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Welcome to our
annual report 2018

The European Clinical Research
Infrastructure Network (ECRIN)
is a sustainable, non-profit,

r o
* “ distributed infrastructure with

‘ _ the legal status of a European
! : Research Infrastructure
g Consortium (ERIC).

ECRIN supports multinational clinical trials in Europe, which provide increased
access to patients, resources and expertise. In particular, ECRIN supports
investigators and sponsors in the planning and design of clinical trials, and

can subsequently provide services for the management of multinational trials.
ECRIN is also involved in activities to enhance the ability of European sponsors

to successfully conduct multi-country clinical research (e.g. tools/database
development, data centre certification). Moreover, ECRIN is involved in infrastructure
development projects that aim to further develop the European clinical research
community and facilitate multinational trials.

ECRIN has nine member countries (Czech Republic, France, Germany, Hungary,
Ireland, Italy, Norway, Portugal and Spain) and two observer countries (Switzerland
and Slovakia).
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Letter from the
Director General

Together, we hope to make even
greater progress towards more
evidence-based medical decisions.

Dear reader,

We are proud to present ECRIN’s
Annual Report for 2018. This year
was particularly significant in that
it marked the fifth year of operation
since ECRIN was awarded the legal
status of a European Research
Infrastructure Consortium (ERIC).

Other highlights for 2018 included
the addition of a new member
country (Ireland) and a new
observer country (Slovakia), while
Czech Republic went from being an
observer to a full-fledged member.
This brought our total number

of member countries to nine and
observer countries to two.

Throughout 2018, we continued to
expand our clinical trial portfolio
and supported the management
of multinational, academic clinical

trials covering diverse medical
fields and diseases. We also
continued to work on infrastructure
development projects that aim

to further develop the European
clinical research community and
facilitate multinational trials.

We are proud of what we have
accomplished with our many
European and international
partners so far, and are excited to
continue striving to achieve our
vision: the generation of scientific
evidence through multinational
clinical trials to enhance medical
practice, and ultimately, to improve
public health.

Our main priorities moving
forward are the optimisation of our
human and financial resources to
continually improve our ability to

Jacques Demotes
Director General of ECRIN

provide the highest quality support
services. This report provides an
overview of how we used these
resources in 2018 to achieve our
goals.

We look forward to facilitating
multinational clinical trials

in collaboration with our
outstanding partners in Europe and
internationally. Together, we hope
to make even greater progress
towards more evidence-based
medical decisions. We thank you
for your interest and continued
support.

Sincerely,

Jacques Demotes



Foreward from the Chair and
Vice-Chair of the Assembly of

Members

Infastructure development projects| are a great

opportunity to collectively address clinical research issues,

and to identify and develop the tools and services needed

to enhance the European clinical research landscape for all.

Dear reader,

2018 was another busy year for
ECRIN. The organisation continued
to strive to achieve the goals set
out in the 2016-2019 strategy plan,
and to optimise its governance to
meet the demands of an increasing
number of member and observer
countries. Five years after having
taken off, it was decided to carry
out a truly external, independent
assessment in 2019 as part of the
policy of transparency and ‘good
value for money’.

ECRIN’s raison d’étre remains the
provision of high-quality support
services to its participating
countries, helping its national
scientific partners to connect to
partners in other ECRIN member
and observer countries, as well as

to partners elsewhere in Europe
and beyond. This type of cross-
border collaboration is of great
value to individual countries and
to Europe as a whole. Multinational
clinical trials mean greater access
to patients, expertise, resources,
and more, which in turn means
faster and more robust results. For
individual European countries, this
is a huge advantage.

With ECRIN’s support, countries
can gain easier access to other
national networks (composed of
clinical trial and/or clinical research
units), research communities, and
facilities. Collectively, they can
develop and implement innovative
research projects to tackle the
pressing questions that might
otherwise go unaddressed in
clinical studies involving paediatric

patients (now 20% of ECRIN’s
portfolio) or adult patients - and
which may have a potentially great
impact on public health.

A particular benefit for researchers
is access to the hundreds of
millions of European inhabitants
and potential patients. This

is especially relevant for rare
diseases, whereby a single country
may only have a handful of cases,
making a clinical trial extremely
difficult (or slow) to conduct.

ECRIN is an active actor in
promoting collaboration with
other research infrastructures

(RIs) in the biological and medical
sciences area (both those in the
preparatory phase and those which
are already ESFRI* ‘Landmarks’),
as well as with other European RI

Rafael de Andrés

Chair of ECRIN’s Assembly of Members (Insti-

tuto de Salud Carlos I, ISCIII - Spain)

consortia (ERIC Forum). Of note,
ECRIN has signed a long-term
cooperation agreement with the
BBMRI and EATRIS ERICs, and is
actively involved in the European
Joint Programme on Rare Diseases
(EJP RD).

Beyond multinational clinical trials
(investigating drugs, devices and/
or novel study designs/strategies),
ECRIN’s member and observer
countries are involved in various
infrastructure development
projects supported by ECRIN. Such
initiatives are a great opportunity
to collectively address clinical
research issues, and to identify
and develop the tools and services
needed to enhance the European
clinical research landscape for all.
Finally, ECRIN supports its member
and observer countries to develop

Maria Ferrantini
Vice chair of ECRIN’s Assembly of Members
(Istituto Superiore di Sanita, ISS - Italy)

their own national infrastructure, as
appropriate. In this way, ECRIN plays
adualrole: it promotes stronger
collaboration between countries,
and supports infrastructure
development within individual
countries.

ECRIN’s solid growth in 2018 in
terms of number of trials, projects
and member/observer countries
once again highlights the underlying
strength of this unique organisation.
We believe that ECRIN has the
potential to achieve even more by
attracting additional member and
observer countries. Because, more
countries means more potential for
multi-country collaboration, and
when it comes to clinical trials and
research, the more the better.

Sincerely,

Rafael de Andrés, chair of ECRIN’s
Assembly of Members (Instituto de
Salud Carlos I, ISCIIl - Spain)

Maria Ferrantini, vice chair of
ECRIN’s Assembly of Members (Istituto
Superiore di Sanita, ISS - Italy)



Mission, Vision and Focus Areas 2018 in Numbers

ECRIN MISSION ECRIN VISION

To support the conduct of To generate scientific evidence

multinational clinical research to optimise medical practice .-) q 9 ’.;.-,
in Europe . . — WA
Years that Member Observer Number of
ECRIN has had countries countries trials (current)
‘ERIC’ status supported by
ECRIN

Focus Areas Moving Forward °

v Increasing the number of ECRIN-
supported trials.

v Expanding the number of member/

9

6

11 €3.38M

. New Average Data centres Total ECRIN
observer countries. infrastructure number of certified since budget
) o development countries 2014
v Prgmqtmg quality inside the projects funded per ECRIN-
organisation. supported trial

v Further developing partnerships.

v Increasing our involvement in
strategic / science policy actions.

6

500

18,941

Number of Twitter Website

v Developing tools / services adapted scientific articles followers visitors
o (co)authored
to the clinical research context. by ECRIN and

published
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Celebrating 5 Years

as an ERIC

2018 marked the fifth anniversary since
ECRIN was awarded the status of a European
Research Infrastructure Consortium (ERIC) by

the European Commission®.

ECRIN began in 2004 and matured through
European Union (EU) Framework Programme
6 (FP6) and FPT funding. In 2006, it was

listed on the European Strategy Forum on
Research Infrastructures (ESFRI) roadmap. In
those first years it focused on developing its
strategy, tools, and infrastructure to achieve
its goal: supporting European sponsors and
investigators to overcome the barriers to
multinational clinical research.

The awarding of ERIC status in November
2013 was a key development, as it ensured
ECRIN’s financial sustainability by enabling
the organisation to receive financial
contributions from its member and observer

countries.

ECRIN-ER|C
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The awarding of

2013
Awarded ERIC status
(29 Nov. 2013).

2014
Established its legal organisation

and hired new personnel;
provided support to 20 trials;

launched data centre certification.

f o 2

2015

Completed its 4th major FP7
project: ECRIN Integrating Activity

(ECRIN-IA).

ERIC status in
Novermnber 2013 was
a key development.

2016

Designated a ‘Landmark’ on the
2016 ESFRI roadmap; 40 trials in
portfolio (28 ongoing).

l 4 of] =5
2017
Launched the Paediatric Clinical

Research Infrastructure Network
(PedCRIN) and other projects.

2018

Grew to 11 members/observers;

58 trials in portfolio (35 ongoing).

11

°The ERIC legal status is recognised in all EU member states, and is designed to facilitate the establishment and operation of research
infrastructures (RIs) of European interest.
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2018 Highlights

ACRIN m!:ng (@S_AACA/N) —

Jan Mar May Jul Sep Oct Nov Dec

« Czech Republic « Ist Clinical Research < International Clinical ~ « Slovakia became an « Audited 2 data » Organised the 3rd «Ireland became a « Finalised 2019
became a member Initiative for Global Trials Day (ICTD) observer (1 Jul.) centres in Japan annual CORBEL member (20 Nov.) work plan
(1Jan)) Health (CRIGH) meeting in Budapest and trained 3 Medical Infrastructure/ _

General Assemblyin (15 May) auditors (pilot for Users Forum (MIUF) i+ Rltrain staff exchange  « Assembly of
» European Tokyo (7-8 Mar.) globalisation of the meeting in Paris for RI managers Members (AoM)
correspondent (EuCo) « Assembly of data management (15 Oct) (22-23 Nov.) meeting (11 Dec.)
face-to-face meeting « EuCo face-to-face Members (AoM)

centre certification

. . « EuCo face-to-face
(24-25 Jan.) meeting (21-22 Mar.) meeting (15 May)
g & Y programme) meeting (28-29 Nov.)
» Summer School « Launch of the ECRIN
meeting in Toulouse pharmacovigilance
(3-5 Sept.)

qualification project
« Certified 3 new data for deve.loplng
centres in Europe: KKS harmonised standards

Dresden (Coordination of reference

Centre for Clinical « Launch of the ECRIN

Trials Dresden); quality group aiming
Coordination Centre to promote quality

for Clinical Trials (KKS) across national hubs
Heidelberg; Ospedale

Pediatrico Bambino

Gesu (OPBG), Rome.
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ECRI

What We Do

ECRIN is a sustainable, non-profit,

distributed infrastructure that strives to
overcome the obstacles to multinational

trials in Europe.

