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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. Charité – 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. Forum 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 participants.
Consortium Agreement. The 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

Meaning

- AC. Associated Collaborators
- AEMPS. Agencia Española de Medicamentos y Productos Sanitarios (Spanish Agency for Medicines
and Health Products)
- CC. Country Coordinators
- CMO. Coordination and Management Office
- EFPIA. European Federation of Pharmaceutical Industries and Associations
- EMA. European Medicines Agency
- EU. European Union
- ExCom. Executive Committee
- GA. General Assembly
- H2O. Health Outcomes Observatory
- H2020. Horizon 2020
- IMI. Innovative Medicines Initiative
- IMI2 JU. Innovative Medicines Initiative Programme 2 Joint Undertaking.
- KPI. Key Performance Indicator
- OA. Open Access
- PABs. Patient Advisory Boards
- PL. Project Leader
- PROs. Patient-Reported Outcomes
- PROMs. Patient-Reported Outcomes Measures
- PREMs. Patient-Reported Experiences Measures
- SC. Steering Committee
- SME. Small and Medium Enterprise
- WP. Work Package
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Summary
H2O will support better health outcomes by creating and implementing an unprecedented, standardised
data governance and infrastructure system across Europe to incorporate outcomes reported by patients
in decisions affecting their health care, and those of the entire community. The public and private sectors
have partnered to launch this initiative set to deliver a positive impact across the health care ecosystem
by enhancing health research prospects, sustaining more efficient healthcare systems and making
relevant data available to better inform the development of new treatments that reflect outcomes reported
by patients.
Crucial to the project’s success and its future sustainability is the ability to communicate to external key
stakeholders, H2O’s vision, objectives, expected impacts and important operational aspects regarding
the Observatories. To ensure that all relevant target groups are properly engaged, and key messages
properly conveyed in a timely manner and through the right channels and tools, a communication
strategy needs to be formulated and a plan outlined. The present document lays down H2O’s overall
communication policy to achieve maximum efficacy and instill the transformational nature of this project
and its value for health care.
All in all, this report will provide a harmonized approach and shared strategy for all partners, whilst
outlining a communication plan. This will reflect the communication objectives, roles and responsibilities,
target audiences, and activities and tools to support their implementation in a timely basis and in line with
the project’s budget. An initial set of communication materials which is already being developed, will also
be described.
This document will be updated and supplemented by yearly communication tactical plans -both at
general and country level- over the duration of the project.
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1. Introduction
H2O brings together representatives of patients’ organisations, clinicians, life sciences industry,
researchers, and health authorities to build a European scale network of health outcomes data collection,
analysis and evidence sharing to inform clinical practice and healthcare decisions. A total of 23 partners
makes up this public-private alliance set to take the prominence of health data outcomes in clinical care,
health research and healthcare systems to the next level.
To ensure that the project goals are achieved by 2025, H2O needs to rely on a solid and ambitious
communication strategy. This will have a critical impact in ensuring not only H2O success, but also its
future sustainability.
To maximize its effectiveness, the communication and dissemination strategy will rest on the following
premises:


Alignment and cohesion
All H2O activities will capture and express H2O’s vision, mission, and objectives. This entails well
defined communication objectives, audiences, and a set of key concepts. The design of these pillars
in the communication strategy will be agreed by the appropriate governance body before being
consistently deployed and further developed.



Continuity and planning
The progressive development of the communication strategy exposed in this document will be made
a priority. This entails anticipating specific communication needs, objectives, and appropriate actions
for each phase of the project.



Consistency and guidelines
Consistency in all communication materials - in terms of content, quality, and style - will be monitored
by the Communication Team, in collaboration with the Editorial Board. Furthermore, all publications
and materials produced will follow IMI communication guidelines.



Partner collaboration
Partners will assist the Communication Team in building a common understanding of all key
audiences and their priorities, so that they can be efficiently identified, reached, and engaged in the
project. They will also play an active role in spotting new ad hoc communication opportunities.



Partner engagement
Partners and their individual members will be motivated and actively engaged in the project’s
communication and dissemination activities within their organisations and across their networks and
contacts. They will act as H2O’s ambassadors and advocates.



Balance
Equitable participation of partners (public and private) representing different interests, motivations
and viewpoints will be fostered to ensure that all relevant audiences are reached. At the same time,
similar leverage amongst key topics should be promoted.
© Copyright 2021 H2O Consortium
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Synergies
Synergies between stakeholders, other IMI projects and related initiatives will be explored in order to
maximize effectiveness of communication and dissemination activities.



Evaluation and reporting
Measures to monitor and evaluate the overall performance of the communication actions will inspire
future plan’s adjustments.



Internal Communication
Internal communication will be dealt with by the Coordination and Management Office (CMO) through
the actions specified in the Project Handbook. The Communication Team, responsible for external
communication, will seek consistency and coordination of efforts with the CMO Team in charge of
internal communication.

The present document primarily focuses on outlining H2O’s external communication and dissemination
strategy. It will then move to describe the actual plan -i.e., “when” and “how” this strategy will be
implemented-. Therefore, in terms of communication strategy, this report will provide:


general context on H2O vision and the landscape of patient-reported outcomes data in health care,



a brief description of the main objectives the project aims to achieve,



a communication assessment of the project to date,



the communication objectives which will best contribute to accomplish H2O’s desired outcomes,



the key concepts that will guide the dissemination strategy,



a map of key audiences segmented and prioritised, and



a set of key messages tailored to relevant audiences.

The actual communication and dissemination plan for H2O is described in the second part of the
document. It includes:


the general outline of the main actions designed to achieve the established communications
objectives,



a matrix of these actions segmented by audiences and monitored by KPIs, and



a tactical communication plan for 2021.

Finally, the report will briefly refer to the task of the Communication and Editorial Teams who are
responsible for the coordination of the actions described in the previous sections and will close with a
description of the procedures that are in place to respond to a crisis communication.
All in all, this document intends to be a common framework to inspire and direct H2O’s communication
strategy for the duration of the project, whilst being flexible enough to fit national specificities and respond
© Copyright 2021 H2O Consortium
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to any exceptional and timely need. This report fits within the guidance set forth in the Grant Agreement,
the Consortium Agreement, and the Project Handbook. In the event of any inconsistency, the Grant
Agreement and the Consortium Agreement shall prevail.
Regular updates are envisioned as more insights are to be collected over the course of the project and
the impact of this communication strategy is assessed. For one, progress made on the fight against the
COVID-19 global emergency will be followed up closely to take into consideration any limitations, needs
and opportunities affecting H2O’s communication strategy in the foreseeable future (i.e., limited
opportunities for face-to-face interaction with key stakeholders).

© Copyright 2021 H2O Consortium
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2. Communication assessment
2.1. Context
The heterogeneity of partners that make up the Consortium and the far-reaching scope of H2O makes
it a rather complex project. This initiative is set to strengthen the patient voice in health care with the aim
of improving health outcomes for patients, enhancing health research and fostering a value-based
approach in healthcare systems. To achieve H2O’s vision, 23 partners from the public and private
sectors have come together to define and design a patient-centred, ethically and legally sound
framework of Observatories. This represents the first-ever attempt at scale to collect and incorporate
patient outcomes into healthcare decision making at an individual and population level.
H2O has three core objectives:


Establish Health Outcomes Observatories (H2Os) as legal entities and running services in each of the
four participating countries and in three disease areas.



Empower patients with the data to better manage their health.



Extend the H2O concept to additional data sources and other settings.



Make data available for research and value-based decision-making.

These imply a change of paradigm in the role played by patient-reported outcomes (PROs) in health
care. Hence, H2O is expected to produce considerable impacts in the areas of clinical care, health
research and, also in healthcare systems by:


Creating a governance model that allows to unleash the benefits of patient health data whilst
safeguarding patients’ privacy rights.



Building knowledge on “what really matters to patients” to foster value-based health care.



Bringing more effectiveness into the healthcare system.



Strengthening patient centricity in drug and treatment development by incorporating patients’
perspectives.



Fostering a more competitive research environment in Europe.

2.2. SWOT Analysis
The challenges and opportunities posed by this ambitious enterprise extend to the communication
sphere. Therefore, an assessment on the internal and external communication factors influencing the
project will help develop a more effective strategy.
This SWOT analysis identifies, from a communications viewpoint exclusively, the internal strengths and
weaknesses of H2O and explores the external opportunities and threats that surround the project.
© Copyright 2021 H2O Consortium
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2.2.1. Strengths:


Prestige and diversity of partners and the leading experts they bring into the project.



Alliance and participation in other IMI projects and national and international collaborations



Common objective and implication of key partners.



Powerful communication tools already developed (Website, general presentation, corporate video
and profiles in Twitter, LinkedIn and You Tube).



Expertise to produce rich and engaging content and clear processes to develop it.



Large partner community to disseminate and promote all messages.



Communication is considered a strategic component for the project success.

2.2.2. Weaknesses


Reliance on voluntary participation for content production and dissemination and limited involvement
of partners’ communication experts.



Complexity to ensure alignment amongst partners.



Scattered communication materials already in use.



Differentiated emphasis in key outcomes of the project and exploitation interests for each
stakeholder.



Multiplicity of audiences both at general and national level that require differentiated actions and
production of communication materials in different languages.



Budge limitations to shape and implement an external communication strategy for a complex project
such as H2O.

2.2.3. Opportunities


Synergies with other initiatives and IMI support in disseminating H2O’s core messages and
achievements.



Creation of a European Data Space, including health, which the European Commission has made a
priority for the period 2019-2025.



