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Welcome to the CREATIC ATMP newsletter
Issue no. 6 / 2026 

Welcome to the sixth edition of the CREATIC ATMP newsletter. This newsletter
gives you a window to the rapidly evolving regulatory and ethical landscape for
therapies utilizing genes-, cells and tissue. You will find a collection of news on
regulatory developments and discussions spiced up with perspectives and analysis
– all with a focus on social, legal and ethical issues.

The newsletter is published quarterly, with the next issue being scheduled for May.
If you're interested in staying updated on the latest social, legal and ethical news
related to ATMPs, please sign up here. 
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In this edition of the newsletter you can find:

- Monthly opinion
- The latest ATMP news 
- Upcoming events 
- Scandinavian and European efforts to boost ATMP development, manufacturing
  and use in EU
- Research papers
- CREATIC news & the return of CREATIC LabtoP Talks  



Orphan drugs and indication stacking: When Orphan
Incentives Fall Short
The new pharma package will limit the possibility of getting additional terms of market
exclusivity for repurposing of orphan drugs. Instead of receiving a full term of 10 years of
market exclusivity for a new orphan disease indication, the same active ingredient will only
be eligible for two one-year extension of market exclusivity when repurposed for a new
rare disease indication. Is this needed to stop misuse of an overly generous system, or does
it represent a fatal blow to repurposing as an innovation strategy in orphan drug
development? 

By Emma M. Q. S. Nielsen, Student assistant, Centre for advanced studies in bioscience
innovation law (CeBIL) & CREATIC

Although rare diseases affect a limited number of people per disease, they collectively
affect one in every 17 people in Europe. Despite efforts to stimulate R&D into rare
diseases through the European Union's orphan drug framework (REGULATION (EC) No
141/2000), over 95% of more than 6000 recognized rare diseases still have no treatment
option (Commission, 2022). Advanced therapies may change this significantly in the
coming decades. However, concerns have been raised by stakeholders that the current
orphan drug framework has not sufficiently directed development toward rare diseases
with the greatest unmet medical need. Instead, priorities have tended to focus on profit
optimization, for example focussing on improvements to treatments for indications with
existing treatments and focus on the least rare diseases rather than the majority of ultra-
rare diseases.
 
The most prominent incentive in the current orphan drug framework is the orphan
market exclusivity, which introduces a stand-alone period of 10 years of market
protection for a new orphan disease indication. This protection provides a monopoly-like
protection against competition from similar medicines for the same therapeutic
indication. Orphan medicinal products can accumulate market exclusivity periods if the
same active substance is authorized for several orphan indications. In comparison, the
‘standard' incentives for medicinal products consist of 8 years of data exclusivity, 10
years of market exclusivity and the possibility of one additional year of data exclusivity
on top of the ten for a new indication, also known as the 8+2+1 system. Regular
medicinal products (those without an orphan designation) are limited by the so-called
Global Marketing Authorisation (GMA). The GMA concept means that a new drug only
gets one term of regulatory data protection, and a new indication only gives one
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additional year of data exclusivity on top of the ten. In other words, GMA means that
limitations on regulatory exclusivity follow the active ingredient rather than the
indication.
 
The concern with the current orphan drug framework is that accumulation of market
exclusivity periods (also known as indication stacking) deters generic entry for long
periods of time, possibly indefinitely, which in turn keeps prices high (Thyra de Jongh et
al., 2019). The orphan drugs framework is therefore under revision as part of the
proposed EU pharmaceutical package. The Commission's proposal introduces a GMA-
like model for orphan drugs, aligning the additional market exclusivity for new
indications with the 8+2+1 system, while allowing for the possibility of two one-year
extension for subsequent indications. The purpose of these changes is to limit the use of
indication stacking while supporting development of additional indications
(Commissions proposal, 2023). The Council and the European Parliament have reached
an agreement on the ‘pharma package'; however, their final position on the issue of
indication stacking is not yet known. If the proposed changes to the orphan drug
framework are adopted, this would represent a significant overhaul of the system. This is
particularly relevant for emerging innovative treatments such as advanced therapy
medicinal products (ATMPs), which are increasingly being developed to address rare and
ultra-rare conditions, often where no treatment alternatives exist.
 
