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EXECUTIVE

EATRIS, in collaboration with European partners and as part of the EU-funded PRECISEU project, is
leading a groundbreaking initiative to map Advanced Therapy Medicinal Product (ATMP) capacities
across Europe. This effort addresses a critical need to build a coordinated, data-driven
infrastructure that ensures equitable access to Advanced Therapy Medicinal Products (ATMPs)
including gene therapies, cell-based treatments, and tissue-engineered products, personalised
medicine treatments that are reshaping modern medicine by providing therapeutic options to
patients with unmet medical needs.

Despite rapid scientific progress, delivery of ATMPs remains uneven across EU Member States due
to disparities in infrastructure, regulation, and clinical capabilities. This mapping initiative is
designed to provide a new structured process that aims to capture within the timeframe of the
PRECISEU project and beyond, a sustainable ATMP mapping process which will be maintained by
EATRIS and partners as part of the infrastructure operations. This process now established within
PRECISEU and outlined in this deliverable, aims to prospectively capture a comprehensive overview
of the current landscape, identifying both strengths and critical gaps across:

e Academic and translational research centres
e GMP manufacturing and processing facilities
e Clinical trial sites and hospitals

o National regulatory and logistics frameworks

The results will inform strategic policy and investment decisions, support capacity building in
under-served regions, and enable smarter collaboration between public and private stakeholders.
By aligning efforts across countries and sectors, the initiative strengthens Europe’s readiness to
deliver cutting-edge therapies efficiently and equitably.

The key benefits of this ATMP mapping process includes:

e Accelerated clinical trial planning and site selection

e Enhanced cross-border collaboration and regulatory harmonization

e Improved patient referral pathways and access to treatment

e Stronger foundations for long-term competitiveness in the ATMP field

This mapping process will serve as both a current-state snapshot and a strategic planning tool to
guide future funding, policy development, and health system readiness for personalised medicine
development across Europe.
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INTRODUCTION

OBJECTIVES OF THE WP AND TASK

WP5 is dedicated to identifying key bottlenecks and improving access to ATMP infrastructures and
resources across Europe. By enhancing visibility of existing capabilities and fostering stronger
connections between stakeholders, WP5 aims to create a collaborative, well-integrated ATMP
ecosystem. It supports the exchange of knowledge, the linking of established hubs, and the
creation of new centres of excellence where needed. Key objectives include accelerating the
development and delivery of safer, more effective gene therapies, particularly for rare diseases and
high-need indications, and shortening the path from research to market. The initiative also
addresses critical gaps in education, awareness, and regulatory understanding across the ATMP
value chain, supporting developers, clinicians, regulators, and patients alike. By bridging the skills
gap with targeted training programs, it lays the foundation for a more capable and future-ready
ATMP workforce.

Task 5.1 aims to review the state of the art of ATMPs development and production in an EU major
initiative which under D5,1 establishes a first sustainable process in the EU to map the capacities
for developing and delivering Advanced Therapy Medicinal Products (ATMPs) across Europe. This
strategic effort aims to play a critical role in improving patient access, accelerating clinical
development, and building a more cohesive and innovative European ATMP ecosystem. As ATMPs,
in particular cell and gene therapies, rapidly move from the lab to the clinic, Europe’s ability to
support their development and equitable delivery depends on understanding where expertise,
infrastructure, and readiness exist. The EATRIS-led mapping survey, which was developed with
support from the European Medicines Agency (EMA), addresses this need by assessing academic
centers, GMP and Pre-GMP manufacturing sites, clinical trial hubs, and regulatory support
amongst other critical capacities in ATMP translation throughout Europe.

CONTENTS OF

ATMP CAPACITY MAPPING SURVEY

The following section reproduces the survey sent or disseminated to a broad number of
stakeholders (estimated thousands) through networks, websites and Linkedin with the link and
the QR code displayed below

https://preciseu.eu/mapping-atmp-capacities-across-europe/
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Scan this code & add
your organisation to
the European ATMPs

capacities map

°.% ATMP
PRECIS €atriIS ::  sweden

QUESTIONNAIRE

e Do you agree that EATRIS shares the answers provided above with the European Medicines
Agency for analysis of potential needs for offering support to researchers and developers from
the not-for-profit or academic sector, and for potential public reporting, exclusively of aggregated

data?
o Yes: please fill in your email address
o No

e Do you give your consent for EATRIS to publish your name, the organisation you work for, and
your role in that organisation, in a publicly available platform (Google Maps or other similar
platform) with the purpose of generating an interactive map showing ATMP facilities around
Europe? EATRIS could share or transmit your data to a third party for the sole objective of
fulfilling such purpose. We inform you that we may share this information with our partners in
the PRECISEU project, to fulfil the stated purpose.

o Yes

o No

Do you consider yourself to be an*

o Academic involved in ATMP development/manufacture.

o Private company involved in ATMP development/ manufacture.

o Facility for development, manufacture, or delivery of ATMPs.

o Clinician developing ATMPs.

o Clinician treating patients with ATMPs.

o ATMP dispensation/delivery centre/hospital.

o Service/product provider.

o Other: please explain

» Academic involved in ATMP development/manufacture (or related technology)
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e Principle Investigators name*

e URL for most relevant homepage (start with http) *

e Description of your ATMP relevant research, where relevant including ATMP type (gene/cell
therapy/TEP), format (viral ex-vivo, autologous cell therapy etc.) and indication (max 100
characters including spaces).

e Location (Name of your organization, department, city, and country) e.g. Karolinska Institute,
Department of Medical Biochemistry and Biophysics.

e Address for google pin.

e Through which pathway is/are the ATMP(s) you develop/manufacture provided to patients in
your center, region, or country? Please the tick the box, multiple answers possible, and please
elaborate your answer (since when / for when it is planned /any background information/links)
Authorised/reimbursed treatment.

