countries?
- How will the general organizational plan look like?

© Copyright 2021 H2O Consortium
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2.2.1. Session 1:
During the first brainstorming session, the following points were discussed.
1. Scope of the Deliverable:
• What Capabilities (align on Definition)?
• How much?
• How-high level?
2. Requirements
3. “Good-to-haves”
4. Input documents
• D 1.1 as a guide for 6.1
• Brainstorming doc
5. Pan-EU Cross-functional teams
• Must
• Could

2.2.2. Session 2:
During the second session, the following points were discussed and agreed upon:
1. Concept
2. Recapitulating the First draft
3. Front and back-end model of the operational plan
4. Organisational structure
5. Processes
6. Revenues
Results of the discussion are summarised in chapter 5.

© Copyright 2021 H2O Consortium
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3. European Health data space DGA – H2O
The European Commission is proposing new legislation regarding Data Governance. This draft legislation
is very much in line with the philosophy and the vision of the H2O and aims at creating a regulatory
environment around data within Europe that safeguards individuals’ privacy rights whilst also allowing
innovation and creating the right market dynamics to boost the knowledge economy. The draft Data
Governance Act foresees different type of models for entities to operate within the Data economy and
mandates structural separation in order to avoid situations where data controllers are being tempted to
engage in practices distorting innovation and creativity in the broader data space. At the same time, the
draft Act introduces the concept of a Data Altruistic Organisation that refers to non-profit entities that
manage data on behalf of data subjects in the interest of society and public interest. Considering the
mission and objectives of the H2O, there is a strong probability that this concept will apply to the H2O
Observatories.
For the purposes of this document, we will focus our reflection on the type of capabilities required to
achieve the mission and the objectives of the NOs regardless of what might be the final legal form and
whether one might need to split activities between two different entities or not.

4. Overarching Operational plan for national Observatories
4.1. Integrating local perspectives
The feasibility questionnaire (which also integrated elements of risk management analysis) highlighted
interesting findings which will impact the operational plans of the H2O NO:
Data Governance Act
a) The positioning of H2O NO in relation to the Data Governance Act (DGA) will be a determining factor
for the final operational model. Our underlying assumption is that the H2O will be viewed as a data
altruistic organisation. This model is compatible with the H2O mission. As a result, the H2O NO can
perform all tasks associated with being a data aggregator/intermediary, data processor while at the same
also be able to analyse data, draw insights and develop software from the collected data. This is reflected
in this deliverable below (cf. Figure 3 and Figure 4)
Value to stakeholders
b) In order to achieve its goals, the H2O Observatories will need to create value for all stakeholders. This
means that there will be a need to provide data insights to patients in order to keep them interested in
engaging with the tools of the Observatories, to Healthcare providers (HCPs) in order to facilitate their
work and offer them a valuable tool for clinical practice as well as possibilities for research and of course
to all other stakeholders who would be interested in health data insights of a broader patient cohort for
scientific, health policy and regulatory reason. In other words, the H2O NO will need to be able to handle
personalised data for individual patients and HCPs who would be interested in understanding how a
particular patient’s outcomes compare to a broader cohort of similar patients but also carry out analysis
on the aggregated data of big patient cohorts. This means that the Observatories may need to consider
a network architecture design that will provide adequate protection for individual patients/providers
without compromising the Observatory’s ability to analyse big data. This could entail to separate out data
handling tasks and data repositories with anonumised data (e.g. aggregated) as well as other
appropriate solutions that the project team will consider in the duration of the project.
© Copyright 2021 H2O Consortium
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Landscape
c) There is an overall favourable cultural and political context in all countries towards the H2O approach
illustrated by multiple parallel initiatives and significant resources dedicated to health data and digital
health innovation. However, a general lack of harmonization and the co-existence of contradictory
perspectives have been identified as a key challenge to overcome. As a consequence, the positioning of
H2O observatories in this dynamic and fast-evolving landscape will be critical. As a result, it will be
important to plan adequately for skills and capabilities in communication and digital health in order to
engage appropriately with relevant stakeholders and key opinion leaders to build trust and acceptability.
Data access and governance
d) A sensitive issue in most countries is access to health data. One frequently encounters reluctance to
share health data with private companies or public authorities. It is thus critical to ensure appropriate
communication resources to provide clarity on the data governance principles of the Observatory and
the safeguards provided. It is also important to talk about the benefits for the individual patients as well
as for the patient community of sharing personal health data.