Concerns have been raised that overhauling the system and limiting the extensions for
additional indications could discourage developers from exploring additional indications
in related diseases, thereby undermining an important mechanism for stimulating the
development of treatments for rare diseases. Nevertheless, the fact that 95 % of rare
disease remain without treatment — despite the availability of indication stacking —
suggests that market exclusivity as a main incentive lacks sufficient power to stimulate
sustained investment in rare disease R&D. While the Commission's proposal seeks to
strike a balance between preventing abuse and stimulating innovation in areas of unmet
medical need, it does not address the underlying problem of steering investment
towards the development of treatments for rare diseases. This limitation is particularly
evident in the field of advanced therapy medicinal products (ATMPs). Despite their
potential to provide curative therapies for previously neglected conditions, ATMPs
frequently encounter barriers to market access and long-term sustainability, due to high
development costs and complex regulatory pathways. As a result several authorised
products have subsequently been withdrawn from the market for commercial reasons
(Hidalgo Simon and Booth, 2026). 

Views and opinions expressed are however those of the author(s) only and do not necessarily reflect those of the
European Union or European Research Executive Agency. Neither the European Union nor the granting authority

can be held responsible for them.
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17.12.2025

Hospital pharmacists play an
essential role in the CAR T-
cell supply chain

Hospital pharmacy readiness, training, and
integration into decision-making are
crucial as advanced therapies move from
the lab to everyday clinical practice.
 
CAR-T approaches are redefining hospital
pharmacy responsibilities — shifting focus
from logistics to clinical governance, safety
monitoring, and long-term care pathways.
 

02.12.2025

Access to novel medicines:
Collection 

The high cost of new drugs, including cell,
gene, and tissue therapies ("advanced
therapy medicinal products," ATMPs), is
restricting patient access, increasing
inequities, and contributing to financial
hardship. In addition to legislative and
regulatory responses, collaborative and
voluntary efforts are needed throughout
the drug lifecycle — in development,
marketing, manufacturing, and financing.

This section delves into the latest news within the ATMP area, with a special focus on Social
Science and Humanities (SSH) including legal and regulatory news.

EU pharma package 

The Council and the European Parliament have reached an agreement on the ‘pharma
package', marking a key milestone in the adoption of the new EU pharmaceutical
legislation.The package represents a far-reaching reform of the EU's pharmaceutical legislation,
that seeks to ensure fair access to safe, effective and affordable medicines across the EU [link].
 
EMA Calls New EU Pharma Legislation Most Significant in Two Decades [link].
 
In contrast, EFPIA is sceptical about the impact of the pharmaceutical package [link]
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Read about it here.
 
Emer Cooke, Executive Director of the
European Medicines Agency, also highlight
 the expanding contribution of hospital
pharmacists at the intersection of
regulation, innovation, and patient care —
especially as ATMPs become more
common and complex.
 
Read more here. 

This BMJ Collection includes evidence
synthesised by the Oslo Medicines
Initiative to propose different approaches
to value assessment, collective mechanisms
to reduce costs, health system reforms, and
corporate social contracts that could help
make costly new drugs accessible to all
eligible patients and realise universal
health coverage.

Read the collection here.

27.10.2025

The value of patient
experience in ATMP
delivery: Charlie's
story

Discover how patient
experience can shape the
future of advanced therapies.
This article shares the
powerful story of Charlie, a
young child with spinal
muscular atrophy who
received gene therapy, and
illustrates how his family's
journey highlights the
importance of clear
communication, support
networks, and shared
decision-making in delivering
ATMPs. It serves as a
reminder that real progress
in medicine is not only about
clinical success — it is also
about the people behind the
treatments.
 
Read more here. 

15.12.2025

PRECISEU Best Practice
Recognition in the
Field of Advanced
Therapy Medicinal
Products

The PRECISEU project invites
stakeholders to participate in
the second edition of the
PRECISEU Best Practice
Recognition. The program
honors outstanding
achievements, innovative
approaches, and exemplary
concepts in use of health
data for public health
improvement or healthcare
delivery and are innovative in
the fields of Advanced
Therapy Medicinal Products
(ATPMs).
 
Read more here.  

09.01.2026

Cell and gene therapy
– from science fiction
to the hospital ward

The blind will see, the deaf
will hear. Is this perhaps the
biblical prophet Isaiah
echoing his vision of the
future, written some 2,700
years ago? No – it is a
snapshot from ordinary news
reporting. What once
belonged to the realm of
science fiction is now
becoming clinical reality.
Advanced cell and gene
therapies are opening
entirely new possibilities for
treating disease. This article
explores how these
innovations are making their
way into hospitals, what they
mean for patients today, and
why they represent a major
turning point in healthcare.
 