As part of a clinical trial

Under hospital exemption

Other national provision:

Please elaborate your answer:

O O O O

e Does your organisation have access to cross-functional expertise within your institution or via
collaboration/contractual agreement? If the answer is yes, please indicate to which expertise you
have access to (multiple answers possible) and provide additional information if it is in house or
external and to which extent it is used:

Quality development

Non-clinical development

Clinical pharmacology/Pharmacokinetics

Clinical development

Statistics/methodology

GMP manufacturing

Regulatory affairs

Market access (HTA, pricing and reimbursement)

Other: please specify ....

Additional information:

O 0 O O O 0 O O O

e Which type of ATMP(s) do you develop/manufacture?

e What disease areas/indications do they target?

» Private company involved in ATMP development/ manufacture.

e Company AB Name
e URL for most relevant homepage (start with http) *

Co-funded by
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e Description of your ATMP relevant products and/or services. Where relevant including product
name, ATMP type (gene/cell therapy/TEP), format (viral ex-vivo, autologous cell therapy etc.) and
indication (max 100 characters including spaces).

e |ocation (Name of your organization, department, city, and country) e.g. Medicon Village, Lund.
e Address for google pin.

e Through which pathway is/are the ATMP(s) you develop/manufacture provided to patients in
your region, or country? Please the tick the box, multiple answers possible, and please elaborate
your answer (since when / for when it is planned /any background information/links)
Authorised/reimbursed treatment.

As part of a clinical trial

Under hospital exemption

Other national provision:

Please elaborate your answer:

o O O O

e Does your organisation have access to cross-functional expertise within your institution or via
collaboration/contractual agreement? If the answer is yes, please indicate to which expertise you
have access to (multiple answers possible) and provide additional information if it is in house or
external and to which extent it is used:
Quality development
Non-clinical development
Clinical pharmacology/Pharmacokinetics
Clinical development
Statistics/methodology
GMP manufacturing
Regulatory affairs
Market access (HTA, pricing and reimbursement)
Other: please specify ....
Please elaborate your answer:
e Which type of ATMP(s) do you develop/manufacture?
What disease areas/indications do they target?

© O o0 O 0O o0 O O O

> Facility for development, manufacture, or delivery of ATMPs

e Facility name*

e URL for most relevant homepage (start with http) *

e Description of facility, where relevant, number and grade of clean rooms, QP, tissue
establishment authorisation, MPA or IVO manufacture licenses, biobank (max 100 characters
including spaces).

e Location (Name of your organization, department, city, and country) e.g. Medicon Village, Lund.

e Through which pathway is/are the ATMP(s) you develop, manufacture, or dispense provided to
patients in your centre, region, or country? Please the tick the box, multiple answers possible,
and please elaborate your answer (since when / for when it is planned /any background
information/links)

Co-funded by 11
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Authorised/reimbursed treatment.

As part of a clinical trial

Under hospital exemption

Other national provision:

Please elaborate your answer:

e Does your organisation have access to cross-functional expertise within your institution or via
collaboration/contractual agreement? If the answer is yes, please indicate to which expertise you
have access to (multiple answers possible) and provide additional information if it is in house or
external and to which extent it is used:

Quality development

Non-clinical development

Clinical pharmacology/Pharmacokinetics

Clinical development

Statistics/methodology

GMP manufacturing

Regulatory affairs

Market access (HTA, pricing and reimbursement)

Other: please specify ....

Please elaborate your answer:

e Which type of ATMP(s) do you develop, manufacture, or dispense to patients?

What disease areas/indications do they target?

O O O O

0 O O O 0O 0O O O O

» Clinician developing ATMPs (or relevant technologies)

e C(Clinician name*

e URL for most relevant homepage (start with http) *

e Description (max 100 characters including spaces). Indications treated, procedures relevant to
ATMP, clinical trial numbers.

e Location (Name of your organization, department, city, and country) e.g. Karolinska University
Hospital, Stockholm. *

e Address for google pin e.g. Solnavagen 9, Solna (not to be published) *

e Through which pathway is/are the ATMP(s) you develop/manufacture provided to patients in

your center, region, or country? Please the tick the box, multiple answers possible, and please

elaborate your answer (since when / for when it is planned /any background information/links)

Authorised/reimbursed treatment.

