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Definitions 

A Stakeholder is defined for the purpose of this project as any individual or group that is 

affected by, who can influence or may have an interest in the outcomes of the FACILITATE 

project. 

Engagement. The term ‘engagement’ refers to all activities which will be carried out in 

synergy with various stakeholders across the WPs within FACILITATE. Consult, listen, co-

create, understand, communicate, influence, negotiate, etc. with the broader objectives of 

satisfying their needs, gaining approval and support, or at least minimizing their opposition 
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or obstruction [1]. It will be an iterative process of actively soliciting the knowledge, 

experience, judgment, and values of individuals selected to represent a broad range of 

direct interest in a particular issue, for the dual purposes of creating a shared understanding 

and making relevant, transparent, and effective decisions [2]. 

Terms of reference are generated separately for each expert stakeholder group to provide 

a general description of involvement, and detail regarding responsibilities, expected 

input/commitment, number/frequency/duration of meetings (as well as required notice of 

meetings), required feedback, timelines for feedback and benefits of involvement, and 

contact for any queries/concerns in relation to the activity. It also discusses the process 

when members decide to drop out of the project. This helps when engaging stakeholders 

and ensures they can make an informed decision regarding their involvement. The terms of 

reference will be updated throughout the project based on needs and in agreement with all 

stakeholders. 

 

[1]. stakeholder_engagement_1st_edition_pgguidance_2014.pdf 

[2]. https://www.ncbi.nlm.nih.gov/pmc/articles/PMC3371639/ 

 

  

https://www.apm.org.uk/media/6673/stakeholder_engagement_1st_edition_pgguidance_2014.pdf
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1. Executive summary 

This third report on stakeholders’ engagement gives an overview of how external 
stakeholders have been engaged in the activities of the third year of FACILITATE. The assets 
are all related to establishing and implementing an effective communication to ensure 
continuous awareness and updates as the project develops; facilitating consultations with 
patients, healthcare professionals, pharmaceutical companies, and other stakeholders to 
gather their input; disseminating the project results effectively to reach a broader audience.  

The 2024 discussions with expert stakeholder groups (online and written consultations, 
surveys, interviews) and public activities (such as webinars and congresses) continue to 
nourish the project's reflections and proposals and in some cases directly modify the 
documents produced (e.g., for D2.4) and provide input for future work.  

A survey, involving more than 320 people, was carried out on one of the most recurring 
concepts that emerged in previous consultations, both external and internal: TRUST. Which 
confirmed the ethical and value-based approach of the project to what patients, but not only 
them, want in the management and return of data. The expert stakeholder groups were 
consulted on the results of this survey and on a new and important proposal to include a new 
professional figure (the Trust Liaison Facilitator, which is detailed in the following chapters) 
in the complicated pathway of clinical trials, receiving very rich input to build it as best as 
possible. 

A successful way to talk to our stakeholders and above all to make the topic of data return 
and secondary use in clinical trials better understood externally was that of two public 
webinars: there was great interest (around 400 registrations for each) and interaction for both. 
Instant surveys at the end of the events told us that 70% had significantly or moderately 
increased their knowledge of the topics so they were a success given the "educational" 
objective we had set ourselves. Another success was the continuous growth of registered 
stakeholders through the website, which has now reached 410 people and is constantly being 
updated. 

A great deal of work on communication materials - website restyling and updating, social 
media (the LinkedIn profile currently has almost 380 followers), glossary enrichment, 
podcasts, multilingual posters, brochures, and flyers, but also peer-reviewed articles and 
participation in external events - has been done throughout the course of 2024, since the 
work of involving stakeholders and disseminating the project results are closely linked and 
often overlapped. It is impossible to engage and interest stakeholders without effectively 
communicating the project’s goals, progress, and milestones on a regular basis.  

Patients’ empowerment and inclusivity are key objectives of our present and future 

engagement, communication, and dissemination strategy, providing patients with new tools 

in an easy-to-understand language, and formats adapted to visible and invisible disabilities, 

available into the main European languages. These efforts further strengthen the 

FACILITATE project's impact, preparing the groundwork for its final outcomes. 
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2. FACILITATE’s stakeholders 

The FACILITATE project develops a process prototype to return individual clinical trial data 

to participants and enable secondary data use, engaging patients, academic institutions, 

regulators, and the pharma industry to build trust in clinical research. External stakeholders, 

beyond the FACILITATE consortium, also include experts in clinical trials, data 

management, and ethical/legal issues.  

The four main stakeholder groups are: 

Patient Experts: coordinated by EURORDIS, with involvement from EUPATI and ACN, to 

ensure patient-centred methodologies. 

Clinicians & Healthcare Professionals: coordinated by MUG, focusing on ethical and legal 

compliance in data processes. 