Read more here. 
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11.12.2025

New Recommendations for
the Manufacture of ATMPs

The International Council for
Harmonisation of Technical Requirements
for Pharmaceuticals for Human Use (ICH)
Cell and Gene Therapy Discussion Group
(CGTDG), established in May 2023, has
issued a paper titled Recommendations

16.12.2025

The European Commission
Proposes Biotech Act to
Support Development of
Biotech Products

In December 2025, the European
Commission announced a legislative
package that includes a proposal for the

08.01.2026

Bridging the Gaps: Unlocking the Future of Advanced Therapies in
Europe via Novel Alliances

Now or Never: Europe Must Rethink Its Approach to ATMPs. Europe has everything it needs to
become a world leader in the development of advanced therapy medicinal products — except
the right mindset. This is the sentiment expressed in the new white paper entitled "Bridging the
Gaps: Unlocking the Future of Advanced Therapies in Europe via Novel Alliances". Published by
Oslo Cancer Cluster in collaboration with the Berlin Center for Gene and Cell Therapies, the
white paper builds on a high-level expert roundtable hosted at the Nordic Embassies in Berlin
on 17 October 2025 and explores how to unlock the future of advanced therapies in Europe.  
 
Read more here. 

17.11.2025

Non-profit organization on track to get regulatory approval 

EMA has recommended granting a marketing authorisation in the European Union for Waskyra
to treat people aged six months and older with Wiskott-Aldrich syndrome (WAS) who have a
mutation in the WAS gene. This means that the Rome-based Fondazione Telethon is on track
to receive European approval for the first gene therapy for Wiskott-Aldrich syndrome. The
regulatory milestone also means the Italian firm is set to become the first non-profit
organization to take a treatment all the way from laboratory research to regulatory approval.  
 
Read more here and here. 
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with Regard to Future Advanced Therapy
Medicinal Products-related Guidelines [1]. 
 
The International Society for
Pharmaceutical Engineering (ISPE) has also
released a guide for Advanced Therapy
Medicinal Products. The ISPE Guide:
Advanced Therapy Medicinal Products
(ATMPs) – Validation Methods and Controls
Throughout the Cell and Gene Therapy
Lifecycle offers practical guidance on
applying validation methods and controls
and outlines risk-based strategies tailored
to the unique nature of these products [2].

Biotech Act [link].

Key proposal of the EU Biotech Act that
affects ATMPs are the proposed 12-month
extension to supplementary protection
certificates (SPCs) for advanced therapy
medicinal products (ATMPs), provided that
four conditions are satisfied [link].
 
The Alliance for Regenerative Medicine
welcomes the proposed EU Biotech Act,
calling it a "potential turning point for
advanced therapies in Europe" [Link].  

Read the proposal here. 

27.11.2025

Ireland struggling with
transformative therapy
access, EU slides too

Read this interview w. Elizabeth Kuiper,
associate director at the European Policy
Centre talking about her recently published
policy paper with recommendations for
ensuring patient access to transformative
therapies in Europe. Read the policy paper
here. 

Elizabeth Kuiper, explained to Euractiv how

02.12.2025

Belgium joins FAST-EU pilot
accelerating multinational
clinical trials

Belgium has confirmed it will take an active
role in FAST-EU, Europe's new coordinated
fast-track mechanism for multinational
clinical trials. Participation will position
Belgium as an operational test case for the
EU's drive to modernise clinical trial
authorisation. FAST-EU aims to speed up
and harmonise the authorisation of
multinational clinical trials across the

02.12.2025

CAT quarterly highlights and approved ATMPs

The EMA report provides information on approvals of Advanced Therapy Medicinal Products
(ATMPs), extensions of indications for authorised ATMPs, and statistical data on product-
related activities.
 
Read the report here.

National developments
An overview of recent ATMP developments from across EU member states. This section highlights
key national initiatives and regulatory developments shaping ATMP progress in individual EU
countries.
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Ireland, proves that pharmaceutical
industrial strength and patient access are
not automatically linked: "Ireland has 19 of
the top 20 global pharma and biopharma
companies based there, and the sector is
worth over €100 billion to the Irish
economy annually."
 
