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ARTICLE INFO ABSTRACT

Keywords: Clinical research in oncology is essential for improving patient outcomes; however, cancer care provision and
Ce'm'ra] & _EaStem Europe (CEE) access to novel therapies remains highly heterogeneous across Europe, particularly between Western and Eastern
Clinical trials EU27 regions. This has been further compounded by the Russian invasion of Ukraine, severely disrupting

Cross-border access
Precision oncology
Patient-focused drug development

regional cancer treatment, research infrastructures and clinical trials activity. Challenges to clinical research in
the Central and Eastern regions of the European Union (EU27-CEE) are multifactorial, relating to patient access,
local implementation and conduct of trials, education, infrastructure and regulatory procedures. Nevertheless,
EU27-CEE comprises a very active clinical trial landscape with its specialist workforce, high productivity and
quality of data, empowering a growing regional pharmaceutical industry and establishing itself as an important
clinical cancer research hub for conducting global trials. Consequently, patients recruited in EU27-CEE exercise
an important impact on global cancer drug development. Poland has proven to be a model for biomedical
innovation, serving as the region’s blueprint for a productive clinical trials ecosystem. Multi-stakeholder
collaboration and patient-centric approaches are required to streamline procedures for quicker trial initiation,
simpler trial conduct, and better cross-border access. Recognizing these challenges and opportunities, we have
developed, through a consultative approach, a Call to Action that, if implemented, would enhance the cancer
clinical trials landscape in EU27-CEE countries and empower patient access to the latest advances and therapies
in cancer drug development.

1. Introduction the EU population (ca. 101 million inhabitants) [1,2] — represents a
distinct and increasingly relevant segment of the European health and
The Central and Eastern European region of the European Union research landscape. Following successive EU enlargements between

(EU27-CEE), — comprising 11 Member States and approximately 23 % of 2004 and 2013, countries including Poland, Hungary, Romania, Czechia
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and others have transitioned from centrally-planned to market-based
healthcare systems. While substantial progress has been made in
modernizing infrastructure and aligning regulatory frameworks, struc-
tural weaknesses and differences in access to innovative drugs remain
[3]. Health expenditure per capita in most EU27-CEE countries remains
well below the average of the 38 member countries of the Organization
for Economic Co-operation and Development [OECD38], and delays in
the uptake and reimbursement of innovative oncology treatments are
common in this region [4,5]. On average, the region’s
purchasing-power-adjusted gross domestic product (GDP) per capita
stands at 79 % of the EU mean [6], reflecting both economic progress
and persistent disparities. These factors affect not only access to care,
but also the broader capacity for clinical research and innovation.

At the same time, the region plays a vital and growing role in global
oncology research. A pre-pandemic analysis showed that 15 % of all
patients enrolled in global clinical trials submitted to the U.S. Food and
Drug Administration (FDA) were recruited from EU27-CEE countries;
therefore patients recruited in EU27-CEE have an important impact on
global cancer drug development [7]. Among clinical trials currently
planned/recruiting in EU27-CEE (up to June 2025), Poland has over
1350 registered trials, followed by the Czechia with ~800 trials, and
Hungary with ~540 trials [8] (Fig. 1), demonstrating a very active
clinical trial landscape in EU27-CEE. The region’s combination of pop-
ulation size, well-trained clinical staff, and available patient pools has
led pharmaceutical companies to establish major clinical operations
hubs in several countries — particularly Poland, where AstraZeneca,
Merck Sharp & Dohme, Sanofi, and others maintain large research and
development presences [9]. Several EU27-CEE countries, including
Poland, Slovenia, and Croatia, have recorded some of the fastest eco-
nomic growth within the EU in recent years [10,11]. This has been
accompanied by significant growth in pharmaceutical markets, with
regional revenues increasing from €21.5 billion in 2019 to €31.8 billion
in 2023 [12]. These developments suggest both an improving landscape
for access to cancer medicines and expanding opportunities for research
partnerships.

