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I would like to…

Understand my condition

View tailored medical information

Be an empowered healthcare user

Communicate with my health professionals

Be involved in improving my care

Connect with other patients
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DISCLAIMER: The presentation reflects the authors view.  IMI JU, European 
Union, EFPIA, or Datapharm Limited are not liable for any use that may be 
made of the information contained herein.

Gravitate-Health 
Empowering and Equipping Europeans with Health Information for Active, 

Personal Health Management and Adherence to Treatment



7

Picture: Line H. Linstad, NSE Picture: Hanne Bjertnes, UiO  

How can we apply an open access digital platform with trusted Digital 
health Information to transform the way patients access and understand 
health information, and apply this in personal health for adherence to 
treatment, risk minimization and quality of life ?

Gravitate-Health public-private partnership 

Maria and her medicines 

https://youtu.be/ZaXPxeI5NpQ
https://youtu.be/ZaXPxeI5NpQ


Medicines information for patients
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• Equip and empower citizens with 
digital information tools,  
the Gravitate Lens (G-Lens) 


• offering trustworthy, up-to-date and 
personalised medicines information 
sourced from the ePI


• targeting

• safe use of medicines 


• confident, active, and responsive in their 
patient journey


• better health outcomes and quality of life
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H2O - The Health Outcomes Observatory: 
A Public Private Partnership 



Aim

To improve the quality of care for patients  
by creating ‘health outcomes observatories’ 

that will collect standardised health data  
in an ethical and socially responsible way.
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Development of outcomes sets via Delphi, with patient engagement
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Abstract
Purpose For patients living with metastatic breast cancer (MBC), achieving best possible health-related quality of life, along 
with maximizing survival, is vital. Yet, we have no systemic way to determine if we achieve these goals. A Core Outcome 
Set (COS) that allows standardized measurement of outcomes important to patients, but also promotes discussing these 
outcomes during clinical encounters, is long overdue.
Methods An international expert group (EG) of patient advocates, researchers, medical specialists, nurse specialists, and 
pharmaceutical industry representatives (n = 17) reviewed a list of relevant outcomes retrieved from the literature. A broader 
group (n = 141: patients/patient advocates (n = 45), health care professionals/researchers (n = 64), pharmaceutical industry 
representatives (n = 28), and health authority representatives (n = 4)) participated in a modified Delphi procedure, scoring 
the relevance of outcomes in two survey rounds. The EG finalized the COS in a consensus meeting.
Results The final MBC COS includes 101 variables about: (1) health-related quality of life (HRQoL, n = 26) and adverse 
events (n = 24); (2) baseline patient characteristics (n = 9); and (3) clinical variables (n = 42). Many outcome that cover 
aspects of HRQoL relevant to MBC patients are included, e.g. daily functioning (including ability to work), psychosocial/
emotional functioning, sexual functioning, and relationship with the medical team.
Conclusion The COS developed in this study contains important administrative data, clinical records, and clinician-reported 
measures that captures the impact of cancer. The COS is important for standardization of clinical research and implementa-
tion in daily practice and has received accreditation by the International Consortium for Health Outcomes Measurement 
(ICHOM).

Keywords Metastatic breast cancer · Outcome measures · Health-related quality of life

Background

Breast cancer is the most commonly diagnosed cancer and 
leading cause of cancer death in women worldwide, with an 
estimated 2.2 million new cases and 685 thousand deaths 
in 2020 [1]. In high-income countries, 5–10% of patients 
present with metastatic breast cancer (MBC) at the time of 
initial diagnosis [2, 3]; 20–30% of primary breast cancer 

patients develop MBC over time [4, 5]. Five-year survival 
in early breast cancer is high (99% for localized, 83–86% 
for regional breast cancer) [3, 6], but remains poor in MBC 
patients (25–34%); median survival is estimated at 2–3 years 
[3, 5, 7]. As MBC remains incurable, treatment focusses 
on extending survival, controlling disease progression and 
associated symptoms, and improving or maintaining health-
related quality of life (HRQoL) [8].