This Euractiv interview highlights how
Ireland is struggling to ensure timely
patient access to transformative therapies,
and discusses fragmented markets,
regulatory and health system hurdles that
slow adoption of breakthrough medicines.
 
Read more here. 

EU/EEA. 
 
Belgium is preparing a comprehensive
overhaul of its national clinical trial
authorisation timelines. The reform
significantly shortens evaluation periods
for mononational trials across all phases
and introduces specific accelerated
pathways for advanced therapies and
biotechnological medicines. "This will result
in a reduction of timelines to 27 days per
application, dependent on the type of
dossier," the FAMPH told Euractiv.
 
Read more here.

Business Ethics in the Healthcare
Industry. Springer,2 January 2026

Experimental
Therapies with the
Application of the EU
Hospital Exemption
Regulation for ATMPs:
European and Polish
Perspective

This Chapter from the book
"business ethics in the
healthcare industry" gives
you a polish perspective on
ATMP including the
compatibility between EU
and polish regulation of
ATMP, Unlicensed ATMP
treatments and future reform
of EU law and its influence

Collaborative Bioethics, vol 5.
Springer, 2 January 2026

Regenerative Medicine
and Advanced Therapy
Medicinal Products in
Ukraine: Research,
Regulation, and
Challenges in a Time
of War

Are Ukraine ready for ATMP
in times of war? This chapter
analyses the legal norms
human potential and
scientific infrastructurein
place to accommodate
uptake of ATMP treatments
in Ukraine. 

Regenerative Medicine,10 July
2025

Reimbursement routes
and past practices for
advanced therapy
medicinal products in
the Netherlands

Achieving market access for
advanced therapy medicinal
products (ATMPs) requires
navigating national
reimbursement routes. This
paper aimed to identify
reimbursement routes for
ATMPs in the Netherlands
and assess how ATMPs
obtained reimbursement
with eitheran EU-wide
marketing authorization

01.12.2025

France introduces a "fast-track" scheme for certain clinical trials

France will in 2026 introduce a "fast-track" pathway aimed at accelerating the authorisation of
certain mono-national clinical trials. Reserved in particular for early-phase studies, serious
diseases without available treatment, and more. The ANSM may grant approval within 14 days
(no questions) or 49 days (with questions).
 
Read more here.
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on national EU legal
systems. 

Read more here (behind
paywall). 

Read more here (behind
paywall). 

(MA) or national hospital
exemption (HE).

Read more here. 

04.11.2025

From guidance to
implementation:
EFPIA's reflections on
EU HTA scoping &
PICO exercises

This article from EFPIA
reflects on the first practical
steps of the EU Health
Technology Assessment
(HTA) Regulation, now being
implemented via Joint
Clinical Assessments (JCAs)
that begin with structured
PICO (Population,
Intervention, Comparator,
Outcomes) scoping. It
explains why clear,
transparent PICO
development is critical for
high-quality evidence
planning and predictable
assessments — and points
highlights areas where
current guidance could be
improved to better support
developers, patients, and
healthcare systems across
Europe
 
Read more here. 

08.01.2025

ISPOR Glasgow with
EVERSANA:
Perspectives on JCA,
PICO, and HTA

At the ISPOR Europe 2025
conference in Glasgow,
health economics and
market-access experts
explored how the new EU
Joint Clinical Assessment
(JCA) framework is reshaping
evidence planning across
Europe — particularly
through the shared use of
PICO (Population,
Intervention, Comparator,
Outcomes) to harmonise
data and streamline
assessments for new
therapies, including ATMPs.
The panel discussed both the
promise of faster, more
aligned clinical evaluations
and the challenges ahead as
stakeholders adapt to this
major change in HTA
strategy.
 
Read more here. 

26.11.2025

Harmonizing Health
Technology
Assessment: PICO
consolidation under
the EU HTA Regulation

The EU HTA regulation (EU
HTAR) is reshaping global
market access, bringing both
opportunities and challenges
for manufacturers. In this
exclusive Corporate partner
insights interview by ISPOR,
Ruairi O'Donnell, Vice
President of Market Access
and Healthcare Consulting
Europe at Cencora, joins Dr
Patti Peeples to discuss how
the industry can adapt to this
new reality. Ruairi shares
actionable strategies for
navigating the complexities
of EU HTA and PICO
consolidation — from
harmonising clinical evidence
across Europe to addressing
unrealistic comparators and
leveraging real-world
evidence (RWE).
 