In line with the above, interest by Health Authorities at European and national level with the European
Medicines Agency (EMA) openly supporting the establishment of an EU platform to access and
analyse healthcare data from across the EU that allows to unleash the potential of big data for public
health.



Institutional framework provided by IMI.

© Copyright 2021 H2O Consortium
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2.2.4. Threats


Major focus on exceptional events related with public health that may have an impact on re-allocation
of resources (also communication) to other projects (i.e., COVID-19).



Difficulty to engage with key stakeholders at a more personal level (one to one meetings) due to
external circumstances (i.e., COVID-19).



Changes in government at national or regional level during the project lifespan could add a degree
of uncertainty and make it difficult to identify and engage with relevant interlocutors.



External events that may trigger opposition by interest groups to collect and share data influencing
public opinion and policy makers against the H2O approach.

H2O counts on important internal assets -embodied by the diversity and expertise of partners involvedto design and implement a powerful communication strategy. At the same time, this heterogeneity of
partners (and motivations) may pose a challenge to advance and sustain a coherent and consistent
communication strategy throughout the project. This should be considered in order to build a common,
sound and stable strategy. Internal debate and stakeholders’ inputs and participation will be promoted
to reach consensus and agreement in critical communication documents.

© Copyright 2021 H2O Consortium
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3. Communication objectives and key concepts
Communication and dissemination are a cornerstone in H2O due to the project’s scope and its expected
impact on health care. An aligned communication strategy with clear objectives and concise key
concepts, followed by regular and streamlined tactical plans will help to deliver more efficient and effective
results during the project’s lifespan.
As H2O evolves, so do communication and dissemination objectives. Therefore, it is important to
establish specific goals for each phase of the project and eventually tailor this timeline to different key
audiences.
At this point, it is worth bearing in mind that, in line with Horizon 2020 (H2020), IMI funded projects
should help ensure that results are adopted by the scientific community, whilst they open the door to
new business opportunities. Furthermore, they should contribute to educate and explain to the wider
society the importance of investing in research and innovation by conveying its societal impact. Thus,
H2O’s communication strategy shall also consider these criteria as its objectives are also embedded
within H2020 desired communication and dissemination outcomes.

Figure 1. H2O’s vision and scope

3.1. Objectives
3.1.1. Building awareness and reputation through knowledge
Initially, H2O communication strategy needs to raise awareness and gather the attention of a wide variety
of audiences. Communicating what H2O is about, its objectives, expected results and the potential
benefits of adopting the Observatories approach, will drive the early stages of the communication and
dissemination strategy. Therefore, H2O’s initial communication efforts will be targeted on highlighting the
© Copyright 2021 H2O Consortium
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positive impact of the project amongst those audiences who can best contribute to shape this new
framework, but also on key opinion leaders who are likely to publicly support the creation of the first
Observatories.
Given the complexity of this project which brings together a wide diversity of partners -patient
organisations, clinicians, researchers, public health institutions, pharmaceutical companies- the core
concepts to be communicated need to be agreed upon by partners prior to constructing a set of key
messages. Overall, these main ideas should point to the societal, scientific and economic impact of H2O
and, at the same time, generate realistic expectations about the anticipated outcomes and prevent any
potential misunderstandings. Thus, providing first-rate knowledge about the project through different
channels will result in appropriate comprehension and will contribute to build H2O’s reputation going
forward. This should also help establish synergies with similar initiatives.

3.1.2. Generating interest and acceptance of H2O and its expected impacts
H2O will create an unprecedented, standardised data governance and infrastructure system across
Europe to incorporate patients’ opinions and preferences in decisions affecting their individual health
care and ultimately, those of the entire patient community. Building on awareness, the next
communication objective should focus on influencing external key opinion leaders’ perceptions and
attitudes about H2O importance on contributing to measure outcomes more effectively, facilitate
personalised treatments, enhance health research prospects and promote value-based approaches in
healthcare systems. The endorsement of these experts will contribute to present in a positive light the
case for H2O to other stakeholders.
Dissemination of the Observatories’ governance, operativity aspects and outcomes should support this
communication goal and, at the same time, reinforce its reputation amongst key audiences and opinion
leaders operating in the European Health ecosystem. Ultimately, communicating to decision makers -in
European and national health government bodies, patient organisations, providers, academia, and the
industry- the positive outcomes the project is starting to produce, could drive endorsement both during
H2O’s lifespan and once the project has been completed.

3.1.3. Driving engagement and inducing endorsement and participation
By fostering H2O’s reputation as an innovative project set to deliver benefits for patients, policymakers,
health authorities and providers, industrial partners, the scientific community or clinical hubs, new
stakeholders may be more likely to adopt the Observatories framework, thus ensuring the sustainability
of the project. To impact their behaviour in this direction, it is mandatory to continue engaging in a fluent
dialogue with external key stakeholders in several ways: workshops, webinars, trainings, formal and
informal meetings. These will provide the opportunity to H2O’s partners to listen actively and learn about
potential adopters and users’ interests, expectations and concerns, while setting up mechanisms to
address any issues in a timely manner.
At the same time, as the project progresses and further outputs are generated, these should be
© Copyright 2021 H2O Consortium
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disseminated and displayed as tangible outcomes that encourage decision-makers to endorse and
foster the adoption of the model of Observatories designed by the project.
Different communication objectives may coexist and overlap as a two-tier approach should be expected
to respond to the complexity of the project with ramifications (and specificities) in each of the four
countries that will first set up a national Observatory. Indeed, the project will unfold in two stages: the
first one will focus on the creation of the initial Observatories in 4 countries which will provide the proof
of concept required to progress to a second stage in which this novel framework will expand to other
regions and countries and disease areas. Therefore, this strategy will focus initially on professional
audiences directly involved in shaping the health data environment -at European and country level- with
a view to support better health care, enhance health research and inform policymaking. Thus, patient
organisations, health care providers, clinical researchers, regulators, HTAs (Health Technologies
Assessment bodies) and health care authorities already working in this field will be targeted in the early
stages of the project. The stress will be placed in active listening and dialogue favoring external
engagement through personal meetings and communication (i.e. e-mail, LinkedIn). Other communication
channels and tools will be activated during this first phase, which will also focus on three disease areas
-diabetes, IBD and cancer. More details in this regard will be provided in section 6 of the document.
On a second phase, once governance and operational aspects of the Observatories have been designed
and initial entities are up and running, audiences who have not played an active role (yet) but are to be
affected by the project’s outcomes will come into focus. H2O will considerably raise its public profile in
external events, scientific publications, or different media.
A third phase of the project will revolve around sustainability and exploitation plans. A specific
dissemination strategy will be designed towards the end of the project to support this task lead by work
package 6, in collaboration with work package 1. Indeed, the project already plans to bring stakeholders
together regularly at European and national levelto define the value propositions for each interest group
and inform a future business plan to expand this new framework to other countries and disease areas.

Figure 2. Overall Communication Objectives

© Copyright 2021 H2O Consortium
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3.2. Key concepts
A set of key concepts will inspire H2O external communication, in line with the project’s vision and goals.
Precisely, alignment on core messages is vital to drive individual communication and ensure
coherence across all H2O communication and dissemination activities. In order to define a group of
inspirational ideas, H2O has implemented a participatory process, open to all Steering Committee
members. Based on the project’s vision and mission outlined in the Description of Action annexed to the
Grant Agreement, the Steering Committee and representatives of the European Patients’ Forum (EPF)
were invited to a workshop organised by the Communication Team.
Discussions during this session revolved around the following topics:


Unmet needs H2O addresses (limited visibility, integration, and uptake of PROs in healthcare
systems, and lack of systematic approaches at scale).



Solutions the project aims to provide (create a standardised data governance and infrastructure
system of Observatories across Europe to incorporate patients’ experiences and preferences).



Implications and impact of the project (benefits and value proposition H2O will bring to the different
stakeholders or audiences).



Concerns about the project (issues raised by the different stakeholders, identified by partners at this
stage).

A balanced representation of the different stakeholder groups – patient organisations, researchers,
clinicians, industry- took part in this rich debate. The main outcomes were summarised, refined, and
filtered before being presented back to the Steering Committee (SC) for approval.
These strategic key concepts can be summarised in the following six points:

3.2.1. Like water, data is an essential resource
H2O will create and implement and ethical governance framework to ensure that health data, as an
essential resource, is adequately used for the benefit of individuals and of the society. This new paradigm
will unleash the full potential of patient health data to improve care and outcomes, whilst protecting
patients’ privacy rights. Furthermore, the H2O approach will trigger a dramatic advancement in research
across Europe.

3.2.2. Patient empowerment
With the support of digital tools being developed by H2O, patients will not only be able to track how they
feel and visualise their information in a dashboard. They will also be able to compare how they are doing
with others, and then discuss any variations with their physicians, thus driving engagement and fostering
patient empowerment. This will be done through anonymised data voluntarily provided by patients to
improve care for the whole patient community as well as their own.
© Copyright 2021 H2O Consortium
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3.2.3. Richer patient-provider dialogue for more tailored and effective treatment decisions
H2O addresses a current limitation of outcomes reported by patients not being routinely incorporated in
a comprehensive and systematic way into the decision-making process affecting their individual clinical
care. Thanks to technological innovation embraced by the project, patients will be able to use a trusted
and tested system to register critical and reliable information about their symptoms, treatment experience
and preferences which can be shared with their physicians. This allows for a richer and more fruitful
dialogue between the patient and his/her health care provider resulting in more tailored and effective
treatment decisions.
In line with this, H2O plans to co-create streamlined, easy to use tools and processes to ensure that only
meaningful, relevant, and comprehensible health data is introduced in a straightforward and intuitive way.
Patients and health care professionals will gain access to systematic and robust patient-reported
information to help them better understand the patient and provide treatment more effectively.