As part of a clinical trial

Under hospital exemption

Other national provision:

Please elaborate your answer:

e Does your organisation have access to cross-functional expertise within your institution or via
collaboration/contractual agreement? If the answer is yes, please indicate to which expertise you
have access to (multiple answers possible) and provide additional information if it is in house or
external and to which extent it is used:

o Quality development

O O O O
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Non-clinical development

Clinical pharmacology/Pharmacokinetics

Clinical development

Statistics/methodology

GMP manufacturing

Regulatory affairs

Market access (HTA, pricing and reimbursement)
Other: please specify ....

Please elaborate your answer:

e Which type of ATMP(s) do you develop/manufacture?
What disease areas/indications do they target?

O O O O O 0O O O

> Clinician treating patients with ATMPs.

e Clinician name*

e URL for most relevant homepage (start with http) *

e Description (max 100 characters including spaces). Indications treated, procedures relevant to
ATMP, clinical trial numbers.

e Location (Name of your organization, department, city, and country) e.g. Karolinska University
Hospital, Stockholm. *

e Address for google pin e.g. Solnavagen 9, Solna (not to be published) *

e Through which pathway is/are the ATMP(s) you dispense provided to patients in your center,

region, or country? Please the tick the box, multiple answers possible, and please elaborate your

answer (since when / for when it is planned /any background information/links)

Authorised/reimbursed treatment.

As part of a clinical trial

Under hospital exemption

Other national provision:

Please elaborate your answer:

e Does your organisation have access to cross-functional expertise within your institution or via

collaboration/contractual agreement? If the answer is yes, please indicate to which expertise you

have access to (multiple answers possible) and provide additional information if it is in house or

external and to which extent it is used (suggested OPTIONAL question for treating clinicians):

Quality development

Non-clinical development

Clinical pharmacology/Pharmacokinetics

Clinical development

Statistics/methodology

GMP manufacturing

Regulatory affairs

Market access (HTA, pricing and reimbursement)

Other: please specify ....

O O O O

O 0O OO O O 0 O O O
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Please elaborate your answer:
Which type of ATMP(s) do you dispense to patients?
What disease areas/indications do they target?

ATMP dispensation/delivery center/hospital

Hospital ATMP Center name*

URL for most relevant homepage (start with http) *

Description of ATMP center (max 100 characters including spaces). *

Location (Name of your organization, department, city, and country) e.g. Karolinska University
Hospital, Stockholm. *

Address for google pin e.g. Solnavagen 9, Solna (not to be published) *

Through which pathway is/are the ATMP(s) you dispense provided to patients in your center,
region, or country? Please the tick the box, multiple answers possible, and please elaborate your
answer (since when / for when it is planned /any background information/links)
Authorised/reimbursed treatment.

As part of a clinical trial

Under hospital exemption

Other national provision:

Please elaborate your answer:

Does your organisation have access to cross-functional expertise within your institution or via
collaboration/contractual agreement? If the answer is yes, please indicate to which expertise you
have access to (multiple answers possible) and provide additional information if it is in house or
external and to which extent it is used:

Quality development

Non-clinical development

Clinical pharmacology/Pharmacokinetics

Clinical development

Statistics/methodology

GMP manufacturing

Regulatory affairs

Market access (HTA, pricing and reimbursement)

Other: please specify ....

Please elaborate your answer:

Which type of ATMP(s) do you dispense to patients?

What disease areas/indications do they target?

Service/Product Provider

Name of company/researcher/clinician

Please describe your ATMP relevant activity*

URL for most relevant homepage (start with http) *

Address for google pin e.g. Solnavagen 9, Solna (not to be published) *

Co-funded by
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Through which pathway is/are the ATMP(s) you develop, manufacture, or dispense provided to
patients in your center, region, or country? Please the tick the box, multiple answers possible,
and please elaborate your answer (since when / for when it is planned /any background
information/links)

Authorised/reimbursed treatment.

As part of a clinical trial

Under hospital exemption

Other national provision:

Please elaborate your answer:

Does your organisation have access to cross-functional expertise within your institution or via
collaboration/contractual agreement? If the answer is yes, please indicate to which expertise you
have access to (multiple answers possible) and provide additional information if it is in house or
external and to which extent it is used:

Quality development

Non-clinical development

Clinical pharmacology/Pharmacokinetics

Clinical development

Statistics/methodology

GMP manufacturing

Regulatory affairs

Market access (HTA, pricing and reimbursement)

Other: please specify ....

Please elaborate your answer:

Which type of ATMP(s) do you develop, manufacture, or dispense to patients?

What disease areas/indications do they target?

“Opt in” question at the end of the survey:

Do you agree to be contacted by EATRIS or the European Medicines Agency about ATMP related
activities, studies, or events?

Yes: please fill in your email address

No

By submitting this form, | agree that my personal data may be processed by EATRIS in accordance
with EATRIS Privacy Policy for the conduction of this survey and related actions to PRECISEU
project (follow up communications, event reporting)

| agree that my personal data may be processed by EATRIS in accordance with EATRIS Privacy
Policy Privacy Policy for the purpose of:

() EATRIS recording my personal data to be used for future project/collaboration opportunities
with EATRIS or members of EATRIS infrastructure.

