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If your application includes clinical trials, please note that the European
Union (EU) pharmaceutical legislation known as the Clinical Trials
Regulation No 536/2014 entered into application on 31 January 2022,
repealing the Clinical Trials Directive (EC) No. 2001/20/EC and national
Implementing legislation in the EU Member States, which regulated clinical
trials in the EU until the Regulation's entry into application.



As a result, from 31 January 2023, all initial clinical trial applications in the
European Union (EU) must be submitted via the Clinical Trials Information
System (CTIS). CTIS is now the single-entry point for sponsors and
regulators of clinical trials for the submission and assessment of clinical trial
data.

Transition period: The Clinical Trials Regulation foresees a three-year
transition period, from 2022 to 2025. By 31 January 2025, all ongoing trials
that were approved under the Clinical Trials Directive will be governed by the
new Regulation and will have to be transitioned to CTIS.
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Clinical Trials Information System
mandatory in EU

Use of the Clinical Trials Information System is now

mandatory for new clinical trial applications in the EU, says

the European Medicines Agency.

From 31 January 2023, all initial clinical trial applications in the European Union (EU)

must be submitted via the Clinical Trials Information System (CTIS).

According to the European Medicines Agency (EMA), CTIS is now the single-entry

point for sponsors and regulators of clinical trials for the submission and assessment

of clinical trial data.

This follows a one-year transition, during which sponsors could choose whether to
apply for a new clinical trial in the EU/EEA in line with the Clinical Trials Directive or
under the new Clinical Trials Regulation (CTR), which entered into application on 31

January 2022,

https://www.europeanpharmaceuticalreview.com/news/179088/clinical-trials-information-system-mandatory-in-eu/
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Clinical Trials Information System

The future of clinical trial applications in the EU

The new regulation streamlines the processes for the application and supervision of
clinical trials, and their public registration. All clinical trial sponsors will now use the
same system and follow the same procedures to apply for the authorisation of a
clinical trial. Location and which NCA or national ethics committee sponsors are

dealing with will not be taken into consideration.

The CTR foresees a three-year transition period, from 2022 to 2025. In the next two
years, by 31 January 2025, all ongoing trials approved under the Clinical Trials
Directive will be governed by the new Regulation and will have to be transitioned to
CTIS.

Ultimately, the application of the CTR strengthens Europe’s position as an attractive

location for clinical research, the EMA asserted.

https://www.europeanpharmaceuticalreview.com/news/179088/clinical-trials-information-system-mandatory-in-eu/



x*x

£ ProMIS

PROGRAMMA MATTONE
* X * INTERNAZIONALE SALUTE

An official website of the European Union How do you know? v

EUROPEAN MEDICINES AGENCY m

SCIENCE MEDICINES HEALTH

Medicines v Human regulatory Veterinary regulatory v Committees v News & events Vv Partners & networks v About us Vv

Human regulatory

Overview Research and development Marketing authorisation

Post-authorisation Herbal products

Adaptive pathways Development of the Clinical Trials Information
System

Table of contents

Advanced therapies

Clinical trials

e Transparency requirements
Accelerating Clinical Trials

in the EU (ACT EU) * Progress updates

¢ Development timeline
Stakeholder engagement and consultation

Data submission: guidance
for sponsors

The European Union (EU) Member States and European Economic Area
Reporting safety (EEA) countries, European Commission and European Medicines Agency (EMA) launched the

information during clinical Clinical Trials Information System (CTIS) on 31 January 2022.
trials

At the same time, EMA launched a searchable public website enabling anybody to view information on
Clinical Trials Regulation clinical trials in the EU and EEA contained in the CTIS database.