See the interview here. 

Health Technology Assessment (HTA)
This section covers recent developments and regulatory updates on Health Technology Assesment
in EU, and the newly implemented JCA.
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Conference | 09-03-2026 to 10-03-2026
Cell & Gene Therapy 2026

Conference | 11-03-2026
Dutch ATMP Summit

Conference | 17-03-2026 to 18-03-2026
The Advanced Therapies - Advancing cell and gene therapies in London 

Webinar | 09-04-2026 
CREATIC LabtoP Talks: "From hospital bench to market: IP, ownership, and access
dilemmas in academic ATMPs"

Conference | 05-05-2026 to 06-05-2026
GENAP Summit 2026

Conference | 06-05-2026 to 09-05-2026
International Society for Cell & Gene Therapy (ISCT) 2026

Webinar | 21-05-2026
CREATIC LabtoP Talks: "Hospital Exemption in Policy and Practice: European Variation and
the CREATIC Case in the Czech Republic"

Conference | 03-06-2026 to 04-06-2026
European Conference on Rare Diseases and Orphan Products (ECRD) 2026

Webinar | 11-06-2026
CREATIC LabtoP Talks: "Patient and Relative Perspectives on Experimental ATMP
Treatment"

Conference | 25-06-2026 to 26-06-2026
PDA ATMP Conference

Conference | 05-08-2026 to 07-09-2026
World Congress for Medical Law (WAML) 2026

Conference | 09-11-2026 to 11-11-2026
European Association of Health Law 2026

Across Scandinavia and Europe, efforts to strengthen ATMP development are increasingly
moving from isolated initiatives toward more structured, collaborative ecosystems. National
ATMP networks, emerging Nordic cooperation, and new European-level programmes all point
to a shared recognition: advanced therapies require coordinated infrastructure, shared
expertise, and scale beyond individual institutions or countries. This section highlights recent
Nordic and European initiatives aimed at accelerating ATMP development, manufacturing, and
patient access.
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Nordic ATMP Networks 

After contributing to the formation of the ATMP Sweden ecosystem, Anna Pasetto received an
offer from Norway to build a similar structure there. The Research Council of Norway has
granted NOK 50 million to establish new infrastructure for developing ATMPs through the
project ATMP Norway. The project aims to establish cutting-edge infrastructure for developing
advanced therapies. ATMP Norway will, among other things, build a centralised laboratory for
quality control, establish a training programme, renovate the GMP facility at Rikshospitalet in
Oslo, and is currently establishing a pre-GMP laboratory in Bergen as part of the ATMP Norway
initiative [1][2].
 
ATMP networks seem to be a growing trend in the Nordic region, with Denmark, Sweden, and
Norway now having a national network dedicated to accelerating advanced therapies. ATMP
Denmark is a national collaborative structure for advanced therapies with the aim of
establishing a coordinated entry point for clinicians, researchers, and companies in Denmark
[3],  and ATMP Sweden is a national coordination and communication network aimed at
accelerating patient access [4]. Both Iceland and Finland have yet to establish a national ATMP
network. The establishment of ATMP networks appears to play a central role in the roll-out of
ATMPs, raising the question of whether Iceland and Finland will, in the near future, follow in the
footsteps of the other Nordic countries and establish an ATMP network.
 
But what about a collaborative Nordic ATMP framework? In 2024, Nordic ATMP stakeholders
were invited to initiate discussions on what a Nordic ATMP network could look like. The
meeting was based on the principle that each country alone is too small to possess all the
necessary onshore capabilities for manufacturing, clinical trials, and even health technology
assessment for payment model evolution and reimbursement; therefore, the countries came
together to explore synergistic opportunities [5]. These talks have nevertheless not yet led to
the establishment of a Nordic ATMP network, but with the rising importance and focus on
ATMPs, a Nordic ATMP framework may emerge in the near future.
 