() receiving electronic communications on EATRIS news, events and activities
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GET ON THE
ATMP MAP

Scan this code & add
your organisation to
the European ATMPs

capacities map

QPRECISc eatris

Figure 1: Mapping Campaign launched by EATRIS

Survey Link: ATMP Capacity Mapping Survey

METHODS

METHODS

* Create a process to prospectively capture ATMP capacities over the coming years across
PRECISEU regions, followed by EATRIS countries, followed by remaining EU countries.

* Create a survey by keeping it simple and capture the most important information.

* Create a marketing campaign to successfully survey all stakeholders in a continuous process over
the project duration and beyond including inviting regional hubs as potential co-developers of the
map and list them as contributors.

* Develop a process that will lead to not only the development of a first Pan-EU ATMP Capacity
Map but a sustainable process to maintain it beyond PRECISEU where its integrated permanently
in the EATRIS ATMP program and supported with the resources to do so.
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Involve the European Medicines Agency for a survey that captures information critical to the
regulatory process also and where the survey could be disseminated to the EMA stakeholder list
regularly.

¢ » Bul =

Regional ATMP GMP manufacture Process development ATMP developing
Centers facilities facilities companies
0O
T g
ATMP Clinical delivery of Academics within
service/product ATMPs ATMP
providers

Figure 2 Capture the critical entities involved in ATMP development

DATA SOURCES

The Survey uses an open survey platform operated by EATRIS. By submitting this survey applicants
must agree that their personal data may be processed by EATRIS in accordance with EATRIS Privacy
Policy for the conduction of this survey and related actions to PRECISEU project (follow up
communications, event reporting).

They can also agree if their personal data may be processed by EATRIS in accordance with EATRIS
Privacy Policy Privacy Policy for the purpose of future project/collaboration opportunities with
EATRIS or members of EATRIS infrastructure or receiving electronic communications on EATRIS
news, events and activities.
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BE - 148% 13
DE . 102% 9
5 — S
F 2% 2
fR | 1% 1
m . 125% 11
T | 1% 1
NL . 57% 5
NO 23% 2
PT l 34% 3
SE . 14% 10
S| ' 34% 3

Figure 3- Data form the first survey launch (Version 0.1) consist of data from 88 respondents.

PRESENTATION OF RESULTS

The PRECISEU ATMP mapping process has now been successfully created and launched. This EU
initiative aims to provide a detailed and actionable overview of ATMP capacities across Europe with
the following domains:

e Academic and Translational Research Centers
e GMP Manufacturing and Processing Facilities
e Clinical Trial Sites and Hospitals

o National Regulatory Frameworks and Logistics Infrastructure
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ADVANTAGES FOR STAKEHOLDERS ACROSS THE ECOSYSTEM

Policy Makers and Funders

e Evidence-Based Decision-Making for targeted funding and capacity building
e Investment Prioritization in under-served regions to reduce health inequities.

Researchers and Academics

e Enhanced Cross-Border Collaboration through visibility of complementary capacities
e Efficient Use of Resources by avoiding duplication in capabilities and infrastructure

Industry and Developers

e Streamlined Supply Chain Design based on existing facilities and logistics hubs.
e Partner and Site Identification for clinical trials, production scale-up, and regulatory support

Hospitals and Clinical Trial Sites

e Benchmarking and Strategic Planning to align with EU-wide treatment and research goals.
e Patient Referral Optimization by mapping centers of excellence and treatment pathways

Patients and Advocacy Groups

e Increased Transparency and Equity in access to therapies

e Faster Enrollment in trials and early access programs via clear site visibility

OUTCOMES AND LONG-TERM IMPACT

This mapping initiative is more than a data collection exercise it is a strategic tool for future
planning, investment, and policy alignment. The outcomes will:

e Inform national and EU-level decisions on ATMP strategy and funding.
e Accelerate the harmonization of regulatory and logistical frameworks.
e Enable efficient and inclusive clinical trial planning.

e Support smarter Public-Private partnerships and innovation ecosystems.
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This first of its kind initiative at this pan EU scale embodies PRECISEU’s mission to operationalize
precision medicine through harmonized, patient-centered innovation. It aims to serve as both a
snapshot of current capacities and a forward-looking blueprint for Europe’s leadership in ATMP
development and access.

SAMPLE

We provide below the first examples of how the map will be presented to the public based on the
first tranche of data received through this survey.
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Figure 4- Example of an academic institution involved in ATMP development
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€ immuneAdvice @

Compan,

ame

immuneAdvice

Organisation
Private company involved in ATMP development/
manufacture

URL

https://immune-advice.com

the | of CD4-specific
immune cell tracers (CD4 ICE-T).

Location

immuneAdvice GmbH
55,72770
Does your organisation have access 1o crosstunctional expertise
Yes
Which expertise you have access to
Quality d Jinical devel fiozot
! f i y affairs

immuneAdvice develops immune cell tracers (ICE-Ts) for
noninvasive PET imaging. CD4 ICE-Ts, a Copper-64
radiolabeled single-domain antibody-based radiodiagnostic,
enables precise, spatially resolved whole-body imaging of
CD4+ T cells. Thereby, immuneAdvice can differentiate
between immunologically hot, excluded and cold tumors
early in ICI treatment. This capability paves the way for

i j aswitch to
more effective cell-based therapies, based on rational
evidence.