Clinical Trials Information CTIS serves to implement EU pharmaceutical law set out in the Clinical Trials Regulation (Regulation
System v (EU) No 536/2014) 2.
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Introduction to CTIS

Expand section Collapse section

Introduction to the Clinical Trials Regulation (Regulation (EU) No 536/2014)
(Module 01)

High-level overview of CTIS workspaces and common system functionalities
(Module 02)
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27.5.2014 Official Journal of the European Union L 158/1

(Legislative acts)

REGULATIONS

REGULATION (EU) No 536/2014 OF THE EUROPEAN PARLIAMENT AND OF THE COUNCIL
of 16 April 2014
on clinical trials on medicinal products for human use, and repealing Directive 2001/20/EC

(Text with EEA relevance)

THE EUROPEAN PARLIAMENT AND THE COUNCIL OF THE EUROPEAN UNION,
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CHAPTER 1

GENERAL PROVISIONS
Article 1
Scope
This Regulation applies to all clinical trials conducted in the Union.

It does not apply to non-interventional studies.




ANNEX CLI

Article 2
Definitions

1. For the purposes of this Regulation, the definitions of ‘medicinal product’, ‘radiopharmaceutical’, ‘adverse reaction’,
‘serious adverse reaction’, ‘immediate packaging’ and ‘outer packaging’ set out in points (2), (6), (11), (12), (23) and (24),
respectively, of Article 1 of Directive 2001/83/EC apply.

2. For the purposes of this Regulation, the following definitions also apply:
(1) ‘Clinical study’ means any investigation in relation to humans intended:

(a) to discover or verify the clinical, pharmacological or other pharmacodynamic effects of one or more medicinal
products;

(b) to identify any adverse reactions to one or more medicinal products; or
(c) to study the absorption, distribution, metabolism and excretion of one or more medicinal products;
with the objective of ascertaining the safety and/or efficacy of those medicinal products;

(2) ‘Clinical trial’ means a clinical study which fulfils any of the following conditions:

(a) the assignment of the subject to a particular therapeutic strategy is decided in advance and does not fall within
normal clinical practice of the Member State concerned;

(b) the decision to prescribe the investigational medicinal products is taken together with the decision to include
the subject in the clinical study; or

(c) diagnostic or monitoring procedures in addition to normal clinical practice are applied to the subjects.
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Article 3
General principle

A clinical trial may be conducted only if:
(a) the rights, safety, dignity and well-being of subjects are protected and prevail over all other interests; and

(b) it is designed to generate reliable and robust data.
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High safety standards and streamlined procedures for EU
clinical trials

SUMMARY OF:

Regulation (EU) No 536/2014 on clinical trials on medicinal products for human use

WHAT IS THE AIM OF THE REGULATION?

e The regulation aims to simplify and speed up procedures authorising clinical trials to ensure that the
European Union (EU) remains an attractive centre for clinical research. It also aims to foster multinational
clinical trials conducted both by commercial and non-commercial entities to deliver innovative medicines to
patients and improve treatments using existing medicines.

« It repeals Directive 2001/20/EC, but a transition period is in place until 31 January 2025 (see section ‘From
when does the regulation apply?’ below).
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KEY POINTS
General principle

A clinical trial may be held only if:
« the rights, safety, dignity and well-being of participants are protected and prevail over all other
interests; and
e it is designed to generate reliable and robust data.

Rules
1. Less bureaucracy (‘red tape’). Sponsors of clinical trials will only need to submit a single application
for approval irrespective of where in the EU the trial is to be held. There will be less red tape.

2. Shorter authorisation times. The timeline to authorise clinical trials is set at 60 days. If no decision is
taken within this period, the trial may go ahead (‘tacit approval’). Decisions on applications for substantial
modifications of clinical trials must be taken within 49 days. Where no decision is issued, the authorisation
is considered to be given.

3. Vulnerable groups. Applications for the authorisation of clinical trials must be assessed on the basis of
appropriate expertise. Specific expertise must be used to assess clinical trials involving participants in
emergency situations, minors, those who are incapacitated, pregnant and breast-feeding women and,
where appropriate, certain other groups, such as older people or those suffering from rare and extremely
rare diseases.
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4. Ethical review. All trials are subject to scientific and ethical review. The ethical review must be
performed by an ethics committee in accordance with the law of the EU Member State concerned.

However, the procedures and the timelines for the ethical review must be compatible with the authorisation
procedure stipulated by this regulation.