3.2.4. Promote value-based health care
Healthcare systems are faced with the challenge of optimising their resources to deliver the best care.
The framework of independent, patient-centred Health Outcomes Observatories will provide a
standardised information system containing valuable data at scale on patient-reported outcomes to
inform better health care decision-making and policies.
Thanks to H2O, what really matters to patients will be systematically brought into the equation to provide
a deeper understanding of burden of disease and health systems performance with a view to identify
areas for potential improvement. The H2O framework will contribute to the development of valued-based
approaches in health systems across Europe and beyond.

3.2.5. Network of Observatories
H2O will set up Observatories in four countries (plus an umbrella European Observatory) focusing initially
on three disease areas (diabetes, IBD, cancer) that will collect data and provide information not only for
individual clinical care, but also for enabling evaluation of new treatments for health care decision-making
and for research.

3.2.6. A leap forward in health research
The project opens a new window of opportunity for clinical research by providing the necessary
infrastructure and data governance system to conduct cross-country analysis and facilitate the creation
of European networks for observational and randomised studies using real world evidence. The
innovative H2O framework will facilitate the consolidation of health data -now fragmented- in Europe,
thus fostering a more competitive research environment.

© Copyright 2021 H2O Consortium
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Figure 3. H2O – Core concepts

4. Audiences
H2O is set to bring substantial change into health care by creating an unprecedented, standardised data
governance and infrastructure system across Europe to incorporate patients’ opinions and preferences
in decisions affecting their individual health care and those of the entire patient community. This project
will have an impact on a wide variety of stakeholder groups within the health ecosystem and beyond.
Patients, health care providers, health authorities and policy makers, regulators and HTAs, researchers,
life sciences industry and society as a whole will be affected by H2O in different ways.
This next section offers an overview of these audiences -and the subgroups that conform them- based
on information gathered internally. Needs, concerns and motivations of key stakeholder groups have
been taken into account to paint a close picture that informs the project’s communication strategy.
Furthermore, this section establishes specific communication objectives for each audience group that
H2O needs to fulfil in order to effectively reach out to them and foster engagement, support and
participation.
This chapter also touches on country specifics. By mainly focusing on health authorities, it outlines some
particularities in Austria, Netherlands, Germany and Spain to be considered when building the
communication strategy.
© Copyright 2021 H2O Consortium
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4.1. General audiences
4.1.1. Patients
Patients will be the main beneficiaries of H2O and will contribute to the design of the Observatory. The
project will ensure that their perspectives are incorporated in a systematic way in decisions affecting their
individual healthcare. Moreover, H2O’s innovative approach will empower patients to have a stronger
voice in health care, have more control of their own health, besides benefiting from advances made by
research based on real world evidence. In summary, H2O will enable better outcomes by bringing
accurate and precise assessment of patient-reported outcomes into the equation.
This broad audience can be classified in two different subgroups attending to various levels of expertise
and their different needs:
- Non expert patients and their carers. This group includes patients with different needs, accessibility
requirements, ways to access information and get in touch. Parents of children with a disease and adult
children with elderly parents requiring partial or total care also need to be considered, together with
patients from underrepresented groups -i.e. less represented countries in research projects, minority
groups, undocumented people-. Also, partners, especially those involved in caregiving, other family
members providing varying levels of support and professional live-in carers are included in this group.
Non expert patients and their carers are often surprised and frustrated to learn that disease outcome
measures are largely based on input from clinicians, and do not usually incorporate patient experiences.
Hence, the H2O approach to incorporate their perspectives into health care decision-making will
represent a leap forward in terms of patient empowerment and care outcomes. Besides learning about
the positive impact the project will clearly deliver for the patient community, they need to understand
the pathways to contribute and engage with H2O through their local Observatory. They also require
comprehensive information about how their health data will be governed and their privacy rights
protected.
- Patient organisations, patient experts and individual patient advocates. National coalitions of patients,
international patient organisations and online patient forums and support groups are included in this
segment, together with individuals with high level of expertise. Patient organisations and national forums
have the capacity to influence policy-making. They chiefly share H2O’s vision and mission but need to
understand key operational features of the Observatories. Data governance, informed consent and the
protection of patient’s privacy rights are two aspects that will be scrutinised by this audience. Thus,
H2O communication efforts need to focus on explaining carefully the ethical and comprehensive
governance infrastructure the project intends to create in Europe to safeguard data for and on behalf
of patients.
As it will be outlined in the communication and dissemination plan further below, H2O will focus initially
on the second group -both at general and country level- to engage them in fruitful dialogue and ensure
they provide feedback on key aspects of the Observatories model. Moreover, as patient representatives,
they are in a better position to transmit the added value of H2O to their respective communities. Once
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the governance principles of the Observatories have been outlined to guarantee full protection of patients’
privacy rights, expert groups within this audience can focus on creating synergies with H2O to help build
the network of Observatories that will enable the systematic use of patients’ perspectives in health care
decisions.
As it has just been mentioned, patients are not only the main beneficiaries of H2O, but also essential
interlocutors in the process of co-creating the Observatory framework. To this end, Patient Advisory
Boards (PABs) focusing on each disease area -at European and country level- will be established to
make sure that the input of this vital stakeholder group is properly embedded into the project and
reflected in the final framework.
Thus, engaging with patient organisations and experts’ groups to facilitate the collection of patients views
and feedback through these organisations’ networks is the primary communication objective. Indeed,
these stakeholders could reach out to individual patients and even online patient communities if:


they are made aware of H2O’s objectives and benefits for patients and its sound governance
structure and



hence, decide to endorse the project and participate in its development and sustainable use.

4.1.2. Health care providers
As a project set to transform clinical care in Europe, health care providers are a crucial audience
to ensure the success of H2O. In terms of communication objectives, two subgroups can be clearly
differentiated:
- Medical executive officers and other executives at local hospitals, professional networks (ie. Chamber
of Physicians), practice networks and clinicians.
- Key academic hospitals already involved in the project. As members of the European University Hospital
Alliance, they collaborate with a wide network of hospitals and GPs in each country and will have an
active role in promoting H2O.
Incorporating PROs in the mix of measurements that inform health care decisions inspires H2O
transformational nature. Indeed, treatment decisions are currently being made based mainly on
laboratory measurements and clinician assessments. A paradigm that H2O will change thus ending the
monopoly of clinical data in health care decision-making with evident benefits both for patients, but also
for healthcare providers. In this sense, the framework of Observatories will facilitate better, more
personalised care decisions by providing clinicians with a more holistic view on their patients, thus
delivering the best possible outcomes. The remote monitoring in chronic diseases and access to
continuous PRO data that H2O promotes will also improve communication between patients and their
physicians, whilst allowing constant follow-up of the patient’s progression. All the same, this change in
paradigm will affect hospitals infrastructure, finances, and resource distribution by for instance more
directly involving other departments like IT to ensure PROs can be swiftly monitored. Thus, H2O
communication strategy will observe that funding bodies already support this transition towards more
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value-based health care and are ready to provide health care providers with the necessary resources to
apply the H2O model.
The implication of this stakeholder group, especially clinicians, is vital for the correct implementation and
roll out of the Observatories. Besides representatives of key academic hospitals who will act as project
advocates, disease specific clinicians involved in H2O are well positioned to involve their colleagues and
persuade them to get on board of this initiative to deliver better outcomes for patients by supporting their
decision-making based on more comprehensive data.
All in all, the main desired outcomes of H2O’s communication strategy for health care providers are:


Promote a cultural change towards a model that systematically incorporates patients’ perspectives
in health care decision-making to achieve better outcomes.



Generate awareness and interest in the H2O project.



Build reputation and foster credibility of the initial Observatories.



Bring about acceptance and endorsement of the new framework of Observatories.



Engagement in dialogue to:
−
−
−
−

identify threats and barriers towards the adoption of the H2O model.
gather detailed information on the difficulties of implementing and systematically monitoring
PROMs.
guide them in the preparation (IT, staff training etc.) for the implementation of standardised
and systematic PRO assessments.
beyond clinicians, actively seek support and participation of other professionals in this large
stakeholder group affected by the roll out of the Observatories.

4.1.3. Health authorities and Policy Makers
H2O will deliver important benefits to health authorities and Policy Makers by incorporating patients’
perspectives in health care decision-making thus introducing a powerful element to foster value-based
health care systems across Europe. H2O plans to build on existing data sources available for health
authorities to develop a deeper understanding of the burden of disease and the performance of the
healthcare system within a country to identify areas for potential improvement. By way of example, the
network of Observatories will enable health authorities to compare different patient pathways and select
the most efficient ones, optimising patient outcomes and costs. Moreover, with the European Health
Data Space due to become a reality by 2025, health authorities at regional and national level are well
aware that real world evidence will be at the base of health care decision-making across Europe.
From a communication perspective, three subgroups need to be differentiated within this audience:
- Health authorities who need to secure the future sustainability of health care systems by fostering a
more value-based approach. Introducing patients’ perspectives on what works and does not work will
help flag any deficiencies in health systems, thus better informing decision-making in health care and
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potentially helping reduce costs whilst improving care. In this sense, H2O is an ally of health authorities
as it can assist them in their endeavour to move forward in this direction. It will also help them to align
with the European Commission who has made the European Data Space a priority.
- Policy makers which include a diversity of actors involved in the shaping of health policies (Public Affairs
agencies, politicians, and legislators at local, national or European level, etc).
- Competition authorities in each country and at European level gathered around the European
Competition Network (ECN) whose mission, in the field of health data, is to prevent the formation of
monopolies. H2O will help shape a new data ecosystem where no one will have exclusive control of data.
The main communication objectives flagged for this audience are:


Secure health authorities’ public endorsement of systematic PRO assessment as the way forward to
engage and empower patients and make healthcare systems more sustainable.