Figure 5- Example of Private Company involved in ATMP development
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Through which pathway Is/are the ATMP provided to patients2
Other national provision

Figure 6- Example of a service provider involved in ATMP development

SUMMARY OF ONGOING ACTIVITIES

Deliverable D5.1, titled “State-of-the-Art of the ATMP Value Chain”, has successfully initiated a
structured process to progressively map the capacity of the ATMP (Advanced Therapy Medicinal
Products) value chain across Europe. This includes identifying current initiatives, key enabling
technologies, technology owners, and relevant key opinion leaders (KOLs). A central focus of this
deliverable was the establishment of a scientifically robust methodology developed with the
support of the European Medicines Agency (EMA) to ensure enhanced granularity and utility. This
process is designed to serve not only academic developers of ATMPs, but also private sector
stakeholders and governmental bodies, ensuring broad applicability and impact.

Co-funded by .
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This project has received funding from the European Union’s Horizon Europe
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With the foundational mapping process now established, the PRECISEU project is preparing to
launch the first live, interactive ATMP capacity map by the end of 2025. The initial dataset compiled
for this deliverable includes responses from nearly 90 ATMP development groups spanning 12 EU
countries. The next immediate steps involve identifying capacity gaps beginning with the PRECISEU
regions to ensure a comprehensive dataset informs the first live release. In parallel, ATMP
institutions across the 15 EATRIS member countries will be actively engaged and included in the
mapping effort.

Once a critical mass of institutions is represented in the initial map, this will serve as the basis for
a broader communications and outreach campaign. The campaign will aim to encourage
participation from all EU-based ATMP developers.

To ensure industry participation, the mapping process will be exclusively promoted at international
ATMP-focused conferences. Additionally, a dedicated promotional campaign will be conducted in
prominent online journals such as Cell and Therapy Insights, where EATRIS holds a position on the
editorial board.

This visibility will enable developers and stakeholders across the EU to access and contribute to a
clear overview of ATMP development capacity and infrastructure.

It is important to understand that this initiative marks the beginning of a long-term, strategic
journey to create the first pan-European ATMP capacity map. This deliverable has laid the
groundwork by creating a scalable process and workflow that will remain a core mission of the
PRECISEU project.

Moreover, the EATRIS ATMP Platform is committed to maintaining and continuously promoting the
map for decades to come. This presents a realistic and sustainable model, in contrast to previous
local initiatives that were unable to continue beyond initial funding periods.

Supported by partners like the EMA, PRECISEU will continue to strategize the success and
expansion of the EU ATMP Capacity Map. By the project’s conclusion, it aims to deliver a fully
functional, comprehensive, and sustainable mapping tool that benefits all stakeholders in the
ATMP development ecosystem.

At its core, the PRECISEU initiative is not only about data, but also about impact. This capacity
mapping effort is a transformative enabler for ATMP developers, who will gain unprecedented
visibility into Europe's therapeutic innovation landscape. It supports faster partnerships, informed
decision-making, and equitable access to critical infrastructure across regions.

But more importantly, it is about accelerating the path from bench to bedside. By helping
developers navigate and connect the European ecosystem more efficiently, this initiative aims to
reduce time-to-clinic for cutting-edge therapies ultimately delivering hope and access to patients
who need it most.

In supporting regional capacity-building, PRECISEU is also driving a more balanced innovation
model across Europe ensuring that world-class therapeutic development is not limited to a few
hubs but can flourish in diverse geographies. This is how PRECISEU delivers on its mission: to
democratise innovation, empower developers, and bring life-saving therapies to patients, faster
and more equitably.
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Annex - ATMP Mapping Capacity Survey
Results Overview
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6/26/25, 1:47 PM ATMP Capacity Mapping Survey

ATMP Capacity Mapping Survey

Report generated on Jun 26, 2025, 1:45 PM

https://survey.eatris.eu/ngs/form/OH8aACT8xLXKeF 1j7taa/reporting/reports/default 117



6/26/25, 1:47 PM ATMP Capacity Mapping Survey

Do you agree that EATRIS shares the answers provided below with the European Medicines Agency for
analysis of potential needs for offering support to researchers and developers from the not-for-profit or
academic sector, and for potential public reporting, exclusively of aggregated data?

No, my answers are |

only for use by 1.1% 1

EATRIS
Total answers 95
Unique Respondents 95
Form respondents 95

Respondent Reach 100%

Do you give your consent for EATRIS to publish your name, the organisation you work for, and your role in
that organisation, in a publicly available platform (Google Maps or other similar platform) with the purpose
of generating an interactive map showing ATMP facilities around Europe? EATRIS could share or transmit
your data to a third party for the sole objective of fulfilling such purpose. We inform you that we may share
this information with our partners in the PRECISEU project, to fulfil the stated purpose.