However, the development of ATMP ecosystems does not stop at national or even Nordic
borders. At the European level, a similar push towards structured collaboration is emerging. On
22 January, the European Commission hosted a Horizon Europe webinar on establishing
European Networks of Centres of Excellence (CoEs) for Advanced Therapies, providing
guidance on a new call for proposals under Horizon Europe (HORIZON-HLTH-2026-01-TOOL-
07). The webinar can be watched here. The call for proposals aims to support the creation of
transnational networks of leading centres that can pool expertise across the entire ATMP value
chain, including development, manufacturing, regulation, and clinical implementation. The
proposed CoE networks are intended to function as coordinated hubs that accelerate
innovation, strengthen training and capacity building, and improve patient access to advanced
therapies across Europe. You can find the call for proposals here. 

https://newsletter.info.ku.dk/mail/rls/1290265250/148246452/641q1ijz019qnIIvaDg
https://newsletter.info.ku.dk/mail/rls/1290265250/148246453/641q1ijz019qnIIvaDg
https://newsletter.info.ku.dk/mail/rls/1290265250/148246454/641q1ijz019qnIIvaDg
https://newsletter.info.ku.dk/mail/rls/1290265250/148246455/641q1ijz019qnIIvaDg
https://newsletter.info.ku.dk/mail/rls/1290265250/148246456/641q1ijz019qnIIvaDg
https://newsletter.info.ku.dk/mail/rls/1290265250/148246457/641q1ijz019qnIIvaDg
https://newsletter.info.ku.dk/mail/rls/1290265250/148246458/641q1ijz019qnIIvaDg
https://newsletter.info.ku.dk/mail/rls/1290265250/148246459/641q1ijz019qnIIvaDg
https://newsletter.info.ku.dk/mail/rls/1290265250/148246460/641q1ijz019qnIIvaDg
https://newsletter.info.ku.dk/mail/rls/1290265250/148246461/641q1ijz019qnIIvaDg
https://newsletter.info.ku.dk/mail/rls/1290265250/148246462/641q1ijz019qnIIvaDg
https://newsletter.info.ku.dk/mail/rls/1290265250/148246463/641q1ijz019qnIIvaDg
https://newsletter.info.ku.dk/mail/rls/1290265250/148246464/641q1ijz019qnIIvaDg
https://newsletter.info.ku.dk/mail/rls/1290265250/148246465/641q1ijz019qnIIvaDg
https://newsletter.info.ku.dk/mail/rls/1290265250/148246466/641q1ijz019qnIIvaDg
https://newsletter.info.ku.dk/mail/rls/1290265250/148246467/641q1ijz019qnIIvaDg
https://newsletter.info.ku.dk/mail/rls/1290265250/148246468/641q1ijz019qnIIvaDg


17.12.2025

Seizing Europe's Opportunity
for Transformative Medicine:
A Call from ATMP Sector
Leaders

A recent policy blueprint from the Alliance
for Regenerative Medicine (ARM) —
representing CEOs of more than 30
European ATMP developers — highlights
the need to strengthen Europe's advanced
therapy ecosystem by building regional
ATMP innovation hubs. In Section 2 of the
blueprint, ARM outlines how Europe lacks
integrated regional ecosystems that
support ATMP translation, scale-up, and
delivery. According to ARM, Europe
currently lacks coordinated regional
infrastructure. This fragmentation
contributes to delays, increased costs, and
inefficiencies, particularly for smaller
developers that must navigate divergent
national requirements and duplicate
administrative processes.
 
To address these challenges, ARM calls on
EU and Member State policymakers to
support regional innovation hubs that co-
locate GMP manufacturing, clinical trial
infrastructure, regulatory guidance, and
workforce training. Proposed policy actions
include leveraging EU funds such as
InvestEU and the Innovation Fund to scale
these hubs, promoting public–private co-
investment models to build sustainable
capacity, and launching coordinated pan-
European programmes to upskill and reskill
the biotechnology and biomanufacturing
workforce, with a focus on ATMP-specific
competencies.
 
Read more here. 

02.12.2025

Advancing ATMPs for orphan
diseases: redefining the roles
of pharmaceutical companies
and academia

A recent perspective article highlights that
most ATMPs authorised in the EU target
orphan and ultra-rare diseases, often
originating from academic research but
facing significant challenges in translation,
manufacturing, and market access. The
authors argue that fragmented
development pathways and limited
industrial capacity remain key barriers to
patient access. These findings reinforce the
importance of regional ATMP innovation
hubs that can integrate academic
discovery, regulatory support, and scalable
manufacturing — particularly for small
patient populations, where coordinated
infrastructure and risk-sharing are
essential.