Engage in dialogue with health authorities. As the ultimate decision makers and enactors of health
care across Europe, they need to have a say in the innovative governance model and operational
framework H2O is designing with the collaboration of patients.



Raise interest and acceptance of the Observatories amongst policy makers by showcasing results
from the first Observatories as proof of concept and highlighting the impact they will bring not only
to health care systems, but also to patients and society as a whole.



Foster a culture change towards outcomes evidence-based policies as the way forward to improve
care through PROs and foster patient engagement and empowerment.



Raise awareness among competition authorities about H2O and its expected contribution to shape
a new data ecosystem based on competition.

4.1.4. Researchers
H2O opens a new opportunity for research by providing the necessary infrastructure and data
governance system to conduct cross-country analyses and facilitate the creation of European networks
for observational and randomised studies using real world evidence at scale. Indeed, H2O’s innovative
framework will facilitate the consolidation of health data in Europe, thus fostering a more competitive
research environment where cross-country analysis becomes a reality. Once the network of
Observatories becomes fully operational, researchers will be able to tackle more ambitious projects,
implausible now due to the fragmented landscape in health data and the lack of standardisation.
Additionally, the project will allow researchers to better understand the role of PROs in overall treatment
decisions.
Three differentiated subgroups integrate this audience:
- Clinical researchers which comprises doctors involved in research, but also professional associations
and practice networks interested in learning the impact of novel therapies. Precisely, H2O will provide
the missing piece in the jigsaw -valuable PROs assessment information- needed to evaluate the impact
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of new treatments.
- Supportive care researchers which includes those professionals focused on identifying the population
they need to support, besides concentrating in stratification to detect potential risks for each patient.
This subgroup is considered to be largely aligned with the project vision and objectives, as H2O
represents an opportunity to systematically incorporate PROs in health care research and treatment
decisions.
- Academia and public research organisations which involves University hospitals as the primary
audience in this subgroup but also governmental research operations, research centers and
organisations, labs and innovation centers, Universities and higher education institutions like technical
schools conducting research or publishing standards in disease specific areas, psychometrics, statistics,
technology, OHDSI community, health services, health policy, outcomes or value-based healthcare.
The desired communication outcomes for these stakeholder groups will aim to:


Contribute to the cultural shift amongst the clinical research community to evaluate outcomes not
only in terms of clinical measurement (morbidity and risk of mortality) but also PROs (quality of life).



Get supportive care researchers on board by raising awareness about the project so that they
become H2O advocates.



Establish H2O as academic authorities in the field of PROs research.

To ensure acceptance of H2O and the use and adoption of the services provided by the Observatories
amongst the research community (including H2O standard sets), the communication strategy will focus
on:
− generating interest by highlighting the positive impacts the project will deliver for different
stakeholder groups beyond researchers, placing special emphasis on is potential to empower
patients and to facilitate the widespread use of PROs.
− building credibility by providing evidence on design and operational aspects such as data quality
and comparability and by bringing attention to the Observatories ethical and legal governance
system that guarantees data security and protection of privacy rights.

4.1.5. Regulatory and HTA agencies
H2O represents a qualitative leap for regulators and HTA agencies as it will enrichen and strengthen
decisions made by them and will foster patient engagement. Indeed, the Observatories will grant them
access to standardised and systematic information on patients’ perspectives to better inform their
decisions. The H2O approach will permit continual adjustments to health care approaches, making
continuous value-based health care improvements a reality.
This audience group includes:
- Regulatory bodies who, as more drugs have some conditional form of licensing (i.e. adaptive trials),
have often expressed a desire to make more decisions based on real-world evidence. Hence, H2O can
provide them with the holy grail -PROs- they are missing.
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- HTA agencies who share H2O’s vision on the potential that PROMs and PREMs hold as powerful
indicators of effectiveness in the assessment of the added therapeutic value for patients of new
technologies. Access to trustworthy outcomes data provided by H2O, especially on newly approved
medicines and high-cost treatments, will be of great value to HTAs for instance in establishing
comparative effectiveness of new products.
Two communication objectives have been established for these subgroups:


Beyond raising awareness and interest in H2O, the project needs to build a solid reputation amongst
regulatory bodies about its capability to lay the foundation for the incorporation of patient
perspectives in a systematic, ethical way.



Enhance credibility of the Observatories framework as an optimal source of trustworthy, quality data
in terms of population representativeness, well-specified clinical populations (disease severity and
comorbidities), etc.

4.1.6. Industry
H2O will deliver value for the Life sciences Industry by creating an ethical, legal and structured
governance model that will enable access to pooled and anonymised or aggregated data on patientreported outcomes. Indeed, learning about what works (and does not work) for patients will enable lifesciences companies to better, and more quickly, understand patient journeys and therefore become
more patient-centric in their processes to develop more effective drugs and treatments. Furthermore,
this project also represents an opportunity for the industry to have a positive impact in public health by
supporting an initiative that will further personalise health care. In this sense, Industry participation in
H2O, facilitates its alignment with the goals of health authorities by funding a patient-centred initiative
and engaging with the whole healthcare ecosystem to work on an innovative framework that promotes
health data usage to improve patient care. Ultimately, H2O aims to foster the wider adoption of valuebased health care by including patient perspectives in a meaningful, action-oriented manner.
More specifically, data collected by the Observatories will support the Industry in several areas such as
clinical trial recruitment, value-based contracting, increase understanding of patient preferences or
evaluation of country specific treatment outcomes in real world.
From a communication viewpoint, this audience can be classified in two large subgroups:
- Lifesciences Industry which also includes those companies that operate in the devices and diagnostics
sector.
- Technological companies which comprise both SMEs and large technological enterprises offering
technological solutions and services to the life-sciences sector.
The main objective of H2O communication strategy in relation to the life science Industry is to persuade
companies to “buy into” the H2O approach and participate in it by purchasing the services that the
Observatories framework will offer going forward. To achieve this communication goal, key for the future
sustainability of the Observatories, H2O needs to establish its credibility by:
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highlighting H2O’s diverse but also powerful consortium which integrates experts in the field from
the public and private sectors. This unprecedented and influential alliance is the way forward to the
best possible (and viable) framework.



showcasing the functioning of the first Observatories where patients and physicians use the
infrastructure on regular bases to illustrate this behavioural change amongst both stakeholders’
groups.



emphasising how H2O will facilitate the industry alignment with health care authorities in key areas
such as patient centricity and the future sustainability of health care systems.

On the other hand, technological companies operating in the life sciences sector are the driving force of
technological development and innovation in Europe. By choosing to participate in H2O, they can
increase the project’s impact. Their motivations to take part in H2O may differ -SEMs regard it as an
opportunity to engage with key stakeholders and explore new market opportunities whereas for large
companies implies aligning with EFPIA objectives-. But both subgroups understand the impact this
transformational project will have in the health technology ecosystem. Therefore, to clear the way for
technological companies to participate in H2O, communication activities need to address any potential
concerns on interoperability, data governance and data privacy and safety.
Although not included as an Industry subgroup, health care data providers will be clearly impacted by
the project. As H2O is likely to threaten their business model once the Observatories framework is well
stablished, this audience will be monitored by the project representatives who will raise any specific
communication needs.

4.1.7. Journalists and the media
To raise awareness about H2O and better fulfil its communication objectives, the media should be
considered as a relevant audience. Indeed, both general and sectorial media play a fundamental role,
although indirect, in exposing H2O’s vision, mission and the potential benefits it can deliver to wider
audiences. Also, they are key to transmit to the public opinion the relevance of incorporating patients’
perspectives in health care decision-making to deliver better outcomes and advance in value-based
health care.
Beyond raising awareness, media can contribute to build H2O’s reputation and influence other key
audiences such us health care providers, policy makers, health authorities, ethic committees, lifesciences industry, public opinion leaders or society in general.
This broad audience group could be segmented in:
- main-stream and specialised media and
- journalists specialising in health and science who may become national advocates of H2O.
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4.2. Country specificities
4.2.1. Austria
In Austria, several actors need to be considered when it comes to health data. Austrian Health authorities
are overall supportive of H2O as a platform to foster value-based health care, digitalization of health and
patient empowerment. However, the successful implementation of the first Observatory will act as proof
of concept before health authorities endorse the roll out of H2O framework in the country.
Thus, the communication objectives will ensure that health authorities:


fully understand and endorse what H2O is about and the benefits it will deliver to each stakeholder
group.



in turn, communicate with those key stakeholders and constituents, inviting them to join H2O.

To this avail, H2O communication activities with health authorities will be based on interpersonal contact
to provide precise information on:


Governance and Architecture (security, transparency, consent and other ethical issues, costs, big
data management, sustainability, legal form, etc)



Infrastructure (interoperability and integration with existing systems and apps, etc)



Functionality (storage capacity, dashboard creation, etc)

4.2.2. Germany
German health authorities are favorable to the integration and standardisation of patient-reported
outcomes assessment. Several public agencies and regulatory bodies are already working in this
direction by promoting a digital health strategy in which the collection of real-world health data is a key
element, together with the use of patient-reported outcomes.
Moreover, one of H2O’s leading partners, Charité is already participating in large national eHealth
projects, such as the HiGHmed Consortium funded by the German Federal Ministry of Education and
Research (BMBF) to establish a large-scale data sharing infrastructure with the aim to make patient data
more accessible for health care and medical research. In this sense, the Medical Informatics Initiative
(MI-I) is creating a nation-wide research compatible electronic medical record for managing clinical data,
paraclinical data and also PROMs data.
With this in mind, the communication objectives set for the German scenario are:


Raise awareness about H2O amongst all key players and highlight the strengths of the project:
- diverse and robust Consortium with leading experts and institutions in Europe capable of
building the necessary infrastructure for assessing and using PROs.
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- strong governance principles


Ensure that the importance of using PROs in health care becomes a relevant topic for public opinion.