No l 3.2% 3
Total answers 95

Unique Respondents 95

Form respondents 95

Respondent Reach 100%

https://survey.eatris.eu/ngs/form/OH8aACT8xLXKeF 1j7taa/reporting/reports/default 2/17



6/26/25, 1:47 PM ATMP Capacity Mapping Survey

Please specify your country:

BE
DE
ES
FI
FR
IT
LT
NL
NO
PT

SE

Sl

https://survey.eatris.eu/ngs/form/OH8aACT8xLXKeF 1j7taa/reporting/reports/default

14.8%
10.2%
31.8%
2.3%
1.1%
12.5%
1.1%
5.7%
2.3%
3.4%
11.4%

3.4%
Total answers
Unique Respondents
Form respondents

Respondent Reach

13

28

92.6%

317



6/26/25, 1:47 PM ATMP Capacity Mapping Survey

Do you consider yourself/your organisation to be:

Academic involved in
ATMP
development/manufacture

Private company
involved in ATMP
development/
manufacture

Facility for development,
manufacture, or delivery
of ATMPs

Clinician developing
ATMPs

Clinician treating
patients with ATMPs

ATMP
dispensation/delivery
centre/hospital

Service/product
provider

Other: please explain

https://survey.eatris.eu/ngs/form/OH8aACT8xLXKeF 1j7taa/reporting/reports/default

21.7%

11.4%

18.7%

4.8%

6%

7.2%

18.1%

12%
Total answers
Unique Respondents
Form respondents

Respondent Reach

36

19

31

10

12

30

20

166
95
95

100%

417



6/26/25, 1:47 PM ATMP Capacity Mapping Survey

Through which pathway is/are the ATMP(s) you develop/manufacture provided to patients in your center,
region, or country? Please the tick the box, multiple answers possible, and please elaborate your answer

(since when / for when it is planned /any background information/links)

Authorised/reimbursed - 12.3%
treatment
As part of a clinical trial _ 42.1%
Under h'ospltal - 21 1%
exemption
Other national 24.6%

provision
Total answers
Unique Respondents
Form respondents

Respondent Reach

Does your organisation have access to cross-functional expertise within your institution or via
collaboration/contractual agreement?

o o .

Total answers
Unique Respondents
Form respondents

Respondent Reach

https://survey.eatris.eu/ngs/form/OH8aACT8xLXKeF 1j7taa/reporting/reports/default

24

12

57

36

95
37.9%

32

4

36

36

95
37.9%

517



6/26/25, 1:47 PM ATMP Capacity Mapping Survey

Please indicate to which expertise you have access to (multiple answers possible) and provide additional
information if it is in house or external and to which extent it is used:

Quality development - 13.9% 22
Non-clinical development - 16.5% 26
grlwlglr(r::;cology/Pharmacokinetics . 57% 2
Clinical development 14.6% 23
Statistics/methodology . 11.4% 18
GMP manufacturing - 15.2% 24
Regulatory affairs . 12% 19
Market access (HTA, pricing

and reimbursement) ' 3.8% 6
Other, please specify 7% 11

Total answers 158
Unique Respondents 32
Form respondents 95

Respondent Reach 33.7%

Through which pathway is/are the ATMP(s) you develop/manufacture provided to patients in your region, or
country? Please the tick the box, multiple answers possible, and please elaborate your answer (since when /
for when it is planned /any background information/links)

Authorised/reimbursed _ 26.7% 8
treatment
svertoracinicavio (I o7 1
Under h_ospltal - 10% 3
exemption
Other national provision 6.7% 2

Total answers 30
Unique Respondents 19
Form respondents 95

Respondent Reach 20%

https://survey.eatris.eu/ngs/form/OH8aACT8xLXKeF 1j7taa/reporting/reports/default 6/17



6/26/25, 1:47 PM ATMP Capacity Mapping Survey

Does your organisation have access to cross-functional expertise within your institution or via
collaboration/contractual agreement?

No 0% 0
Total answers 19

Unique Respondents 19

Form respondents 95

Respondent Reach 20%

Please indicate to which expertise you have access to (multiple answers possible) and provide additional
information if it is in house or external and to which extent it is used:

Quality development - 14.8% 12
Non-clinical development - 16% 13
g::g:'crﬁ;cology/Pharmacokinetics ' 4.9% 4
Clinical development 11.1% 9
Statistics/methodology . 7.4% 6
GMP manufacturing - 21% 17
Regulatory affairs - 13.6% 11
Market access (HTA, pricing

and reimbursement) ' 4.9% 4
Other, please specify 6.2% 5

Total answers 81
Unique Respondents 19
Form respondents 95

Respondent Reach 20%

https://survey.eatris.eu/ngs/form/OH8aACT8xLXKeF 1j7taa/reporting/reports/default 717



6/26/25, 1:47 PM ATMP Capacity Mapping Survey

Through which pathway is/are the ATMP(s) you develop, manufacture or dispense provided to patients in
your centre, region, or country? Please the tick the box, multiple answers possible, and please elaborate

your answer (since when / for when it is planned /any background information/links)