Pharma Industry: coordinated by Takeda, until 2023 and now managed by BMS 

addressing consistent and transparent data sharing. 

Broader Healthcare Stakeholders: coordinated by ACN, integrating perspectives from EU 

and national healthcare actors. 

3. The Engagement Coordination team (ECT) 

The four coordinators of the Stakeholder groups (EURORDIS, MUG, BMS, ACN) make up 

the Engagement Coordination Team (ECT). EUPATI and WP3 representatives from 

EURAC also proactively contributed to its work. 

The activities included: 

• regular communication which takes place via monthly meetings as well as email 

correspondence 

• mediation between the stakeholder groups and the consortium, as well as the other 

WPs which also rely on stakeholders' feedback as part of their work (see 

specification in Chapter 5). 

• experts’ involvement for the 4 groups of stakeholders (see specification in Chapter 

4). 

• management of all communications and activities with members of their stakeholder 

groups, as well as deciding best methodologies for communicating. 

  

https://facilitate-project.eu/project-partners/
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4. Multilevel engagement 

Within each group listed above, FACILITATE employs three levels of stakeholder 

engagement: 

Level I: Expert groups (from 10 to 24 per stakeholder category) provide targeted feedback 

and review project progress (see Chapter 4). 

Level II: A broader network of stakeholders is engaged/updated/managed through the 

FACILITATE website via surveys, newsletters, and regular updates (see Chapter 5 for the 

tools). 

Level III: Multi-stakeholder roundtables (webinars) address cross-group concerns. 

 

Figure 1. Relationship among the stakeholders’ groups 

5. Stakeholders' meetings in 2024 

5.1 Level I Stakeholders - Expert groups 

Group 1. Patient Experts DAG+ 

The Patient Expert group comprises 24 participants, among rare (13) and non-rare disease (8) 

patients. The group includes the members of the EURORDIS Digital and Data Advisory Group 

(DAG) and is supplemented by additional members (DAG & additional members are the new 

group to be known as the DAG+).  

During 2024, the consultations were the following: 

 

https://facilitate-project.eu/stakeholders-registration-form/
https://www.eurordis.org/digital-and-data-advisory-group-dag/
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1. Survey: the role of trust in Return of Data (RoD) from clinical trials 

Starting from the Clinical Trials Day 2024 (20 May 2024) until August 2024, the DAG+ group 

(together with the broader list of stakeholders) were invited to answer an online survey, 

conceived by WP3. They were asked to share their views and expertise to further investigate 

one of the strongest elements that has emerged within the previous project’s research and 

consultations: TRUST. That is, trust in the overall clinical trial system and trust in the 

professionals involved have emerged as a pivotal element to explain participants’ attitudes 

about data return in this context. When participating in a clinical trial, patient's trust might 

relate to different aspects. FACILITATE researchers identified a set of trust dimensions that 

has been asked to evaluate, rate, and discuss, including communication methods, 

transparency, the reliability of those closest to the participants, and the personnel involved, 

as well as add new elements that stakeholders consider to be missing.  

The survey received 361 answers (multi-stakeholders): the findings provided a framework to 

improve participant engagement and overall trial and RoD success by addressing trust-

related concerns (Appendix 1). In November and December, the results of the survey were 

the subject of three consultations with the DAG+ patient group, the group of clinicians and 

the companies group. All the stakeholders commented on the outcomes with interesting new 

considerations (see the details below for each group).  

 

2. 5th November 2024 consultation of DAG+ on exploring the dimensions of trust 

and co-creating a new ‘bridge’ figure for patient-centric clinical trials, a Trust 

Liaison Facilitator 

A DAG+ consultation meeting was held on 5th November 2024, to share insights on two 

topics:  

a) the results of the survey around the role of trust in clinical trial systems (see above point 

1) 

b)  the benefit of creating a new professional position (and a dedicated master's program) 

within the clinical trial environment. This new role, would be responsible for:  

- enhancing process efficiency (by managing and streamlining administrative aspects of 

the clinical trial process; this role would enable physicians to focus more fully on 

participants and their needs) 

 - facilitating better communication among all stakeholders: physicians, clinical trial 

participants, sponsor, etc.  

- providing support to clinical trial participants in navigating complexities of clinical trials, 

which may otherwise be overwhelming.   

The proposal of the TLF comes from UNIMORE, but the need of this new role emerged from 

the work carried out within the project work and from various stakeholder requests, 

particularly from patients, who highlighted the importance of having dedicated support to 
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navigate the complexities of clinical trials. TLF would enhance patient access to their clinical 

trial data, fostering trust necessary for effective data sharing and reuse key priorities of the 

FACILITATE consortium. It would also serve as a crucial bridge for communication among 

stakeholders, empowering patients with meaningful access to their health information. 