Cancer patients who are treated in research-active hospitals display
better outcomes than those who are not, emphasizing the key role of
research in 21st century cancer care [13]. Additionally, there is growing
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evidence that increased clinical research activity in oncology contrib-
utes to earlier access to innovative therapies and broader improvements
in cancer care. Participation in clinical trials allows patients to benefit
from cutting-edge treatments and protocolised care, which has been
associated with improved outcomes in various malignancies [14].
Additionally, the 2024 clinical trial ecosystem assessment performed by
the European Federation of Pharmaceutical Industries and Associations
(EFPIA) noted that trials can deliver innovative medicines to patients up
to 5-10 years before commercial launch and generate system-level
benefits—such as enhanced diagnostics, better data infrastructure,
enhancement of workforce skills, and cost savings—thereby strength-
ening overall care capacity [9]. Although clinical trial access is a key
measure of quality-of-care and a fundamental right of the patient, it
remains an important unmet need globally — only around 9 % of patients
in the US, and even less globally, enter clinical trials [15]. In the
EU27-CEE region, where health systems often operate under resource
constraints, clinical trials have provided not only early access to inno-
vation but also capacity-building effects, particularly in countries like
Poland and Czechia [16].

However, research activity alone does not ensure broad patient ac-
cess, as significant delays in national reimbursement of European
Medicines Agency (EMA)-approved drugs persist across much of the
region [5]. The ongoing war in Ukraine has had a multifaceted impact
on the region. EU-CEE countries neighboring Ukraine — most notably
Poland, Slovakia, and Romania — have faced additional pressure on their
health systems due to large-scale refugee inflows and the closure of
clinical study sites in Ukraine [13,17,18]. Simultaneously, the conflict
has introduced new uncertainties for regional research collaboration
and supply chain stability, while also underscoring the strategic
importance of resilient health and research infrastructures in Europe’s
eastern borderlands [13,18].

This paper, informed by a multi-stakeholder workshop convened by
the Cancer Drug Development Forum (CDDF) in Krakéw, Poland, in
April 2024, provides an in-depth assessment of cancer clinical research
and care in the EU27-CEE region. It synthesizes insights from patient
advocates, clinical investigators, regulators, and industry stakeholders,
and highlights best practices — particularly from Poland — that can
inform policy and practice across the region. These insights form the

W Cancer CTs

211 203
154 151
82 79
>3 35 45 31 25 19
- | - | | -—
Slovakia Croatia Lithuania Slovenia Estonia Latvia

Fig. 1. Comparing clinical trials activity in EU27-CEE*. *Per Clinicaltrials.gov on 30 June 2025. EU27-CEE, Central and Eastern European countries in the European

Union; CTs, clinical trials.
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basis for a Call to Action to enhance clinical research and innovation
activities in the region (Figs. 2 and 3).

2. Current status of oncology care and clinical research in EU27-
CEE

2.1. Cancer care inequalities across Europe

Recent surveys have highlighted the inconsistencies in access to
precision oncology drugs and high-quality biomarker testing across
Europe, with important disparities noted between Western and many
EU27-CEE  countries [19,20]. Notably, there are higher
aged-standardized cancer-related mortality rates in EU27-CEE countries
than in other EU countries [20]; the highest cancer-related mortality
rates observed among OECD38 (2021) were in Hungary, Slovakia,
Slovenia, Latvia, and Poland [4]. Furthermore, the average
time-to-market for a newly registered oncology drug (time from date of
EU-wide approval to date of first sale) in many EU27-CEE countries has
been below the European average of 398 days (2011-2018) [5]. Pro-
vision of cancer care, including adoption of novel therapies, enhanced
biomarker testing, and robust infrastructure capacity to deliver more
advanced therapies, is highly heterogeneous across Europe, particularly
between Western and Eastern EU regions [19-22].

Clinical trials are an important part of healthcare provision by
enabling access to innovative therapies that may not yet be available,
and can also alleviate costs to public payers [13,14]. Cancer clinical
research directly impacts on patient survival and is thus an essential part
of modern European cancer care. There is an unmet need for clinical
research to close the regional divide that has been observed, and an
opportunity for clinical trials to help bridge the gap between innovative
precision oncology therapies and patients’ access, especially in
EU27-CEE, where the research gap is at its widest [13].

Polish
MRA

activities

Fig. 2. Objectives and activities of the Medical Research Agency (MRA) of
Poland. The MRA was founded in 2019 with a vision to establish Poland as a
leading site for clinical research both in CEE-EU and globally, by building the
necessary capacity and infrastructure to ultimately increase the attractiveness
of conducting clinical trials in Poland among its sponsors, but also to all
stakeholders. CEE-EU: Central and Eastern European countries in the European
Union; MRA: Medical Research Agency of Poland.

