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Introduction

• Issues raised during the 4 July 
meeting

• Summarised by category

• To be prioritised
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Meeting Goals

• Initiate the prioritisation process using the provided Excel sheet

• Discuss the most frequent summarised issues 

• CTR implementation 

• Investigator initiated trials/Academia

• Methodological Innovation

• Follow-up with Slido for post-meeting prioritisation
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Discussion Prioritisation Follow-up

MSP AG 
meeting 
27th

September

Definitive 
prioritization 
via Slido

Integration of 
feedback into 
Masterplan and 
advice provided 
to ACT EU SG

https://app.sli.do/event/eE9S8vHxSJFyPXFq8dY9gH/live/polls
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Prioritization Criteria
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Urgency Criteria

High: Resolution within 1 year

Medium: Resolution within 2 years

Low: Resolution within 3 years or more

Importance Criteria

Critical Issue: Blocking issues impacting the 
initiation and conduct of the trial and severely 
affecting the clinical trials research environment in 
the EU.

Major Issue: Non blocking issues, causing delays 
that can be addressed with additional resources 
and/or workarounds

Minor Issue: Issues that indicate the need for 
improvement of practices and processes.
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• CTR implementation faces issues with inconsistent RFI handling, uncoordinated processes 

causing delays, and varied national requirements. This leads to fewer applications by 

sponsors and highlights the need for unified standards to streamline the process;

• Modify rules for submission of amendments should be implemented in CTIS, particularly 

important for CCT. Establish communications channels between sponsors and member 

states;

• A flexible risk-based approach to support low intervention, public health, pragmatic trials is 

needed.

1- CTR implementation
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2- Investigator initiated trials/academia

• Investigator-Initiated Trials (IITs) would benefit from expanding the PA2.1 mapping initiative 

to include broader stakeholder support, to better assist academic developers;

• IITs face high operational barriers which should be overcome, with improved training, 

including CTIS, on revised ICH E6 (R3), and the adoption of risk-based approaches to ease 

these challenges;

• IITs face limited regulatory interaction with academic sponsors, restricting early scientific 

advice and guidance during trial development;

• IITs face challenges from poor multinational infrastructure, lack of harmonisation (e.g. 

inconsistent participant reimbursement) and funding. A shift to implementation trials, cost 

reduction, and simplified processes are needed.
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3- Methodological innovations

• The issue with RWE/D in CT is the need for flexible methodologies to better integrate these 

data sources. Current challenges include their underutilization, highlighting the need for 

adaptable frameworks to enhance their use in innovative approaches;

• Issues arise at the interface of drug and technology regulations due to unclear validation 

frameworks and regulatory expertise at review stages;

• Platform trials for rare diseases, like ALS, face methodological and ethical challenges, 

including operational, organizational, and governance issues, as well as concerns about 

intellectual property and data protection;

• CT including paediatric trials struggle with master protocols and innovative designs due to 

regulatory concerns and funding issues. Europe should be more open to new approaches to 

stimulate participation in innovative research.
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Other topics presented for prioritisation
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Regulatory and scientific advice

• Cell and gene therapies need specialized trial design advice. Pre-CTA pilot need to 

include EC and CTCG. High fees, limited regulatory knowledge, and inconsistent 

guidance affect feasibility; improved early advice and RWD use could help.

• ATMPs face regulatory challenges with separate clinical trial and GMO applications 

required at the MS level, leading to inefficiencies. Harmonization and consistency in 

the submission process across MSs are needed. 

• Harmonized submission processes and better coordination between various EU 

regulations including CTR, MDR, IVDR, GDPR and national laws are needed for a 

consistent and coherent regulatory system.
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Training

Specialized ATMP trial sites need trained staff and equipment. Combining regulatory 

with operational training and integrating EC-funded initiatives is crucial. Ongoing 

surveys & consultations aim to address challenges and improve site capabilities.
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Patient engagement

Standardized guidance on Patient Engagement and Experience Data is essential to 

align regulations and prevent delays. Paediatric patients should be actively involved in 

trials, with early engagement to address challenges and ensure their rights are upheld.
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Cross border clinical trials

Off-patent drug safety reporting is problematic due to infrequent SPC updates, leading 

to excessive SUSAR reporting and administrative burden. Clearer responsibility and 

harmonized guidance on low-grade AEs are needed to improve efficiency.
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Off-patent drugs

Off-patent drug safety reporting is problematic due to infrequent SPC updates, leading 

to excessive SUSAR reporting and administrative burden. Clearer responsibility and 

harmonized guidance on low-grade AEs are needed to improve efficiency.
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Access to CT data

The lack of public information on ongoing trials available for recruitment is an issue, 

with patient representatives calling for automated access and better tools to improve 

transparency and participation.
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Clarifying CT Landscape

There is confusion over how various EU initiatives, like ACT EU, EHDS, and ERA4Health, 

fit together regarding data availability for clinical trials. Mapping these efforts is needed 

to address regional disparities and unlock the potential for trials across Europe.
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Diversity, Equity and inclusion

Regional disparities in EU clinical trials limit access to promising therapies, especially 

for patients with rare or terminal cancers, resulting in delays and insufficient data on 

diverse populations' responses to treatments.
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Embedding CTs in healthcare

Integrating CTs into standard healthcare across Europe requires greater awareness and 

recognition among citizens and healthcare professionals, but this priority is not 

reflected in the current workplan.
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Ethical challenges

The integration of ethics committees faces challenges with biotech products, such as 

cell and gene therapies, which can raise novel ethical issues requiring specialized 

oversight.
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