Regarding point a)  

The results were presented by one of the EURAC researchers responsible for drafting the 

survey. It confirmed patients' perspectives regarding access to their own data and the role of 

healthcare professionals in demystifying clinical trial information: 

Patient Access to Data 

One significant finding from the survey indicates that patients desire prompt access to their 

clinical trial data. This demand underscores a broader trend towards transparency in 

healthcare. By allowing patients to have access to their own data every time this does not 

damage the clinical trial blind, researchers can foster a sense of ownership and involvement 

in the trial process. This access aligns with the ethical principles of patient autonomy and 

informed consent, contributing positively to the overall trust in clinical research. 

Seeking Explanations from Trusted Physicians 

Another notable point is that patients feel empowered to being potentially able to seek 

explanations from medical professionals they trust, even when the data lacks a clear medical 

explanation for a lay person. This finding suggests that trust in healthcare providers plays a 

critical role in patient understanding and satisfaction. Patients value open lines of 

communication and reassurance from knowledgeable sources. Facilitating these discussions 

can enhance patient engagement, alleviate concerns, and improve overall perceptions of 

clinical trials. 

The discussion about the survey results, brought to a broader reflection and highlighted key 

challenges and opportunities regarding the return of results to participants. These included: 

Returning results in an organized yet flexible manner 

o Providing results to participants in a way that is both organized and responsive to 

individual needs will require sponsors to invest resources and adapt their processes. 

Contracts between sponsors and trial sites will be necessary to achieve this, 

signalling a cultural shift in how clinical trials are conducted. 

o Building trust hinges on presenting information in a format that participants can 

understand. While it may be administratively challenging, it is feasible and essential.  

Contextualizing individual data 

o Participants need their individual results presented within the broader context of the 
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research. For example, understanding whether their results are "normal" and what 

deviations might mean requires comparison with other participants or study 

outcomes. 

o This approach ensures that results are meaningful and addresses the participant's 

expectations. As one participant expressed, "I was expecting after months of trial for 

my doctor to take a few minutes and discuss with me my outcomes." 

Participant experiences with data sharing 

A participant shared that, in a second trial, she only received a general statement about her 

results - "You had a very good outcome" - despite repeatedly asking for more detailed 

information. The lack of personalized feedback left her dissatisfied. This highlights the 

importance of tailoring explanations to meet participants’ expectations without overwhelming 

them. While patients don’t need medical training-level detail, they do expect meaningful and 

accessible information. 

A researcher’s perspective on data sharing 

Another participant, a former researcher, reflected on how his perspective has changed now 

that he views trials as a patient. Returning data to patients is time consuming and resource 

intensive and these costs should be factored into the trial design. 

These insights underscore the importance of balancing administrative feasibility with patient-

centred communication to foster trust and engagement in clinical trials. As said, the survey's 

findings highlight critical aspects of trust in the clinical trial context, emphasizing the 

importance of timely data access and the role of trusted medical professionals in fostering 

understanding. 

Technical recommendations  

The discussion on the survey also revealed that it would be beneficial for the possible next 

consultation on the topic to focus its efforts on actual clinical trial participants rather than 

surveying the public. This targeted approach would yield more relevant data tailored to the 

specific experiences and concerns of trial participants. By adapting question phrasing to 

reflect more the actual context of current clinical trials, researchers could enhance the quality 

and applicability of the results. This specificity may lead to insights that drive improvements 

in patient engagement strategies and trial methodologies. For the FACILITATE IMI Project, 

refining the target audience for surveys will enable more meaningful data collection and 

ultimately facilitate stronger patient-researcher relationships.  

Regarding point b) the emerged points from the patients were: 

General need for the role 

• Dedicated Role: Patient experts emphasize the importance of having a dedicated role 
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in clinical trials to address challenges like recruitment, retention, communication, and 

participant needs. Currently, no one is specifically tasked with these activities, and 

they are often handled poorly or inconsistently. 

• Structured Role: The role must be well-defined, structured, and supported by 

appropriate education and training, ensuring it doesn’t become a catch-all position for 

unrelated tasks (e.g., administrative work). 

Responsibilities of the role 

• Improved communication 

a. Act as a key communicator between participants and the clinical trial team. 

b. Provide clear, evidence-based information to participants before and during the 

trial. 

c. Help participants understand processes, such as reimbursement for expenses, 

and avoid situations where participants face financial burdens due to 

miscommunication. 

d. Build trust by listening, providing feedback, and ensuring participants feel heard 

and supported. 

• Facilitating practical needs 

a. Address logistical barriers like transportation or accessibility. 

b. Mitigate issues such as language barriers or lack of cultural sensitivity. 