Journal of Cancer Policy 46 (2025) 100647

2.2. Challenges with conducting precision oncology clinical research in
EU27-CEE

Based on multi-stakeholder perspectives from patients, investigators
and industry, there are several barriers to establishing EU27-CEE as a
region for the effective conduct of clinical trials, some of which are EU-
wide (Table 1) and others being specific to EU27-CEE. In order to
improve trial recruitment and patient access in EU27-CEE, there is a
crucial need to raise awareness and understanding among patients and
doctors that clinical trials are fundamental to medical progress and to
access innovative treatment approaches. Importantly, clinical trials
provide an opportunity to improve patients’ outcomes whilst enhancing
and saving money to healthcare systems, and trial participation should
be considered as one of many options across national and global rec-
ommendations, rather than just a last resort as is currently often the
case. Similarly to other EU regions, patients in EU27-CEE are missing
comprehensive discussions about relevant trials with their doctors,
notably on potential benefits and risks of precision oncology treatments;
reciprocally, medical professionals in EU27-CEE must be educated to be
better equipped to guide patients through decision-making processes.

A resounding consensus gleaned from regional patient advocates is
that it is often unclear where to find a relevant clinical trial taking place
in EU27-CEE, given the delayed implementation of the EU Clinical Trials
Register (EU-CTR) in national languages (Table 1) and no accessible
public database of available clinical trials (commercial/non-commer-
cial/investigator-initiated). Accordingly, there is an important unmet
need for a user-friendly, informative and up-to-date EU-wide clinical
trials registry available in EU27-CEE local languages, including infor-
mation on specific enrolment sites (e.g. contact details, trial eligibility
and whether trial is open/closed), and updated with key trial results
(ideally also with data from preceding earlier phase trials). Finally,
specific concerns have been raised by local clinical trial investigators
and study coordinators running clinical trials at academic research sites
in EU27-CEE, with increasingly complex clinical trial procedures
becoming very challenging for site staff, and a call to trial sponsors to
provide more support and resources [23,24].

2.3. Regulatory hurdles within the EU

Despite significant efforts over the past years, there still remains a
large gap between the EMA’s aspirations and the realities on the ground
in individual EU countries, notably in EU27-CEE, characterized by a lack
of harmonization with regards to the registration and conduct of clinical
trials across the region. There is a general consensus on the urgent need
to reduce bureaucratic burdens by simplifying EU-wide regulatory and
operational processes, including tackling the multiplicity of guidance
documents and legal frameworks (e.g. Pharmaceutical Legislation or
Medical Devices regulation) and asynchronous approval processes
slowing down trial registration and conduct (e.g. separate assessments
for in vitro diagnostics used in clinical trials). Furthermore, the Clinical
Trials Information System (https://euclinicaltrials.eu/) submission and
approval process, as required for all clinical trial applications in the EU/
European Economic Area by end of 2025, must be streamlined and
simplified.

National health agencies and ethics committees often have addi-
tional country-specific requirements that go beyond those in the EU
legislation for clinical trial applications. For example, the administrative
burden in some EU27-CEE national healthcare systems could be reduced
by shortening the contracting stage at different national sites to speed up
trial initiation. Similarly, capacity constraints within some EU27-CEE
health authorities due to insufficient human resources could be allevi-
ated by workload sharing between agencies across the EU. Ultimately,
there is a need to continue to strive for better regulatory alignment and
consistency between EU Member States, therefore simplification by
harmonizing and reducing processes is much needed to save time and
ultimately ensure trials can initiate more promptly, particularly for
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Cancer Care Beyond Walls:

Managing the entire cancer patient journey through

advanced care at home

Fig. 3. The Mayo Clinic ‘Cancer Care Beyond Walls’ Program.

multi-regional trials across the EU27-CEE.

3. Fostering a favorable environment for oncology clinical
research in EU27-CEE

3.1. Poland as a model for a clinical trials ecosystem

Data on the pharmaceutical market in the region show that Poland is
by far the most active EU27-CEE country, with a revenue of > €10.5
billion (2023), followed by Romania (€5.2 billion), Czechia (>€4.4
billion), and Hungary (€3.2 billion) [25]. Among 15 CEE countries
(beyond the EU, 1999-2024), Poland conducted the highest number of
clinical trials (16,247, ~2 % of all clinical trials worldwide, with
oncology being the top indication), followed by Czechia (11,941),
Hungary (11,038) and Russia (10,434; the remaining countries con-
ducted under 6000 clinical trials) [26], demonstrating that a number of
biomedical organizations have noticed Poland’s potential in this sector.

