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Our vision is to transform clinical 

practice, improve patient 

outcomes, and combat AMR, 

through the widespread use of 

clinical and cost-effective 

innovative diagnostics strategies 

to achieve more personalised, 

evidence-based antibiotic 

prescription and use in 

community care settings.

Our purpose is to facilitate and 

accelerate the rigorous assessment 

and implementation of (new) 

diagnostic technologies into 

healthcare settings, by establishing 

the infrastructure, methods, 

processes and approaches needed to 

understand, evaluate, assess, and 

demonstrate the multi-faceted value 

of diagnostics and overcome the 

associated barriers to their 

widespread adoption and use.

Our focus is on realising its vision and purpose on 

community-acquired acute respiratory tract infections (CA-ARTI).

Therefore, VALUE-Dx will focus on diagnostic strategies relevant to reducing 

AMR in CA-ARTI in community care settings, referred to as “CA-ARTI-Dx”
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CURRENT STAGE OF THE ECRAID PLAN

The Consortium Partners of ECRAID (see below) are, with the support of 
Monitor Deloitte, currently developing a business plan to setup a sustainable 
Clinical Trial Network infrastructure in Europe. In light of its design and setup, 
ECRAID also wants to engage with different stakeholders to ensure feedback is 
considered

ECRAID ENVISAGES A EUROPEAN-WIDE, SUSTAINABLE CLINICAL TRIAL 
ORGANIZATION FOR INFECTIOUS DISEASES, INCLUDING ANTIMICROBIAL 
RESISTANCE, BY LEVERAGING PAST SUCCESSES, BUILDING PUBLIC AND PRIVATE 
ALLIANCES, AND CREATING GLOBAL SYNERGIES

ECRAID
European Clinical

Research Alliance on
Infectious Diseases

VISION 

To efficiently generate rigorous evidence 
for new or improved diagnosis, 
prevention and treatment of infections 
and to better respond to infectious 
disease threats. This is facilitated by a 
European multidisciplinary clinical trial 
network and innovative research 
approaches

PURPOSE

To reduce the impact of infectious 
diseases on individual and population 
health

CONCEPT 

ECRAID is looking to create a ‘warm-base’ 
network in all healthcare settings to 
increase efficiency and quality of clinical 
trials. This network can act as a “warm-
base” for studies that evaluate multiple 
new drugs, other therapeutics, vaccines 
& diagnostics for infectious diseases. In 
order to create an active “warm-base” 
network, ECRAID will conduct several 
types of clinical trials, allowing to build a 
network of well-trained sites. ECRAID will 
build a platform to conduct a series of 
perpetual observational studies, with a 
master protocol, where  a selection of 
sites will continuously enroll patients and 
collect outcomes for specific infectious 
diseases or infectious disease syndromes. 

- Work in progress -
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ECRAID-Plan is funded by the European Commission under Grant Agreement 825715

Kick-off 17 
January 2019

“an inspiring vision of a pan-
European infrastructure for 
patients and communities, 
bringing public health, clinical 
and laboratory, science, 
innovation and society 
together.” – Sir Jeremy Farrar. 

“We expect the ECRAID-Plan to 
come up with a business plan 
that offers concrete solutions 
and prepares Europe to better 
deal with antimicrobial 
resistance and large infectious 
diseases outbreaks” 
–EU commissioner Carlos 
Moedas,

ECRAID-Plan
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PROJECT TIMELINE & STATUS UPDATE

2019 2020

Apr May Jun Jul Aug Sep Oct Nov Dec Jan Feb Mar Apr May Jun Jul Aug Sep Oct Nov Dec

11/06/2020

WS 2
11/03/2020

Internal & external analyses

29/11/2019

Biobank business plan

Value-Dx business plan

Deliverables

3rd draft business plan

High-level financial plan

WS 1

2nd draft business plan

1st draft business plan

Workshops

10/12/2020

Value-Dx annual meeting

WP co-leads meeting

09/06/2020

Coordination & Development Team Meeting
27/08/2019

Activity

Final project meeting

BP Coordination Team TC

09/06/2020

Meetings

28/11/2019

Database business plan

Key elements of business model

Key elements of operating model

Deloitte inputs
WS 3

Key elements of operating model & gov.struct.

Development Team TC

BP Coordination Team 
TC: bi-weekly on Monday

Interviews: September / October 

Development Team TC: 
monthly on Tuesdays

Together with ECRAID: present 
coherent overall Business Plan= Deloitte to take lead = Deloitte to join

- Work in progress -
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INTERVIEWEES [1/3]

- Work in progress -

Organisation Interviewee name Function Type
Part of Value-Dx
consortium?