5. Informed consent. Prior to the trial, participants must be given clear information about their rights
(including the right to withdraw); conditions, duration, nature, objectives, implications, risks and

inconveniences of the trial; possible treatment alternatives; and the possible damage compensation
system.

6. Publicly accessible EU database on clinical trials. The European Medicines Agency set up a

database named Clinical Trial Information System@ containing information on all clinical trials held in the
EU, whether successful or not.
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7. Safety assessments. The cooperation between Member States in the assessment of safety information
reinforces clinical trials in generating high quality data and improves the safety of current and future
medicines on the EU market. An implementing act, Implementing Regulation (EU) 2022/20, sets out the
rules for cooperation between Member States when assessing safety information reported in accordance
with Regulation (EU) No 536/2014.

8. Member State inspections. Member States must appoint inspectors to supervise compliance with the
regulation and ensure that those inspectors are adequately qualified and trained. Implementing Regulation
(EU) 2017/556 sets out the detailed arrangements for good clinical practice inspection procedures.
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FROM WHEN DOES THE REGULATION APPLY?

Regulation (EU) No 536/2014 has applied since 31 January 2022, 6 months after the publication of the notice
referred to in Article 82(3) stating that an independent audit report verified that the EU portal and the EU
database have achieved full functionality (see Decision (EU) 2021/1240). The existing legislation in the field
(Directive 2001/20/EC) will be repealed following a 3-year transition period from that date.

BACKGROUND

The Commission’s former good manufacturing practice directive has been repealed by the new Commission
good manufacturing practice directive, Directive 2017/1572, on the date of entry into application of the regulation
on clinical trials.

The guidelines for the application of clinical trials directive can be found in EudraLex, Volume 10.

For further information, see:
« Clinical trials® (European Commission).



MAIN DOCUMENT

Regulation (EU) No 536/2014 of the European Parliament and of the Council of 16 April 2014 on clinical trials on
medicinal products for human use, and repealing Directive 2001/20/EC (OJ L 138, 27.5.2014, pp. 1-76).

Successive amendments to Regulation (EU) No 536/2014 have been incorporated into the original text. This

consolidated version is of documentary value only.

RELATED DOCUMENTS

Commission Implementing Regulation (EU) 2022/20 of 7 January 2022 laying down rules for the application of
Regulation (EU) No 536/2014 of the European Parliament and of the Council as regards setting up the rules and
procedures for the cooperation of the Member States in safety assessment of clinical trials (OJ L 5, 10.1.2022, pp. 14—
25).

Commission Decision (EU) 2021/1240 of 13 July 2021 on the compliance of the EU portal and the EU database for
clinical trials of medicinal products for human use with the requirements referred to in Article 82(2) of Regulation (EU)
No 536/2014 of the European Parliament and of the Council (OJ L 275, 31.7.2021, pp. 1-2).

Commission Implementing Regulation (EU) 2017/556 of 24 March 2017 on the detailed arrangements for the good
clinical practice inspection procedures pursuant to Regulation (EU) No 536/2014 of the European Parliament and of the
Council (OJ L 80, 25.3.2017, pp. 7-13).

Commission Directive (EU) 2017/1572 of 15 September 2017 supplementing Directive 2001/83/EC of the European
Parliament and of the Council as regards the principles and guidelines of good manufacturing practice for medicinal
products for human use OJ L 238, 16.9.2017, pp. 44-50)

Commission Delegated Regulation (EU) 2017/1569 of 23 May 2017 supplementing Regulation (EU) No 536/2014 of the
European Parliament and of the Council by specifying principles of and guidelines for good manufacturing practice for
investigational medicinal products for human use and arrangements for inspections (OJ L 238, 16.9.2017, pp. 12-21).