In particular, ECRIN supports
investigators and sponsors in the
preparation of trial protocols and
funding applications, and can
subsequently provide services for the
management of multinational trials. It
focuses on independent, multinational
academic research as well as trials
initiated by biotech and medical device
small and medium-sized enterprises
(SMEs).

ECRIN is also involved in activities

to enhance the ability of European
institutions to successfully conduct
multi-country clinical research (e.g.
tools/database development, data
centre certification). Moreover,

ECRIN participates in infrastructure
development projects. Updates on
ECRIN’s trial support and project
activities in 2018 can be found below.

ECRIN Overview - ECRIN Annual Report 2018

EuCo European Correspondent  CTU Clinical Trial Unit

ECRIN Overview - ECRIN Annual Report 2018
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How ECRIN works

with nat
partners

Organisation

ECRIN’s organisational model is based
on country membership. In 2018, it had
nine member countries (Czech Republic,
France, Germany, Hungary, Ireland,
Italy, Norway, Portugal and Spain) and
two observer countries (Slovakia and
Switzerland).

Each country hosts a European
correspondent (EuCo) who is seconded
to ECRIN by the national scientific
partner, that is, a network of academic
clinical trial units (CTUs) and/or clinical
research centres (CRCs) located at or
affiliated to national universities and
hospitals. EuCos are clinical research
experts with extensive knowledge of the
national and European clinical research
landscape; they manage the clinical
trial portfolio and coordinate with the
national scientific partner with support
from the Paris-based core team.

OlN

al

Funding

ECRIN is funded by the contributions
of its member and observer countries.
These funds are primarily dedicated
to supporting the organisation and
developing its core competencies. In
addition, ECRIN receives funds from
European funding bodies (e.g. Horizon
2020) that cover specific activities
carried out as part of multinational
clinical trials or infrastructure
development projects.

Financial contributions were received
from member countries in 2018.
Observer countries paid for the cost of
their respective local EuCos. Following
the addition of new member / observer
countries, the consolidated ECRIN
statutes and the Annex Il of the ECRIN
statutes (list of members and observers)
were updated in December 2018".

"Documents available here: www.ecrin.org/who-we-are/organisation-funding



http://www.ecrin.org/who-we-are/organisation-funding
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Clinical Trial Operations

Overview

ECRIN’s core activity is clinical trial operations,
which was naturally its focus in 2018. ECRIN
provides support to investigators and sponsors
in ECRIN member and observer countries for the
preparation of European funding applications
and the validation of study protocols. Provided
that projects meet ECRIN’s eligibility criteria,
ECRIN can also provide various trial management
services to sponsors / project coordinators.

As part of its operations activities, ECRIN also
contributes to the development of tools designed
to facilitate multinational clinical research.

ECRIN’s Support in a Changing
Research Landscape

In 2018, ECRIN’s clinical trial activities continued to
reflect significant changes in the clinical research
landscape and funding policy/ecosystem, one

of which is the rise of personalised medicine. In
particular, ECRIN supported a significant number

of applications for European funding (H2020) for
multinational studies on patient stratification (as
part of personalised medicine programmes). As such,
ECRIN extended its traditional support for randomised
clinical drug trials to support for new clinical research
areas and methodologies (e.g. the identification of
biomarkers, prospective cohorts and medical device
investigations).

The sections below provide a closer look at the

type of support ECRIN provides from preparation

to implementation, and highlights the number of
applications that ECRIN supported in 2018. The ECRIN
clinical trial portfolio (ongoing trials as of 2018) is also
presented.

SECRIN member countries benefit from the full range of ECRIN services for multinational trial preparation, protocol evaluation and/or trial
management. To be eligible for ECRIN support, projects mustinvolve at least two member or observer countries; the protocol and trial
plans must be reviewed and approved by ECRIN. ECRIN can provide support services even if the trial’s coordinating country is not a member
or observer, provided that the project involves at least two member and observer countries. In this case, one of ECRIN’s EuCos or the core

team is assigned to the trial.

Clinical Trial Operations - ECRIN Annual Report 2018

Support for new clinical
research areas and

methodologies

Personalised Medicine

Personalised medicine aims to deliver
the best and most appropriate
healthcare strategy to each patient
subgroup. This requires the identification
of patient groups based on the
understanding of disease mechanisms
(hypothesis-driven approach) or
following mechanism-agnostic clustering
(data-driven approach). Although both
approaches can co-exist, the data-
driven approach is now made easier
because of the availability of large
multimodal datasets combining clinical,
imaging and multiomics data from

broad patient populations, collected
either prospectively or retrospectively

in the context of observational or
interventional studies. Such large
datasets are exploited by machine-
learning algorithms to stratify the patient
population.

Regardless of the approach used to
stratify patients, randomised clinical
trials are necessary to compare

and validate treatment strategies.
Depending on the nature of the
biomarker signature underpinning
stratification, and the understanding of
the drug’s mechanism of action, linking
a biomarker profile with a treatment
option may be a relatively easy or very
difficult task. New designs (i.e. basket
and umbrella trials) are becoming
more widespread in randomised

trials in order to validate proposed
treatment options. Moreover, ‘platform
trials’, which entail continuous, multi-
arm testing of multiple drugs for a
given disease condition, are becoming
increasingly prevalent. Although these
approaches were first designed and
implemented in the field of cancer,
they have now spread rapidly to other
disease areas.
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Grant Application Support

In the planning phase, ECRIN can give input on

the different aspects of funding applications such

as work package architecture, potential impact,
management, governance, consortium composition,
and multinational clinical trial management. ECRIN
can also advise on the types of available (European)
funding and how to go about applying.

EuCos, who act as the intermediary between

the sponsor and service providers (i.e., national
networks and CTUs), can provide information in
particular on the facilities that have the capacity
and services needed to manage the trial. They
ensure that the CTUs selected for the study are
an appropriate fit, both in their country and in
other European countries. They can also advise
on anything from ethical/regulatory requirements
to trial insurance, and can provide a logistical
evaluation and/or risk assessment (see below) of
project plans.

In 2018, ECRIN proposed comprehensive support to
investigators and sponsors for funding applications.
While the majority of support was provided for
H2020 calls, ECRIN also assisted with applications
to projects such as conect4children (c4c) (funded by
the Innovative Medicines Initiative, IMI)¥. It was also
contacted directly by other (academic) funders and
various industry groups to participate in calls/trials.

In 2018, ECRIN was involved in nine clinical trial
proposals (for H2020/IMI funding), which include a
mix of stage-1 and stage-2 calls. One proposal was
accepted (financed), one was placed on the reserve
list, two were accepted for stage-2, and five were
rejected.

In addition, various existing projects contacted ECRIN
throughout the year to see if the organisation could
provide trial management support services.

Collaboration Committee

ECRIN has an internal Collaboration
Committee which meets once weekly to
discuss whether or not to move forward
with proposals. The goal is to make an early,
transparent decision on the support to be
provided to funding applications based on a
project synopsis and task requirements.

In 2018, the Collaboration Committee
reviewed 38 proposals, and agreed to
collaborate on 21 of them.

Risk Assessment

Once funding has been secured, and before
implementation, projects can be submitted to ECRIN
for risk assessment. EuCos can assess the risk related
to projectimplementation (e.g. patient recruitment,
timelines, budget). They can also give suggestions and

alternatives to minimise any identified risk factors. Moreover,

ECRIN can provide peer-review of the pre-final protocol to
assess risk of bias, with recommendations on how to reduce
this risk. This review is done by ECRIN’s Scientific Board of
clinical research and methodology experts.

Trial Management Support

During project implementation, ECRIN delivers various
trial management services to sponsors / project
coordinators. ECRIN coordinates these services, some of
which are performed directly by CTUs in ECRIN’s member
and observer countries.
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ECRIN member/observer countries listed in capital letters

In particular, ECRIN can provide support for:

Clinical Trial Portfolio in 2018
(current trials)

« Project management (central and local)
» Submissions to regulatory authorities and ethics

committees
In 2018, ECRIN’s trial portfolio included 35 ‘current’ trials

(thisincludes trials that started before or during the year,

+ Monitoring (on-site or remote)

« Local and central pharmacovigilance tasks and

adverse event reporting as well as trials that were funded in 2018 with a start date

. Central data management (through ECRIN’s certified in 2019). The trial portfolio above illustrates the country

coordination / participation for ECRIN-supported trials as
of 31 December 2018.

data centres)
« Bio-banking
« Selection and provision of qualified resources, and

other tasks Clinical Trial Portfolio (all trials)

The total ECRIN trial portfolio, including past studies,
reached 58 studies in 2018. The illustrations on the next
page all include data for both current and past studies.
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Medical Specialty

Support to investigators e
and sponsors for funding
applications

Countries in ECRIN-Supported Trials

M Neurology /psychiatry B Cardio metabolism

' Pneumonology Infectious disease
B Cancer I Gastroenterology
Intensive care Nephrology
B immunology B oOphtalmology
Population

.

.

e,

[ Paediatrics

N 7 B Adult I Mixed

B ECRIN member country ECRIN observer country B Other country

i

Rare or Common Disease

M Common

1 Rare

Intervention

I Drug
[l Medical device

B ATMP

Nutritional intervention

Procedural intervention B Vaccine

B Diagnostic intervention

No intervention
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Infrastructure Development

In addition to supporting trials, ECRIN is an active resources, as well as to increase the visibility of the Rls.
player in European infrastructure development Other infrastructure development projects aim to develop
projects. These projects may involve other and upgrade ECRIN's capacity, tools and services.

European Rls working across a wide range of

areas and offering diverse services. The goal of In 2018 ECRIN continued to be involved, as coordinator

these partnerships is to link Ris to develop tools, or participant, in various H2020 projects. Updates on

services, training, landscape analysis, and/or select projects and activity areas are provided below.