Read more here. 

15.12.2025

MAPPING ATMP CAPACITIES
ACROSS EUROPE - get on the
map 

The European infrastructure for
translational medicine as part of the EU-
funded PRECISEU project is leading an
effort to map Advanced Therapy Medicinal
Product (ATMP) capacities across Europe. 
 
Read more here.  
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Journal of Community Genetics, volume 17,
January 2026 

The impacts of pricing and
reimbursement policies on
access to cell and gene
therapies across Europe

 This research paper examines how pricing
and reimbursement policies across Europe
shape patient access to costly cell and
gene therapies. It highlights how
differences in health technology
assessments (HTAs) and managed entry
agreements (MEAs) can lead to delays,
inequities, and administrative burdens, and
suggests policy reforms and cross-border
collaboration to help make these
transformative treatments more affordable
and accessible across the EU.
 
Read more here. 

Value in Health, Volume 28, December 2025

ATMPS From Promise to
Practice: Understanding
Reimbursement and Access
Disparities in Western Europe

ATMPs have the potential to provide
significant clinical benefits  for patients
with debilitating and life-threatening
diseases. However, access to ATMPs across
Western Europe remains unequal. With the
introduction of Joint Clinical Assessments,
this research explores whether the initiative
can help reduce access disparities by
identifying both country-specific and
cross-national factors influencing
successful reimbursement, as well as those
contributing to access inequalities across
countries.
 
Read more here. 

Nordic edge: Building an interconnected ATMP innovation hub 

A session hosted by Phacilitate, titled "From Click to Connection: Accelerate Nordic ATMP
Translation Through Collaboration", at Advanced Therapies Europe explored how Nordic
stakeholders can turn discovery strengths into faster trials, scalable manufacturing, and real
patient access. The discussion underscored that the Nordic region stands at a pivotal moment
in advanced therapies: strong academic foundations, a culture of collaboration, and growing
manufacturing infrastructure are in place. Turning this edge into global leadership requires
clearing translation bottlenecks, scaling multi-site trials, and building a durable talent pipeline
that links universities, hospitals, and industry. Insights from this session reinforced the view that
structured Nordic collaboration is essential — not optional — when it comes to strengthening
the Nordic ATMP ecosystem and regional competitiveness.
 
Listen or read the session summary here. 
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Value in Health, Volume 28,
December 2025 

HTA284
Reimbursement
Challenges for ATMPs
in EU5: Learnings From
Product Withdrawals
and Implications for
Future Development
of Innovative
Therapies

This study examines the
pricing and reimbursement
(P&R) status of all advanced
therapy medicinal products
(ATMPs) approved by the
European Medicines Agency
(EMA) to date in order to
identify the main reasons for
ATMP withdrawals from the
European market and
determine key implications
for manufacturers' future
development strategies.
 
Rad more here. 

Front. Med.19 November 2025

The status quo of the
development of
decentralized clinical
trials

Decentralised clinical trials
(DCTs) have emerged as a
transformative model in drug
development, offering
alternatives to traditional
site-based trials through the
integration of digital
technologies and remote
processes. This literature
review examines the current
landscape of DCTs across
academic studies, policy
reports, and regulatory
guidance from major global
regions. It identifies and
discusses opportunities and
challenges related to
scientific and operational
innovation, equity and
accessibility, governance and
trust, and sustainability and
infrastructure.
 
Read more here. 

Cytotherapy, Volume 27, October
2025 

Mapping the European
landscape and
specificity of ATMPs
guidance

This study provides the first
comprehensive analysis of
guidance documents
produced and currently
applicable in the field of
ATMPs and their relationship
to the categorisation of
biological medicinal
products. The analysis is
based on a systematic
collection of guidance
documents from the
websites of the most active
institutions involved in ATMP
guidance within the
European Union. Additional
relevant material was
obtained through targeted
searches using keywords
corresponding to ATMPs and
their subcategories.
 
Read more here. 