Directive 2001/20/EC of the European Parliament and of the Council of 4 April 2001 on the approximation of the laws,
regulations and administrative provisions of the Member States relating to the implementation of good clinical practice in
the conduct of clinical trials on medicinal products for human use (OJ L 121, 1.5.2001, pp. 34-44).
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The below three mandatory deliverables apply to each clinical study included in the proposal:

1.  Study initiation package (before enrolment of the first study participant) including:

» Registration number of the clinical study in a registry meeting WHO Registry criteria* (see
also references given in subheading 1.1 of this template)

e Final version of study protocol as approved by the regulator(s) / ethics committee(s)

* Regulatory and ethics (if applicable, institutional) approvals required for the enrolment of
the first study participant (In case of multicentre clinical studies, submission of approvals

for the first clinical site is sufficient.)
2. Midterm recruitment report

This report is due when 50% of the study population is recruited. The report shall include an
overview of the number of recruited participants by clinical sites, any problems in recruitment
and, if applicable, a detailed description of implemented and planned measures to compensate
for any incurred delays.

3. Report on the status of posting results

Irrespective of the successful completion of the clinical study, summary results must be posted in
the applicable registry/ies (where the study was registered) even if the timing of posting of results
falls outside of the grant period. The report is to be scheduled for the time results posting is
expected or for the last months of the project, whichever comes earlier.
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1 Description of the clinical study

1.1 Title, acronym, unique identifier (e.q. EudraCT Number®, or identifier from ISCRTNS,
ClinicalTrials.gov’ if available) of the clinical study

[insert text]
1.2  Study rationale

Please provide the overall rationale for conducting the proposed study.
[insert text]

1.2.1 Extent and evaluation of current knowledge directly linked to the scientific question(s) to be
answered by the clinical study

[insert text]

1.2.1.1 Outcomes (efficacy, safety) of completed and number of ongoing clinical studies utilising the
same intervention in the same indication (including review of public registers)

[insert text]

1.21.2 Level of evidence related to the mechanism of action of the intervention in the planned

clinical study population
[insert text]

1.3  Objective(s) of the clinical study
Please differentiate between primary and secondary objective(s)

[insert text]
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criteria; all items with justification!)
[insert text]
1.4.1 Details on sample size and power calculation

[insert text]

1.5 Design of the clinical study (controlled / uncontrolled; randomised; open / blinded; parallel group
/ cross over / other; please justify the appropriateness of the selected design)

[insert text]

1.6 Type of intervention (medicinal product / advanced therapy medicinal product / medical device /
in vitro diagnostic medical device / surgical or other invasive procedure / other medical
intervention, including, e.g., counselling)

[insert text]

1.7 Description and timing of study procedures

Please provide an overview, preferably in a tabular format, about the schedule of study
procedures. Please give a simple statement on how long individual patients or healthy
volunteers participate in the clinical study.

[insert text]
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2 Preparedness status
2.1 Development of the clinical study protocol

Please describe how the below aspects have been or will be addressed in developing the clinical
study protocol (if applicable):

2.1.1  Scientific advice from regulatory and health technology assessment bodies

[insert text]

2.1.2 Clinical efficacy, safety, and methodological guidelines (including guidelines on statistics)
[insert text]

2.1.3 Involvement of citizens / patients, carers in drawing up the clinical study protocol

[insert text]

2.2 Regulatory intelligence to ensure timely regulatory approval and ethics clearance of the clinical
study in all jurisdictions where its implementation is planned

Please provide information on the following regulatory and ethics aspects:

2.2.1 How the consortium will ensure access to regulatory expertise necessary to get advice on,
and management of, regulatory affairs activities in all concerned jurisdictions?

[insert text]

2.2.2 How the consortium will ensure access to ethics expertise necessary to get advice on current
proceedings and documentation requirements of all concerned ethics committees?
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2.3 How the scientific and operational governance of the clinical study will be ensured?
2.3.1 Please give details about the sponsor(s) (name, type of entity, seat or country of residence).

[insert text]

2.3.2 Please describe the composition, the role and the functioning of the planned board(s),
governing bodies.

[insert text]
3 Operational feasibility

3.1 Please describe how the availability of the intervention(s) (including comparators) is secured
throughout the entire implementation phase (give details on manufacturing, packaging /
labelling operations, storage, logistical, import/export issues, efc.)