• Enhancing participant trust 

a. Proactively work to preserve trust, which is difficult to regain once lost. 

b. Act as a reliable, approachable team member participants can depend on. 

• Clear role boundaries 

a. Avoid overlapping with medical professionals’ responsibilities. 

b. Ensure that the role complements rather than competes with other team 

members. 

Skills and qualifications 

• Core Skills Needed 

a. Digital literacy and basic understanding of research methodology. 

b. Strong communication skills, including active listening and empathy. 

c. Knowledge of GDPR, privacy laws, and ethics. 

d. Cultural awareness and sensitivity to participants’ diverse backgrounds. 

• Education requirements 

a. A minimum of a bachelor’s degree or equivalent life experience for training 
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eligibility. 

b. A master’s-level training program with practical, hands-on elements, such as 

collaboration with patient advocates, is recommended. 

c. Specialization opportunities in areas like communication, cultural competence, 

and ethics. 

Potential challenges 

• Role expectations 

o The role may be perceived as a "do-it-all" position, requiring a broad set of skills 

and capabilities. This could lead to unrealistic expectations from both 

participants and the clinical trial team. 

o The absence of this key person due to illness or other reasons could create a 

gap in trial operations. 

• Trust building 

o The role’s success hinges on building trust within the team and with 

participants. 

o While a medical background is not deemed essential, the individual must have 

enough training to competently handle sensitive information and participant 

interactions. 

Suggestions for role naming 

• Alternative names for the role aim to reduce ambiguity and better reflect its purpose: 

o Participant Liaison 

o Facilitator (e.g., Clinical Research Participant Facilitator) 

o Avoid vague terms like “liaison,” as it may not resonate with participants. 

Training program features 

• Content Suggestions 

a. Focus on clinical trial processes, ethics, communication, and cultural 

competence. 

b. Include input from patient advocates to ensure the training addresses real-world 

challenges. 

c. Offer longitudinal learning opportunities to enhance the skills of professionals 

over time. 

• Ethics across cultures 

a. Include a course that addresses ethical considerations in culturally diverse 

contexts. 

• Practical emphasis 
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a. Training should be hands-on, with real-life case studies to ensure 

understanding and adaptability. 

 

3. November 2024, Written consultation on the Report on language to be 

inserted in privacy notices and informed consent forms - D2.4 

The group was invited to participate in a written consultation to share their thoughts and 

feedback on the Informed Consent Form (ICF) Guidance Document (WP2). This document 

was intended to provide guidelines on the essential content of the ICF for the return of 

individual clinical trial data to participants (RoIPD). Participants were asked to assist the 

consortium in identifying aspects they feel are missing, insufficiently addressed, or 

potentially redundant. The focus of this consultation is on what the ICF should include, as 

outlined in the document. While the primary emphasis is not on the language of the 

document - since it serves as guidance for those drafting the ICF and is not directly intended 

for trial participants - any ambiguous phrasing or unclear expressions can be flagged, with 

suggestions for improvement. 

 

Results: Participants provided extensive feedback that has been incorporated into the D2.4 

and raised important questions for further discussion as the project progresses. For example, 

one concern was the ambiguity in stating that “participants will need to be informed about 

why certain data can only be returned after the clinical trial.” This raises the question of 

whether there will be any data that will not be returned at all. If so, it might be necessary to 

explain why certain data cannot be disclosed.  

Additionally, there are questions about potential limitations related to data 

comprehensiveness, accuracy, and the requirements for its interpretation. These points are 

slated for discussion during the General Assembly (GA) meeting in Madrid in January 2024. 

Another topic is how to handle the section on data types. Participants suggested 

distinguishing between categories such as raw data, aggregated results, genetic data, and 

biomarkers. Each type’s implications for participants should be clarified, and additional 

resources, such as access to healthcare professionals or interpretation tools, could help 

participants better understand their data.  

New elements added to the text following the consultation include:  

▪ data security  

▪ data retention 

▪ making sure the texts are easy to read by using Flesch-Kincaid readability tests 

▪ a paragraph on unforeseen or unexpected discoveries 

▪ making clear who the data controller is.   

Purpose of RoIPD: an explanation of why returning individual clinical trial data is important, 

along with a definition of terms like RoIPD. 
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Risks and benefits: a chapter addressing potential risks and benefits associated with 

receiving clinical trial data. For instance, sensitive data might have emotional impacts on 

patients, and there is the potential for data misuse. 

Costs and Constraints: clarifications regarding legal or practical constraints on using returned 

data, as well as any costs involved in accessing or receiving the data. 

Ongoing communication: a recommendation to include a section on maintaining regular 

communication with participants about the status of their data during the trial, such as periodic 

updates on its availability. 