The MBC disease trajectory has been described as one 
of highs and lows [5, 9], where disease control and progres-
sion, fear and hope, and better and worse HRQoL constantly 
alternate. Adverse events (i.e. disease symptoms and treat-
ment side effects) often reduce HRQoL. Therefore, disease 

 * K. M. de Ligt 
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Table 1  Relevance scores for each preliminary outcome per methodological round
Modified Delphi consensus procedureExpert group 

meetings
Round 1 Round 2

Final 
consensus 

meeting

% response 7-9 (‘highly relevant') Included
Stakeholder group EG Patients HCPs/ 

academics
Industry HA/HR Patients HCPs/ 

academics
Industry HA/HR EG

Number of participants (n 
(%)) 17 (100) 45 (100) 64 (100) 28 (100) 4 (100) 43 (96) 56 (88) 20 (71) 4 (100) 17 (100)

Variables for data normalisation
Baseline patient characteristics

Gender 92 40 70 71 75 42 67 65 75 Excluded
Age 100 61 93 85 75 61 89 84 75 Included
Educational level 77 16 35 28 25 7 32 0 25 Excluded
Relationship status 77 24 39 29 0 12 27 11 0 Excluded
Menopausal status 92 50 73 78 33 61 80 95 33 Included
Comorbidities 100 68 92 94 75 76 98 89 75 Included
Ethnicity 46 (included 

following 
discussion in EG)

16 29 32 50 7 23 18 50 Excluded

Height and weight 54 (included 
following 
discussion in EG)

43 51 67 50 46 58 53 50 Excluded

Children at home Added by EG 54 49 43 0 52 53 45 0 Excluded
Living situation Added by EG 30 33 28 0 15 29 0 0 Excluded
Working/employment 
situation

Added by EG 41 47 40 25 49 45 33 25 Excluded

Monthly income Added by EG 30 22 29 50 30 19 17 50 Excluded
Health insurance Added by EG 37 32 39 25 39 33 39 25 Excluded
Nutritional status Added by EG 50 47 36 75 54 62 32 75 Excluded
Smoking status Added by EG 52 38 53 75 64 53 53 75 Excluded
Alcohol use Added by EG 52 37 50 75 58 52 52 67 Excluded
Frailty Added by EG 66 75 68 75 73 81 68 100 Included
Other cancer types Added after R1 89 77 61 100 Included
Family history of breast 
cancer

Added after R1 78 65 84 66 Included

Healthcare access Added after R1 79 68 68 67 Included
Nurse specialist Added after R1 69 48 36 0 Excluded

Clinical variables: tumour and treatment characteristics of primary tumour*
Laterality 62 (included 

following 
discussion in EG)

46 33 65 33 44 32 56 50 Excluded

Mutation status 
predisposing BC

Rephrased to: 
Result of clinical 
gene!c tests

Excluded Excluded Excluded Excluded Excluded Excluded Excluded Excluded Excluded

Date of diagnosis 92 61 66 82 66 70 71 78 50 Included
Type of breast cancer 92 80 90 92 66 93 95 95 50 Included
Tumour grade 85 82 78 90 66 97 91 95 50 Included
Clinical cancer stage 85 78 88 97 66 92 89 100 50 Included
Pathological cancer stage 75 76 87 90 66 90 87 94 50 Included
Size of tumour 69 (included 

following 
discussion in EG)

84 75 82 66 93 85 90 50 Included

Number of lymph nodes 
removed

31(included 
following 
discussion in EG)

84 66 66 33 89 74 83 0 Included

Number of lymph nodes 
involved

62 (included 
following 
discussion in EG)

81 80 70 67 95 83 83 50 Included

Estrogen receptor status 100 89 89 92 50 95 91 95 0 Included
Progesteron receptor status 92 82 86 85 50 95 85 83 0 Included
HER-2-status 100 91 91 96 66 97 91 95 50 Included
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First European scale network for health outcomes data