[insert text]
3.2 Please describe how the study population will be recruited

Please give details on the recruitment strategy, monitoring of progress and potential mitigation
measures
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3.2.1  How many clinical sites will contribute to the recruitment of the study population in which
countries? Are these clinical sites part of an established clinical trial network? Please also
describe the selection criteria of the clinical sites.

[insert text]

3.2.2  Will recruitment of the study population be of competitive nature between the clinical sites?
(Please describe how underperformance of individual clinical sites in recruitment will be
managed.)

[insert text]

3.2.3 What evidence supports the ability of the individual clinical sites to recruit the required number
of study participants within the planned timeline (e.q. documented performance in previous
clinical studies of similar complexity targeting very similar study population)?

[insert text]

3.3 Please describe what additional supply (e.q. an electronic device for remote data capture, a
specific instrument for administering the investigational product, etc.) is necessary to carry out
the required study procedures and how this supply will be made available to the clinical sites

[insert text]

3.4 Please provide plans on data management aspects (data standards, type of data capture,
verification of data, central data collection, cleaning, analysis, reporting, security)

[insert text]

3.5 Please give details on how reporting obligations (regarding study initiation, safety of study
participants, ethical concerns, quality issues, integrity of data, study results) to regulatory bodies
and ethics committees will be met.
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3.6 Please list all items of the sponsor's responsibilities (e.q. monitoring clinical sites, meeting
regulatory obligations, data management, etc.) that will be supported by entities that are not part
of the sponsor’s organisation. Please describe how the sponsor will ensure oversight of these
activities.

[insert text]
3.7 What are the plans for major study milestones and what evidence supports its feasibility?

Please describe a realistic plan (based on prior experience) detailing the time necessary for (i)
compiling the required regulatory and ethics submission package, (ii) receipt of regulatory and
ethics approval, (iii} initiation of clinical site(s), (iv) completion of recruitment of the study
population, (v) final assessment of all study participants, (vi) analysis and reporting of the study
results.

[insert text]
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The Partnership should align with EU-wide initiatives on open access and FAIR data***.
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In the context of the work programme 2023-2024 of cluster 1 ‘Health’, FAIR data are data
which meet principles of findability, accessibility, interoperability, and reusability. Data can
include exploitation of information and data from European data infrastructures and
programmes such as Copernicus, European Space Agency and the GEO 1nitiative. For further
details, see the FAIR principles website !, the FAIR cookbook '* and the guides for
researchers on how to make your data FAIR.'°



Open Access, Open Data, DMI

Ethics and GLC

FAIR Principles  Implementation Networks News Events Resources AboutGOFAIR Q

FAIR Principles
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In 2016, the 'FAIR Guiding Principles for scientific data management and stewardship’ were
published in Scientific Data. The authors intended to provide guidelines to improve the Findability,
Accessibility, Interoperability, and Reuse of digital assets. The principles emphasise machine-
actionability (i.e., the capacity of computational systems to find, access, interoperate, and reuse data
with none or minimal human intervention) because humans increasingly rely on computational

support to deal with data as a result of the increase in volume, complexity, and creation speed of

data.

A practical “how to” guidance to go FAIR can be found in the Three-point FAIRification

Framework.
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IR Principles

F1: (Meta) data are
assigned globally unique
and persistent identifiers

F2: Data are described
with rich metadata

F3: Metadata clearly and

explicitly include the
identifier of the data they
describe

F4: (Meta)data are
registered or indexed in a

searchable resource

Open Access, 'I

Findable
The first step in (re)using data is to find them. Metadata and data should be easy to find for both
humans and computers. Machine-readable metadata are essential for automatic discovery of

datasets and services, so this is an essential component of the FAIRification process.
F1.(Meta)data are assigned a globally unique and persistent identifier

F2. Data are described with rich metadata (defined by R1 below)

F3. Metadata clearly and explicitly include the identifier of the data they describe

F4.(Meta)data are registered or indexed in a searchable resource
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> FAIR Principles
> F1:(Meta)data are

assigned globally unique
and persistent identifiers

F2: Data are described

with rich metadata

F3: Metadata clearly and
explicitly include the
identifier of the data they
describe

F4: (Meta)data are

registered or indexed ina

searchable resource

Open Access, (

What does this mean?
Principle F1 is arguably the most important because it will be hard to achieve other aspects of FAIR
without globally unigue and persistent identifiers. Hence, compliance with F1 will already take you a

long way towards publishing FAIR data (see 10 ways identifiers can help with data integration).