Collaboration

with Other Rls
CORBEL 0

EOSC-Life (=)

ERIC Forum (start 2019) A

Development of Capacity
(Partnerships with

. . (@)
Medical Speualtu:zg E(EJ _./ Ef
&

X1

00 Education & Training
ECRAID-Plan (start 2019) MM CORBEL (WP9)
EJP-RD (start 2019) MiRoR
EPTRI i
PedCRIN 4 CLINICALRESEARCH: )y “r
TBMed (start 2019) ECRIN MAIN MISSION
TRANSVAC2

PE=S
International

Development of Collaboration

Capacity (Data)

CORBEL (WP3) / / CRIGH

. EULac-PerMed (start 2019)
EOSChub RISCAPE
EOSC-Life (start ZOj 9) RIVIS (start 2019)

EOSCpilot TESA I
SYNCHROS (start 2019)
XDC
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Ongoing and New Projects
in 2018

PedCRIN

In 2018, ECRIN continued to manage the
H2020-funded Paediatric Clinical Research
Infrastructure Network (PedCRIN) project.
Launched in 2017, PedCRIN involves the
development and testing of tools and services
designed specifically to support paediatric trials.

—

In 2017, there was a call to fund investigator-
initiated paediatric or neonatal interventional
clinical studies on medicinal products to
support study management tasks in countries
other than the coordinating country. Three
studies were selected from this call: 1) The WE-
study-Walking Easier with cerebral palsy, 2) A
randomised trial of prophylactic oropharyngeal
surfactant for preterm infants: the POPART
trial, 3) Oxytocin Treatment in Neonates/Infants
with Prader-Willi syndrome: effects. In 2018,
PedCRIN began to provide trial management
services and tools to these trials.

Learn more: www.pedcrin.org

Other Paediatric Projects

ECRIN’s involvement in PedCRIN reflects the

organisation’s greater commitment to clinical

N7

~

research and infrastructure development

in the field of paediatrics. This can also

be seen through two related projects: the
European Paediatric Translational Research
Infrastructure (EPTRI)Vand c4c.

23
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EPTRI aims to propose developmental models
for a future translational research infrastructure
focused on paediatric medicine development.
c4c aims to establish a pan-European network
of paediatric hospitals to access and investigate
paediatric patients in industry-sponsored and
investigator-initiated trials.

The goal of such a network is to avoid duplication
in the paediatric research community and to
pool resources and competencies. This in turn
would help to establish stable partnerships
between RIs and scientific communities,

as promoted by the Coordinated Research
Infrastructures Building Enduring Life-science
Services (CORBEL) ‘Medical Infrastructure / Users
Forum’ (MIUF, see below). The strengthening of

a paediatric network could also benefit the rare
disease community, as paediatric projects/trials
frequently address rare diseases.

CORBEL

CORBEL is another H2020-funded project that
was a focus in 2018. The project aims to establish
shared services between the ESFRI Biological
and Medical Sciences Research Infrastructures
(ESFRI BMS RIs)-which includes ECRIN-for the
biomedical research community. This is achieved
through the creation of ‘cross-infrastructure
scientific workflows’, development of common
services (which meet specific user/infrastructure
needs), and development of partnerships with
user communities. One highlight in 2018 was the
third annual general meeting, organised by ECRIN
and held in Paris from 16 to 17 October 2018.

Learn more: www.corbel-project.eu



http://www.corbel-project.eu
http://www.pedcrin.org
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In the context of CORBEL, ECRIN also
continued to lead the work package for
the MIUF. This is a unique forum that
enables dialogue and action planning
between various stakeholders involved
in European clinical research including
medical research communities,
funding bodies, and medical Rls. In
2018 a key event was the MIUF’s third
annual meeting in Paris on 15 October.
The meeting addressed the following
topics: the structuring of medical
research communities at pan-European
level; the needs of medical research
projects in the context of big data and
personalised / stratified medicine; and

project sustainability, quality, training,
information sharing and strategic vision.
As for medical research project needs,
speakers shared success stories involving
cross-cutting technical expertise to
address scientific questions. They also
underlined potential challenges, including
data collection, anonymisation, clean-up/
structuring, storage, sharing, and more.
Finally, in terms of data, participants noted
in particular that the sharing / reuse of
(multimodal) data, images, and biosamples
is essential to optimise the use of research
data. It was also noted that policies for data
sharing and reuse are generally lacking,
hindering the reuse of sensitive data at a

Data Sharing

Data sharing and optimal
reuse of data are key
challenges for the clinical
research community. In
2018, ECRIN continued
to address data sharing
issues through its
involvement in various
projects. For example,

in the aforementioned
CORBEL project, ECRIN
works on clinical trial
data sharing and reuse,
and participates in the

The analysis and re-use of data is addressed
by the European Open Science Cloud pilot
project (EOSCpilot)Y, which supports the first
phase in the development of the European
Open Science Cloud (EOSC). ECRIN is
involved in the EOSCpilot work package on
policy, and is the lead, along with BBMRI, of
the sub-task on ethics. ECRIN is also part of
the EOSC-hub'' project that aims to define
the governance of the EOSC. EOSC-Life"t
(see below) builds off of the work achieved
with CORBEL partners to create an open
collaborative space for digital biology.

Projects Funded in 2018

In 2018, multiple new infrastructure
development projects involving ECRIN
as a partner received positive funding

Stakeholders)i

+ SYNCHROS (SYNergies for Cohorts
in Health: integrating the Role of all

25

Another data-related project is the
H2020-funded eXtreme DataCloud
(XDC )V aimed at developing
scalable technologies for
federating storage resources and
managing data in highly distributed
computing environments. The
services provided will be capable
of operating at the unprecedented
scale required by the most
demanding, data intensive,
research experiments in Europe
and worldwide.

. decisions (with kick-offs scheduled for
development of solutions INTERNATIONAL COOPERATION

« EuLac-PerMed (Widening EU-CELAC
policy and research cooperation in

. 0 .
data service challenges® . In regards larger scale across national borders. T ol data early 2019). These projects are grouped
to medical community structuring, by th ti bel

o management. y thematic area below.
participants noted challenges related to

PARTNERSHIPS WITH MEDICAL
SPECIALTIES

« EBRA (European Brain Research Area)™
« ECRAID-Plan (European Clinical
Research Alliance on Infectious Diseases

Personalised Medicine)V

+RI-VIS (Expanding research
infrastructure visibility to strengthen
strategic partnerships)*

COLLABORATION WITH OTHER RIS
« ERIC Forum (ERIC Forum
Implementation project)™

Business Plan)*

or between observational and interventional studies. » EJP-RD (European Joint Programme on

A Closer Look at Data Challenges

Rare Diseases)"
+ TB Med (A testing bed for the development
of high-risk medical devices)*

Personal data protection / data security in the context
of the General Data Protection Regulation (GDPR) must For the full list of ECRIN-supported

infrastructure development projects,

Multimodal data management and stratification

through machine learning are becoming common also be taken into account. Yet, the ability to reuse

see here: www.ecrin.org/activities/

practice. This raises various challenges, namely the data would represent a major breakthrough for clinical DATA

research, and even more so if data were to be available +« EOSC-Life (Providing an open collaborative projects

space for digital biology in Europe)

exploitation of multinational datasets (through the ' o '
development of a system for the sharing/reuse of for transnational or multinational studies.
clinical research data). Issues here include differing

data standards and interoperability across countries,



http://www.ecrin.org/news/corbel-miuf-meeting
http://www.ecrin.org/activities/projects
http://www.ecrin.org/activities/projects
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Partnerships

ECRIN highly values its partnerships with its
scientific partners in its member and observer
countries, as well as with diverse organisations
and networks in Europe and beyond.

ECRIN Membership and
Collaboration

The expansion of ECRIN membership was a
key priority in 2018, and progress was made in

attracting new countries. As mentioned above, the
Czech Republic changed its status from an observer

country to a member country on 1 January 2018.
Slovakia became an observer on 1 July 2018, and
Ireland became a member on 20 November 2018.

Additional countries expressed interest in joining as

well and discussions continue with these states.

Following the addition of new member and
observer countries, the consolidated ECRIN
statutes and the Annex Il of the ECRIN statutes
(list of members and observers) were updated in
December 2018.

These documents are available here: www.ecrin.
org/who-we-are/organisation-funding

Other Partners

ECRIN works with many other partners across
the globe. These groups or organisations are
typically focused on clinical research in general,
or on a specific research area or particular
disease. Located in Europe and internationally,

they may be directly involved in ECRIN-supported trials

or projects, or may also simply wish to maintain close
contact with ECRIN and support its goals.

ECRIN’s partners may be designated as affiliate or
international partners, depending on the nature of the
collaboration and agreement signed (i.e. framework
agreement or memorandum of understanding, MoU).
Additional partners include data centres that have
received ECRIN certification. 2018 was marked by the
addition of three new certified data centres (for more
information, see the Quality section below).

For the full list of ECRIN-certified data centres and affiliate
orinternational partners, see here: www.ecrin.org/who-

we-are/partners

Investigation Networks

Although ECRIN supports trials in any disease area, it
values the establishment of partnerships with disease-
specific networks. In 2018, ECRIN maintained its
relationships with pan-European investigation networks.
Links were strengthened in particular with investigator
communities on paediatrics and ophthalmology.

Projects to Promote International
Partnership and Multinational
Collaboration

ECRIN also seeks to facilitate multinational
clinical research on a global level through various
projects, one example being the Clinical Research
Initiative for Global Health (CRIGH), launched

in 2017. A follow-up to the Organisation for
Economic Co-operation and Development (OECD)
Global Science Forum (GSF) initiative °, CRIGH aims
to serve as a support structure for international
collaboration on clinical research for the benefit
of patients, healthcare professionals, and health
systems. The CRIGH secretariat is shared by

the US National Institutes of Health (NIH) and
ECRIN, and the project brings together research
institutions across the globe.