The steady increase in the number of clinical trial applications for
medicinal products in Poland can be attributed to various factors
(Table 2), including by achieving high standards, with Poland ranked
fifth top country for relative site productivity (148 % versus 80 % for the
US) [27]. Quality also keeps pace: results of the FDA Bioresearch
Monitoring inspections (2014-2020) showed that 73 % of the in-
spections for Poland ended with no actionable findings (versus the US
67 %, Germany 80 %, and UK and France both 74 %), confirming
Western-grade data integrity [28,29]. These data demonstrate very
positive results on the conduct and reporting of clinical trials in Poland,
being comparable or better than countries with a more mature clinical
trial landscape.

Additionally, recent governance reforms —chiefly the 2023 Clinical
Trials Act and the government-based Medical Research Agency (MRA)’s
implementation of EU-CTR - have compressed combined ethics-plus-
regulatory review to roughly 60 days, giving Poland one of the fastest
study start-up clocks in the region [30,31]. Public sentiment in Poland is
also favorable — 68 % of adults view trial participation positively and
more than half would consider enrolling, according to a 2025 nation-
wide survey [32]. Several crucial socio-economic factors have also
contributed to Poland becoming a promising prospect for a global R&D
hub (Table 2). Poland is the largest economy in EU27-CEE, and the sixth
largest economy in the EU behind Germany, France, Italy, Spain and
Netherlands [33]. Strong and stable GDP growth provides a favorable
economic base for further development, making Poland a regional
economic leader with a high potential for dynamic future growth.
Another key factor is Poland’s human capital of life science talent from a

productive university base and qualified R&D labor force.

Although Poland’s poor healthcare expenditure is currently one of
the lowest among OECD countries and delayed reimbursement remains
a key unmet need in Poland [4], these factors also comprise an oppor-
tunity for clinical trials to fill this gap by offering innovative treatments
to patients. Furthermore, public clinical sites must continue to work
towards eliminating some existing constraints, notably atypical re-
quirements at contracting stages (e.g. requests for detailed excerpts from
commercial registers, even from pharmaceutical companies with an
international reputation). However, taken together, Poland’s blend of
scale, recruitment efficiency, streamlined regulation and proven quality
means Poland is usually placed in the first wave of global protocols,
while neighboring EU27-CEE countries serve mainly as complementary
add-on markets. But Poland could also act as a model for other
EU27-CEE countries to emulate.

3.2. Cross-border access

Clinical trials are an important element of healthcare, especially for
patients with life-threatening and/or rare diseases, for which this
avenue might be the only therapeutic option [14,34]. Patients should be
able to access clinical research across Europe, but opportunities for
patients to join a clinical trial differ greatly depending on the EU country
they live in, with most trials still conducted in Western Europe [9].
Although joining a clinical trial abroad is theoretically possible per
European legislation, there is no specific guidance to facilitate
cross-border  trial  participation = (formal national legal/-
regulatory/ethical frameworks do not seem to exist for this specific
setting) [34], and thus unsurprisingly, EU cross-border access to clinical
trials rarely occurs [9,35]. There is an overwhelming need to facilitate
approaches that support better cross-border access, notably across
EU27-CEE, such as decentralization of care delivery, to be closer to
where patients live by using local laboratories, providers and support
systems. The European Forum for Good Clinical Practice and EFPIA
jointly started the EU Cross-border Trials Initiative, EU-X-CT (eu-x-ct.
eu), to enable cross-border access to clinical trials when there is no
option for patients to join a trial in their own country by addressing the
key hurdles (e.g. legal/regulatory and ethical constraints, finan-
cial/reimbursement hurdles, or operational challenges at clinical sites).

4. Conclusions

Productive clinical cancer research is fundamental to improving
patient outcomes, but access to the latest advances remains highly
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Table 1

Suggested improvements for overcoming the barriers to clinical research in

EU27-CEE from the perspective of different stakeholders.