As a conclusion the feasibility questionnaire and risk management analysis highlighted several elements
to be considered in the operational plan of the NO:
•
•
•
•
•
•

A robust data protection implementation, possibly through technological innovation.
Encourage hospitals to implement technical solutions to aide data standardization and
harmonization by developing technological infrastructure
Communication and advocacy with all stakeholders, specifically with local health authorities will
be of paramount importance
Harmonization with and leveraging on parallel initiatives
Development of creative solutions to increase acceptance and sustainability
Ensure data accessibility for patients within local guidance

4.2. Type of organization
The national observatories will be independent non-profit legal entities set up as associations.
Their legal structure and the underlying rationale are being described in Deliverable D1.1
(Observatory Business Architecture).

4.3. Governance
The Governance Principles of the H2O Enterprise are included in Deliverable D1.1 (Observatory Business
Architecture).
Annex IV of this deliverable includes a model Constitution Agreement that implements these Governance
Principles within the H2O ecosystem, clarifies the roles and responsibilities of the National Observatories
and the European Observatory, sets forth the decision-making process within the H2O ecosystem and
the overall governance of the H2O Enterprise. The model Constitution Agreement also address the
process for accepting new Observatories in the H2O Enterprise. It will be adjusted as appropriate upon
the appointment of the European Observatory to also take into consideration the national law and
regulations of the country where the European Observatory will be established.
© Copyright 2021 H2O Consortium
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4.4. Core capabilities and operations of an H2O
National Observatory:
In what follows we identified the key activities that a national observatory will have to perform in order to
achieve its goals and the corresponding capabilities that will be required. These are preliminary thoughts
since the establishment of the Observatories is an iterative process with simultaneous reflection in several
areas including the Network Architecture, the Information Governance, the possible sustainability model
etc. As a result, this first reflection will be refined in accordance with how the thinking progresses in all
these adjacent areas.

4.4.1. Definition framework of the H2O NO

Figure 1. Definition framework of H2O
Core capabilities (1), Core operations (2), activities and tasks (3) and roles (4) of an H2O National Observatory

4.4.2. Core activities of an H2O National Observatory
Although there may be some differences between countries, a list of common activities will be undertaken
by each National Observatory.
Figures 2 and 3 below present these core activities, figure 2, using a blue colour, presents the activities needed to
ensure adequate data collection and curation and the corresponding capability requirements. Figure 3 details the
activities/ tasks related to the analysis of the data

© Copyright 2021 H2O Consortium
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Figure 2. Activities relating to the collection and curation of outcomes relevant data

To be successful the Observatories will need to:
a) Ensure they have an appealing value proposition for patients and HCPs. This means:
a. Provide a useful tool that supports communications between HCPs and patients;
b. Provide excellent user experience that is at least at the same level to the technologies
currently used by citizens in everyday life (appealing user interface, reliability, fast
response etc.)
b) Build trust with stakeholders
c) Provide excellent services to patients and HCPs to ensure excellent user experience
d) Ensure state of the art cyber security and privacy protection.
e) Provide research possibilities for HCPs and (clinical) researchers
This will entail the following tasks:
Identifying the right outcome sets that will be implemented in clinical practice reliably: this is one of the
key responsibilities of the European Observatory with the input and contribution by National
Observatories.
Promoting H2O and recruiting healthcare sites, patients, clinicians: this requires a high level of
stakeholder engagement.
On-boarding sites and their patients this requires stakeholder management skills, strong IT and
technological skills as well as legal skills. Moreover, it will need clinical skills, e.g., of a nurse or other
health professionals.
Ensuring Information governance; implementing data flows, data hosting and security: this requires
significant technological skills and legal input.
Data management, will be the skills to plan, setup and conduct the data collections as well as design
the more scientific data flow. This will require scientific as well as legal skills.
These tasks could also be outsourced and as a result, legal skills will also be required.
© Copyright 2021 H2O Consortium
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Figure 3, using the green colour, depicts the activities required to exploit the data and create insights
and analytics.

Figure 3. Activities related to the analysis of, and research on, outcomes relevant data

The data exploitation functions presented in Figure 3 are:
Performing data analyses, extracting and analysing data sets, this would require expertise in the area of
outcomes research, psychometrics, biostatistics, data analysis as well as data management.
Contributing insights as a national level, this would require data science capabilities, outcomes research,
epidemiology as well as business skills
Creating business at national level may prove to be an important functional area for national
observatories. As a result, it will be important to ensure appropriate business skills in the management
team.

4.4.3. Core capabilities of an H2O NO
Taking into consideration the activities outlined above, the team concluded that each National
Observatory should have the following capabilities:
© Copyright 2021 H2O Consortium
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1.