Learn more: WWW.Crigh.OI’g

CRIGH General A yo (© ECRIN)
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For the full list of CRIGH participants, see here :
www.crigh.org/members-observers

Map of CRIGH Participants across the Globe
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http://www.crigh.org
http://www.ecrin.org/who-we-are/organisation-funding
http://www.ecrin.org/who-we-are/organisation-funding
http://www.ecrin.org/who-we-are/partners
http://www.ecrin.org/who-we-are/partners
http://www.crigh.org/members-observers
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Quality
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This section presents the challenges, opportunities tym

and achievements for quality in 2018. 5””;?52

ECRIN Internal Quality
Management System (QMS)

Following the decision in early 2017 to apply for
ECRIN ISO 9001:2015 certification, ECRIN continued
to make the upgrading of its quality management
system (QMS) a strategic priority throughout 2018.

ECRIN’s QMS is fit-for-purpose and has been
adapted to its distributed infrastructure.

It follows a risk and process-based approach,
which is founded on the recommendations of the
ISO 9001:2015 standard® and the International
Conference on Harmonisation (ICH) Guideline for
Good Clinical Practice (GCP; document E6(R2))*i. It
aims to coordinate and structure the organisation’s
activities to meet customer and regulatory
requirements, and to improve effectiveness and
efficiency on an ongoing basis.

In 2018, ECRIN continued to adapt to changes in

the clinical trial regulatory environment and other
requirements such as: the European adoptionin

June 2017 of the aforementioned ICH E6(R2) GCP
Guideline, EU Clinical Trial Regulation 536/2014*, and
the EU General Data Protection Regulation (GDPR)
2016/679**. ECRIN also made significant progress

in 2018 in the preparation of its QMS for ISO 9001:
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2015 certification. In particular, it formalised
processes related to competencies and training, risk
management, audit and compliance management,
as well as continuous improvement management
(through Corrective Action and Preventive Action,
CAPA). Also in 2018, ECRIN’s information systems
were evaluated for sustainability, and began to be
optimised to increase efficiency and ensure security
compliance with GDPR rules.

ECRIN’s Quality and Risk Council!! met for its annual
meeting to review overall quality performance. In
particular, the Council evaluated the pre-defined
key performance indicators (KPIs) for ECRIN’s
processes, as well as its risk-based internal auditing
programme?!?, Recommendations and adjustments
were made to improve the overall QMS.

Finally, in order to fulfil its coordination role and

the responsibility given to it by the clinical trial
sponsor, ECRIN continued to collect information from
its partners to ensure that they meet the highest
capacity and quality standards. This was achieved
through a self-assessment questionnaire, which must
be completed before the provision of services begins.

Quality as a Service: Data
Management Centre
Certification Programme

ECRIN also offers ‘Quality as a Service’ through
its Data Management Centre Certification
programme. The programme certifies
non-commercial data centres from ECRIN
member and observer countries which have
demonstrated that they can provide safe,
secure, compliant and efficient management of
clinical research data. Data centres can apply
to the programme through an annual call for
applications. Applications are assessed by the
ECRIN Independent Certification Board (ICB)*3.

An on-site audit is performed to assess the
centre’s data management activities and IT

Programme Expansion

Recognising the certification model’s
effectiveness, countries outside Europe
and in particular in East and Southeast
Asian (e.g. Singapore, Japan, South
Korea, Taiwan) have expressed interest
in adopting the programme. The first
major steps for the ‘globalisation’ of
data management centre certification
were taken in 2017, with the translation
of the DM standards (version 3.1) into
Japanese, the training of Japanese
auditors in February 2017 (at ECRIN’s
Paris office), and the inclusion of Asian
auditors (as observers) in three on-site
audits of European data centres.

In 2018, ECRIN continued to lay the
groundwork for the expansion of the
programme to Asia (and beyond),
performing audits of two non-
commercial Japanese data centres in
the fall. The aims were to:

« Assess compliance of the data centres
with ECRIN’s DM standards

« Oversee and approve the appointment
of Japanese auditors

« Contribute to the training of

auditors and preparation for the

future implementation of a regional
certification programme in Asia
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infrastructure. This is done using published
ECRIN data management (DM) standards®, as
described in ‘Requirements for Certification
of ECRIN Data Centres, with Explanation and
Elaboration of Standards, Version 4.0’ Key
to the programme’s effectiveness is the broad
acceptance of the DM standards as well as a
high-quality process to ensure adherence.

Given the significant changes in recent years for
clinical trial data management (e.g. increasing
use of cloud-based infrastructure and

‘software as a service’ (SaaS), new regulatory
requirements for data integrity), the ECRIN DM
standards underwent a comprehensive review
in 2017. The new revised version 4.0 of the
standards was published in 2018.
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‘ DM STANDARDS

Revision of ECRIN
DM standards, v4.0
(April 2018)

https://bit.ly/2Gyg7QT

Overview of Quality Programme Achievements in 2018

Benefits for Participants

The potential rewards for Data Management
Centre Certification programme participants
are numerous. Data centres can benefit from
the sharing of the latest technical developments
(maintenance of up-to-date standards reflecting
state-of-the-art practice) and training on data

AUDITS / ICB

100% of the 2018 audit

plan completed:

« 7 audits
+ 2 ICB meetings
« 3 new data centres
certified (KKS Dresden,
KKS Heildelberg, OPBG
Roma)

Quality - ECRIN Annual Report 2018

management / IT ‘hot topics’ (e.g. data sharing, Clinical

Data Interchange Standards Consortium - CDISC), clinical

data management). Finally, auditors from CTUs involved

in the certification programme receive advanced
training on data management / IT, and thus may play a

leading expert role in discussions on these topics in their

respective countries.

DISSEMINATION &
NEW PROCESSES
/ TOOLS

5 presentations made
(Germany, France,
UK, Japan)

* New programme
features: audit
readiness, CAPA
review

GLOBALISATION
JAPANESE PILOT

Pilot for expansion
beyond Europe:
« Audit of 2 Japanese
noncommercial data
centres

« Training of 3 Japanese

auditors

Quality - ECRIN Annual Report 2018
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pharmacovigilance practice
for academia

Pharmacovigilance Qualification

and Compliance

Asignificant development in 2018 was
the launch of a project which aims to:

« Develop a fit-for-purpose set of
pharmacovigilance (PV) standards that
provide interpretation of regulatory

and good practice requirements

in the context of academic central
pharmacovigilance in Europe

« Identify the CTUs within ECRIN member
or observers countries that are capable of
running central PV services in compliance
with the current EU requirements

For this purpose, ECRIN set up a working
group composed of 19 experts, with at

least one representative from each ECRIN
member/observer country (individuals
were selected by ECRIN’s Network
Committee). The group met monthly
and presented its work to the Network
Committee on two occasions. The group
is currently working on the development
of a set of standards that will be used

to evaluate pharmacovigilance centres’
compliance and ability to provide high-
quality central pharmacovigilance tasks.
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Training

ECRIN organises both internal and external training

activities, presented below with updates from 2018.

Staff Training
Summer School

One of ECRIN’s main internal training events is

the annual Summer School, targeted at European
correspondents (EuCos) and the core team. In
particular, the Summer School aims to provide
training in areas related to the tasks performed

by EuCos and the core team; to foster discussion
on issues related to these tasks in a constructive
environment; and to agree on potential courses of
action to address potential problems.

In 2018, ECRIN held its Summer School in Toulouse,
France from 3 to 5 September. Focus areas
included stratification studies using multimodal
data: challenges and practical solutions; GDPR;
stratification studies: challenges for clinical
research; and risk assessment.

A new feature of this year’s Summer School was a
workshop on cross-culturalissues. In preparation
for the session, participants were asked to
complete a questionnaire, indicating any problems
understanding or communicating with people
from another culture; work methods which seem
incompatible; or any frustrating, embarrassing or
perplexing incident. The session was considered
highly fruitful, and many solutions were proposed
to facilitate collaboration between ECRIN’s diverse,

Training - ECRIN Annual Report 2018

multicultural and distributed team members, from email

guidelines to team strengthening exercises.
Other Internal Training Initiatives

Also in 2018, ECRIN continued its part-time mentorship
programme, which was introduced in 2017. Through
the programme, one of the most experienced EuCos
provides regular mentoring to the other EuCos, in
addition to the support they receive from management
staff in Paris.

Training as a Service

Rltrain

In the context of its infrastructure development

projects, ECRIN is involved in various training activities.

For example, ECRIN hosted a knowledge/staff
exchange as part of Rltrain (Research Infrastructures
Training Programme) from 22 to 23 November 2018 in
Paris. The purpose of Rltrain exchanges is to provide
training to executive staff from European Rls in areas
that are new to them, or in areas that they feel their
Rl needs to develop specific expertise in. ECRIN’s
staff exchange focused on project management.

Training - ECRIN Annual Report 2018 33

Participants included managerial staff from
three European Ris: BBMRI (Biobanking

and Biomolecular Resources Research
Infrastructure)-Swedish Node, Instruct-ERIC
(Integrated Structural Biology Infrastructure)
hub, and ISBE (Infrastructure for Systems
Biology-Europe).

Learn more: ritrain.eu/staff-exchanges

MiRoR

ECRIN also continued to be involved in
training initiatives aiming to develop new
methodologies for clinical research. In
particular, ECRIN is a partner in the Marie Curie
MiRoR (Methods in Research on Research)
project™. MiRoR supports a cohort of 15 PhD
students working on various aspects of trial
methodology with the objective

of reducing waste in research. In 2018, ECRIN
provided advice and feedback to four MiRoR
PhD students on their research projects.

Driving Leadership for Rltrain staffexchangegt

Learn more: http://miror-ejd.eu/ REsenbeh i o e ECRIN (© ECRIN) I{'

wbondifrg-at the Surmmer Schodl (© ECRIN)
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Communications

The optimisation of internal and external Scientific communication in particular was a central

communications activities was a continued focus in activity throughout 2018. ECRIN organised or co-

2018. Achievements included the creation of a new organised various scientific meetings (e.g. ICTD 2018),

brochure, continued improvements to the website, and participated in European and international scientific

and the increasing use of social media, with the conferences. In 2018, the Director General made 27

number of Twitter followers reaching almost 500. presentations at various conferences.