Government

Healthcare 
professionals

Patients & 
patient 

organisations
Regulators  

& HTA 
agencies

Academia  
& Research

Life Sciences 
Industry

Pan-European+ 
H2O

Austria H2O
Germany H2O

Netherlands H2O
Spain H2O

Integration

Federation

Remote 
access

EHR  
system

Patient- 
generated  
data

Disease  
registryObservatories will initially collect 

outcomes 
for three diseases:

Diabetes · IBD · Cancer

Providers

Patients

Additional 
sources

Source: Stamm et al. (2021). NEJM Catalyst

Not for profit  
Health Outcomes Observatories



Patients often want to share!
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Track health state

Monitor symptoms

Compare with others 

Learn about health conditions, treatment options

Assess impact of treatment

Document side effects

Set personal goals

Track progress towards targets

Prevention and wellbeing

Activity, sleep, diet

Track bodily function
Adjust dosage to fit lifestyle

Know what to discuss with clinical team

Better able to share decision making

Contribute their own collected data to research

Allow their clinical data to be used for research



The spectrum of data use: from care to research
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Individual level health data 

EHR systems, apps, sensors, genomics,

Clinical Decision Support, AI

Used for: 
• Health status monitoring

• Continuity of care (including the patient 

and caregivers)

• Care pathway tracking, clinical workflow 

management

• Real-time feedback and guidance to 

patients and clinicians

• Personalised medicine

• Disease interception, prevention and 

wellness

• Healthcare provider reimbursement

Population level health data 

EHR systems, regional & national  
eHealth infrastructures

Reused for: 
• Healthcare provider performance 

and planning

• Quality and safety, care pathway 

optimisation

• Medical device and algorithm 

refinement

• Pharmacovigilance 

• Public health surveillance

• Public health strategy

• Health services and resource 

planning

Big health data 

national & international research 
infrastructures,  

federated query platforms

+ cross-sectoral services

Reused for: 
• Epidemiology

• Digital innovation: devices, 

sensors, apps

• AI development

• Personalised medicine and bio-

marker research

• Diagnostics development 

• Drug development

• Disease understanding and 

stratification



Big health data sharing initiatives
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• Myriad of initiatives to share health data across jurisdictional, institutional and domain borders:

• Sharing data for cross-border care or for research


• Emerging paradigm for analysing personally-identifiable health data: 

• federated infrastructure model: network of repositories with an overarching governance and interoperability layer

EU RD Platform

Research	
data

Clinical	
trial	data

Routine	
data

E     V     I     D     E     N     C     E

          R  E  S  E  A  R  C  H 
                        H  E  A  L  T  H  C  A  R  E

HealthData@EU

Slide originally created by Oliver Zobell and Stefan Bujok
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HEALTH
DATA

Primary Use
For health, care, wellness

Secondary Use
For research and strategy
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HEALTH
DATA

Primary Use
For health, care, wellness

Secondary Use
For research and strategy

Quality checked,
Interoperable: EEHRxF
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HEALTH
DATA

Primary Use
For health, care, wellness

Secondary Use
For research and strategy

Quality checked,
Interoperable: EEHRxF

Quality labelled,
FAIR metadata, 

Catalogued
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HEALTH
DATA

Primary Use
For health, care, wellness

Secondary Use
For research and strategy

Quality checked,
Interoperable: EEHRxF
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The challenge with trusting:
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Individual level health data 