Executive roles:
Management
Hiring/training staff
Vision of the organisation, strategic business development
Stakeholder management:
o patient engagement
o communication
o (scientific) community management
2. Admin/strategic support capacity:
• Finance
• Logistics
• Legal
• HR
• Business development
o Clients
o Innovation
o Marketing
• IT
3.

4.

•
•
•
•

Service capacity:
Technology:
o Data processing
o Data security
o Interoperability (outcome sets, terminology, exchange)
o Aggregation
• Data architecture:
o Data model
o Exchange
o Metadata
• Data management
o Data Sciences,
o Statistical Sciences,
o Statistical Analyses
• Outcomes research
o scientific analysis, reports
• Methods, psychometrics
• Implementation of PROs, clinical skills
•

Special capacities
Data governance:
o Ethics
o Protection
o Access
o Consent
o Content
• Helpdesk: a model of front and back-end desk could be considered
engagement

•

to facilitate Patient

For the Description of the strategic operations of the H2O national observatories please look at annex IV

© Copyright 2021 H2O Consortium
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4.5. Roles
While the exact composition of teams may differ across national observatories depending upon size,
workload, budget etc., it is expected that the following roles will be included:
- A managing director reporting to the Board and responsible for the finance and operations of the
observatory;
- A Chief Ethics officer reporting directly to the Board, this is an individual with accountability. ( this
explained in the CA annex V)
- A Chief Methodological Officer, reporting to the managing director, responsible for the
development and approvement of reports, protocols and type of feedback given to patients;
including advice to (external) stakeholders, if needed
- Health professional staff to respond to patient requests and queries;
- Data Professionals, including, but not limited to Data Scientists, Statisticians, Engineers,
Analysists responsible for curating the data; managing the anonymisation and pseudonymisation
processes; data linkage; and conducting analyses on the national data;
- Support staff, including legal, IT, finance communications and administrative staff
These roles are depicted below in an indicative organizational chart (figure 4).
It is possible that some roles are being shared within Observatories or with the European Observatory.
The analysis of the exact resource required in each H2O observatory as well the exact job profiles will be
part of Deliverable D6.2 and D6.3 where the detailed operational plans of the Observatories will be
elaborated. At that stage, we will also reflect on the processes that need to be introduced to ensure
alignment, exchange of best practices and continuous performance optimisation.

4.6. Indicative organisational structure
Although agreement on a definite organisational structure is not achievable at this stage of the project,
nor is it within the scope of this deliverable, the figure below shows only an indicative model for an
organisation chart. The various functions are mapped to the capacities of the national observatories
described above. This will be further elaborated and adapted for each of the national observatories during
the development of deliverable 6.2 and expanded with the under 4.3 described tasks and capabilities.
The H2O National Board of Directors is a non-executive body. It will include five representatives of the
five different constituencies as described in the governance principles (cf. above). Each of these
constituencies will identify a representative who will sit on the H2O National Board of Directors thereby
ensuring multi-stakeholder engagement. Each NO could have the possibility to set up additional advisory
boards (yellow dotted line) if necessary while avoiding redundancy with the H2O National Ethics
committee.
The H2O Methods officer is a methodology expert who approves scientific queries, research protocols
according H2O scope and ensures that scientific methodology is properly used to implement meaningful
analyses to which patients consented. As the H2O NO develops, a H2O Methods Committee might be
established, constituted of experts on research methodology. This will be chaired by a Chief Methods
officer who directly reports to the board and advises the management director.
Similarly, the H2O Ethics officer This committee will have accountability for all ethical matters. The Ethics
officer ensures that our activities are; aligned following national ethics standars and where necessary
protocols, queries, activieties are approved by a formal national ethics commmitte of the hosting country.
As the H2O NO evolves we might consider to establish an internal H2O ethics committee constituted of
© Copyright 2021 H2O Consortium
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National Methods Ethics experts and will be chaired by the H2O national Ethics officer (chief ethics officer)
who directly reports to the board and advises the management director. The chief ethics officer ensures
that the highest ethical and privacy standards are implemented following national and international law
across the range operations of the NO.

Figure 4. Organizational Chart

© Copyright 2021 H2O Consortium
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5. Revenues & budget
In the primary phase of the project, the operation of the observatories will be supported by IMI project
resources. The partners will carry out on a secondment basis the appropriate tasks for establishment of
the NO.
After the IMI funding period, the Observatories will need to be selfsustainable. The H2O team is working
in parallel on the sustainability model in WP6 D6.12.