A strategy document was initiated for 2019 with

ambitious goals for website redesign, an external ECRIN contributed to six scientific publications (see

newsletter, increased scientific publication, an below). ECRIN’s scientific publications are generally

institutional video, webinars and more. In 2018 related to the trials that it supports, the projects it

ECRIN also supported the communications participates in or leads, its quality initiatives, and/or the

activities of its national networks.

activities of various infrastructure development
projects, such as CORBEL and PedCRIN.

-Harman NL, Wilding J, Curry D,Harris ~ randomized, placebo-controlled trial

ECRIN Publications
in 2018

J, Logue J, Pemberton RJ, Perreault of mirabegron, a Beta3-adrenergic
L, Thompson G, Tunis S, Williamson
PR. Selecting Core Outcomes for
Randomised Effectiveness trials In
Type 2 Diabetes (SCORE-IT): study
protocol for the development of a core

outcome set. Trials. 2018 Dec;19(1):427.

receptor agonist on left ventricular

- Demotes-Mainard J. Cornu C. Guérin mass and diastolic function in patients

A, Bertoye PH, Boidin R, Bureau S,
Chrétien JM, Delval C, Deplanque

with structural heart disease Beta3-left
ventricular hypertrophy (Beta3-LVH).

D, Dubray C, Duchossoy L. How ESC heart failure. 2018 Jun 22.

thenew European data protection - Reinink H, de Jonge JC, Bath PM,

regulation affects clinical researchand van de Beek D, Berge E, Borregaard

-OhmannC, Canham S, Banzi R,

S .
rEconmenckations?Therepie. 2018 Pec20. Kuchinke W, Battaglia S. Classification

S, Ciccone A, Csiba L, Demotes
J, Dippel DW, Kérv J. PRECIOUS:

PREvention of Complications to

of processes involved in sharing
individual participant data from
clinical trials. F1L000Research. 2018;7.

- Gaillard S, Malik S, Preston J,
Escalera BN, Dicks P, Touil N,

Mardirossian S, Claverol-Torres J, e R GRS IS

Kassai B. Involving children andyoung 1oy oo with acute Stroke. Rationale and

Brosteanu O, Hasenclever D,

people in clinical research through design of arandomised, open, phase

I, clinical trial with blinded outcome
the forum of a European Young ; - ?
Casadei B, EdelmannF, Filippatos G, assessment. European stroke journal.

2018 Sep;3(3):291-8*.

Persons’Advisory Group: needs and Gruson D, Ikonomidis I, LhommelR.

challenges. Fundamental & dlinical Rationale and design of a multicentre,

pharmacology. 2018 Aug;32(4):357-62.

*An ECRIN-publication that is also related to an ECRIN-related trial (see box next page).
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Publications on ECRIN-
Supported Trials in 2018

- Marchant NL, Barnhofer T, Klimecki OM, Poisnel
G, Lutz A, Arenaza-Urquijo E, Collette F, Wirth M,
Schild AK, Coll-Padrés N, Reyrolle L. The SCD-
Well randomized controlled trial: Effects of a
mindfulness-based intervention versus health
education on mental health in patients with
subjective cognitive decline (SCD). Alzheimer‘s

& Dementia: Translational Research & Clinical
Interventions. 2018 Jan 1;4:737-45.

- Reinink H, de Jonge JC, Bath PM, van de Beek D,
Berge E, Borregaard S, Ciccone A, Csiba L, Demotes

J, Dippel DW, Kérv J. PRECIOUS: PREvention of
Complications to Improve OUtcome in elderly
patients with acute Stroke. Rationale and design of a
randomised, open, phase lli, clinical trial with blinded
outcome assessment. European stroke journal. 2018
Sep;3(3):291-8.

C communication
N particular was a central
ty throughout 2018.

- Roberts |, Shakur H, Bellomo R, Bion J, Finfer
S, Hunt B, Myburgh J, Perner A, Reinhart K.
Hydroxyethyl starch solutions and patient harm.
The Lancet. 2018 Feb 24;391(10122):736.

- Roberts |, Shakur H, Bellomo R, Bion J, Finfer S,
Hunt B, Myburgh J, Perner A, Reinhart K. Should
hydroxyethyl starch be banned?-Authors‘ reply.
The Lancet. 2018 Jul 14;392(10142):119.

-Russell L, Holst LB, Lange T, Liang X, Ostrowski SR,
Perner A. Effects of anemia and blood transfusion
on clot formation and platelet function in patients
with septic shock: a substudy of the randomized
TRISS trial. Transfusion. 2018 Dec;58(12):2807-18.

-Solheim TS, Laird BJ, Balstad TR, Bye A, Stene
G, Baracos V, Strasser F, Griffiths G, Maddocks

M, Fallon M, Kaasa S. Cancer cachexia: rationale
for the MENAC (Multimodal—Exercise, Nutrition
and Anti-inflammatory medication for Cachexia)
trial. BMJ supportive & palliative care. 2018 Sep
1;8(3):258-65.

85




36

International Clinical Trials
Day (ICTD) 2018: “Clinical
Trials and Innovation’

ECRIN and its Hungarian national scientific
partner, HECRIN, hosted the annual International
Clinical Trials Day (ICTD) conference on 15 May
2018 at the Budapest Academy of Sciences. The
theme was ‘Clinical Trials and Innovation’.

Celebrated every year on or around May 20th, ICTD
is an opportunity for organisations, clinical research
professionals, and the public to acknowledge the
achievements that result from clinical research and
to discuss various trial topics. ICTD was founded

by ECRIN in 2005, and over the past 13 years, it

has become an international event, with multiple
celebrations around the world.

The theme of the 2018 edition, ‘Clinical Trials and
Innovation’, was developed based on a use case
and debated by a number of specialists in the field,
with a focus on issues of regulation, financing,

and innovation ecosystems (see speaker list and
topics below). The aim was to increase awareness
of ECRIN and HECRIN among Hungarian
policymakers and the scientific community, as
well as to address issues related to innovation and
multinational clinical trials.

About 120-150 stakeholders (investigators, patient
representatives, national authorities, health
technology assessment specialists) involved in
multinational clinical studies from across Europe
and Hungary participated in the event.

Communications - ECRIN Annual Report 2018
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ICTD at the Bdc!apegtAcadeMy of_Scié'ntes (© ECRIN)

ICTD 2018 Agenda

Welcome: Prof. Gyorgy
Kosztolanyi Section of Medical
Sciences - Hungarian Academy
of Sciences (Budapest,
Hungary)

Presentation: ‘The NOGO
protein as a therapeutic target
for spinal cord repair: a long
journey from concept to clinical
development’, Prof. Martin

E. Schwab, director of Swiss
Federal Institute of Technology
(Zurich, Switzerland)
Presentation: ‘The regulatory
context conditions for access to
market’, Prof. Jorge Camarero
Jimenez, head of oncology area,

Spanish Agency for Medicines
and Medical Devices (AEMPS)
(Madrid, Spain)

Presentation: ‘Regulatory
support: How can NIPN help
stakeholders?’ Dr. Krisztian
Fodor, directing manager of

the Strategy, Methodology and
Development Division and the
Innovation Office of National
Institute of Pharmacy and
Nutrition (Budapest, Hungary)
Discussion

Presentation: ‘Funding of value
creating innovation RDI policy of
Hungary’, Prof. Jézsef Palinkas,
president of National Research,
Development and Innovation
Office (Budapest, Hungary)
Presentation: ‘Funding

innovation in European public
funding, charity funding, public-
private partnership, private
investment, venture capital’, Dr.
Pascale Augé, chairman of the
Executive Management Board of
Inserm Transfert (Paris, France)
Presentation: ‘The health
innovation ecosystem in
Hungary’, Prof. Gabor L. Kovacs,
chairman of HECRIN and
University of Pécs Szentagothai
Research Centre (Pécs, Hungary)
Presentation: ‘The health
innovation ecosystem in Europe:
bioparks, translational research
infrastructure (EATRIS)’, Dr. Toni
Andreu, EATRIS scientific director
(Amsterdam, The Netherlands)
Discussion
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ECRIN Team

2018 was marked by the scaling
up of activities, requiring changes
in ECRIN’s internal organisation
and staff competencies. New hires
joined the organisation in the fall
of 2018, and others were recruited
to start early 2019%.

ECRIN Team - ECRIN Annual Report 2018
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Core Team

European Correspondents

Jacques Demotes

Director General

Katerina Nebeska

Czech Republic

Christine Kubiak

Operations Director

Lenka Souckova

Czech Republic

Sabine Klager

Clinical Operations Manager

Gonzalo Calvo

Medical Expert

Alicja Szofer-Araya

Administrative and Finance Manager

Marta Bastucci

Executive Assistant

Serena Battaglia

Capacity Project Manager

Sabrina Gaber

Communications Officer

Patricia Le Mouel

Assistant

Jayne Maddock

Administrative Assistant

Salma Malik

Paediatric Project Manager

Mihaela Matei

Legal and Regulatory Officer

Audrey Strader

Clinical Operations Project Manager

Christine Toneatti

Quality and Risk Manager

Experts and Consultants

Vittorio Bertelé

Scientific Board Secretariat

Chiara Gherardi

Scientific Board Secretariat

Steve Canham

Data Management Consultant

Christian Ohmann

Data Management Expert

1% |n particular, these staff members were identified to fulfil roles in data management, clinical trial project management, and infrastructure

project management. Changes were also made to the existing team organisation, with certain staff members taking on new or different

roles as of early 2019.