EHR systems, apps, sensors, genomics,

Clinical Decision Support, AI guidance


Used for direct care, provider level quality 
and reimbursement

Population level health data 

EHR systems, regional & national  
eHealth infrastructures


Used for public health programmes, 
health system strategy

Big health data 

national & international (federated)  
research infrastructures, 


Used for drug development, AI and medical 
devices, unmet treatment needs

Decreasing public understanding of why and how data are used

Increasingly unfamiliar data users

Increasing time from data use to demonstrated value

Increasing distance of data results from the patient

Perceived lessening choice and greater cybersecurity risk = harder to trust



Consulting with stakeholders on success factors for the EHDS

Calls to Action 
on Health Data 

Ecosystems
R E C O M M E N D A T I O N S  F R O M 

M U L T I - S T A K E H O L D E R  R O U N D  T A B L E S

Digital Health 
Society & the 
European Institute 
for Innovation 
Through Health 
Data Calls to Action 
on Health Data 
Ecosystems 
This contribution summarises the outcomes 
of two recent multi-stakeholder consultations 
to examine the acceptance criteria for societal 
trust in the use of health data and a recipe for 
trustworthy digital health: standards, architec-
ture and value. 

The Round Tables were developed and con-
vened by DHS and i~HD neutrally and inde-
pendently from the event sponsors, Johnson & 
Johnson and Microsoft. Each meeting was at-
tended by around 27 online participants from 
EU institutions, national governments, industry, 
academia, hospital management,, healthcare 
professionals, regulators and patient represen-
tatives. DG Sante and Connect officials contrib-
uted to both events. 

The recommendations and calls to action 
arising from these events were presented to a 
large online audience at the Digital Health 
Society Summit in November 2020 and 
discussed by a multi-stakeholder panel. This 
document presents the calls to action and the 
two round table reports.

The recommendations cover the following 
key themes.

Raise the digital, 
literacy & skills of all 
stakeholders

Generate and value 
trustworthy Real 
World Evidence

Accelerate 
interoperability across 
Europe and globally

Demonstrate 
benefits to society 
from data access, 
use and reuse

Adopt a risk 
stratification 
approach

Build a trustworthy 
framework for data 
access and use

Adopt a 
transformational 
approach to 
health data

Proposing a 
common basis for 

health data access 
across Europe

2 0 2 1  R E C O M M E N D A T I O N S  B A S E D  O N 
C A L L S  T O  A C T I O N 

O N  H E A L T H  D A T A  E C O S Y S T E M S

DigitalHealth Europe project: 
EHDS: Policy White Paper, industry consultation, patient and citizen consultations

Multi-stakeholder consensus events and reports 2020-23, joint i~HD and DHS, sponsored by MS, J&J and MSD
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1

Proposal for a 
Societal 

Compact for the 
secondary use of 

health data
2 0 2 3  R E C O M M E N D AT I O N S  B A S E D  O N 

C A L L S  T O  A C T I O N  O N  H E A L T H  D A T A 
E C O S Y S T E M S

00 0

Health data holder agrees 
to (and might insist on) 
Compact use in order to 
grant data access

Data user organisation 
maintains public listing of 
all their Compact-adopting 
data uses, and later adds 
the outcome

The Compact entity 
registers adoption of the 
Compact

Maintains a public register 
of Compact signatories 

Promotes the Compact to 
the public

Promotes the register to 
the public

Decides on any further 
escalation or remedies 
(within its remit)

Both parties fill in and sign 
the complete data use 
agreement, share data, are 
mutually accountable etc.

updates listing

links to

may recommend removal 
from the register

submits complaint or 
panel learns about a 

public concern

signs declaration to adopt the Compact

may publicise misconduct

for specified future data uses within the scope

Data user organisation 
declares a commitment to 
use the Compact for all (or 
transparently specified� 
data uses within the scope 
of applicability

1

19

9

8

7

submits complaint (in addition to or instead of investigation of the data user) 13