Psychological support: acknowledgment of potential emotional or psychological effects on 

participants receiving sensitive health information. A new section could outline psychological 

support measures, such as referrals to counselling services or access to a support hotline, 

especially in the case of adverse findings. 

4. Delphi consultation on Secondary Use of Clinical Trial Data 

 

Conducted by WP1 for the definition of guidelines on the secondary use of CT data has now 

reached the conclusion of the first of three rounds. In the initial phase of the study, an expert 

panel formulated key questions for a comprehensive questionnaire. This set of questions 

was shared with stakeholders, including physicians, DAG+ members, and clinical trial 

experts, who contributed their perspectives. The insights gathered are now being analysed 

to guide the development of a second- and third-round questionnaire, aimed at fostering a 

shared consensus on best practices for the secondary use of clinical trial data. 

5.2. Group 2. Clinicians & healthcare professionals  

The Clinician Expert group comprises 11 members along with a diverse and highly 

specialized set of expertise across various medical and scientific disciplines. Their 

specializations include faculty members leading research and innovation in clinical and 

biomedical sciences, neurology, and neuroscience; cell biology and biotherapy (cellular 

research and biotherapeutic applications); vaccine research; geriatric oncology and palliative 

care; gastrointestinal malignancies; dermatology; psychiatry and mental Health. 

  

During 2024 the consultations were the following. 

 

1. Survey: the role of trust in Return of Data (RoD) from clinical trials 
The Clinicians' group was also invited to participate in the survey (see point 1 in Group 1 

consultations). 
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2. 7th November 2024 consultation on exploring the dimensions of trust and 

co-creating a new ‘bridge’ figure for patient-centric clinical trials a “Trust 

Liaison Facilitator” 

A clinical experts consultation meeting (+ a following written consultation with the members 

who could not be present on the day of the meeting) was held on 7th November 2024, to 

share clinicians’ insights on the same topics addressed by the patients’ group: 

 

a. the results of the survey around the role of trust in clinical trial systems 

b. the benefit of creating a new position (and a dedicated master's program) within the 

clinical trial environment, that of Trust Liaison Facilitator (TLF). 

 

regarding point a) 

The main reflections that emerged are the following. 

- The role and qualifications of the individual responsible for interpreting and sharing the 

data are critical. Trust and clarity in communication depend significantly on this 

person’s expertise and approach. 

- Be mindful that returning data during the trial, if permitted by the research plan, should 

be handled with care. Simply providing raw data is unlikely to benefit the patient and 

may instead lead to confusion or even fear. 

- A point to consider is how patients prefer to initiate interactions on data return. Should 

the contact be initiated proactively by the physician, or should there be a designated 

contact point where patients can reach out as needed? This distinction is crucial, as 

some patients may feel hesitant or shy, while certain physicians might be less 

accessible. Tailoring communication methods to accommodate these preferences can 

improve patient engagement and trust. 
  

regarding point b) 

Feedback on the proposed Trust Liaison role in clinical trials was generally positive, with 

clinicians seeing potential in streamlining processes and enhancing patient support.  

- The role is seen as a bridge or buffer, supporting patients through their trial journey, 

beyond the traditional tasks of a Clinical Research Coordinator (CRC), who typically 

focuses on managing trial activities. 

- The shift towards decentralized clinical trials (DCTs) presents unique challenges. 

Patients in these trials may be scattered geographically and often interact remotely via 

devices, making personal contact limited. Support personnel in this role must find ways 

to maintain engagement and support despite reduced physical or virtual contact. 

Managing patient adherence and providing necessary side-effect support in a 

decentralized setup is crucial, as these are factors known to affect retention. 

- There is an interest in whether this role should cater to both primary and secondary 

care, with an emphasis on decentralizing some trials to primary care to reduce hospital 

strain. In the UK, for example, there is a strong push for trials to shift toward primary 

care settings to allow hospitals to focus on complex cases. This shift calls for versatile 
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support roles that can operate effectively across different care environments. 

- Participants discussed whether this role should include regulatory support, particularly 

in managing documentation and reducing the need for amendments. Familiarity with 

regulatory requirements is valuable to avoid delays and streamline processes, 

ensuring the trial complies with ethical standards and meets regulatory needs. This 

aspect could make the role even more central to trial administration. 

- There was consensus that maintaining a dedicated support figure could be cost-

effective by reducing dropout rates, which often carry substantial costs. Part of the trial 

budget could cover this role as a small overhead, potentially offset by savings from 

improved patient retention and streamlined support. Deciding whether this should be 

a full-time role or integrated as an independent figure based on trial phase and 

complexity was also discussed, suggesting flexibility in staffing models based on trial 

needs. 