Amélie Michon France
Luc Wasungu France
Linda Stohr Germany
Laura Vieweg Germany
Zita Tarjanyi Hungary
Suzanne Bracken Ireland
Fiona Cregg Ireland
Elena Toschi Italy
Arianna Valerio Italy
Valentina Cabral Iversen Norway
Catarina Madeira Portugal
Simona Sonderlichova Slovakia
Stefan Toth Slovakia
Juan Ferrero-Cafiero Spain
Eva Lopez-Guerrero Spain
Joaquin Saez-Penataro Spain
Caecilia Schmid Switzerland

*Note: the core team and European correspondent lists include
individuals who started working for ECRIN in 2018, as well as those

who left the organisation.
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National Scientific Partners

At a Glance
National Scientific
Countr Host Institution National Hub'®
y Partner (CTU Network)
Czech Republic CZECRIN Masaryk University Brno
France F-CRIN INSERM Toulouse
University Hospital of Cologne and .
Germany KKS Network the Medizinische Fakultatentag Berlin
Hungary HECRIN University of Pécs Pécs
Clinical Research Development .
Ireland HRB CRCI Ireland (CRDI) Dublin
Italy ItaCRIN Istituto Superiore di Sanita (ISS) Rome
Norway NorCRIN St. Olaf’s Hospital Trondheim
Portugal PtCRIN NOVA University Lisbon
Slovakia* SLOVACRIN Pavol Jozef Safarik University Kosice
. Instituto de Investigacién Sanita- -
Spain SCReN ria del Hospital Clinico San Carlos Madrid
Switzerland* SCTO SCTO Bern
*Observer country

National Scientific Partners - ECRIN Annual Report 2018
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CTECH CUNICAL RESEEARCH INFRASTRUCTURE NETWORK

Czech Republic

Member since 1 Jan. 2018

Scientific Partner: CZECRIN - Czech Clinical
Research Infrastructure Network

CZECRIN is a national research infrastructure
network that facilitates academic clinical trials

in the Czech Republic. It provides research,
knowledge, methodological and service

support for investigator-initiated clinical trials;

it encourages national and international clinical
research collaboration for the benefit of patients,
habitants and healthcare. CZECRIN is included

in the Ministry of Education, Youth and Sports’
Roadmap for Large Research, Development and
Innovation Infrastructures.

Masaryk University was established as CZECRIN’s
national hub, coordinating the university module,
with St. Anne’s University Hospital Brno as

41

a partner coordinating the clinical module.
The university module brings together clinical
trial centres located in Czech universities. The
clinical trials module, which currently includes
seven CTUs within the university hospital,
provides coordination and support services
for investigator-initiated clinical trials, training
activities, and methodological support.

HIGHLIGHTS IN 2018

- Became an ECRIN member country

- Sponsored 3 of its own academic clinical
studies and supported 19 international
academic clinical trials

- Manufactured investigated, advanced therapy
medicinal product (ATMP) clean rooms under
good manufacturing practice (GMP) conditions

Website: www.czecrin.cz/czecrin-en

¢ ‘Hub’ refers to the city where the national CTU network (i.e. national scientific partner) is headquartered. The hub generally provides
central management services to the network of CTUs.


http://www.czecrin.cz/czecrin-en
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Crin

French Clinical Research
Infrastructure Network

France
Member since 29 Nov. 2013

Scientific Partner: F-CRIN - French Clinical
Research Infrastructure Network

F-CRIN, created in 2012, is the single contact
point facilitating the participation of France in
clinical studies. F-CRIN brings together the major
academic and commercial stakeholders in clinical
research in France, including clinical research and
innovation departments in university hospitals,
clinical investigation centres, and interregional
groups for clinical research and innovation.
F-CRIN enables multinational or multicentre,
investigator-driven, clinical trials and early

phase proof-of-concept studies. Clinical trial
support is provided through F-CRIN by the
EUCLID and PARTNERS platforms of professional
services. F-CRIN also collaborates with networks
specialised in specific diseases or areas of
medicine (e.g. cardiology, nutrition, inflammatory

National Scientific Partners - ECRIN Annual Report 2018

disease, cardiorenal diseases, thrombosis,
vaccinology, Parkinson’s disease, sepsis).

HIGHLIGHTS IN 2018

- Early January 2018, F-CRIN labelled 4 new
investigational networks (for paediatrics,
degenerative diseases of the retina, severe
asthma, and multiple sclerosis). The F-CRIN
community is thus growing and as of end 2018
had 17 components (12 networks, 4 platforms, 1
national coordination).

-1SO renewal audit: an audit confirmed the ISO
9001 certification of the F-CRIN management office
(national hub) in Toulouse

- The H2020-funded ImmunAID (Immunome
project consortium for AutoInflammatory
Disorders)*ii project started in May 2018. It

will deliver a method for rapid and accurate
diagnosis across the whole spectrum of systemic
autoinflammatory diseases (SAIDs) in order to
improve clinical management of patients. This
European project brings together one of the F-CRIN
investigational networks: IMIDIATE, dedicated to
auto-immune disease, F-CRIN and ECRIN.

Website: www.fcrin.org

National Scientific Partners - ECRIN Annual Report 2018

KKS Netzwerk

Koordinierungszentren fir Klinische Studien

Germany
Member since 29 Nov. 2013

Scientific Partner: KKSN - Netzwerk der
Koordinierungszentren flr Klinische Studien
KKS-Netzwerk (KKSN), the German network

of coordinating centres for clinical trials, was
established in 2005 and comprises 23 academic
coordinating centres for clinical trials (as of
December 2018). The KKSN headquarters are
located in Berlin, next to the German ECRIN office.
CTUs in KKSN provide full trial services ranging
from consultancy on protocol design, budgeting
and regulatory and ethical submissions to
conducting trials, including project management,
site management, data management, monitoring,
(pharmaco-)vigilance and reporting for medical
as well as for medicinal products. The KKSN
structure enables close collaboration between
study centres in multicentre trials, facilitating a
high level of quality.

Training is also a significant focus of the network.
In addition, network members are involved

in various national and international clinical
research projects, and collaborate with diverse
stakeholders.

HIGHLIGHTS IN 2018

- PD Dr. med. Sebastian Klammt, M.Sc. became
head of the national coordination office

- Held workshops on risk-based quality
management (RBQM) and personalised medicine
- Led ajoint consultation process with industry,
authorities and other stakeholders to improve
conditions for clinical trials in Germany.

Website: www.kks-netzwerk.de
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_
B HECRIN

HUNGARIAN-EUROPEAN CLINICAL RESEARCH INFRASTRUCTURE NETWORK

Hungary

Member since 5 Nov. 2014

Scientific Partner: HECRIN - Hungarian Clinical
Research Infrastructure Network

HECRIN currently comprises 16 hospitals and
medical institutes in Hungary. Its goal is to extend
membership nationally and to establish clinical
trial coordinating centres at member sites. The
HECRIN central office is at the University of Pécs.

HIGHLIGHTS IN 2018

- Became involved in CONSCIOUS (Curriculum
Development of Human Clinical Trials for the
Next Generation Biomedical Students)*V, an
Erasmus+ project that aims to address skills gaps
among European-level clinical trial professionals
through curriculum development and e learning.
Coordinated by the University of Pécs, this project
involves several ECRIN national networks (as
direct beneficiaries): HECRIN, F-CRIN, PtCRIN,
CZECRIN, CRDI

- Developed a joint cooperation agreement with
AdWare Research Ltd. to increase the volume of
investigator-initiated clinical trials, to support
study-related data management tasks, and

to provide analysis of study results through
validated processes

- Co-organised ECRIN’s 2018 celebration of ICTD
(see Communications section)

- Announced, in December 2018, HECRIN’s
intention to organise ECRIN’s Summer School in
Hungary in 2019.

Website: www.hecrin.pte.hu/en



http://www.hecrin.pte.hu/en
http://www.kks-netzwerk.de
http://www.fcrin.org
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Health Research Boarc

& CRCI

linical Research Coordination Irelanc

Ireland
Member since 20 Nov. 2018

Scientific Partner: HRB CRCI - Health Research
Board Clinical Research Coordination Ireland
HRB CRCl is an independent integrated national
clinical research network, providing centralised
supportin the conduct of multicentre clinical
trials and investigations/studies (both commercial
and academic) across Ireland ‘for the benefit of
people’s health and the economy’. Operational
since May 2015, it is funded by extramural

grants from the Health Research Board (HRB)
and Enterprise Ireland (El), supported by the six
medical schools in Ireland, and is hosted by Clinical
Research Development Ireland (CRDI).

The HRB CRCl central office provides overarching
support and expertise, through a range of
services and activities to academia and industry.
CRDI provides corporate support services to

the central office. The partner university clinical
research facilities/centres (CRFs/CRCs)" provide
the infrastructure, physical space and facilities,
experienced research and specialist support
staff and the necessary quality and oversight
programmes that are critical for the successful
conduct of world-class, patient-focused research.

HIGHLIGHTS IN 2018

- Became an ECRIN member in November 2018,
which includes hosting the EuCo position

- The HRB CRCI network expanded in 2018 to
include the University of Limerick and Our Lady’s
Children Hospital, Crumlin

- HRB CRCI completed the first cycle of the mutual
recognition scheme of the CRFs/CRCs QMS

Website: www.hrb-crci.ie

[TACRIN

[TALIAN CLINICAL RESEARCH INFRASTRUCTURE NETWUORK

Italy

Member since 29 Nov. 2013

Scientific Partner: ISS - Istituto Superiore di Sanita / ItaCRIN
- Italian Clinical Research Infrastructure Network

[taCRIN is the national clinical research infrastructure in Italy.
[taCRIN currently comprises nine participants capable of
providing services for clinical research. The network includes
academic CTUs and CTUs with ‘IRCSS’ (Istituto di Ricovero e
Cura a Carattere Scientifico)!® accreditation, as well as clinical
research organisations (CROs) dedicated to independent clinical
studies. The national hub of ItaCRIN is located at the Istituto
Superiore di Sanita (ISS) in Rome.

The main purpose of ItaCRIN is to promote, through
international networking, excellent non-profit clinical research
focused on identifying advanced therapeutic strategies for the
benefit of public health.

HIGHLIGHTS IN 2018

- The ItaCRIN team grew, adding two support people and one

IT expert to the existing staff (national coordinator, EuCos).

The new staff members are part of the Research Coordination
and Support Service (CoRi) and the National Centre of Drug
Research and Evaluation (FARVA). The ItaCRIN team works in
close collaboration with the team from the EATRIS Italian node
(A_latris) and the scientific-technical secretariat of BBMRL.it,
which are located in dedicated offices in the same building and
jointly supervised by Dr. Luisa Minghetti, director of CoRi.