Establishes and operates 
an independent 
multi-stakeholder 
oversight panel

12

5

3

Reviews complaints and 
concerns and investigates 
if appropriate 

14
requests a response and copies of
any evidence if it exists or is required16

15

18

11
1710

2
4

6

Compact commitments

• Ethical principles

• Scope of applicability

» Health and health related data

• Purposes

» Permitted purposed

» Prohibited purposes

• Commitments

» Declared purpose

» Permissions

» Data protection

» Analysis and results

» Transparency of use

» Declaration of intended societal benefit

» Transparency of outcomes

» Dissemination of results

• Governance rules

Data Use Agreement template

• Specific headings to be completed per 
use, detailing how commitments will 
be met

• Plus the usual data sharing agreement 
details 

Adoption and support

• Adoption declaration

• Support statement 

A Societal Compact for the secondary use of health  data

The Compact operational workflow
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Recommendations to Data Access Bodies
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Defining data access 
policies and rules

Making data access 
decisions

Publicising the outcomes 
of health data access

Ensure that the policies 
and rules developed for 
data access decision 
making adequately reflect 
public preferences and 
optimally balance differing 
public viewpoints

Provide public information 
about the uses being 
made of health data, to a 
meaningful but practical 
level of granularity and 
specificity

Inform all stakeholders, 
especially the public, 
about the societal 
benefits intended and 
later achieved through 
each granted data access 
request

Be transparent, to all 
stakeholders and to 
the public, about the 
principles and rules that 
will be applied when 
evaluating data access 
requests

Be as transparent as is 
legally permissible about 
declined data access 
requests, data breaches or 
infringements of policies 
and codes of conduct, 
and how these have been 
handled

Periodically review 
the effectiveness and 
successful outcomes 
from implementing the 
data access policies and 
rules, and revise them to 
improve the trustworthy 
value from health data for 
society

Specify and publish the 
data processing conduct 
expected from all data 
users, including how this 
will be monitored and 
enforced

Recommended actions

Consult with the public to agree 
the societal benefits that health 
data users should be required 
to target, and how population 
and personal preferences for 
data reuse should be reflected 
through policies, rules and 
decisions.

Include a diversity of public strata 
so that the inputs from the public 
properly reflect and cater for the 
diversity of patient and public 
views across Europe.

Consult with key stakeholders 
and the wider public on 
proposed policies and rules for 
granting access to health data.

Publish the membership of 
data access decision-making 
committees.

Involve patients and citizens in 
decision making bodies (e.g. on 
boards and committees)

Recommended actions

Publish illustrative examples of 
the uses of health data that are 
likely to be supported, and those 
are unlikely to be supported.

Require the intended benefit of 
data use to be stated with each 
data request.

Define binding terms and 
conditions required of data 
users, potentially subject to 
audit, such as only using data 
for the agreed purposes, by the 
approved organisations and 
adopting agreed standards for 
data protection and security, 
being transparent about the 
outcomes.

Encourage data providers to 
adopt equitable and transparent 
processes for making data 
available to other organisations.

Recommended actions

Publish an inventory of data 
access requests received, 
accepted, declined and of any 
investigations into data breaches 
or misconduct.

Publish the benefits that have 
been enabled through granting 
data access, and any lessons 
learned about reusing health 
data in a trustworthy way.

As part of transparency, promote 
(or require) the publication of 
research findings and other 
outcomes (whilst not requiring 
the disclosure of confidential 
information).

Publish illustrative examples 
of how different kinds of 
organisation have created 
societal value from health data.

Consult with stakeholders 
including the public on proposed 
revisions to data access rules, on 
the basis of experience gained, 
new innovation opportunities or 
new regulations.  