Public endorsement, possibly in the form of a guidance paper from policy makers or the Ministry of
Health regarding the standardisation and broad implementation of patient-reported health data
assessment.

H2O communication also needs to address concerns at the very early stages on key aspects such as
patient consent, financing, technical standardisation, or compatibility with existing infrastructures. In this
sense, one to one meetings with health authorities and other relevant actors will be the preferred
communication channel to engage in a productive dialogue and make sure the project is well explained
and any concerns addressed.
Going forward, health insurances need also to be considered as a key audience to ensure the future
sustainability of H2O in Germany.

4.2.3. Netherlands
In the Netherlands, the Ministry of Health and the National Healthcare Institute have already expressed
their interest in H2O as the data architecture the project seeks to implement is in line with their plans in
health policy. Their acceptance to be part of H2O’s Regulatory Board reveals the alignment of health
authorities with the project’s vision and objectives. In this regard, the Dutch Hospital Data organisation
(DHD) is of special interest to H2O as this entity plays a central role in the country’s e-health ecosystem
by collecting data from all the hospitals, including episode/admission oriented, administrative, clinical and
financial information. As a separate, independent, and neutral legal entity, it is well placed to operate the
Observatories in the Netherlands.
In summary, the H2O approach supports Dutch health authorities plans to create a platform that
promotes value-based health care and aligns with the European Health Data Space. To ensure full
endorsement during the set up of the first Observatories and their subsequent roll out in the rest of the
country, H2O’s communication to Dutch health authorities needs to stress the sound governance
principles that will guide the Observatories. As the Ministry of Health will have a prominent voice in the
design and implementation of the H2O framework, a fluent dialogue is mandatory during the project
lifespan.
But audience specificities in the Netherlands go beyond health authorities to include health insurance
companies -heavily involved in the financial structure of the system- and hospitals, who already manage
an extensive pool of health data. Individual insurance companies together with the Dutch Umbrella
organisation influence health policies at regional and national level. These organisations, highly funded
by the Minister of Health, currently collect patient outcomes and clinical data and often act as
spokespeople for patients. In line with this, hospitals in the Netherlands already have access to a large
pool of data.
Therefore, communication objectives for both audience groups need to focus on:
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raising awareness about H2O and its alignment with health authorities in the Netherlands and beyond



highlighting the benefits H2O will deliver -access to data at scale, better outcomes, more valuebased health care, patient empowerment-.



promoting interest and engagement during the setup of the first national Observatories and
participation going forward.

4.2.4. Spain
H2O plans to create the first Observatories in Catalonia, before the model is extended to other regions
in Spain. A front runner in innovation in health care, Catalan health authorities consider digital health to
be a fundament element of their strategy. Therefore, the Catalan Observatory is intended to become a
flagship for value-based healthcare, e-health and patient empowerment in Spain.
Responsibility for the correct use of health data falls with the Catalan Agency for Health Quality and
Evaluation (AQuAS). This entity manages all data from Catalonia's public healthcare system, which
includes providers (primary care, hospitals, mental health, social care) and public-funded services (such
as pharmaceuticals public dispensation). Hence, AQuAS, together with the public consortium partner
Hospital Vall d'Hebron University Hospital (HUVH) and the Catalan Health Institute (ICS) who manages
data for 75% of the primary care sector and 8 of the largest hospitals in Catalunya are the keystones of
the real-world data ecosystem in Catalonia. The three institutions play a pivotal role in the development
of the innovation and health management of the region and are in a vantage position to externally engage
with representatives of the Catalan Government and Health Care Authorities.
The communication objectives when reaching out to specific actors in the public sector are:
- Raise awareness and interest in the project’s scope and proposed infrastructure and governance
framework, thus addressing from the very beginning any sensitive topics relating to data security, privacy
rights and interoperability.
- Public endorsement of the project and willingness to become a key stakeholder by offering public
political support and committing the necessary resources.
Even though health competencies in Spain are transferred to the Autonomous communities, the Spanish
Ministry of Health and the Spanish Agency of Medicines are key audiences to be considered in all stages
of the project. Those actors in the public arena who become more involved in the set-up of the initial
Observatories, are well placed to advocate for the H2O framework amongst key stakeholders beyond
Catalonia.
Other audiences to be taken into consideration within the Catalan and Spanish health data ecosystem
are: regulators – i.e. AEMPS-, health agencies – i.e. Digital Health Strategy Office at Catalan Health
Service- or think-tanks – i.e. Bioethics and Law Observatory at University of Barcelona-. Early
engagement with this last key opinion leader inviting them to collaborate with other relevant stakeholders
in the European health data ecosystem is highly recommended. Their feedback can both contribute to
shape a sustainable national framework and to secure acceptance by Catalan authorities and public
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opinion.

5. Key messages
With the aim to drive impact in communication, a powerful set of key messages needs to be developed
in line with the key concepts describe in section 3.2. These pivotal ideas need to be transformed into
compelling statements, accompanied by self-explanatory texts, which can then be shared and used by
all Consortium members in different contexts.
Stemming from the discussions held during the communication workshop last October 2nd, a body of
general key messages was constructed and organised by hierarchy and audiences. The resulting
document was referred to the Steering Committee for further comments and approval.
This set of core statements should help convey the relevance and impact (potential benefits) of H2O to
key audiences and spread an accurate understanding of the project. These short and meaningful
messages keep an internal coherence so that they can better support each other and amplify the overall
communication of the project significance for the future of patient welfare, health care and research.
This initial group of key messages are addressed to all target groups although some will appeal more to
specific audiences. All in all, they provide a general frame so that individual messages tailored to restricted
target groups can be developed without compromising the coherence of the overall communication
strategy.
As the project progresses and dialogue with the different stakeholders is established, H2O key messages
will be revisited on regular bases to adapt them to newly identified communication needs. However,
future reviews will observe the requirement for consistency with H2O vision, mission, and core concepts.

6. Communication and dissemination plan
As a first-ever attempt at scale to collect and incorporate data on patient outcomes into health care
decision-making at an individual and population level, H2O is expected to produce considerable impacts
in different areas -clinical care, health research and healthcare systems- and affect not only multiple
stakeholders, but eventually, society as whole. The communication strategy outlined in this document
should contribute to effectively develop a positive attitude towards the H2O approach and
operationalisation and, ultimately prompt participation and/or adoption as a desired behaviour amongst
the relevant target groups.
Together with promoting the use and expanding the network of Observatories across Europe and
beyond, knowledge transfer and dissemination of results for others to use are a key aspect of this
research project which has been co-founded by the European Commission (EC). Therefore, H2O will
envisage both communication and dissemination activities in its annual tactical plans. These will be driven
by SMART objectives: specific, measurable, attainable, results oriented and timely.
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This next section describes how the communication and dissemination strategy outlined previously will
be implemented. It will list the mix of channels and tools to be used by the project to reach out to each
audience with a specific communication goal in mind. A communication matrix is presented in ANNEXES
I and II. Information on a tactical plan for the period 2021 is provided in ANNEXES III and IV) which include
a calendar of activities, milestones and events foreseen at this stage by the different work packages.
Also, as seen earlier, the scope of audiences in research projects has considerably widened in the last
decades. From being traditionally narrowed down to the scientific community, it has broadened to reach
other stakeholders such us patient organisations, industry, policy makers, the media and wider society.
Therefore, this plan envisages a number of actions aimed at diverse target groups. It combines
conventional channels of scientific dissemination such us publication of scientific papers or participation
in congresses with mass-media related actions, workshops, external newsletters or the development of
a website.
The figure below summarises the channels and tools that will come into play during the implementation
of the annual communication and dissemination plans during the project lifespan. The prominence of
some of these tools in the mix will be determined by the communication objectives at each stage of the
project.

Figure 4. Communication and dissemination channels and tools available for H2O

H2O will also reach out to the assigned Scientific Project Officer at IMI and the IMI Communication Team
to assist the communication team with the dissemination of the project’s main events and achievements
through those channels IMI and the EC have made accessible to H2020 initiatives (newsletters,
magazines, websites or conferences).
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6.1. General communication
With a view to raise awareness and interest in the project and its outcomes, H2O’s general
communication strategy will rest on traditional marketing tools such as a corporate website, newsletters,
blogs or a general presentation. Furthermore, audio-visual tools -infographics or video interviews- will
also be used to explain key concepts mainly to non-scientific or non-specialised audiences. By way of
example, governance and operational aspects of the Observatories and the positive impact they will
bring about in clinical care can be better communicated to lay audiences through a video-infographic.
Some of the tools needed for general communication purposes like the project’s corporate image,
website, a general presentation or a corporate video have already been developed.

6.1.1. Image, logo and document templates
The corporate identity manual was created at the early stages of the project. This included the project
logo, its general image and document templates. This task was completed before H2O kick-of meeting
which took place on October 12th, 2020 in a virtual format and was attended by 100 participants
approximately. H2O corporate image is represented by a drop of water as the brand mark and the
acronym H2O as the brand name. This alludes to data being considered an essential resource, like water,
with enormous potential to improve health care outcomes for the patient community.