© Copyright 2021 H2O Consortium
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ANNEX I
Country risk management assessment template (to add in landscape orientation)

ISSUE TRACKER
H2O -

Project Name
Project Manager
Issue #

SCALE OF
LIKELIHOOD

Date ID

Critical
High
Moderate
Low
Extremely low

Issue Statement

Certain

High
High
High
Medium
Medium

© Copyright 2021 H2O Consortium

Who is at risk

Very likely
High
High
Medium
Medium
Low

Consequence

Severity

SCALE OF LIKELIHOOD
Likely
High
Medium
Medium
Low
Low

Unlikely
Medium
Medium
Low
Low
Low

Likelihood

Risk impact

Responsible

Recommended action/ mitigation strategy

Highly unlikely
Medium
Medium
Low
Low
Extremely low

17
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Annex II Feasibility questionnaire

Questionnaire on feasibility of the
implementation of H2O governance
principles and sustainability strategy for the
national observatories
1. Country:
2. What is the Health system model in place in your country?
a.

Social insurance system (Bismarck model)

b. NHS-based (Beveridge model)
c.

Other, please specify

3. Could you please add a short description of the organisation of the health ecosystem in your country? (Ex
for Spain: Universal coverage and free access at the point of use, funded by taxes, Spending: 9.1% of Catalan GDP,
Multi-provider system publicly funded and contracted by CatSalut, Main provider: Institut Catalan de la Salut – ICS;
Primary care: provider of reference for the 75,2% population with 370 primary care teams, Secondary care: 63
hospitals)
4. In your opinion what are the main specificities (cultural, organizational...) of your country’s health system
that are the most relevant for H2O? (Ex for Spain: Providers of healthcare, funder and governing body of the health
system belong to the same organisation)
5. Have you undertaken a risk management analysis for the implementation of the national observatory in
your country? If not do you plan to do one?
6. In your opinion, what are the two or three main potential hazards for the implementation of the H2O
observatories?
7. What could be existing control and preventable measures to the hazards identified above?
8. Are there any particular topics or events (cultural, political…) that you believe requires extra vigilance for
the implementation of H2O in your country?
9. Are there any existing similar initiative as the H2O observatory at the local/ national level? (Ex for Spain:
PADRIS, Saluscoop)
10. Are you planning to create a new legal entity or will you use a pre-existing one?
11. Which legal format do you foresee for this new or pre-existing entity? (Ex: association foundation…)
12. Which one of the governance principles do you identify as the biggest challenge to implement in your
country setting?
© Copyright 2021 H2O Consortium

18

945345 – H2O – D6.1

13. How do you foresee the national observatory’s role in regard to the Data Governance Act , only as Data
Intermediary? (data aggregator whose mission is to share and pool data with the highest level of privacy, transparency
and neutrality)
14. Have you clearly identified a demand and a supply side for the observatory in your country?
a.

Would they overlap in any capacity or are they clearly distinct?

15. Would you consider in your country a differential pricing policy for users of the observatory?
16. Do you think that the cultural and political context will welcome the observatory at a citizen level?
17. Do you feel that the health authorities provide you with the political support necessary for the creation of
the observatory in your country?
18. How do you perceive the acceptability of selling health data to private companies or public authorities from
the point of view of the general population and of the patient populations?
19. Would you welcome the possibility for patients to opt-out of specific use of their data with specific
providers?
20. What do you think are the major obstacles to the linkage of clinical data to PROs, in terms of hospital IT
system?
21. How do you perceive the level of acceptation of sharing clinical data with the observatory at the clinician
or healthcare provider institution level?
22. Do you foresee any issue regarding data protection at a local level?

Annex III
Drawing on parallel work-streams and deliverables
This deliverable also builds upon a series of activities that has taken place over the first six months of the
project in various work packages from WP1 and WP6. In fact, some of their initial deliverables helped to
define the nature, governance and business models of the National Observatories.
These inputs to Deliverable 6.1 are summarised briefly here. All this work prior to this deliverable is
summarised in this Annex I.

D1.1 Observatory business architecture
First, the business architecture of the observatory described in D1.1 deliverable laid the foundations of
this work by defining the mission, objectives and the organisational framework of the national
observatories. The governance model described by the governance principles as well as the type of legal
organisation widely exposed in D1.1 determined the framework in which the national observatories will
operate.
D1.1 focuses primarily on organisational governance. It identifies the kinds of legal entity that may be
suitable to operate a National Observatory, the instruments it needs to define and formulate, possible
organisational structures and its governance model. Each National Observatory will have a strategic and
© Copyright 2021 H2O Consortium
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a business relationship with the European level EU Observatory, which is also outlined in D1.1. The
deliverable emphasises the importance of stakeholder engagement, some stakeholders being part of its
formal constituency for voting and decision-making purposes, others being stakeholder groups with
whom to form relationships including importantly patient organisations and healthcare professional
organisations.