Category/perspective Suggested improvements

Patients’ perspective* e Create an accessible and regularly updated
Europe-wide clinical trials database, accessible to
both patients and HCPs in EU27-CEE countries
Devise more patient-friendly clinical trials for
EU27-CEE countries with greater convenience (e.
g. exploiting the benefits of remote technology)
Include EU27-CEE patients as equal partners in
the trial design process

Strengthen the partnership of different EU27-CEE

stakeholders (patient organizations, public in-

stitutions and investigators) to create and

implement long-term patient education projects

in the area of clinical trials and the applications

of new technologies

Investigators’ perspective’ e Mandate that study sponsors minimize the

number of non-urgent emails sent to EU27-CEE

investigators to 1-2 email per project per week

Ensure additional human resources in EU27-CEE

countries to alleviate the increasing operational/

logistical tasks imposed on investigators, such as:

o Managing study drug supplies

Ensuring medication availability

Collecting all relevant certificates

Making Patient Reported Outcomes (PROs)

(notably electronic ones) available to the

patients

Determining travel cost reimbursement

Calculating payments for visits and procedures

(information which should already be on the

Sponsors’ systems)

Educate the medical community in EU27-CEE

countries on the option to refer patients to CTs as

an alternative treatment approach by:

o Raising awareness of the collective benefits of
referring patients to a CT

o Alleviating fears from EU27-CEE doctors that
they may lose business if they refer a patient to
acCT

Raise awareness and increase trust among EU27-

CEE patients on the benefits of clinical trials by

communicating that:

o A CT is an ethically approved, safe and well-
monitored process

o Through CTs, patients can gain early access to
new technologies

o Patients enrolled in CTs will receive ‘extra
care’, such as assistance from study
coordinators to navigate the patient journey
(e.g. scheduling of their activities and medical
procedures), and reimbursement for travel and
meal costs

Ensure additional human resources from

sponsors to alleviate the increasing

administrative burden in EU27-CEE countries

including:

o Providing support to assist in the provision of
reports

o Monitoring kits and stocks of investigational

products

Assembling kits manually

Sending images, drug accountability, PROs,

and local laboratory results through various

online systems (there may be 3-10 platforms

per protocol)

o Managing travel reimbursement

Enhance digitalization of the health system in

EU27-CEE region

Invest in clinical research personnel in EU27-CEE

region

Invest in more specialized equipment in EU27-

CEE countries, often needed for certain types of

clinical trials

.
© © ©

o o

Study coordinators’
perspective

o o

Regional infrastructure and
health systems*
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Table 1 (continued)

Category/perspective Suggested improvements

Simplify overall bureaucracy

Shorten the contracting stage with clinical sites

in EU27-CEE countries

o For example, both the UK and France have
introduced nation-wide systems to standardize
costing and contracting processes for each site
across the country, shortening clinical trial
initiation by several months

For partnering agreements for drugs discovered
in EU27-CEE, develop creative schemes to ensure
future access to drugs for EU27-CEE patients at a
price level acceptable to the EU27-CEE payers
Regulatory perspective® o Achieve regulatory and procedural alignment in
implementing the CTR across the EU (including
the EU27-CEE region) — ensure simplification and
harmonization

Improve patient-centricity including through
consultation, participation and information pro-
vision, and by advancing uptake of innovative
trial design and technologies in EU27-CEE region
Reduce the bureaucratic burden and support

more academic trials for questions that go
beyond drug approval
Share workload among EU Member States to

increase efficiency of CTs applications
assessment (e.g. multinational assessment teams)

EU27-CEE, Central and Eastern European countries in the European Union; CT,
clinical trial; CTR, Clinical Trials Regulation; HCPs, healthcare practitioners;
PROs, patient-reported outcomes

*Consensus at the workshop through the patient advocate stakeholders’
perspective.

t Consensus at the workshop through the investigator/study coordinator stake-
holders’ perspective.

iConsensus at the workshop through the health system stakeholders’ perspec-
tive.

Based on the general consensus from the panel discussions at the workshop.

heterogeneous across the EU, with an imbalance between Western
Europe and EU27-CEE. However, clinical trials across the latter region
can help bridge the healthcare gaps by providing patient access to novel
precision oncology medicines and innovative interventions, and
enhance representativeness of all EU patients in clinical trials. Further-
more, with its specialist workforce, high productivity and quality of data
outputs, EU27-CEE is also an attractive region to conduct global clinical
trials, as exemplified by Poland with its steady economic growth,
governmental support for both commercial and non-commercial trials
and the establishment of a national clinical trials network. Finally,
multi-stakeholder collaboration is required to streamline procedures for
quicker trial initiation and simpler trial protocols/conduct, providing an
opportunity for the EU27-CEE region to enhance their clinical trial
portfolio.