Proposal for a Societal Compact
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Proposal for a 
Societal 

Compact for the 
secondary use of 

health data
2 0 2 3  R E C O M M E N D AT I O N S  B A S E D  O N 

C A L L S  T O  A C T I O N  O N  H E A L T H  D ATA 
E C O S Y S T E M S

00 0



A societal compact (or social contract)

29

• A voluntary agreement between a range of stakeholders

• who co-operate to achieve social benefits by granting access to 

and reuse of health data 

•  The Compact


• aims to provide an assurance to all stakeholders in the health 
data ecosystem, especially the public


• that organisations and individuals reuse health data in legal, 
ethical and secure ways


• and in society’s interests



Ethical principles for health data reuse
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6

2  
Ethical 
principles 
underpinning 
the Compact
Preamble

These principles apply to the use of health 
data, which may be collected through 
health systems (including public sector 
and private hospitals and clinics), by 
businesses (including Pharma, MedTech  
and technology companies) or by individuals 
and families about their own health and 
care, and health related data which may be 
collected outside of the health system about 
situations that impact on health, such as 
climate and housing.

These principles relate to the reuse of health 
and health related data for “secondary 
purposes”, which are outside of the direct 
provision of health and care services to 
individuals or their families. Secondary 
purposes are usually undertaken by 
analysing the health data on multiple (often 
large numbers of) patents in order to 
discover new knowledge and insights that 
help to improve health, health and care 
services or to develop new approaches and 
products to prevent or treat illness. (These 
secondary use purposes are elaborated in 
Section 4 of this document.)  

Each person whose data is being used for 
secondary purposes, such as research, 
might be an indirect beneficiary through 
the results of those data uses, or might not 
personally benefit from those uses because 
the benefit will be experienced by other 
persons, such as other patients with a similar 
health condition. In these principles these 
secondary uses are referred to as reuses of 
health and health related data.

Health and health related data must only be reused for purposes that 
aim to directly result in, or contribute to bringing, benefits to society 
in terms of improved opportunities for better health and care. 

Health and health related data must never be reused for purposes 
that are unethical, violate human rights, will disadvantage or are 
very likely to disadvantage individuals or groups of individuals, or 
will exclusively further individual or organisational interests without 
bringing benefits to some parts of society.

2

1
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climate and housing.

These principles relate to the reuse of health 
and health related data for “secondary 
purposes”, which are outside of the direct 
provision of health and care services to 
individuals or their families. Secondary 
purposes are usually undertaken by 
analysing the health data on multiple (often 
large numbers of) patents in order to 
discover new knowledge and insights that 
help to improve health, health and care 
services or to develop new approaches and 
products to prevent or treat illness. (These 
secondary use purposes are elaborated in 
Section 4 of this document.)  

Each person whose data is being used for 
secondary purposes, such as research, 
might be an indirect beneficiary through 
the results of those data uses, or might not 
personally benefit from those uses because 
the benefit will be experienced by other 
persons, such as other patients with a similar 
health condition. In these principles these 
secondary uses are referred to as reuses of 
health and health related data.

Health and health related data must only be reused for purposes that 
aim to directly result in, or contribute to bringing, benefits to society 
in terms of improved opportunities for better health and care. 

Health and health related data must never be reused for purposes 
that are unethical, violate human rights, will disadvantage or are 
very likely to disadvantage individuals or groups of individuals, or 
will exclusively further individual or organisational interests without 
bringing benefits to some parts of society.
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The results from reusing health and health related data should be 
published, or shared in some other way unless the results are sub-
ject to commercial use for products and services, in which case those 
products and services should be available to all possible adopters on 
fair terms such as fair pricing.

Bodies that make decisions to permit data access must ensure that 
these principles are upheld when defining decision making rules and 
be transparent to the public about those rules, the data access deci-
sions that they make and the societal benefits that those data reuses 
have enabled. 

The reuses of health data must be respectful to the holders of the 
data being used, and adhere to data use terms agreed with the data 
holders including the purposes for which their data may be reused.

Organisations that reuse health and health related data must make 
every effort to be as transparent as possible to the public about their 
use of health data and the outcomes of each data use.

4

6

5

7

The reuses of health and health related data must always safeguard 
the privacy of individuals whose data are being reused, by comply-
ing with all applicable data protection laws (such as the EU GDPR), 
by using aggregated or anonymised data whenever possible (but bal-
anced against benefits which may be achieved by using identifiable 
or pseudonymised data) and by adopting robust information security 
measures. 