13.10.2025

Joint Statement on the
Hospital Exemption for
ATMPs

16.10.2025

Do current HTA frameworks
really fit rare diseases and
peadiatrics 
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Key stakeholders across the European
healthcare ecosystem — including CREATIC
— respond to the latest proposed changes
to the Pharmaceutical regulation review
currently in progress. In this they urge the
co-legislators to integrate these five critical
points:

1. Regulatory clarity and primacy of GMP 
2. A dedicated pathway for
    manufacturing under HE 
3. Removal of the 'non-routine' term 
4. Fit-for-purpose evidence 
5. Cross-border exchange of HE-ATMPs 

These five point are critical for a pragmatic,
uniform, and ethical regulatory framework
that truly allows fair access to quality and
safe treatments at the lowest cost
possible. 

Read more here.  

A new paper from the CREATIC team
published in Applied Health Economics
and Health Policy mapped 29 national HTA
guidelines across Europe – and the picture
is clear: meth-odological adaptations
remain partial, fragmented, and often
reactive. 

Key insights:
• Only 16 of 29 guidelines mention rare
  diseases; 12 mention paediatrics
• Most adaptations relate to flexible cost-
  effectiveness, alternative data sources, or
  proxy QoL
• Yet, paediatrics remain the least
  methodologically supported group —
  despite facing the greatest evidence gaps

The takeaway: HTA methods must adapt to
the evidence reality of these populations,
not the other way around. 

Read the paper here. 

CREATIC LabtoP Talks 
The CREATIC team are happy to announce our upcoming webinar series CREATIC LabtoP talk, about
bringing ATMP's from lab to patients. While registration isn't open yet, we encourage you to save
the dates – more information and sign-up details will be shared soon.

From hospital bench to market: IP, ownership, and access dilemmas in
academic ATMPs
April 9, 2026, at 15:00–16:00 CET,
How do IP rights shape ATMP innovation in highly collaborative research and clinical settings? This
webinar explores inventorship, ownership, and governance across labs and institutions — and the
downstream implications for patient access when therapies transition (or do not transition) from
non-commercial or pre-commercial pathways into market-oriented development and exploitation.

Hospital Exemption in Policy and Practice: European Variation and the
CREATIC Case in the Czech Republic 
May 21, 2026, at 14:00–15:00 CET
This webinar brings together a policy perspective and practical experience on the hospital
exemption (HE).  The first part of the webinar, will address how variation in HE across EU is shaped
by underlying ideas about care, risk, and innovation. The second part, will turn to the practical
aspects of bringing ATMPs to patients in the Czech Republic, describing the available pathways and
CREATIC's experience with them.

Patient and Relative Perspectives on Experimental ATMP Treatment
June 11, 2026, at 14:00–15:00 CET
While regulatory frameworks and clinical innovation shape access to ATMPs, patients and their
families often navigate these treatments under conditions of uncertainty, hope, and significant
emotional and ethical complexity. This webinar puts lived experience at the center.

This newsletter is curated by the CREATIC project, views and opinions expressed in this newsletter are those of the
author(s) only and do not necessarily reflect those of the European Union or European Research Executive Agency.
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Neither the European Union nor the granting authority can be held responsible for them.

CREATIC | MUNI MED CREATIC LinkedIn CREATIC KU

Our newsletter shares the latest developments, changes, and discussions in the world of ATMP's and keep you
updated on our upcoming events and initiatives with a special focus on Social Science and Humanities (SSH)
including legal and regulatory issues.
 
For further information about CREATIC, contact Jakob Wested: jakob.wested@jur.ku.dk

For further information about the newsletter, publication of events, opinion and commentaries, contact
managing editor Emma Schou Nielsen: vzk859@jur.ku.dk.
 
Link to CREATIC homepage. Created in cooperation with Masaryk University.

Did someone forward this newsletter to you? Subscribe here.

Change your UCPH newsletter preferences.

Unsubscribe this UCPH newsletter.

08.01.2026

Bridging the Gaps: Unlocking the Future of Advanced Therapies in
Europe via Novel Alliances

Now or Never: Europe Must Rethink Its Approach to ATMPs. Europe has everything it needs to
become a world leader in the development of advanced therapy medicinal products — except
the right mindset. This is the sentiment expressed in the new white paper entitled "Bridging the
Gaps: Unlocking the Future of Advanced Therapies in Europe via Novel Alliances". Published by
Oslo Cancer Cluster in collaboration with the Berlin Center for Gene and Cell Therapies, the
white paper builds on a high-level expert roundtable hosted at the Nordic Embassies in Berlin
on 17 October 2025 and explores how to unlock the future of advanced therapies in Europe.  
 
Read more here. 
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