Panel: Call to Action for more equitable patient access to precision
oncology therapies across Europe

In order to address the myriad challenges we have highlighted, a
series of policy recommendations were developed (Panel 1), informed
by data intelligence and achieved by consensus through the panels that
were convened at the Cancer Drug Development Forum (CDDF) multi-
stakeholder workshop “Clinical Research in Central and Eastern
Europe: New Approaches for the Next level of Development” https://cdd
f.org/events/past-events/cddf-meetings-2024/cddf-workshop-april-2
024/

1. Deliver a multi-tiered and collaborative approach to increase pa-
tient access to clinical trials in the EU’s Central & Eastern European
region (EU27-CEE).

1.1. Increase availability of oncology clinical trials for greater Eu-
ropean diversity representation.

The emergence of EU27-CEE sites should be fostered and
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Table 2

Factors contributing to Poland as a leading partner for the international

biomedical industry.

Aspect Factors/reasons

e Favorable economic base for further
development:

o Poland has a large and stable economy
with strong GDP growth, and is
expected to record the largest GDP
growth among Europe’s big economies
in 2025
Strong domestic market, low private
debt, low unemployment rate and
flexible currency
Research funding support from the
European Union
e Human resources with specialist training
as a result of access to a strong caliber of
universities teaching biomedical sciences/
biotechnology
o Poland ranked 5th in the EU by

numbers of scientists (in 2022)
Short-term growth engine: Labour cost
arbitrage
o E.g. business process outsourcing

centers for patient enrollment, contract

research on drugs, clinical trials,
bioinformatics services, and production
of high-value-added drugs (difficult-to-
synthesize generics, biosimilars)
Long-term growth engine underpinned by
innovation
o Strong heritage in biomedical
discoveries over the last centuries
Polish innovative drugs approach
empowered by collaborative research
with international institutions

Favorable socio-economic
conditions*

(=]

=]

(=]

Presence of Al-driven precision medi-
cine (screening for proprietary targets
and strong academic collaborations)
Investigator’s perspective: Establishment of the Polish Medical

Poland’s strong position in Research Agency

clinical research’ o Governmental financial and
infrastructural support, including the
Polish Clinical Trials Network
Large push from the government for
non-commercial CTs since 2019
Better organization and centralization
of some existing cancer centers
Steady increase in numbers of CT
registrations in Poland can be attributed
to:

=]

[=]

Attractiveness of the market in view of
future sales

High speed of return of feasibility
questionnaires

Presence of nationally and
internationally recognized
investigators in Poland

Availability of a defined patient
population

Access to equipment required by the
protocol at clinical sites

High site productivity and robust
quality of data

Advances in medical technology (AI
and machine learning in drug discovery
and development; personalized
medicine)

Increase in the number of diseases
being studied

Recognition of the need for new
treatments and vaccines, especially in
response to global health crises

=}

(=}

o

=]

o

=]

=}

o

o
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Table 2 (continued)

Aspect Factors/reasons

Industry perspective: Poland’s
strengths as a clinical trial
location®

Higher productivity of clinical trial sites in
relation to other markets

Centralized healthcare system with
competent researchers attracting and
retaining large numbers of patients for
clinical trials

Lower costs of conducting clinical trials
compared to other markets, including
lower start-up costs

Still a relatively small saturation of
clinical trials to country population,
compared to other EU27-CEE countries
Established and well-respected Polish
Clinical Trials Network (PCTN)

Al artificial intelligence; EU27-CEE, Central and Eastern European countries in
the European Union; CT, clinical trial; GDP, gross domestic product
*Consensus at the workshop through the socio-economic perspective.

t Consensus at the workshop through the investigator stakeholder perspective.
¥ Consensus at the workshop through the industry stakeholder perspective.

encouraged, given their proven consistency in producing high-quality
data — not only to increase patient access and numbers treated, but
also to improve patients’ outcomes.

1.2. Create an accessible, informative and regularly updated patient-
and practitioner-facing EU-wide clinical trials registry.

The clinical trials register should be available in local languages,
with obligatory inclusion of site contact information (i.e. name of site,
contact email), clear eligibility criteria and enrolment status, and timely
updates of trial results (including data from the preceding Phase 1-2
trials, where possible). The Registry should be urgently embedded in
national cancer strategies, with a multi-stakeholder agreement on how it
can be funded.