- Anew ItaCRIN website was created (www.itacrin.it) and its final
version is expected to launch by mid-2019

- To enlarge the ItaCRIN network, contacts were established
with the major Italian network of oncological hospitals (Alliance
Against Cancer, ACC).

Website: www.itacrin.it

Y (NorCRIN

NORWEGIAN CLINICAL
RESEARCH INFRASTRUCTURES NETWORK

Norway
Member since 18 May 2016

Scientific Partner: NorCRIN - Norwegian Clinical
Research Infrastructure.

NorCRIN’s aim is to facilitate clinical research by
supporting the many complex elements of this type
of research, such as study design, the application
process, trial conduct, and GCP reporting. The main
objective is to strengthen and simplify collaboration
within all categories of clinical research in Norway.
The Ministry of Health and Care Services in Norway
initiated the founding of NorCRIN, and Trondheim
University Hospital (St. Olav’s Hospital) is responsible
for coordinating and operating the network.

HIGHLIGHTS IN 2018

- Applied for Norwegian Research Council funding to
remain an ECRIN member beyond 2020

- Conducted a user survey *°

- Redesigned the NorCRIN website (with responsive
design for mobile phone use)

- Became involved in three ECRIN-led working
groups (quality, lead CTU, PV)

- Decided on new tasks for 2019-2020: establishment
of a working group for GDPR and harmonisation of
NorCRIN procedures; development of e-learning
courses on GCP

- Formalised collaboration with CRIGH and the
Norwegian Primary Care Research Network
(Praksisnett)

- Established two new work packages (involving all
NorCRIN partners): one on statistics and another on
the certification of study nurses

- As part of existing work packages, the network
also established procedures for handling PV and
developed ‘eBudget’, a model for use in clinical trials

Website: www.norcrin.no/in-english
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PORTUGUESE CLINICAL RESEARCH
INFRASTRUCTURE NETWORK

BEPtCRIN
L]
Portugal

Member since 29 Nov. 2013

Scientific Partner: PtCRIN - Portuguese Clinical Research
Infrastructure Network.

PtCRIN is the national research infrastructure for clinical
research in Portugal. PtCRIN is composed of 14 members which
represent the leading Portuguese clinical research institutions,
including hospitals, medical centres, universities and a research
organisation.

PtCRIN is currently working on the development of a network of
academic CROs and clinical sites. PtCRIN will position Portugal
strategically in the rapidly evolving field of clinical research,
giving Portuguese investigators an opportunity to influence

the development of ethical guidelines, best practices, and new
standards. In addition, European researchers will have access to
Portugal as a clinical research venue.

HIGHLIGHTS IN 2018

- Contributed to the preparation and launching of a Clinical
Investigator Certificate (CLIC) Level Il course

- Participated in 10 training courses and meetings, making
presentations about clinical research in Portugal

- Continued to participate in six ECRIN-supported multinational
clinical trials

- Co-organised the first annual meeting of the TESA Il project™
in Lisbon in September

- Was involved in four ECRIN infrastructure development
projects: TESA I, TRANSVAC2™i | CONSCIOUS, CRIGH

- Contributed to multiple European funding applications for
multinational clinical trials

- Expanded the EuCo team, with the addition of Joana Batuca,
bringing the number of Portuguese EuCos to two®

- Celebrated 5 years as an ECRIN member country

Website: www.ptcrin.pt


http://www.itacrin.it 
http://www.ptcrin.pt
http://www.hrb-crci.ie
http://www.norcrin.no/in-english
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WIHSLOVACRIN

SLOVAK CLINICAL RESEARCH INFRASTRUCTURE NETWORK

Slovakia
Observer since 1 July 2018

Scientific Partner: SLOVACRIN - Slovak Clinical
Research Infrastructure Network

SLOVACRIN is a national research infrastructure
network connecting hospitals, universities and
scientific institutions involved in academic clinical
research. Itis coordinated by the Faculty of
Medicine of the Pavol Jozef Safarik University in
Kosice. The General Director of SLOVACRIN and the
Dean of the Faculty of Medicine is Prof. Daniel Pella.
SLOVACRIN supports the preparation and
implementation of academic clinical studies in
Slovakia, including international studies. The

aim is to increase the number and quality of
academically-initiated clinical trials in Slovakia,
using the available capacity and expertise to
ensure compliance with regulatory, legislative and
ethical requirements related to clinical research.

HIGHLIGHTS IN 2018

- Prof. Pella presented SLOVACRIN’s vision and its
coordination abilities at the ECRIN AoM Meeting in
Budapest (May 2018)

- Ministry of Health (MoH) applied for Slovakia to be
an ECRIN observer, and Prof. Pella was nominated
for the AoM (June 2018)

- Became an ECRIN observer (following AoM
approval) (July 2018)

- SLOVACRIN kick-off meeting held at Slovak MoH
(11 Sept. 2018)

- Initial training for EuCos with the ECRIN core team
in Paris (Oct. 2018)

- SLOVACRIN became a participant in the EOSC-Life
project (Nov. 2018)

Website: www.upjs.sk/en/faculty-of-medicine

National Scientific Partners - ECRIN Annual Report 2018
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Network Carloshl S

Spain

Member since 29 Nov. 2013

Scientific Partner: SCReN - Spanish Clinical Research Network
SCReN is a network of Spanish CTUs based in clinical centres of
the Spanish National Health Service. There are currently 30 CTUs
in the network spanning 12 Spanish autonomous communities.
The SCReN coordinators are based in the Instituto de
Investigacion Sanitaria del Hospital Clinico San Carlos (IdISSC)
in Madrid. Three working groups specialise in regulation and
monitoring; methodological assessment, data management
and statistics; and pharmacovigilance.

SCReN aims to foster excellence and quality in clinical research
through networking, international cooperation, and support

to clinical research projects, translating them into benefits

for the Spanish National Health Service. SCReN also works on
education and training of clinical research professionals.

HIGHLIGHTS IN 2018

- First year working under the new multi-year funding (2018-
2020) provided by the National Institute of Health ‘Instituto de
Salud Carlos III’ (total budget: €7,698,490.00).

- Affiliation of three new CTUs to the network, growing to 31
units

- 12 new studies incorporated into the SCReN clinical plan, which
is currently composed of: 6 studies in the early design phase; 11
in start-up; 44 with active enrolment (630 sites and more than
3,000 patients enrolled); 11 in the follow-up phase; 2 with close-
out activities; and a total of 28 trials completed

Website: www.scren.es
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Switzerland

Observer since 18 December 2015

Scientific Partner: SCTO - Swiss Clinical Trial
Organisation

SCTO is the central cooperation platform for
patient-oriented clinical research in Switzerland.
Its primary objective is to position Swiss

clinical research as attractive and competitive
internationally with respect to innovation and
quality. The SCTO intends to achieve this mandate
by: promoting a high-quality and nationally
harmonised study culture; supporting the creation
of a national network; boosting integration

of national clinical research into international
networks; and building bridges between academia,
industry and public authorities. The SCTO
advocates for favourable framework conditions in
the field of clinical research, and coordinates and

acts as an intermediary in multicentre studies.
The SCTO was established in 2009 and since 2013 it has
acted as an independent organisation, funded by the Swiss

National Science Foundation (SNSF) and State Secretariat for
Education, Research and Innovation (SERI).

HIGHLIGHTS IN 2018

- Established thematic platforms that aim to be the first point
of contact for questions regarding clinical research (focus areas:
auditing, statistics, data management, education, monitoring,
project management, regulatory affairs, and safety)

- Switzerland organised the tri-national DACH Symposium on
clinical research, hosted by University Zurich from 11-12 June
2018, attracting more than 550 participants

- Amember of the SCTO network, University Hospital Basel,
published a first-of-its-kind framework (called ‘INQUIRE’) to
optimise patient-oriented clinical research internationally

The framework brings together the best of thinking from 7
stakeholder groups across 16 countries which took partin a
rigorous Delphi process to distil their combined expertise into
distinct steps (https://dkf.unibas.ch/de/inquire).

Website: www.scto.ch/en



http://www.scren.es
https://dkf.unibas.ch/de/inquire)
http://www.scto.ch/en
http://www.upjs.sk/en/faculty-of-medicine
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Governance

Assembly of Members

ECRIN is governed by an Assembly of
Members (AoM), which is composed of a
representative from the government of
each member or observer country. The
AoM is chaired by Rafael de Andrés Medina
of Carlos Il Health Institute (Instituto de
Salud Carlos I, ISCIII), Spain, and the vice
chair is Maria Ferrantini (Italy).

Members

+ Marta Abrantes (Portugal)

+ Rendta Chudackova (Czech Republic)
« Alexander Grundmann (Germany)

« Eric Guittet (France)

+ Annette Magnin (Switzerland)

» @yvind Melien (Norway)

« Daniel Pella (Slovakia)

+ Csaba Vadadi-Fiilép (Hungary)

+ Oonagh Ward (Ireland)

Jacques Demotes and AGMIChair Rafael de Andr% /

Additional Organisational Bodies

Network Committee

The Network Committee represents the national
scientific partners and provides advice to the AoM and
Director General. It is composed of one senior delegate
from each national scientific partner of member and
observer countries. In 2018, the Network Committee
was chaired by Christian Ohmann (Germany).

The vice chair was Annette Magnin (Switzerland) and
members included Ola Dale (Norway), Regina Demlova
(Czech Republic), Gabor Kovacs (Hungary), Emilia
Monterio (Portugal), Lucia Palmisano (Italy), Daniel
Pella (Slovakia), Antonio Portoles (Spain), Olivier Rascol
(France), Fabian Tay (Switzerland) and Heiko Von Der
Leyen (Germany).

Network Committee Chair Christian Ohmann (© Annie Gozard)

Governance Meetings in 2018

BODY DATES

Assembly of Members 15 May 2018

29 June 2018 (teleconference)

11 December 2018

Network Committee 14 November 2018

14 May 2018
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Steering Committee

ECRIN’s Steering Committee oversees
activities and provides advice on
budget, work plan and scientific/
technical matters. It is composed of
the Chair and Vice Chair of the AoM,
the Chair and Vice Chair of the Network
Committee, as well as the Director
General.