Figure 5. H2O’s logo

6.1.2. Website
H2O’s website is regarded as one of the most powerful communication tools. It has been designed to
become the port of call of all project external communication and dissemination materials. The project
public website has been developed over a period of two months and is now accessible at https://healthoutcomes-observatory.eu/. Its design and architecture have observed those aspects considered
essential to turn this website into a useful communication tool: user friendly structure, accessibility
standards, visually attractive image, clear and well organised contents and streamlined functionality.
Besides offering information about the project -vision, objectives, potential impacts, governance or
participants-, visitors will be able to find relevant information on the Observatories, together with the latest
news on H2O. A section has been reserved to communicate specifically with patients.
© Copyright 2021 H2O Consortium

31

945345 – H2O – D7.2

Figure 6. H2O’s website

The website is dynamic with sections dedicated to News and Events which will be updated regularly, a
Twitter feeder and a contact form to get in touch with the project management team. The project’s blog,
publications, deliverables and other materials will be accessible from the website.
This tool is meant to grow with the project to address evolving communication needs. It will also
accommodate country specific pages to include information about the national Observatories.
Furthermore, the website is presented in 5 different languages -those of the countries who will first build
the Observatories- to connect and communicate better with the relevant local audiences.
All in all, this website showcases H2O’s vision and objectives as it has been conceived to be a first point
of contact for anyone new to the project. At the same time, as the project unfolds, it will progressively
provide access to relevant, extensive, and updated content about the governance and operational
aspects of the Observatories, the relevance of PROs or privacy protection and health data security.

6.1.3. Newsletter
Together with the website, a newsletter template has been created using Mailchimp tools. This newsletter
will be distributed quarterly in electronic format to all Consortium members, affiliated partners, IMI,
advisory boards and external stakeholders who have subscribed through the website. It is worth noting
that the newsletter can be shared with any potentially interested party through a forward function.
As for content structure, H2O newsletter will start by featuring a keynote written by a project
representative or a prominent expert, external to the Consortium. The next section will report on up to
four news items relating to the different work packages and other project developments which can be of
interest. A third section will introduce readers to a member of H2O. This section intends to give an
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opportunity for project members to gain visibility and share their work and thoughts in a close and
personal manner. Preference will be given to early career researchers participating in the project. Finally,
information about the main up-coming events in which H2O plans to participate will close the bulletin.
As the project progresses, this general structure may change to accommodate new sections.

6.1.4. Blog
To attract relevant audiences and raise awareness about H2O and any topics which are close or
complementary to the project’s vision and objectives, a blog will be created. Regular posting will serve
to connect with specific stakeholder groups and generate interest in the Observatories, provide
information on key topics, shed some light into critical issues, and, ultimately, contribute to drive a culture
change that embraces the use of PROs in health care.

6.1.5. General presentation and other materials
Initial contacts with key stakeholders are already taking place. With a view to support external
engagement activities, a general presentation has been developed. This comprehensive document
provides extensive information on H2O general aspects: vision and objectives, participants, expected
impacts for each stakeholder group, the guiding principles for this new framework of Observatories, etc.
The project will develop disease and country specific presentations in the next few months.
In addition, a video presenting H2O and its societal impact has already been developed. The project
leaders introduce in this video H2O’s vision and explain the relevance of this project for the future of
health care. They also describe how this new paradigm will benefit patients, health care providers or
researchers whilst fostering value-based health care. This general 5’ video has been reedited into short,
more targeted videos which are being repurposed for specific audience groups.
As the project evolves, new communication materials -such as factsheets or video infographics- will be
developed according to the budget available.

6.1.6. General guidelines and IMI acknowledgement
H2O Consortium Agreement includes Communication Guidelines which lists permitted and prohibited
communication activities and offers general recommendations about the use of links and third-party
content. For further information, please refer to ANNEX V.
Also, in line with the IMI Grant Agreement (art. 29.4), all the H2O communication and dissemination
activities (articles, project websites, presentations, flyers, press releases etc.) must include a link to the
IMI website; IMI logo, the European emblem and the EFPIA logo, a disclaimer and the following
acknowledgment sentence:

“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 Trial Nation and JDRF”.
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Please refer to IMI communications guidelines and to the European Commission Visual Guidelines for
further details.

6.2. External Engagement
One to one communication to foster interaction and dialogue with interest groups and key stakeholders
are at the core of H2O communication strategy. This form of engagement allows to expose to health
authorities, regulators or patient organisations and health care providers representatives, the project’s
scope and important aspects relating to the Observatories infrastructure and governance model. At the
same time, with H2O being a far-reaching project which touches on sensitive issues, any concerns can
be identified, questions addressed, and feedback collected. These meetings at country and European
level will be a primarily communication tool for the duration of the project as close engagement with key
actors will be necessary before, during and after the set-up of each initial country Observatory. The
project leadership and leads in each country will command these communication activities.

6.3. Scientific publications
Scientific papers constitute a core dissemination instrument as they allow to reach a broad scientific
community. Through the publishing of scientific articles, researchers, regulators, health care providers,
policy makers or industry at large should learn about H2O, its objectives, activities and results. Papers
will mainly be submitted for publication to peer-reviewed high impact international scientific journals. The
project will follow an open-access publications policy, as mandated by the IMI2 programme. Therefore,
manuscripts will be submitted to open access journals or, alternatively, the project will pay for this option
in other journals. Resources have been reserved for this purpose (Please see Project Handbook – section
10).
Furthermore, a link to all journal publications will also be made available in the project’s website. This will
facilitate open access and dissemination. Publications will also be registered in the dissemination tracker
created to this effect. Finally, they will be shared in H2O’s social media profiles.
As detailed in section 6.1.6., all the dissemination materials, including scientific publications and
presentations in international events, need to include the acknowledgement stating that the results have
been funded by the IMI2/EC and the EFPIA/Associated Partners in-kind contribution. A procedure for
content approval for publications and other dissemination actions is defined in the Consortium
Agreement. For authorship policy please refer to the Project Handbook (section 10).

6.4. Conferences, scientific congresses, and other events
Besides raising awareness, generating interest about the project’s expected outcomes and building its
reputation, persuading key audiences of its relevance for the future of health care is a core objective in
H2O’s communication strategy. In this sense, those channels that foster interpersonal communication
with specific audiences can contribute to better achieve this goal and ensure project’s endorsement
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amongst strategic stakeholders.
Broadly speaking, the actions included here are participation of H2O representatives in congresses,
conferences, webinars, workshops and other events. Scientists, clinicians or representatives of patient
organisations can be targeted face to face (in a virtual format whilst COVID-19 restrictions remain), thus
allowing for interaction, promoting dialogue and enhancing contact networks.
Hence, a special effort will be made to attend key conferences and relevant scientific congresses and
events where H2O will be introduced via oral presentations or the placement of posters and distribution
of print materials at stands (when these take place in person). To this effect a slide set illustrating H2O’s
vision, objectives, expected outcomes, structure and workflow has already been developed. Posters,
brochures and other support material will be prepared and produced on demand. These may be printed
or downloadable from the project website.
Furthermore, H2O will also consider the organisation of workshops, webinars and other events to inform,
train and engage with key audiences.
The current context of health emergency generated by COVID-19 is limiting PR opportunities all over the
world. Most annual conferences are either being cancelled or offered in a condensed, virtual format. It is
to be expected that the situation will improve and that from 2022 onwards, more face-to-face events will
be organised. Work packages are already identifying any key events where H2O could be introduced or
the first project results shared with colleagues.

6.5. Media
As mentioned in section 4, media has the potential to convey H2O messages across a variety of
audiences. It also plays a vital role in shaping H2O’s reputation. Hence, the project will contemplate
producing regular press releases or media pitches to target relevant media.
H2Os’s first press-release was edited and distributed last October, in the context of the project kick off.
It generated a considerable impact in Spanish trade and general media. The press release can be
consulted as ANNEX VI.

6.6. Social media
Social media will contribute to communicate to large but targeted audiences what H2O is about, to
disseminate its results going forward and build knowledge about the relevance and use of PROs.
Focusing primarily on Twitter and LinkedIn, the project will seek to generate awareness and interest
amongst specific audiences.
To this end, H2O plans to build a social media community that shares similar aims and interests in the
areas of scientific research in PROs, digital health and value-based health care.
Twitter, LinkedIn and YouTube profiles have already been created. Other social media networks -i.e.
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Facebook- will be considered going forward, mainly to connect and engage with patients.
The Communication Team, in collaboration with the Editorial Board, will help ensure the richness of
contents posted and shared in the relevant platforms on regular basis. Social media content will be
tailored for each specific audience and platform.
To reach out further, and as exposed in the first part of this document, all individuals that make up H2O
Consortium will be asked to contribute to this task by following and recommending the project’s social
media profiles and by retweeting and sharing its posts and relevant information with their contacts and
networks in social media. Besides articles and posts created by H2O, partners are encouraged to
generate their own content mentioning and linking to the project social media pages.
In this sense, synergies in social media with IMI and other initiatives connected to H2O will be fostered.
As with all other communication actions, H2O social media pages should acknowledge IMI’s support by
displaying the following sentence: “Funded by IMI, Innovative Medicines Initiative”.