- The role’s impact on patient trust and quality of life was emphasized, especially 

considering findings from qualitative work with trial participants, clinicians, and 

pharmaceutical representatives. The ability to manage side effects, provide emotional 

support, and facilitate data transparency emerged as key factors in building trust and 

enhancing participant quality of life. These factors are essential for participant 

retention and satisfaction, particularly in longer or more demanding trials. 

- There is interest in establishing a standardized role across Europe to ensure 

consistency in trial support. European initiatives, potentially through organizations like 

EUPATI, could lead efforts to create uniform role descriptions, training, and best 

practices, fostering a more cohesive trial support framework. 

- The role discussed holds significant potential to improve patient experience, reduce 

trial dropout rates, and streamline trial processes, especially as clinical trials shift 

toward decentralized and primary care settings.  

 

Some concerns:  

- Concerns remain regarding the role's practical implementation, particularly in terms of 

administrative accountability and sustainability. 

- Clinicians raised questions about the legal responsibilities of this role, particularly in 

patient interactions. Unlike research coordinators who face limitations (e.g., needing 

physician approval for tasks like patient appointments), this new role ideally would 

have fewer restrictions. However, defining accountability remains crucial, as 

responsibilities for this role differ significantly from traditional clinical or administrative 

roles. Moreover, these responsibilities could vary by country, depending on local laws 

and hospital practices, warranting thorough discussion. 

- Who should hire and fund the Trust Liaison role is a significant issue. Hiring by a 

Contract Research Organization (CRO) might bias the role toward the promoter’s 

interests, while hiring by hospitals or research teams could drive up trial costs, making 

this role impractical for smaller or less resourced teams. Clarifying these funding and 

employment aspects will be essential to maintaining balance and feasibility.  
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Suggestions:  

• Expand role to include both patient support and regulatory functions. This dual 

focus can help reduce the regulatory burden on trial sites and address the participant’s 

needs more comprehensively. 

• Tailor role based on trial phase and setting. Flexibility is key, as early-phase trials 

with fewer participants may not require full-time support, while later-phase or 

decentralized trials might benefit from dedicated personnel. 

• Encourage funding models to sustain role as cost-effective. Trial budgets should 

accommodate this role as a small, cost-saving overhead to enhance participant 

retention and streamline administrative tasks. 

• Promote European harmonization for role clarity and efficiency. Regional 

initiatives should work toward harmonizing this role across institutions, ensuring 

smaller or less-resourced organizations have access to effective trial support 

frameworks. 

• Focus on building trust and quality of life. Addressing these two critical elements 

could significantly improve participant retention and satisfaction, thus enhancing trial 

outcomes and data reliability. 

• Taking part to the digital revolution. While the role could improve stakeholder 

communication, clinicians highlighted the current overload from increased digital 

communications. The Trust Liaison Facilitator should help streamline communication 

rather than add to it. 

• Patient information needs. Flexibility in information-sharing is essential. Some 

patients may seek detailed clinical trial information, while others may prefer a more 

focused, outcome-oriented summary. Making information available on request would 

meet diverse patient needs and motivations. 

  

Overall, the Trust Liaison Facilitator role holds promise but will require careful planning to 

balance support for participants with feasibility and role clarity within the clinical trial 

ecosystem. 

  

The meeting concluded with a shared agreement on the need to harmonize training and 

professional standards across countries to enhance clinical trial coordination and success. 

Participants emphasized the importance of developing recommendations and guidelines that 

could serve as a quasi-standard to improve participant communication in clinical trials across 

Europe. 

It was suggested that while extensive management structures often exist, their 

implementation should be tailored to the specific institutions conducting the trials. This 

approach allows institutions to leverage existing frameworks and structures, avoiding 

unnecessary hiring and financing challenges when additional personnel are not required. 

Furthermore, adding more communicators to a network must be approached cautiously, as 

it significantly increases the complexity of communication pathways. 

Regarding the development of a European curriculum, participants proposed that 
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FACILITATE could define the detailed content, while individual institutions manage 

implementation. This strategy would enable integration with existing Continuing Education 

frameworks, which are often mandatory for medical professionals. Such an approach would 

streamline integration into current curricula, simplify funding for additional training units, and 

ensure better alignment with institutional practices. 

 

• Delphi consultation on Secondary Use of Clinical Trial Data 
As for the patients.  

5.3 Group 3. Pharma industry/sponsors  

The group, officially convening for the first time, includes members from pharmaceutical 

companies who are eager to provide input on the development of project activities. These 

members bring valuable experience from participation in similar initiatives, such as the 

Patient Data Access Initiative (PDAI), TransCelerate Data Return Initiative, and the Harvard 

Multi-Regional Clinical Trials Centre (MRCT) Return of Individual Trial Results Initiative. 

 

Currently, the group consists of 5 to 6 members, but it remains flexible and open to ongoing 

updates and expansion. This adaptability ensures the inclusion of diverse perspectives and 

expertise as the project evolves. 