Advisory Board

The ECRIN Advisory Board is composed
of individuals representing diverse
areas related to clinical research, both
in Europe and internationally. Members
provide input and recommendations
to the AoM on all matters related to the
activities of the infrastructure and its
further development?.

As of 2018, members include: Paul
Avillach (Harvard Medical School),
Patrick Bossuyt (University of
Amsterdam), Frank Hulstaert (Belgian
Health Care Knowledge Centre, KCE),
Kaisa Immonen (European Patient’s
Forum), Michal Koscik (Masaryk
University), Shaun Treweek (University
of Aberdeen), Effy Vayena (University of
Zurich), and Maria Blettner (Johannes
Gutenberg University Mainz).
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Financial Report for 2018

Income

Membership Core contributions €1255000
Membership Local contributions €3850000
Research projects €1216076
Otherincome €43468
Total Income for 2018 €3376667
Expenditures

Salaries, social expenses and taxes €1 157 871
Services €809 620
Travel and meetings €225067
Rent and insurance €171914
Scientific Board €105 800
Fees for consultants €200 136
Other expenses €83830
Local contribution provided in-kind €550 000
Total Expenditure for 2018 €3304 238
Net Results

Net Results for 2018 €72429

Acronyms

ACC
AoM
ATMP
BBMRI
BMS RIs
c4c
CAPA
CDIsC

CLIC

CONSCIOUS

CORBEL
CoRi

CRC

CRDI
CRFs/CRCs
CRIGH
CRO

CTU
CZECRIN

DM

EATRIS

Alliance Against Cancer (Italy)

Assembly of Members

Advanced therapy medicinal product

Biobanking and Biomolecular Resources Research Infrastructure

Biological and Medical Sciences Research Infrastructures

conect4children

Corrective Action and Prevention Action

Clinical Data Interchange Standards Consortium

Clinical Investigator Certificate

Curriculum Development of Human Clinical Trials for the
Next Generation Biomedical Students

Coordinated Research Infrastructures Building Enduring

Coordination and Support Service (Italy)

Clinical research centre

Clinical Research Development Ireland

Clinical research facilities/Clinical research centres

Clinical Research Initiative for Global Health

Clinical research organisation

Clinical trial unit

Czech Clinical Research Infrastructure Network

Data management

European Advanced Translational Research Infrastructure
in Medecine
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EBRA
ECRAID-Plan

ECRIN
ECRIN-IA
El

EJP RD
EMA

EOSC

EOSC-hub

EOSC-Life

EOSCpilot
EPTRI

ERIC

ERIC Forum
ESFRI

EU

EuCo

EuLac-PerMed

FARVA
F-CRIN

FDA

FP6

European Brain Research Area

European Clinical Research Alliance on Infectious Diseases
Business Plan

European Clinical Research Infrastructure Network

ECRIN Integrating Activity

Enterprise Ireland

European Joint Programme on Rare Diseases

European Medicines Agency

European Open Science Cloud

European Open Science Cloud hub

European Open Science Cloud Life project (Providing an
open collaborative space for digital biology in Europe)

European Open Science Cloud pilot

European Paediatric Translational Research Infrastructure

European Research Infrastructure Consortium

ERIC Forum Implementation project

European Strategy Forum on Research Infrastructures

European Union

European Correspondent

Widening EU-CELAC policy and research cooperation in Perso-
nalised Medicine

National Centre of Drug Research and Evaluation (ltaly)

French Clinical Research Infrastructure Network

(U.S.) Food and Drug Administration

Sixth Framework Programme

FP7

GCP

GDPR

GMP

GSF

H2020

HECRIN

HRB CRCI

HRB

ICB

ICH

ICTD

IdISSC

IMI

Instruct

IRCSS

ISBE

ISClII

ISS

ItaCRIN

KKS Dresden

KKS Heidelberg

KKSN
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Seventh Framework Programme

Good Clinical Practice

General Data Protection Regulation

Good manufacturing practice

(OECD) Global Science Forum initiative

Horizon 2020

Hungarian Clinical Research Infrastructure Network

Health Research Board Clinical Research Coordination

Health Research Board (Ireland)

(ECRIN) Independent Certification Board

International Conference on Harmonisation

International Clinical Trials Day

Instituto de Investigacion Sanitaria del Hospital Clinico San Carlo

Innovative Medicines Initative

Integrated Structural Biology Infrastructure

Istituto di Ricovero e Cura a Carattere Scientifico

Infrastructure for Systems Biology-Europe

Carlos lll Health Institute (Instituto de Salud Carlos IlI)

Istituto Superiore di Sanita

Italian Clinical Research Infrastructure Network

Coordination Centre for Clinical Trials Dresden

Coordination Centre for Clinical Trials (KKS) Heidelberg

Netzwerk der Koordinierungszentren fiir Klinische Studien
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KPI
MiRoR
MIUF
MoH
MoU

NIH
NorCRIN
OECD
OPBG
PedCRIN
PtCRIN
PV

QMSs
RBQM
RI

Ritrain

RI-VIS

SaaS
SAID
SCReN

SCTO

SERI

SLOVACRIN

Key performance indicator

Methods in Research on Research (project)

Medical Infrastructure/ Users Forum

Ministry of Health

Memorandum of understanding

(U.S.) National Institutes of Health

Norwegian Clinical Research Infrastructure

Organisation for Economic Co-operation and Development

Ospedale Pediatrico Bambino Gesu

Paediatric Clinical Research Infrastructure Network

Portuguese Clinical Research Infrastructure Network

Pharmacovigilance

Quality management system

Risk-based quality management

Research infrastructure

Research Infrastructures Training Programme (project)

Expanding research infrastructure visibility to strengthen
strategic partnerships

Software as a service

Systemic autoinflammatory disease

Spanish Clinical Research Network

Swiss Clinical Trial Organisation

State Secretariat for Education, Research and Innovation
(Switzerland)

Slovak Clinical Research Infrastructure Network

SNSF

SYNCHROS

TBMed

TESAII

TRANSVAC

TRANSVAC2

XDC

Swiss National Science Foundation

SYNergies for Cohorts in Health: integrating the Role of all
Stakeholders

Atesting bed for the development of high-risk medical devices

Trials of Excellence for Southern Africa ll

European Network of Vaccine Research and Development

European Network of Vaccine Research and Development (project)

eXtreme DataCloud
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Project Funding
and Other
References

"ECRIN-IA received funding from the European
Union’s (EU’s) Seventh Framework Programme
for Capacities (FP7) - Research Infrastructures
under grant agreement (GA) number (no.)
284395.

iCORBEL is funded by the EU’s Horizon 2020
(H2020) research and innovation programme
under GA no. 654248.

i c4¢ is funded by the Innovative Medicines
Initiative (IMI) 2 Joint Undertaking under GA
no. 777389. The Joint Undertaking receives
support from the European Union’s Horizon
2020 research and innovation programme and
the European Federation of Pharmaceutical
Industries & Associations (EFPIA).

vEPTRI is funded by H2020 under GA no.
654248.

VEOSCpilot is funded by H2020 under GA no.
739563.

VIEOSC-hub is funded by H2020 under GA no.
777536. The generous EU funding received

by the project is complemented with a
contribution from the EGI Foundation and

its participants, and in-kind contributions
made available by service providers of the EGI
Federation.

ViEQSC-Life is funded by H2020 under GA no.
824087.

ljﬂ_hl_\115:L[t:“‘l‘lih“_l“_“:w

—

viieXtreme - DataCloud (XDC) is funded
by H2020 under GA no. 77736T.

*EBRA is funded by H2020 under GA no.
825348.

*ECRAID-Plan is funded by the European
Commission under GA no. 825715.

“ EJP-RD is funded by H2020 under GA
no. 825575.

XiTB-Med is funded by H2020 under GA
no. 825884.

“it GSYNCHROS is funded by H2020 under
GA no. 825884.

“vEulLac-PerMed is funded by H2020
under GA no. 825173.

“RI-VIS is funded by H2020 under GA
no. 824063.

“i ERIC Forum is funded by H2020 under
GA no. 823798.

“i |SO 9001:2015. Quality management
systems -- Requirements. Available at:
www.iso.org/standard/62085.html

il |CH Harmonised Guideline.
Integrated Addendum to ICH E6(R1):
Guideline for Good Clinical Practice
E6(R2). Current Step 4 version dated 9
November 2016. Available at: https://bit.
ly/2K5uFev

“xRegulation (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.
Available at: https://bit.ly/2DrFuTG
“Regulation (EU) 2016/679 of the
European Parliament and of the Council
of 27 April 2016 on the protection of
natural persons with regard to the
processing of personal data and on
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the free movement of such data, and
repealing Directive 95/46/EC (General
Data Protection Regulation).
Available at: https://bit.ly/2s7bupy
“iCanham et al.: Requirements for
Certification of ECRIN Data Centres,
with Explanation and Elaboration of
Standards, Version 4.0. 27 April 2018.
DOI: 10.5281/zenod0.1240941.
Available at: https://bit.ly/2Gyg7QT
“iMiRoR is funded by the H2020 Marie
Sklodowska Curie Innovative Training

Networks- European Joint doctorate
(ITN-EJD) under GA no. 676207.
“ii|mmunAlID is funded by H2020-
EU.3.1.1. under GA no. 779295.
©»vCONSCIOUS is funded by the
Erasmus+ Programme of the EU under
GA no. KA2-FS0O-00018-009/2018.
»TESA Il (Trials of Excellence in
Southern Africa ll) is funded by the
European & Developing Countries
Clinical Trials Partnership (EDCTP) under
GA no.1051-TESAIl EDCTP-RegNet-2015.
»«iTRANSVAC2 is funded by H202 under
GA no. 730964.


http://www.iso.org/standard/62085.html
https://bit.ly/2s7bupy
https://bit.ly/2Gyg7QT

Contact us

5rue Watt - 75013 Paris
France
contact@ecrin.org

www.ecrin.org

B ECRIN

EUROPEAN CLINICAL RESEARCH
INFRASTRUCTURE NETWORK
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