1.3. Urgently address the critical need for better cross-border access
to clinical trials across the EU with a specific emphasis on patients in
EU27-CEE.

Numerous challenges and outstanding questions remain to be solved
(e.g. financial, regulatory/ethical and logistical aspects), however the
feasibility of cross-border access can be increased if planned upfront in
the trial design and protocol.

1.4. Implement patient-centric approaches in trial protocol designs
and regulations, including through decentralization of care delivery to
be closer to patients in EU27-CEE countries.

Achieve EU-wide harmonized regulatory requirements on decen-
tralized trial elements, including use of digital tools to facilitate uptake
of innovation, new technologies and participation in patient-centered
clinical trials, with a particular emphasis on EU27-CEE countries.

1.5. Develop country-level educational campaigns for physicians
across the EU27-CEE region to increase awareness of clinical trials as a
possible treatment option, rather than just a rescue treatment.

Clinical research needs to be integrated as one of the pillars for
healthcare education, alongside national treatment guidelines that
include the latest treatment innovations.

1.6. Increase efforts to fund non-commercial trials in certain EU27-
CEE countries to increase patients’ opportunity to access to treatment.

This will also facilitate collection of data on special populations (e.g.
rare cancers, pediatric oncology), allowing this intelligence to
contribute to the overall effort in maximizing the development of new
and improved therapies

2. Harmonize clinical trial protocols and submissions, EU regulatory
processes, and study initiation and conduct

2.1. Adapt clinical trial protocols, ranging from straightforward to
more complex, in order to answer questions rapidly and simply in EU27-
CEE countries.

Focus on what matters most to patients (e.g. survival, quality-of-life)
and minimize protocol deviations, particularly for trials combining
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existing therapies — greater interaction is needed between the US Food
and Drug Administration and the EU’s European Medicines Agency
(EMA) to work together towards this objective (e.g. pragmatic trials).

2.2. Simplify EU-wide regulatory and operational processes through
harmonization to reduce overall requirements and promote workload
sharing across the EU.

This approach should be deployed particularly for smaller country
health agencies, in order to mitigate potential human capacity
constraints.

2.3. Streamline the EMA’s Clinical Trials Information System sub-
mission process to shorten the authority response timelines for initial
approval and amendments.

This approach can help ensure the EU region remains competitive in
global clinical research.

2.4. Alleviate the administrative burden imposed by national
healthcare systems, notably across EU27-CEE.

Introduce country-wide systems to standardize costs and contracting
processes for each site, to improve trial start-up times by several months
(e.g. as implemented in France and the UK).

2.5. Bridge the gaps between sponsors and local investigators/con-
tract research organizations (CROs) to improve collaboration and in-
crease efficiency of conducting clinical trials, with a particular focus on
EU27-CEE.

This could be achieved, for example, by sponsors providing a
communication platform to facilitate their interaction with CROs, and
with additional human resources to alleviate the local administrative
burdens.

2.6. Increase patients’ and communities’ trust in clinical cancer
research, by providing more opportunities for dialogue between patients
and doctors.

This should replace the monologue by the doctor to the patient by
implementing a ‘no time, no trust’ approach with patients as active
participants rather than passive recipients.

2.7. Increase transparency of clinical trials by making information
promptly available to patients.

This can be achieved through the timely public release of lay sum-
maries in parallel with the first presentation of trial results at scientific
conferences, and by encouraging active dialogue between the public and
pharmaceutical companies to enable public scrutiny.

3. Conduct more publicly-funded research on available therapeutic
interventions

3.1. Provide opportunities for clinicians in EU27-CEE countries to
engage in clinical research and drive investigator-led clinical trials.

Incentivize and support investigator-led clinical trials and clinical
research studies.

3.2. Ensure appropriate training and mentorship support for early-
stage clinician scientists in EU27-CEE countries to deliver academic-
led clinical studies.

Ensure both support and protected time are available to empower
early career clinicians with an interest in research.

3.3. Increase EU27-CEE physicians’ willingness to engage in clinical
research, by seeking greater input from expert physicians at the earliest
stages of protocol/study design, to ensure that procedures are user-
friendly.

Ensure realistically feasible and applicable to local clinical practice,
before final approval of the protocol.
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