Perspective

Abbott Diagnostics Felicia Longobardi EMEA Marketing Director (point of care) Diagnostics Yes European

Becton Dickinson Adam Zerda Director, Antimicrobial Resistance Strategy and Program Development Medical devices Yes Outside Europe

bioMérieux Philippe Cleuziat Innovation Program Senior Director; VALUE-Dx industry lead Biotechnology Yes
European

GlaxoSmithKline David Payne VP Infectious Diseases & Senior Site Leader Upper Providence (US R&D Hub) Pharmaceutical No Global

Janssen Diagnostics Jorge Villacian Chief Medical Officer Medical devices Yes Global

MedImmune
(AstraZeneca)

Hasan Jafri Clinical Lead, Serious Bacterial Infections; IMI; COMBACTE Biotechnology No Outside Europe

Pfizer Rienk Pypstra VP GPD Anti Infectives; COMBACTE Pharmaceutical No Global

Qiagen Uwe Oelmueller Vice President MDx Development EU Sample Technologies Biotechnology No European

Roche Diagnostics Michael Hombach
Director, Senior Global Clinical Leader Infectious Diseases, Centralised and Point of 
Care Solutions 

Pharmaceutical No European

Thermo Fisher 
Diagnostics

Verena Murer-Waser POC Specialist Pharmaceutical No European

• Aim: 20 interviews max., covering broad spectrum of interviewees that can bring different insights

• Currently 27 interviewees selected, including:

INDUSTRY
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INTERVIEWEES [2/3]

- Work in progress -

NON-INDUSTRY

Organisation Interviewee name Function Type
Part of Value-Dx
consortium?

Perspective

BEAM Alliance Marc Gitzinger VP of the Board Biotechnology No European

BBMRI-ERIC Francesco Florindi Strategy & Partnership Manager Research No European

British In Vitro 
Diagnostics Association 
(BIVDA) 

Doris-Ann Williams Chief Executive Hospital & healthcare No European

EORTC Denis Lacombe Director General Clinical research No European

ESCMID Evelina Tacconelli Education Officer for Infectious Diseases and Clinical Microbiology Hospital & healthcare No European

ESCMID Jesús Rodríguez Baño President Hospital & healthcare Yes European

Foundation for 
Innovative New 
Diagnostics (FIND)

Stefano Ongarello Head of Data Services and Biobanking Research Yes European

Integrated BioBank of 
Luxembourg (IBBL)

Fay Betsou Chief Biospecimen Science; Biobank database business plan task lead Biobank Yes European

JPIAMR Laura Marin Head of Secretariat AMR Research No European

London School of 
Hygiene and Tropical 
Medicine

Rosanna Peeling Professor and Chair of Diagnostic Research Public health No Global

Swiss Biobanking
Platform

Sabine Bavamian Governance Manager Biobank No European

UK Biobank Chris Boultwood Chief Information Officer Biobank No European
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INTERVIEWEES [3/3]

- Work in progress -

› Regulatory bodies will be added later on

Organisation Interviewee name Function Type
Part of Value-Dx
consortium?

Perspective

UMC Utrecht Marc Bonten Professor; COMBACTE-Net coordinator Hospital & healthcare Yes European

University of Antwerp 
(UA) and University 
Hospital (UZA)

Herman Goossens Professor; PREPARE; ECRAID-Plan and VALUE-Dx project leader Hospital & healthcare Yes European

University Hospital 
Antwerp

Manon Huizing Director of biobank UA-UZA Biobank Yes European

Wellcome Trust Tim Jinks Head of Drug Resistant Infections Program; VALUE-Dx Wellcome lead Public health Yes European

WHO Francis Moussy
Leader, Diagnostics & Other Health Technologies & Focal Point for New Ebola 
Diagnostics

Public health No Global



3232

INTERVIEW QUESTIONNAIRE [1/2]

A. General

A. 01 What is your role in the (infectious diseases) diagnostics market space/ecosystem?

A. 02 What are your vision, mission and strategic priorities within this space?

B. Infectious diseases diagnostics market & trends

B. 01 Looking at the infectious diseases diagnostics market: what are its characteristics? 

B. 02 What is the size of the market? 

B. 03 What are market drivers and barriers? How could we overcome potential barriers?

B. 04
Who are the key players in the market? Would you say the market is rather fragmented (i.e. 
many small players vs. few large players)?

B. 05
What are the innovations? Anything in particular that you observe when looking at company 
pipelines? Do you think there is an increasing/decreasing interest to develop new diagnostics 
for infectious diseases?

B. 06 What are characteristics of successful diagnostics? 

B. 07
What differentiates a diagnostic device or platform with broad adoption/usage from one
that has a more niche application?

B. 08
Where is most added value (e.g. regulation, clinical aspect, reimbursements) created today? 
Do you believe that this will change towards the future?

C. Development & commercialisation of new diagnostics

C. 01
What would you consider as today's most important challenges (e.g. financing, market 
adoption, regulation) in the development of new diagnostics?

C. 02
What are the trends regarding the placement of diagnostics in other settings than today (e.g. 
pharmacy, supermarket, online via apps)? What is the (potential) impact of such trends on 
the value chain? How fast do you believe that we will see this phenomenon in Europe?

C. 03
What is the added value of the WHO pre-qualified list of diagnostics (essential list of 
diagnostics vs. specific list on AMR) relative to the CE-marking? Is there an impact on 
commercialisation?