6.7. Collaboration with other networks and initiatives
H2O is part of the IMI’s ecosystem. This public-private joint undertaking aims to improve health outcomes
by speeding up both the development of and patient access to innovative medicines, particularly in areas
where there is an unmet medical or social need. IMI funds multiple projects which share H2O vision of
scientific and innovative advancement in an open environment.
In line with this, H2O is already exploring synergies with Gravitate Health, a project also funded by IMI.
This collaboration was foreseen in the call topic descriptions and has been taken forward by the two
consortia. Gravitate Health will be developing technology and knowledge management solutions to
provide patients with friendly ways of better understanding of their health and the medicines they are
taking.
H2O also plans to collaborate with COMET which focuses on the development and application of agreed
standardised sets of outcomes to be measured and reported in all clinical trials of a specific condition.
COMET has specifically focused on diabetes and IBD, is linked to several registries in different European
countries and will contribute expertise in H2O.
Specific communication and dissemination actions will be implemented once H2O formalizes its
collaboration with these and other initiatives. These actions will be jointly planned to amplify key
messages and ensure extensive circulation of project outputs.

6.8. KPIs, monitoring and reporting
Measuring and evaluating the performance of the planned actions described in this document will focus
both in quantitative and qualitative aspects. The tracking of the selected KPIs has already started to offer
an initial snapshot, trace their progression, and make any necessary adjustments to the communication
plan.
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The main KPIs will use common analytic tools (i.e Google Analytics) and will focus on:

Figure 7. H2O Communication KPIs.

WP7 is responsible for keeping track of press coverage, scientific publications, presence in scientific
journals and participation in events. To register the project’s dissemination activities, a spreadsheet has
been created in the common shared repository of the H2O consortium. Partners are asked to access
this document regularly to report any communication and dissemination activities planned or already
completed. The compilation of all the dissemination activities performed will be dully included in the
periodic reports to be submitted to IMI along the project lifetime.

7. Responsibilities
7.1. Communication Team
The Communication Team is responsible for the coordination and swift delivery of the main
communications tasks described in this document. The Communication Team currently composed by
partner’s representatives is led by Vienna Medical University (MUW) and consist of representatives of
public and private partners. Priorities and tasks are established in regular meetings which also promote
internal debate and collaboration amongst all members to enrichen H2O communications activities. In
this sense, the Communication Team handles the calendar of all planned actions, supervises its timely
implementation and tracking and evaluates their impact. Considering the results obtained, the project’s
communication strategy and activities calendar can be adjusted accordingly.
Results of the implementation of the communication plan are reported to the SC.
Furthermore, the Communication Team also acts in coordination with the CMO to create synergies with
internal communication tasks and manage approval processes. Besides, the project coordination team
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regularly reports to the ExCom to discuss and obtain approval of all aspects related to H2O strategic
communications and materials.

7.2. Editorial Team
At a more specific level, the Editorial Team has been set up to contribute to scientific and non-scientific
content planning and editing under MUW leadership. This team is responsible for the creation of specific
content plans to be developed in different supports (Scientific publications, Newsletter, Website, Blogs,
social media). The Editorial Team is made up of at least a representative per each Work Package, a
country representative, and members of the Communication Team. This model of participation should
ensure that all contents generated reflect an equitable presence of key topics and a balance between
public and private partners.
Regarding the content generation workflow, opportunities will be identified and generated by the Editorial
Team in collaboration with Consortium members, and governance bodies. The Editorial Team will filter,
calendarise and edit the content that can best contribute to reflect the project progress. It will also assist
consortium members in the creation of content and will validate non-strategic content (website news,
social media, etc.). Finally, the Communication Team will be responsible for its publication and electronic
distribution.
Besides, contributing to establish H2O as an authority in PROs amongst the scientific community through
scientific production, the task of this body is also essential to generate newsworthy and engaging content
for the website, newsletters and blogs. Storytelling techniques will drive the production of non-scientific
content to make H2Os communication vibrant, appealing and more relevant to wider, diverse audiences.
The quality and relevance of the topics covered will help build H2Os credibility and reputation, key to the
project’s success and future sustainability.
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Figure 8. H2O Editorial content workflow

7.3. Project Ambassadors
To achieve the objectives outlined in this document, all H2O partners are expected to proactively
participate in communication and dissemination activities. As primary advocates of H2O, their
responsibilities include:

•
•
•
•

•
•
•

Attendance and, whenever appropriate, presentation of the project at congresses, key
conferences and events.
Creation of relevant content and publications to include formal acknowledgments and
disclaimers.
Detection of potential communication issues.
Engagement on dissemination activities within their organisations, contacts and
networks, also in social media. In this sense, all partners are encouraged to follow the
H2O social media channels and share any updates within their network.
Informing pro-actively the Communication Team about their planned and completed
dissemination activities (conferences, publications, news articles) and achievements.
Appoint individuals and/or departments at partner level to raise internal support for the
project within their own company or institution.
Additionally, the project will seek the cooperation of partner’s press officers to help
disseminate H2O’s activities and achievements in line with the projects approved key
messages.

8. Pathway for crisis communication
Not all scenarios can be contemplated in H2O’s communications strategy. A certain element of risk is to
be expected in relation to key stakeholders’ unforeseeable actions or attitudes, unplanned costs, internal
or external incidents or new circumstances. The risk may even result in preventing the project from
delivering the expected outcome or key components of the same. To address such potentially significant
threats, a central team will be responsible for the design and implementation of a coordinated response.
The general guidelines that will drive H2O’s crisis communication pathway can be outlined as follows:


All Consortium members are responsible for reaching out to the CMO in case they detect or identify
any issue which may pose a potential threat that needs to be prevented or dealt with. A risk register
document is available to all consortium members.



The CMO will evaluate and share this potential threat with the ExCom who will decide, according to
its seriousness and scope, whether this should be dealt with by the Crisis Communication Team.
Experts on the specific issue may also be summoned to provide further insight.



The Crisis Communication Team formed by the ExCom and appointed communication specialists
from H2O’s Communication Team will design a strategic and agile response. A spokesperson will
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be designated. The project’s leader or coordinator would be primarily considered to speak on behalf
of the Consortium. The planned response approved by the ExCom will be shared with IMI.


Together with traditional communication channels, the use of social media will be considered to help
spread the agreed response quicker.



Reactions to the response will be monitored and a corrective action plan will be implemented to
prevent the issue from occurring again.