Globally unique and persistent identifiers remove ambiguity in the meaning of your published data
by assigning a unique identifier to every element of metadata and every concept/measurement in
your dataset. In this context, identifiers consist of an internet link (e.g., a URL that resolves to a web
page that defines the concept such as a particular human protein). Many data repositories will
automatically generate globally unique and persistent identifiers to deposited datasets. |dentifiers
can help other people understand exactly what you mean, and they allow computers to interpret
your data in a meaningful way (i.e., computers that are searching for your data or trying to
automatically integrate them). I[dentifiers are essential to the human-machine interoperation that is
key to the vision of Open Science. |n addition, identifiers will help others to properly cite your work

when reusing your data.
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Examples of globally unique and persistent identifiers

> FAIR Principles e One particular person on planet earth has this globally unique and persistent identifier:
b L https://orcid.org/0000-0001-8888-635X

assigned globally unique
and persistent identifiers e Hereis anidentifier that uniquely links to the results of a study estimating the FAIRness of

F2: Data are described different data repositories: doi:10.4121/uuid:5146dd06-98e4-426c-9ae5-dc8fa65c549f

SR EDITEEREE e The human polycystin-1 protein has a globally unique and persistent identifier given by the

: Metadata clearly and . i ‘
s UniProt database: http://www.uniprot.org/uniprot/P98161

explicitly include the

identifier of the data they e Polycystic kidney disease Type 1 has a globally unique and persistent identifier given by the
describe OMIM database: http://fomim.org/entry/173900

F4:.(Meta)dat,a are e The number 163483 refers to the undergraduate student ID of Mark Wilkinson, the NCBI gi
registered or indexed ina

cearchable resource number for a bovine protease, and a part number for a Singer sewing machine. Hence, this is a

poor example of F1'!
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Accessible

Once the user finds the required data, she/he/they need to know how they can be accessed,

possibly including authentication and authorisation.
> A1.1: The protocol is open,

free and universally
implementable A1l. (Meta)data are retrievable by their identifier using a standardised communications

A1.2: The protocol allows protocol
for an authentication and

authorisation procedure . . .
PRy A1.1The protocol is open, free, and universally implementable

A2: Metadata should be

accessible even when the A1.2 The protocol allows for an authentication and authorisation procedure, where
datais no longer available

necessary

A2. Metadata are accessible, even when the data are no longer available
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11: (Meta)data use a
formal, accessible, shared,
and broadly applicable
language for knowledge
representation

12: (Meta)data use
vocabularies that follow

the FAIR principles

13: (Meta)data include
qualified references to

other (meta)data

Open Access, C

Interoperable

The data usually need to be integrated with other data. In addition, the data need to interoperate

with applications or workflows for analysis, storage, and processing.

11. (Meta)data use a formal, accessible, shared, and broadly applicable language for knowledge

representation.
12. (Meta)data use vocabularies that follow FAIR principles

I13. (Meta)data include qualified references to other (meta)data
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R1: (Meta)data are richly

, ] , Reusable
described with a plurality
of accurate andrelevant The ultimate goal of FAIR is to optimise the reuse of data. To achieve this, metadata and data should
attributes be well-described so that they can be replicated and/or combined in different settings.

R1.1: (Meta)data are
released with a clear and . . . . .
. R1. (Meta)data are richly described with a plurality of accurate and relevant attributes
accessible data usage

license

R1.2: (Meta)data are R1.1. (Meta)data are released with a clear and accessible data usage license
associated with detailed
PEONENANCE R1.2. (Meta)data are associated with detailed provenance

R1.3: (Meta)data meet

domain-relevant . .
R1.3. (Meta)data meet domain-relevant community standards

community standards
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This topic aims to provide funding to adaptive clinical platform trials that may be
implemented routinely outside of an epidemic or pandemic context, but that are designed to
be ready for the timely assessment of novel diagnostics, therapeutics or vaccines 1n the face of

an epidemic or pandemic.