D1.2 Data Management Plan
Furthermore, this work draws insights from the data management plan which was the topic of D1.2
deliverable and rigorously established the data flow between patients, hospitals, observatories and
eventually the users. Not only has the data flow description been critical in defining the various capacities
required to ensure the operations of the observatory but it has also helped identify necessary functions
such as data protection or cybersecurity.
D1.2 defines the data flows that need to be implemented, primarily at a national level. This includes
outlining the connectivity is that is needed between patients, healthcare provider organisations and the
role of the National Observatory as a Data Altruistic organisation (according to the Data Governance Act)
on behalf of patients, sharing data with their consent with treating clinicians. This document, therefore,
helps to scope the data processing functions and information governance functions of the National
Observatory.

D6.12 H2O exploitation and sustainability strategy
Eventually, the knowledge resulting from discussions and analyses of the sustainability strategy
developed in deliverable D6.12 has been instrumental to define the various functions necessary for
observatories to achieve financial independence. This work as well as currently ongoing activities helped
identify the type of products and services that will be delivered by the observatory through a thorough
analysis of the demand and supply sides still currently ongoing.
D6.12 introduces the separation between the "Demand side" and the data “Supply side “of H2O. The
data demand side is the most visible, and likely to generate most of the income, through the EU
Observatory by providing consolidated cross-country outcomes and comparative outcomes. However,
there is recognition of a national level demand-side, for example, patients receiving aggregate dataenabled services as well as healthcare payer, regulator and policymaker actors needing national-level
outcomes intelligence to support decision-making. National-level industry may also be interested in
purchasing various forms of outcomes intelligence. However, at the national level the supply side is most
strongly emphasised. This is because the willingness of patients and healthcare professionals (plus their
healthcare provider organisations) to provide data to H2O is one of the most critical success factors for
the whole project and its sustainability. The value propositions for these supply-side stakeholders most
strongly emphasises patient empowerment, clinical decision-making and outcomes improving value
rather than monetary value propositions. National Observatories need to be well placed to negotiate
these kinds of supply-side relationships, and to deliver value back to those stakeholders so that the data
provision streams remain strong and can grow to embrace new sites and new disease areas.

Throughout this deliverable, it was deliberately chosen to reference each of these foundational prior work
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while avoiding as much as possible repetition and paraphrasing unless required for optimal
comprehension.

Figure 1: Prior H2O inputs to this deliverable

Operational capabilities of National Observatories
The necessary operational capabilities of a National Observatory are those required in order to deliver
the above capacities, plus some core elements that any running not-for-profit organisation needs to have
in place. This section, and this deliverable, does not yet elaborate these in detail. That elaboration,
including any necessary national profiling, is further work of this work package and will be reported in
subsequent deliverables. This section presents the topic areas that the eventual operational model will
need to cover, as a series of mind maps (topic maps), which are in essence the headings that the eventual
operational model may have. These topic areas are each work in progress and are presented here as
reflective of current thinking rather than being definitive.
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Annex IV
Description of the strategic operations of the H2O national observatories described is earlier
deliverables
•