9. Conclusion
This document outlines how the communication strategy of H2O can best contribute to achieve its
ultimate goal of creating, implementing and expanding a new paradigm that will systematically
incorporate patients’ perspectives in health care. By assessing its communication strengths and
weaknesses, establishing realistic communication objectives, and specifying key concepts and
messages addressed to well define audiences, a sound and detailed strategy has been developed in this
report.
Furthermore, participation of partners in different communication exercises where key issues have been
discussed, insights shared, and consensus reached has been key to inform and build the present
strategy.
Finally, anticipating and planning communication activities based on this strategy will ensure that
coherence and consistency is maintained throughout the duration of the project. However, this
deliverable does not intend to be an airtight document. Rather, H2O communication strategy is intended
to grow with the project under the umbrella of the approach and action plan exposed in this deliverable.
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ANNEX I – COMMUNICATION MATRIX PHASE 1 – (INITIAL OBSERVATORIES)
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ANNEX II – COMMUNICATION MATRIX PHASE 2 – (OBSERVATORIES ROLL OUT)
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ANNEX III – PILARS OF TACTICAL COMMUNICATION PLAN 2021
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ANEX IV – TACTICAL COMMUNICATION PLAN 2021
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ANNEX V – Consortium Agreement Communication Guidelines
Appendix 12: Communication Guidelines
COMMUNICATION GUIDELINES
This Appendix governs Communication, by means other than Dissemination, by or on behalf of Beneficiaries.
It is intended to cover, for example, the use of social media where the Project is associated with such
Communication, e.g., a tweet that includes a reference to the Project, the Project twitter handle, “[XX]”, or the
like. The use of social media, e.g., Twitter, Facebook, Instagram, Linked-In, blogs, and the like, is generally
encouraged to build awareness of and publicize the Project and its progress. It is within this spirit that the
following binding guidelines are provided. These guidelines cover Communications related to the Project that
do not contain Results or Background, including by means of newsletters, blogs, and websites of patient groups,
caregiver organisations, and the like.
Any activity listed as “Permitted Communications” below can be undertaken. Activities that are listed as
“Prohibited Activities” below list may be permissible, but are subject to the terms of
the Consortium Agreement, including those on Dissemination and Confidential Information.
Permitted Communications *
* To the extent not including any Results of any Beneficiary or any Background or Confidential Information of
another Beneficiary and to the extent applicable confidentiality obligations are respected.
A. Announcements regarding upcoming Project presentations
B. Links to web pages containing news coverage of Project, and any web-based content, e.g., journal
articles and abstracts.* But see “Links Guidelines” below
C. Information raising awareness about the need to treat, prevent, or diagnose of [XX], but statements
in a tweet that include health statistics and scientific content must include a link to a credible
independent site that supports the information
D. Information about the IMI2 JU’s values and the IMI2 JU’s commitment in society
E. Information about partnership/collaboration with patients’ associations/charitable associations and
foundations
F. Information aimed at involving and engaging people in a future IMI2 JU or Project event directed to
general public
G. Information about the launch of the Project website or a Project app open to general public
H. Information about new EU health policies/regulations
I. Information that may refer to healthy living tips
J. Information about the Project’s press releases that have been approved
K. General chats about Project
L. [Enrollment announcements]
M. Links to caregiver support groups and other similar resources, unless permission to link is required
N. Links to general news regarding [XX], treatments, screening, biomarkers, and
diagnostics developed outside of the Project.
Prohibited Activities*
* May be permissible by applying the relevant provisions concerning Confidential Information and
Dissemination.
1. Communications including Results of any Beneficiary or any Background or Confidential Information
of another Beneficiary
2. Dosage amounts/timing
3. Photos and video of people (unless prior written permission has been obtained)
4. Any post/comment regarding a Beneficiary’s products or compounds, including compound names,
off-label or inappropriate use, making claims that are false or unsubstantiated, and making claims
about another Beneficiary’s products
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5. Promotion of products (considered identifiable or viewable), promotional text regarding specific
product or comparison of products
6. Attempts to diagnose a condition, recommend a treatment, or address other topics more appropriately
reserved to healthcare professionals
7. Disclosure of Confidential Information or Background of another Beneficiary
8. Financial disclosures about a Beneficiary and predictions of its future performance
9. Commentary regarding ongoing litigation or other dispute resolution matters
10. Commentary regarding any crisis situation, adverse events, side effects resulting from the Project
11. Any harassing, threatening, derogatory, defamatory, discriminatory, abusive, hateful, violent,
inciteful, or obscene language or material
12. Any reference to personal information of another, including name or information that may be used
to identify or locate an individual (including last name, e-mail address, phone number, age or
geographical location) or that could otherwise be deemed to constitute invasion of another’s privacy
13. Libel, slander or defamation of the character of anyone
14. Any direct use (not linked) of third party copyrighted materials without prior permission
15. Any illegal statements, material, or content
16. Any political or religious content or propaganda
17. Any language that promotes drugs or alcohol, predation of minors, illegal or inappropriate activities
or dangerous behaviour that may result in harm to anyone reading the tweet or any linked content.
LINKS GUIDELINES
A. Links must be to non-product promotional websites/content only
B. The content of the Communication with a link must be consistent with and supported by the content
found in the link. Such a supporting link should be to a credible and appropriate independent source
C. Linked content must not include statements that the Beneficiary making the Communication cannot
communicate itself
D. Ensure the linked content is credible and appropriate, and aligns with the IMI2 JU and the Project’s
values, tone & objectives
E. Make it clear that the linked content belongs to a Third Party by including an appropriate citation or
link back to the original source
F. Ensure there is no implication that linked non-sponsored third party content is affiliated with or
endorsed by the IMI2 JU, the Project or the Beneficiaries.
G. Do not alter Third Party content
H. Links to Third Party websites are permissible, provided the website content is approved taking into
account these guidelines. Review of content linked to the Third Party website hosting the article linked
to the Communication is not required unless there is some indication that the linked content may contain
unsubstantiated statements or promotional claims.
THIRD PARTY PERMISSION GUIDELINES
A. Third Party content is generally copyright protected. Obtain or ensure that permission to use or a
copyright license is in place prior to communicating content as use of copyright protected content
without a copyright licence / written permission could lead to a claim for copyright infringement.
B. Personally identifiable information of living individuals is protected by data privacy legislation, and
the individual’s written consent to use this is generally required.
C. It is permissible to retweet a link that a Third Party content owner has already tweeted, provided the
content is approved under these guidelines for this use.
D. It is also permissible to retweet a retweet of content, provided that the original source can be verified
and has social sharing for Twitter enabled, and the content has been approved for this use.
FOR THIRD PARTY CONTENT FROM ORGANISATIONS (E.G. MEDIA, PARTICIPANTS, ASSOCIATIONS,
ETC.)
A. Photographs of trademarked content (e.g. magazine covers or articles) should not be posted without
the express written permission from the publisher.
B. No content from an image or stock photography warehouse should be used without first obtaining a
proper licence. No content that says “courtesy of” a stock photography warehouse, even if it has social
sharing functionality, should be used without obtaining a proper license.
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FOR THIRD PARTY CONTENT FROM INDIVIDUALS
A. Photos and/or videos depicting individuals may not be posted without the express written consent
of each of the depicted individuals and the photographer
B. Names and other personally identifiable information of individuals may not be posted without the
individual’s express written consent
C. Quotations and sayings from living individuals or individuals that have been deceased less than 75
years (or any other applicable period during which authorship is protected under the relevant applicable
law) should not be used without written permission from the individual or their estate
D. Content from minors should not be posted or retweeted
E. Third Party tweets should not be used on other social media platforms or for offline uses (e.g., in
printed materials) without first obtaining the individual’s express written permission.
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Annex VI – PRESS RELEASE

Press Release – 12.10.2020
European Initiative Amplifies the Patient
Voice to Improve Health Care Outcomes and Sustainability
• The Health Outcomes Observatory (H2O) IMI project will give patients in Europe a more

influential voice. Not only in medical decisions that affect them, but also in how healthcare
systems can provide the best and most efficient care for all patients in the future.
• For the first time, we will collect patient-reported data on the large scale in four European
countries with an initial focus on diabetes, inflammatory bowel disease, and cancer.
• H2O will achieve this thanks to an unprecedented consortium of 23 partners
representing patients, scientists, clinicians, IT specialists, pharma industry and health
care professionals.
H2O is the first endeavour ever to collect and incorporate patient outcomes into health care decision-making
– at an individual and population level – across multiple jurisdictions in Europe. The project’s objective is to
collect patient-reported outcomes in a standardised way and use aggregated, anonymized data to define
outcome-based values for health care intervention. Within two years, H2O will set up independent data
platforms, the Observatories, in Austria, Germany, The Netherlands, and Spain. Project partners convened
this week for a three-day virtual kick-off meeting. A highlight of the meeting was a public webinar on 12
October with keynote speaker Dr Maarten de Wit, longstanding patient advocate, Patient Research Partner,
author, developer of Patient-Reported Outcome Measures and prior executive member of the European
League Against Rheumatism.
23 world-leading institutions—including university hospitals, patient groups, and pharma industry—are
joining together to design the health data infrastructure of the future. The H2O partnership is being led by the
Medical University of Vienna and Takeda Pharmaceutical Company Limited (“Takeda”), and it has received
funding from the Innovative Medicines Initiative (IMI). IMI is the world’s biggest public-private partnership in
life sciences, backed by the European Union and the European Federation of Pharmaceutical Industries and
Associations (EFPIA).
How H2O Works
The H2O project will provide patients digital tools to allow them to measure their outcomes in a standardised
manner. This means that patients can then communicate with their physicians and other healthcare providers
in an evidence-based, structured manner that resonates with scientists and gives physicians and patients
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deeper insights to help them align on the right course of action. Patients can download the app
independently, allowing patients to use it also outside of the partner hospitals.
Patients will decide on the healthcare professionals with whom they want to share their data. Patients,
supported by their healthcare professionals, can then compare progress with aggregated data of other
patients with similar health conditions. Aggregated data will be available to form the basis for new research
and the development of innovative evidence-based treatments.
"H2O will give patients in Europe a more influential voice on medical decisions” said Professor Tanja Stamm,
Head of the Section for Outcomes Research, Center for Medical Statistics, Informatics and Intelligent Systems
at the Medical University of Vienna. “For the first time, we will collect patient-reported data on the large scale
in four European countries. We will unify the fragmented European outcome data to better serve patients and
other stakeholders and initiate a more competitive outcomes research environment in Europe."
“H2O is about putting the patient voice at the core of health systems” said Meni Styliadou, Head of Public
Policy & Sustainable Health, EUCAN at Takeda. “We are excited to provide the tools to improve individual care
and create the evidence to support decision-making so that everyone in the health care system has the best
possible outcome."
- END –
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, JDRF.
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,
Sanofi-Aventis Recherche & Development, and Trial Nation as consortium members.
http://health-outcomes-observatory.eu/

About the Medical University of Vienna
Medical University of Vienna (MedUni Vienna) is one of the most traditional medical education and research facilities in
Europe. With almost 8,000 students, it is currently the largest medical training centre in the German-speaking countries.
With 5,500 employees, 26 departments and three clinical institutes, 12 medical theory centres and numerous highly
specialised laboratories, it is also one of Europe's leading research establishments in the biomedical sector. Together with
the Vienna General Hospital around 80,000 patients are treated annually as in-patients. The out-patient and special outpatient wards are frequented by around a further 1.2 million people.
For more information, visit https://www.meduniwien.ac.at/web/en.
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About Takeda Pharmaceutical Company Limited
Takeda Pharmaceutical Company Limited is a global, values-based, R&D-driven biopharmaceutical leader
headquartered in Japan, committed to bringing Better Health and a Brighter Future to patients by translating
science into highly innovative medicines. Takeda focuses its R&D efforts on four therapeutic areas: Oncology, Rare
Diseases, Neuroscience, and Gastroenterology (GI). We also make targeted R&D investments in Plasma-Derived
Therapies and Vaccines. We are focusing on developing highly innovative medicines that contribute to making a
difference in people's lives by advancing the frontier of new treatment options and leveraging our enhanced,
collaborative R&D engine and capabilities to create a robust, modality-diverse pipeline. Our employees are
committed to improving quality of life for patients and to working with our partners in health care in
approximately 80 countries.
For more information, visit https://www.takeda.com.

Web links:
Health Outcomes Observatory (H2O) http://health-outcomes-observatory.eu/
Linked In: https://www.linkedin.com/company/imi-h2o-health-outcomes-observatory/
Twitter: @IMI_H2O, #IMI_H2O
YouTube: https://www.youtube.com/channel/UCWq_PqPP2N--QsZijzHJrMw
Innovative Medicines Initiative www.imi.europa.eu, @IMI_JU
Contacts & interviews:
Medical University of Vienna
M. Renn Andrews
Section for Outcomes Research, Center for Medical Statistics, Informatics and Intelligent Systems, Medical
University of Vienna
margaret.andrews@meduniwien.ac.at
Takeda
Robert Cook
Head, Communications, Chief Medical Office, Takeda
robert.cook@takeda.com
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