 

During 2024 the consultations were the following. 

  

1. 5th December 2024 consultation on exploring the dimensions of trust and co-

creating a new ‘bridge’ figure for patient-centric clinical trials a “Trust Liaison 

Facilitator” 

  

A pharma experts consultation meeting was held on 5th December 2024, to share their’ 

insights on the same topics addressed by the patients and clinicians’ groups: 

 

a) the results of the survey around the role of trust in clinical trial systems  

b) the benefit of creating a new position (and a dedicated master's program) within the clinical 

trial environment, that of Trust Liaison Facilitator (TLF). 

Regarding point a) 

The discussion emphasizes several critical insights about the role of trust, data sharing, and 

industry reputation in the pharmaceutical sector: 

  

1. Predictability and confirmation 

Much of the feedback aligns with expectations, affirming the challenges in 

implementation.  

2. Challenges in bridging the gap 

While survey data indicate strong participant interest in accessing trial data, this interest 
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does not consistently translate into action. Barriers include user engagement, portal 

usability, and follow-through. Pilot initiatives are suggested to better understand and 

address these gaps. 

3. Variability across contexts  

Engagement levels and trust-building efforts differ based on therapeutic areas and the 

nature of clinical trials. This underscores the importance of context-specific approaches 

rather than one-size-fits-all solutions. 

4. The link between trust and reputation  

Trust in pharmaceutical companies remains critically low, even compared to other 

industries. Establishing evidence of the relationship between trust, engagement, and 

corporate reputation could be instrumental in driving organizational changes and 

improving stakeholder relationships. Companies must effectively communicate the value 

and impact of their work, both internally and externally, to ensure the broader goals of 

access to trials and medicines in underserved populations are met. 

5. Environmental, social, and governance considerations 

Trust and reputation are increasingly tied to Environmental, Social, Governance (ESG) 

rankings, which influence both public perception and investor interest. There is an 

opportunity to integrate trust-building measures into ESG frameworks to demonstrate 

societal impact and enhance credibility. Detailed ESG reports are critical for driving 

change within pharmaceutical companies. These reports should not be superficial; they 

must include concrete actions and measurable outcomes to encourage more sustainable 

practices. 

6. Data Ownership, transparency, and predictability 

A critical issue is the question of data ownership, with industry concerns about data 

sharing compounding the distrust. Simplified processes, like returning patient data (e.g., 

to children or oncology patients), can be an initial step toward rebuilding trust. The 

industry's reluctance to offer patients access to even basic trial data is a significant 

hurdle, but addressing this directly is key to bridging the trust gap.  

7. Collaboration, equity, and stakeholder relationships 

Collaboration between industry, health organizations, and other stakeholders is crucial 

for improving trust and addressing health equity. These collaborations align with societal 

expectations and help create a more patient-centered environment. 

Highlighting efforts focused on health equity and transparent collaboration in reporting 

and marketing can reinforce a commitment to ethical practices and build stronger 

relationships with both patients and the public. 

8. Operational and communication gaps 

Sponsors often overestimate patient understanding of clinical trial processes, which, 

combined with the introduction of new technologies (e.g., decentralization, real-world 

evidence), complicates engagement efforts. 

Simplifying communication and operational processes, particularly regarding patient 

data, and taking a risk-based approach to identify and prioritize populations for data 

access, could make a meaningful difference in improving engagement. 
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Focusing on tangible, incremental actions (such as returning patient data) can provide 

immediate benefits while laying the foundation for long-term trust-building. 

9. Infrastructure and health equity 

Building infrastructure for clinical trials should not only benefit large pharmaceutical 

companies but should be accessible to academic sites and individual investigators, 

contributing to broader health equity. Infrastructure development should include a 

collective approach, with strategies for which trials to conduct in different regions. A data-

driven, non-competitive model should guide these decisions, enhancing collaboration 

between organizations. 

10. Emergency preparedness 

In emergency situations, like wars or pandemics, infrastructure should be built with 

preparedness in mind, ensuring access to both care and research.  

11. Global collaboration and equal access 

Engaging a wide range of stakeholders, including regulators from various countries, is 

key to ensuring equal access to research and clinical trials worldwide. Collaborative 

efforts will reduce risk and increase fairness in access to innovative treatments. 

12. Actionable outcomes from discussions 

It's important to move beyond just opening doors to new opportunities; there must be 

concrete actions taken based on these discussions, such as creating white papers or 

implementing recommendations to improve the system. 

13. Ongoing efforts and visibility 

Continuous efforts are necessary to demonstrate the value of initiatives and increase 

awareness about their impact, especially within the pharmaceutical industry. Sharing 

success stories is vital to drive further change. 