•
•

•

•
•

•

•

•

Data protection: guarantees that data are protected under jurisdictional EU and national data
protection law. Data protection is considered in national observatories as “by-design” & “bydefault”.
→ This refers to D1.2 Data Management Plan and will refer to the next deliverable on this
topic D1.9 and D1.11.
→ This will also be the topic of a future deliverable D2.1 Assessment of the local/national
situation regarding data protection, access to and integration of outcomes data from
existing clinical records
Communication: promote the benefit of measuring and using outcomes at regional, national,
European and global levels which build upon the work of the communication team of H2O.
→ This refers to the D7.2 Project communication plan and initial toolset
Interoperability: ensures the adoption of common technical and semantic standards
(OHDSI/OMOP, FHIR, large electronic health records databases, etc...) to guide reproducibility
among the different infrastructure and informatics systems of the national observatories and
avoid fragmentation of data.
Data architecture: set up and maintain an informatic technology/data architecture allowing for
data consolidation, scalable data warehousing and robust data governance implementations but
also integration within a data federated network.
→ This will be the topic of a future deliverable from WP2 D2.2 Development of an
architecture blueprint WP2
Data processing: Pseudo-anonymization, anonymization and aggregation of data.
Linkage and harmonization:
o link data from clinical reported outcomes (ex: Electronic Health Record), patient-reported
outcomes but also from disease registries and another patient repository.
o harmonize data according to the core outcome data sets defined by H2O.
Data analysis and insight generation: includes all scientific activities that will treat and analyse the
data to produce evidence-based information. This information will be presented in reports
including insights for national and European stakeholders including aggregated patient profiles
of outcomes-relevant insights delivered back to patients.
Patient engagement: activities aiming at communicating with patients and actively promoting an
active participation in the H2O national observatory at various level (governance through the
patient advisory board, training/ education resources on health literacy, collection of patient
feedback, awareness campaigns etc...). A helpdesk composed of healthcare professionals will
ensure patient assistance for the correct use of digital tools and guaranteeing wide adoption of
the tools.
Business development: ensures the sustainability of the observatory through active engagement
of clients and stakeholders, generating revenues, innovation and technology watch. This capacity
will guarantee for the national observatory to keep abreast with the latest market development
and trends.
→ This refers to D6.12: H2O Exploitation and sustainability strategy
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Annex V H2O MODEL Constitution Agreement
1. Purpose and mission
The purpose of this document is to establish cooperation principles and rules of procedure which
regulate the European Observatory and National Observatories.
The mission of Health Outcome Observatories (H2O) is to empower patients with tools to monitor
their outcomes, 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 to safeguard patient health data on patients' behalf and according to their
mandate, and enable ethical analyses of this data when patients consent to advance science and
healthcare. In order to do so, an independent, not-for-profit, entity – an observatory – in each of four
European countries, covering three disease areas, initially will be set up. In addition, a European
Observatory will be established to ensure consistency and comparability in outcome measurements
but also in the overall policies, code of conduct and operations across the national observatories.
2. Roles and responsibilities of National Observatories and European Observatory
A) National Observatories
National Observatories will:
•

•

•
•
•
•

•
•

collect, link and manage outcomes data (including patient reported outcomes and electronic
health record data) on behalf of patients and in accordance with their consents. Ethics Officers
of National Observatories will ensure that queries from European Observatory and from
National Observatories comply with applicable national laws, rules, regulations, policies,
guidelines, guidances and (if applicable) all conditions imposed by an Ethics Committee;
comply with the criteria outlined in Annex 1, key policies and rules of procedures established
by the European Observatory in the best of their capacity given their local legal political and
ethical context; local variations may be possible; in the event of a conflict between local legal
framework of the National Observatories and the policies set up by the European Observatory,
European Observatory may initiate termination of membership of such National Observatory;
build a national H2O ecosystem in collaboration with the broad healthcare professionals and
patient communities in the respective country;
be a strategic partner in discussions about health policy in the country in generation of
evidence related to outcomes of health interventions ;
collect patient data but also provide regular analysis and reports regarding the data to
establish their position as the ‘Expert witness’ in health policy;
enable and facilitate models that provide patient support and information and/or facilitate
health monitoring (pharmacovigilance / appropriate and personalised drug utilisation / safety
monitoring etc) while at the same time ensuring compliance with the H2O governing principles
including those outline in Annex 2 on collecting standardised outcomes and ensuring patient
control of their data and operating in the interest of patients, society and science;
have access to anonymized aggregated data of other national observatories through the
European Observatory;
will work on the change to a federated data concept and federated data analysis in their own
country.
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B) European Observatory
The European Observatory will safeguard the sustainability of the overall undertaking by:
• elaborating commonly agreed interoperability specifications for the current and future use cases
in collaboration with the National Observatories, guiding implementation at country level, avoiding
fragmentation using a federated data management approach and promoting the benefit of
measuring and using health outcomes at regional, national, European and global levels;
• ensuring consistency and comparability in health outcomes measurements and health outcomes
data collected among all national observatories;
• complying and ensuring that all National Observatories comply with the criteria outlined in Annex
1;
• proposing if required any additional procedures for the National Observatories ;
• building patient-centric and outcomes-driven organizations based on transparency and trust in
collaboration with the National Observatories;
• supporting the creation of National Observatories in other countries;
• creating a financial model for access to health data on an annual basis;
• representing the overall undertaking in collaboration with the National Observatories to the
general public, including potential clients, and communicating about the activities of H2O
contributing to society and science;
• protecting the privacy of patients, healthcare providers and other stakeholders,
• supporting and monitoring patient recruitment and adherence in the National Observatories;
• ensuring that queries on anonymized data from the National Observatories are being run in
accordance with the Governance and Ethical rules adoped by the Board and in compliance with
applicable rules and regulations. National Observatories are ultimately responsible for the
anonymization and for ensuring that any results from queries run on the national data do not
allow the identification of patients, healthcare providers, healthcare staff, or other stakeholders
When required in the context of a study or research protocol the Ethics Officer of the European
Observatory will collaborate with the Ethics Officers of the National Observatories to obtain the
necessary local approvals .
• Enhancing technology regarding data collection and federated analysis;
The European Observatory is a non-profit organisation existing according to the laws of [XXX] with a
seat in [xxx].
3. New Members
The Board of the European Observatory will be responsible for any decision on whether to accept a
new member based on the criteria in Annex 1.
4. Termination of membership
Membership can be terminated by resignation, exclusion and liquidation of the member. Any member,
which ceases to possess the qualification required in Annex 1 , shall ipso facto cease to be a member.
A public communication will inform that member ceases to possess such qualification after a defined
warning procedure as set forth in section 5. B)c.) .
The Board of the European Observatory may terminate the membership of any member:
a. in case of breach of this document,
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b. for acting in a manner gravely injurious to the reputation of European Observatory or the interests
of the Members.
As a consequence of the termination of membership, any results of data analysis and possible
resulting intellectual property will:
- remain with the National Observatory if the query was initiated and concluded by the National
Observatory
- will be fully transferred to the European Observatory if the query was initiated and involved any
analysis that the European Observatory concluded.
5. Financial Governance
As a non-for-profit Association, the resources shall be made up:
- contributions of the members; this shall be fixed annually by the Board of Directors
- revenue generated by European Observatory activities in accordance with the financial model set
forth by the Secretariat General.
6.