- Work in progress -

• Objective of interviews is to validate infectious diseases diagnostics market characteristics and gain insights into appetite & expectations 
regarding Value Dx’s business plan development (especially concerning potential services to be offered)

• Interviews of 1-2 hrs. face-to-face or by TC

• Selection of questions to be asked depending on background & experience of interviewee

D. Biobanks

D. 01
How would you define a biobank? (e.g. infrastructure that provides service and holds 
collections vs. the collection itself)

D. 02
What are the challenges - if any - in finding samples of the necessary quantities and 
characteristics today? How do you deal with this?

D. 03
How should/can samples be shared? Who should have access? Under which conditions? 
What would it take for you to be willing to share ‘your’ samples?

B. 09
For which indications are most new diagnostics created? Is there an unmet need? Infections 
without sufficient diagnostics? Why is that the case according to you?



3333

INTERVIEW QUESTIONNAIRE [2/2]

- Work in progress -

E. Data

E. 01
What type of data (e.g. clinical, economical) do you collect? How do you deal with this data? 
Which data management systems do you use?

E. 02
Openness of data: what does this mean for you? Which data should be transparent vs. be 
kept confidential? 

E. 03 Is there a need to have access to data collected by others? Why?

E. 04
How should/can data be shared? Who should have access? What are the most important 
hurdles for data sharing (e.g. privacy, data quality)? What would it take for you to be willing 
to share ‘your’ data?

E. 05
How can increased use of data improve or enhance the role of diagnostics in infectious 
disease management?

E. 06
What is important in the governance (e.g. capturing, management, sharing) of data? 
What power will different stakeholders (incl. patients) have here?

F. Regulation

F. 01
Which impact does regulation have on the development of new diagnostics? What is the 
regulatory process linked to the development of new diagnostics? Would you perceive it as a 
market barrier?

G. VALUE-Dx

G. 01 To which extent are you aware of the existence of the VALUE-Dx project?

G. 02
In your understanding, which market need(s) should VALUE-Dx aim to address/provide an 
answer to? How could VALUE-Dx help organisations active in the ecosystem to overcome the 
aforementioned barriers?

G. 03
What do you see as the (potential) role for VALUE-Dx in terms of services offering? (Role as a 
biobank or link between biobanks? Role in data management?)
Are there ‘no-go’ areas?

G. 04 What should Value-Dx offer in order to have researchers use its services?

G. 05 Are there unmet needs or specific indications VALUE-Dx should focus on?

G. 06 What should its geographical scope be? Is Europe broad enough?

G. 07 With this scope in mind, how would you see your interaction and role linked to VALUE-Dx?

G. 08 What are important (operational) implications for Value-Dx in its set up? 

H. Miscellaneous

H. 01
Are there any other items you would like to mention/stress that we did not discuss yet in the 
questions so far?

H. 02
Thinking about the scope of this project, are there any other people you would recommend 
us to interview?

D. 04 What types of interactions do you have with biobanks?

D. 05 Which services are already offered in the market to ease this process?

D. 06 Do you have any fixed contracts in place with specific biobanks?

D. 07 How would you describe the dynamic between different biobanks?

D. 08
For the owners of databases & biobanks: what are some of the challenges (e.g. funding, 
quality control, maintenance) that you face? How can these potentially be overcome?

F. 02
What are the challenges with regards to regulatory aspects? (Incl. ethical issues) How do you 
believe these might evolve towards the future?

F. 03 To which extent do the regulatory agencies take up an active/passive role?



VALUE OF DIAGNOSTICS TO COMBAT 
ANTIMICROBIAL RESISTANCE & IMPROVE PATIENT 
OUTCOMES BY OPTIMISING ANTIBIOTIC USE, 
STARTING COMMUNITY-ACQUIRED ACUTE 
RESPIRATORY TRACT INFECTIONS

CONSORTIUM PARTNERS

The Consortium Partners of VALUE-Dx (see below) consist of 6 in 
vitro diagnostic companies and 20 non-industry partners. In light 
of its business plan design and setup, VALUE-Dx also wants to 
engage with different stakeholders to ensure feedback is 
considered

VISION 

To transform clinical practice, improve patient 
outcomes, and combat AMR, through the widespread 
use of clinical and cost-effective innovative diagnostics 
strategies to achieve more personalised, evidence-
based antibiotic prescription and use in community 
care settings, starting with CA-ARTI

PURPOSE

To facilitate and accelerate the rigorous assessment 
and implementation of (new) diagnostic technologies 
into healthcare settings, by establishing the 
infrastructure, methods, processes and approaches 
needed to understand, evaluate, assess, and 
demonstrate the multi-faceted value of diagnostics 
and overcome the associated barriers to their 
widespread adoption and use

OBJECTIVES 

› To design a health-economic 
framework to assess & demonstrate 
the value of diagnostics

› To establish a sustainable European 
Standardised Care Network 
adequately trained and resourced to 
conduct clinical trials evaluating the 
value of diagnostics

› To design & implement clinical studies 
to demonstrate the value of 
diagnostics

› To explore, define & attempt to 
resolve the psychological, ethical and 
social barriers which prevent the 
more widespread adoption of 
diagnostics delivering healthcare to 
the population