Proposals should develop the wide range of elements needed to sustain multi-country adaptive
platform trials, including the trial implementation capacity, laboratory analysis capacity, and a
harmonised approach to the collection, storage, sharing and analysis of FAIR!'®® data.
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e The scientific and clinical community make wide use of newly established and where
relevant open access databases and/or mtegrate them with existing infrastructures for
storage and sharing of collected data according to FAIR ' principles, thereby
encouraging further use of the data.

The proposals should adhere to the FAIR data** principles and adopt data quality standards,
GDPR-compliant data sharing, access and data integration procedures based on good
practices developed by the European research infrastructures. In relation to the use and
mterpretation ol data, special attention should be paid (o systematically assess [or bias and/or
discrimination (sex/gender, ethnic, minority and vulnerable groups aspects). Proposals are
mvited to consider adopting recommendations for m-silico models construction and
validation.***
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The proposals should address all of the following activities:

e Identification of the barriers to health data integration and access as needed for the
selected use cases, and of specific existing tools, technological solutions and
coordination and standardisation agreements addressing those barriers. Issues to be
covered 1nclude semantic ontologies, data standards and formats, data quality, data
storage, management and access modalities, as well as enhanced findability of relevant
datasets through improved metadata standards and data catalogues.

e New approaches to assemble large, easily findable and lawfully accessible high-quality
datasets integrating multiple types of health data leading to improved clinical outcomes
(e.g. new care solutions, personalised disease management, advanced diagnostic tools),
taking into account data FAIRification®* and inter-operability needs.
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The proposals should address all of the following activities:

e New techniques, support tools, mechanisms and modalities to enable GDPR compliant
access to sensitive personal data, including genomics, allowing for their re-use across
borders and mtegration of different types of data relevant to human health. Legal and
ethical frameworks should duly consider the heterogeneity in national and sectorial rules
and procedures for data access and re-use.

e Data management approaches for cross-border distributed data storage and processing,
enabling remote collaboration, electronic consent management, data provenance
tracking, and scalability of data management resources, ensuring data privacy and
security, and resulting in robust support to advanced, mnovative clinical workflows.
Joint data governance 1s expected to be piloted among several clinical centres across
Europe.
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The proposals should address all of the following activities:

e Development of a data analytics platform applying distributed learning and artificial
intelligence approaches to query and aggregate efficiently, effectively and securely data
from multiple sources for multiple use cases (groups of diseases), to monitor patients'
health status, analyse causal mference, support diagnosis and health policymakers, and
establish recommendations for patients and other stakeholders.
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G OpenAlRE Services Support Open Science In Europe About Q SIGN IN

Written on Jun 26, 2018.

In a press release the European Commission published its proposal
for Horizon Europe, an ambitious €100 billion research and innovation
programme that will succeed Horizon 2020.

I I .
Compared with Horizon 2020, it includes several new features
: - including the establishment of a European Innovation Council (EIC)
~ u r p B aimed at helping the EU become a frontrunner in market-creating

innovation. New missions will also focus EU-wide research and
innovation efforts to tackle global societal challenges and strengthen
industrial competitiveness. The principle of ‘'open science' will become the modus operandi of Horizon Europe, requiring open access
to publications and data, supported by infrastructure across Europe. This will assist market uptake and increase the innovation

potential of results generated by EU funding.. Horizon Europe will intensify its openness to the world by extending association
possibilities to a wider range of third countries.
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European
Commission

Horizon Europe (HORIZON)

Programme Guide

Open Acce

Furthermore, the strategic plan identifies European co-programmed and co-funded
partnerships, as well as the EU missions and contains orientations regarding cross-
cutting elements of Horizon Europe related to areas for international cooperation,
and key specific issues, such as gender, social sciences and humanities
integration, key enabling technologies, ethics, open science practices, as well
as social innovation and the EU taxonomy.

5. Implement open science practices
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