General Assembly
The General Assembly shall consist of all the members of the three constituencies National
Observatories, Patients Organisations, Regulators. The voting weight of the three constituencies
will be as follows:

•
•
•

Constituency of National Observatories (60%);
Constituency of patient organisations (20%);
Constituency of HTA agencies/regulators (20%)
The General Assembly shall be convened by its President or named substitute and shall meet at
least once a year at the place or virtually and on the date fixed by him or her after deliberation
with the Board of Directors.
The Secretariat General and the Ethics Officer may attend General Assembly meetings and
participate in the discussions, but shall not be entitled to vote.
i. Competence
The annual report of the European Observatory’s activities shall be provided to members at least
one week before the date of the meeting.
The agenda for the Annual General Meeting shall include:
• A written report by the Secretariat General or the Board of Directors,
• A written report by the Treasurer,
• A written report by the Ethics Officer,
• Any other item specified by the Board of Directors,
• Any other item specified by any member requested in writing to the Board of Directors at
least ten (10) days in advance of the meeting.
ii. Quorum and Adoption of Resolutions
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A General Assembly is always competent to pass resolutions. Considering that the three
constituencies will have different weight in their voting, the resolution shall be adopted if it receives
a simple majority within the constitutency of the National Observatories and simple majority with
at least one more constituency. Extraordinary resolutions such as the amendment of the
Constitution agreement will require simple majority in all three constituencies.
7. Board of Directors
The European Observatory is managed by representatives of each of the three Constituencies:
National Observatories, Patients Organisations, Regulators. Each constituency will be governed
by its own organisation rules and will nominate its representatives to the Board of Directors.
The complete Board of Directors consists of:
• Equal representation of National Observatories (60%);
• Representative of patient organisations (20%); and
• Representation of HTA agencies/regulators (20%)
The Board of Directors shall elect from among their members a President and appoint a
Secretary-General.and an Ethics Officer. National Observatories propose potential Ethics Officer
candidates.
Further persons can be invited to the Board of Directors in an advisory capacity without having
any voting rights.

i.

Competence

The Board of Directors shall have the broadest powers of administration and management,
subject to the powers reserved to the General Assembly.
The Board of Directors will delegate the daily management of the European Observatory to the
Secretary-General and supervise the Secretary-General's work.
The Secretary-General shall represent and act as the legal representative of the Association.
The Board of Directors shall supervise the budget implementation through a budget control
system worked out by the Treasurer in co-operation with the Secretary-General.
The Board of Directors shall meet according to rules defined in the Association Bylaws.
8. Other members:
a. Secretary-General
The Secretary-General is appointed and dismissed by the Board of Directors of the European
Observatory and:
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-

ensures the operational implementation of the decisions taken by the managing bodies
and who is in charge of day-to-day operations. This Secretary-General may be assisted
by an office.
proposes the financial operational model to be approved by the Board of Directors
(including how to ensure revenue sharing with the national observatories).
drafts the bylaws to be approved by the Board of Directors.