3
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a) activities for reasons of public interest in the area of public and occupational health, such as protection against 
serious cross-border threats to health, public health surveillance or ensuring high levels of quality and safety of 
healthcare and of medicinal products or medical devices


b) to support public sector bodies or Union institutions, agencies and bodies including regulatory authorities, in the 
health or care sector to carry out their tasks defined in their mandates


c) to produce national, multi-national and Union level official statistics related to health or care sectors

d) education or teaching activities in health or care sectors

e) scientific research related to health or care sectors

f) development and innovation activities for products or services contributing to public health or social security, or 

ensuring high levels of quality and safety of health care, of medicinal products or of medical devices

g) training, testing and evaluating of algorithms, including in medical devices, AI systems and digital health 

applications, contributing to the public health or social security, or ensuring high levels of quality and safety of 
health care, of medicinal products or of medical devices


h) providing personalised healthcare consisting in assessing, maintaining or restoring the state of health of natural 
persons, based on the health data of other natural persons

The Compact includes examples of research, to illustrate purpose e)
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a) taking decisions detrimental to a natural person based on their electronic health data; in order to 
qualify as “decisions”, they must produce legal effects or similarly significantly affect those natural 
persons


b) taking decisions in relation to a natural person or groups of natural persons to exclude them from 
the benefit of an insurance contract or to modify their contributions and insurance premiums


c) advertising or marketing activities towards health professionals, organisations in health or natural 
persons


d) providing access to, or otherwise making available, the electronic health data to third parties not 
mentioned in the data permit


e) developing products or services that may harm individuals and societies at large, including, but not 
limited to illicit drugs, alcoholic beverages, tobacco products, or goods or services which are 
designed or modified in such a way that they contravene public order or morality

An organisation adopting this Compact additionally declares that  
it will not reuse health or health related data for purposes that would  

violate the European Convention on Human Rights. 



34

Data use commitments

Declared purpose

Legal basis

Permission

Data protection

Data handling

Analysis and results handling

Transparency of use

Intended societal benefit

Access to results
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Health data holder agrees 
to (and might insist on) 
Compact use in order to 
grant data access

Data user organisation 
maintains public listing of 
all their Compact-adopting 
data uses, and later adds 
the outcome

The Compact entity 
registers adoption of the 
Compact

Maintains a public register 
of Compact signatories 

Promotes the Compact to 
the public

Promotes the register to 
the public

Decides on any further 
escalation or remedies 
(within its remit)

Both parties fill in and sign 
the complete data use 
agreement, share data, are 
mutually accountable etc.

updates listing

links to

may recommend removal 
from the register

submits complaint or 
panel learns about a 

public concern

signs declaration to adopt the Compact

may publicise misconduct

for specified future data uses within the scope

Data user organisation 
declares a commitment to 
use the Compact for all (or 
transparently specified� 
data uses within the scope 
of applicability

1

19

9

8

7

submits complaint (in addition to or instead of investigation of the data user) 13

Establishes and operates 
an independent 
multi-stakeholder 
oversight panel

12

5

3

Reviews complaints and 
concerns and investigates 
if appropriate 

14
requests a response and copies of
any evidence if it exists or is required16

15

18

11
1710

2
4

6

Compact commitments

• Ethical principles

• Scope of applicability

» Health and health related data

• Purposes

» Permitted purposed

» Prohibited purposes

• Commitments

» Declared purpose

» Permissions

» Data protection

» Analysis and results

» Transparency of use

» Declaration of intended societal benefit

» Transparency of outcomes

» Dissemination of results

• Governance rules

Data Use Agreement template

• Specific headings to be completed per 
use, detailing how commitments will 
be met

• Plus the usual data sharing agreement 
details 

Adoption and support

• Adoption declaration

• Support statement 

A Societal Compact for the secondary use of health  data

The Compact operational workflow

18
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