Authorised/reimbursed - 23.6%
treatment

As part of a clinical trial _ 49.1%
Under h'ospltal - 20%

exemption

Other national 739

provision
Total answers
Unique Respondents
Form respondents

Respondent Reach

Does your organisation have access to cross-functional expertise within your institution or via
collaboration/contractual agreement?

o o o7

Total answers
Unique Respondents
Form respondents

Respondent Reach

https://survey.eatris.eu/ngs/form/OH8aACT8xLXKeF 1j7taa/reporting/reports/default

13

11

55

31

95
32.6%

28

3

31

31

95
32.6%

8/17



6/26/25, 1:47 PM ATMP Capacity Mapping Survey

Please indicate to which expertise you have access to (multiple answers possible) and provide additional
information if it is in house or external and to which extent it is used:

Quality development - 16.4% 22
Non-clinical development - 16.4% 22
grlwlglr(r::;cology/Pharmacokinetics ' 5.2% /
Clinical development 14.2% 19
Statistics/methodology . 9.7% 13
GMP manufacturing - 17.9% 24
Regulatory affairs - 14.2% 19
Market access (HTA, pricing

and reimbursement) l 3% 4
Other, please specify 3% 4

Total answers 134
Unique Respondents 28
Form respondents 95

Respondent Reach 29.5%

Through which pathway is/are the ATMP(s) you develop/manufacture provided to patients in your centre,
region, or country? Please the tick the box, multiple answers possible, and please elaborate your answer
(since when / for when it is planned /any background information/links)

Authorised/reimbursed - 18.8% 3
treatment
As part of a clinical trial _ 43.8% 7
Under hospital - 259 4
exemption
Other national 12.5% 2

provision

Total answers 16
Unique Respondents 8
Form respondents 95

Respondent Reach 8.4%

https://survey.eatris.eu/ngs/form/OH8aACT8xLXKeF 1j7taa/reporting/reports/default 9/17



6/26/25, 1:47 PM ATMP Capacity Mapping Survey

Does your organisation have access to cross-functional expertise within your institution or via
collaboration/contractual agreement?

O -
No - 12.5% 1

Total answers 8

Yes

Unique Respondents 8
Form respondents 95

Respondent Reach 8.4%

Please indicate to which expertise you have access to (multiple answers possible) and provide additional
information if it is in house or external and to which extent it is used:

Quality development . 11.6% 5
Non-clinical development - 16.3% 7
g::g:'crﬁ;cology/Pharmacokinetics ' 4.7% 2
Clinical development 16.3% 7
Statistics/methodology - 14% 6
GMP manufacturing - 16.3% 7
Regulatory affairs - 14% 6
Market access (HTA, pricing

and reimbursement) ' 2.3% !
Other, please specify 4.7% 2

Total answers 43
Unique Respondents 7
Form respondents 95

Respondent Reach 7.4%

https://survey.eatris.eu/ngs/form/OH8aACT8xLXKeF 1j7taa/reporting/reports/default 10117



6/26/25, 1:47 PM ATMP Capacity Mapping Survey

Through which pathway is/are the ATMP(s) you dispense provided to patients in your centre, region, or
country? Please the tick the box, multiple answers possible, and please elaborate your answer (since when /
for when it is planned /any background information/links)

Authorised/reimbursed - 19% 4
treatment
pspartorecincaivia [N oo 9
Under h'ospltal - 28.6% 6
exemption
Other national 95% )

provision

Total answers 21
Unique Respondents 10
Form respondents 95

Respondent Reach 10.5%

Does your organisation have access to cross-functional expertise within your institution or via
collaboration/contractual agreement?

No o T

Total answers 10
Unique Respondents 10
Form respondents 95

Respondent Reach 10.5%

https://survey.eatris.eu/ngs/form/OH8aACT8xLXKeF 1j7taa/reporting/reports/default 11/17



6/26/25, 1:47 PM ATMP Capacity Mapping Survey

Please indicate to which expertise you have access to (multiple answers possible) and provide additional
information if it is in house or external and to which extent it is used:

Quality development - 11.5% 6
Non-clinical development - 17.3% 9
grlwlglr(r::;cology/Pharmacokinetics . 58% 3
Clinical development 15.4% 8
Statistics/methodology - 13.5% 7
GMP manufacturing - 17.3% 9
Regulatory affairs . 11.5% 6
Market access (HTA, pricing

and reimbursement) ' 3.8% 2
Other, please specify 3.8% 2

Total answers 52
Unique Respondents 9
Form respondents 95

Respondent Reach 9.5%

Through which pathway is/are the ATMP(s) you dispense provided to patients in your centre, region, or
country? Please the tick the box, multiple answers possible, and please elaborate your answer (since when /
for when it is planned /any background information/links)

Authorised/reimbursed _ 29 6% 8
treatment
FPR—— w12
Under hospital - 2299 6
exemption
Other national 37% 1

provision
Total answers 27
Unique Respondents 12
Form respondents 95

Respondent Reach 12.6%

https://survey.eatris.eu/ngs/form/OH8aACT8xLXKeF 1j7taa/reporting/reports/default 12117



6/26/25, 1:47 PM ATMP Capacity Mapping Survey

Does your organisation have access to cross-functional expertise within your institution or via
collaboration/contractual agreement?