b. Treasurer and auditors
The Treasurer is appointed and dismissed by the Board of Directors and is responsible for:
- controlling the annual budget of European Observatory;
- controlling the financial reports and maintaining European Observatory's accounts;
- proposing the financial contribution, if necessary.
c. Ethics Officer
The Ethics Officer chairs the Ethics and Methods Board. This board consists of Ethics Officers and
methdologists from National Observatories. Each National Observatory Ethics Officers and a
substitute member who will participate in meetings if the Ethics Officer is unavailable. The Ethics
and Methods Board will be responsible for :
- Drafting procedures to access data; these procedures then need to be approved by the
Board of Directors
- Approving queries to be run by the European Observatory and the National Observatories
B) Other provisions
a. Changes
This document can only be modified on the proposal of the Board of Directors and approved by
the General Assembly. A proposal to modify this document must be submitted to the Board of
Directors at least two months before the general meeting. At least two-thirds of the member
associations should be present at this meeting. If this proportion is not achieved, a general
meeting may be convened again after an interval of one month, if half of the member associations
so request. In any case, a proposal to modify the statutes shall only be adopted, if two-thirds of
the votes per constituency are obtained.
a. Dissolution
In case of dissolution, the General Assembly establishes the method, designates the liquidators
and determines their powers and fees.
b. Governance Principles and rules of procedures:
The European Observatory and National Observatories will comply with governance principles in
Annex 2 and any other rules included in the code of conduct.
Each member shall maintain and enforce adherence to lawful practice and act in good faith and
transparently with respect to other members. European Observatory and its members shall
operate in full compliance with applicable laws.
c. Non Fulfillment of Obligations
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Should one of the members not fulfill its obligations, the European Observatory shall warn the
concerned member and remind them to comply within a maximum of [month]. The European
Observatory shall make any effort to contact the concerned member(s) in order to solve the
difficulties. The parties undertake to find a rapid and efficient solution.
Should the non-fulfilment of obligations continue, despite notifications as mentioned under point
1 of this article, the European Observatory may decide to exclude the concerned member, with
the approval of the other members.
In case of non-fulfilment of a member's obligations having financial consequences for the
network’s funding as a whole, the European Observatory may demand compensation to cover
the sum involved.
d. Dispute resolutions
In case of any disputes (even if regarded as such by only one of the partners), which may arise
owing to a further agreement or an actual action which is wholly or partly subject to the present
agreement, the members shall first work towards an amicable settlement.
In case the members do not reach an amicable settlement, the settlement will be adjudicated by
the competent court of the European Observatory has its registered office.
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Annex 1: Criteria for new National Observatory joining the H2O Network
1.

The organisation is, or will be, an independent, not-for-profit entity;

2.

The board of the organisation is constituted in line with Principle a) above;

3.

The board of the organisation formally adopts the governance principles in 3.2 above;

4.

The organisation adheres to the Constitution Agreement agreeing to:
a. safeguard the comparability and consistency of outcome measurements in the interest
of patients, society and science.
b. Adopt the rules of procedures outlined in the Constitution Agreement.
c. Become a valuable contributor to the governing bodies of the European Observatory and
contribute scientific and health policy expertise in order to advance the mission of the
Observatory.

5.

An operational plan agreed between the new organisation and the 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;

6. 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 Health Level Seven International (HL7) Fast Healthcare
Interoperability Resources (FHIR).
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Annex 2: 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.
b.
c.
d.
e.

Society overall (key representative could be appointed by the government)
Patient Organisations
Medical Professionals
Regulatory Agency and/or HTA authority
Private sector (Life science industry, healthcare consultancies etc.)

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 analyse 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 Umbrella 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 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.
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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 Umbrella
Observatory. The Ethical Council of the Umbrella 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
including registries, additional healthcare providers, patient organisations etc. to join the H2O
ecosystem in order to allow ethical health outcome 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.
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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
standardisation 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 roll-out. Decisions on
prioritisation will be made within the Umbrella 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 Umbrella
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
Observatories will introduce and commission an objective process for creating such standards
It will be important for the Observatories to set up a robust process for the selection and adoption of
these standards in a way that these standards become part of the broader health ecosystem and are
respected by HCPs, health authorities, patients etc. 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 co-creation with multiple stakeholders, including
health authorities, HCPs, patients and patient groups, to ensure broad acceptance of
outcome measurements.
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