No . 8.3% 1

Total answers 12
Unique Respondents 12
Form respondents 95

Respondent Reach 12.6%

Please indicate to which expertise you have access to (multiple answers possible) and provide additional
information if it is in house or external and to which extent it is used:

Quality development . 11.3% 7
Non-clinical development - 16.1% 10
g::g:'crﬁ;cology/Pharmacokinetics . 9.7% 6
Clinical development 16.1% 10
Statistics/methodology - 12.9% 8
GMP manufacturing - 17.7% 11
Regulatory affairs - 12.9% 8
Market access (HTA, pricing

and reimbursement) ' 3.2% 2
Other, please specify 0% 0

Total answers 62
Unique Respondents 11
Form respondents 95

Respondent Reach 11.6%

https://survey.eatris.eu/ngs/form/OH8aACT8xLXKeF 1j7taa/reporting/reports/default 13117



6/26/25, 1:47 PM ATMP Capacity Mapping Survey

Through which pathway is/are the ATMP(s) you develop, manufacture or dispense provided to patients in
your centre, region, or country? Please the tick the box, multiple answers possible, and please elaborate

your answer (since when / for when it is planned /any background information/links)

Authorised/reimbursed

%
treatment - 203
As part of a clinical trial _ 37.3%
Under h'ospltal - 29%
exemption

Other national 20.3%

provision
Total answers

Unique Respondents

Form respondents

Respondent Reach

Does your organisation have access to cross-functional expertise within your institution or via
collaboration/contractual agreement?

o o 153

Total answers
Unique Respondents
Form respondents

Respondent Reach

https://survey.eatris.eu/ngs/form/OH8aACT8xLXKeF 1j7taa/reporting/reports/default

12

22

13

12

59

30

95
31.6%

26

30

30

95
31.6%

14117



6/26/25, 1:47 PM ATMP Capacity Mapping Survey

Please indicate to which expertise you have access to (multiple answers possible) and provide additional
information if it is in house or external and to which extent it is used:

Quality development - 20.6% 20

Non-clinical development 14.4% 14
grlwlglr(r::zlacology/Pharmacokinetics l 3.1% 3
Clinical development 8.2% 8
Statistics/methodology . 7.2% 7
GMP manufacturing - 21.6% 21
Regulatory affairs - 16.5% 16
Market access (HTA, pricing

and reimbursement) l 3.1% 3
Other, please specify 5.2% 5

Total answers 97
Unique Respondents 26
Form respondents 95

Respondent Reach 27.4%

Through which pathway is/are the ATMP(s) you develop, manufacture or dispense provided to patients in
your center, region, or country? Please the tick the box, multiple answers possible, and please elaborate
your answer (since when / for when it is planned /any background information/links)

Authorised/reimbursed - 19.4% 6
treatment
As part of a clinical trial _ 32.3% 10
Under hospital - 12.9% 4
exemption

Other national
provision

35.5% 11

Total answers 31
Unique Respondents 20
Form respondents 95

Respondent Reach 21.1%

https://survey.eatris.eu/ngs/form/OH8aACT8xLXKeF 1j7taa/reporting/reports/default 15117



6/26/25, 1:47 PM ATMP Capacity Mapping Survey

Does your organisation have access to cross-functional expertise within your institution or via
collaboration/contractual agreement?

Total answers 20

Yes

Unique Respondents 20
Form respondents 95

Respondent Reach 21.1%

Please indicate to which expertise you have access to (multiple answers possible) and provide additional
information if it is in house or external and to which extent it is used:

Quality development - 12.5% 2
Non-clinical development - 18.8% 3
Clinical . 6.3% 1
pharmacology/Pharmacokinetics =
Clinical development 12.5% 2
Statistics/methodology . 6.3% 1
GMP manufacturing . 12.5% 2
Regulatory affairs - 12.5% 2
Market access (HTA, pricing .

. 6.3% 1
and reimbursement)
Other, please specify 12.5% 2

Total answers 16
Unique Respondents 3
Form respondents 95

Respondent Reach 3.2%

https://survey.eatris.eu/ngs/form/OH8aACT8xLXKeF 1j7taa/reporting/reports/default 16/17



6/26/25, 1:47 PM ATMP Capacity Mapping Survey

Do you agree to be contacted by EATRIS or the European Medicines Agency about ATMP related activities,

studies or events?

No l

1.1%

Total answers
Unigue Respondents
Form respondents

Respondent Reach

1

95

95

95
100%

| agree that my personal data may be processed by EATRIS in accordance with EATRIS Privacy Policy for the

purpose of:

EATRIS recording my
personal data to be

used for future

project/collaboration —
opportunities with

EATRIS or members of

EATRIS infrastructure.

receiving electronic

EATRIS news, events

and activities

https://survey.eatris.eu/ngs/form/OH8aACT8xLXKeF 1j7taa/reporting/reports/default

55%

45%

Total answers
Unique Respondents
Form respondents

Respondent Reach

93

76

169
93
95

97.9%

1717