  

Regarding point b) 

The conversation highlights the importance of fostering trust in clinical trials, emphasizing 

its role as a cornerstone for patient engagement and retention. Trust is seen as essential 

not only between patients and institutions but also internally within organizations and across 

stakeholders.  

 

Key insights include 

1. Transversal role of trust professionals.  

This proposed role spans multiple clinical trials within an institution, acting independently 

of specific sponsors to avoid conflicts of interest and ensure patient-centric care. It helps 

align patients with appropriate trials and addresses barriers to participation, including 

misunderstandings or logistical challenges. 

2. Collaboration across stakeholders 

The role must integrate seamlessly with existing structures to enhance, not complicate, 

processes. 

3. Sustainability and funding 

Sustainability is a recurring concern. The participants suggest embedding funding into 
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clinical trial budgets or leveraging collaborative models where multiple sponsors 

contribute to overhead costs. This ensures the role can be institutionalized rather than 

relying on short-term grants or "soft money." 

4. Impact on equity and access 

The initiative is seen to address inequities in research participation, particularly in 

underrepresented communities. 

5. Need for clear definitions 

To ensure success, the responsibilities of this role must be clearly defined and 

differentiated from other positions like study coordinators or navigators.  

 

2. Delphi consultation on Secondary Use of Clinical Trial Data 
As for the patients and clinicians. 

5.4 Group 4. Healthcare actors on a broader spectrum 

This group of various stakeholders is flexible and engaged, when needed, at the different 

project steps, with EU and national health stakeholders, civic advocacy community, 

regulators, HTA bodies, and EU institutions to include their different perspectives in the 

project development. 

These stakeholders are continuously consulted also through a series of external events in 

which the consortium participates or organizes. In the last 3 years, the project has been 

presented at more than 30 international, national and local events (congresses, 

conferences, roundtables, training courses, panel sections, etc.).    

Some initiatives included: 

• the 14th International Congress on Human Genetics in Cape Town where the 

development of guidelines for the return of clinical trial data has been discussed and 

WP3 representative introduced the FACILITATE ethical framework and the role of 

patients, industry, researchers, and other stakeholders in developing it.  

• An event dedicated to FACILITATE project in Portugal, launched from EUPATI for expert 

patients. 

• An online event realized by ACN in Italy for members of civic associations to share the 

news of the FACILITATE work 

• Other initiatives included Patients as Partners and the TransCelerate Data Return 

Initiatives (various workshops), as well as the Harvard Multi-Regional Clinical Trials 

Center (MRCT) Return of Individual Trial Results Initiative.  

• Additionally, FACILITATE participated, among the others, in the DIA meeting 2024 and 

in the SCOPE Summit (more details about external event in Chapter 5). 
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Figure 2: Events with healthcare actors on a broader spectrum 

5.5 Level II & Level III - Wider Stakeholder groups 

Stakeholders’ registration through the website 

This broader stakeholder engagement is voluntary and only requires registration via the 

stakeholder form on the website. The registration data is used to build a database of 

stakeholders. Once registered, each member will always be able to change his/her consent 

to be involved in the research activities. They regularly receive the newsletter with the project 

update and the invitation to events. 

Let's FACILITATE Webinars 

The realization of two public webinar - in April and in December 2024 - was a successful way 

to talk to and engage stakeholders and above all to make the topic of data return and 

secondary use in clinical trials better understood externally. Both webinars elicited a great 

interest, obtaining quite 400 registrations. 

▪ Let’s FACILITATE Maximizing the societal benefit and lasting impact of clinical 

trials. Increasing stakeholder engagement and empowering participants to 

FACILITATE the effective return of clinical trial data - 19 April 2024 

This first webinar saw the active participation of the project stakeholders themselves, 

who told in a roundtable why they thought facilitating was important and how it would 

impact on their lives and/or work activities, giving concrete examples. Alongside 
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patient testimonials, we heard from clinicians, representatives from companies, and 

regulatory bodies (Figure 3).  

  

Figure 3. First Let’s FACILITATE public webinar on 19 April 2024 

This varied panel ensured a comprehensive discussion that reflects the project’s 

multidimensional impact and fosters collaboration among stakeholders. An instant 

survey at the end of the event revealed that 46% had significantly increased their 

knowledge of the topic (and 35% had moderately increased) so it was a success given 

the educational objective we had set ourselves (Figure 4). The webinar recording can 

be accessed on our website. 

 

Figure 4. FACILITATE stakeholders first 2024 public webinar 

Prior to the event, a campaign was run on FACILITATE's social media that spread the 

views of stakeholders, who were involved as speakers, on the topic of data return by 

https://facilitate-project.eu/watch-the-webinar-maximizing-the-societal-benefit-and-lasting-impact-of-clinical-trials/
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capturing attention on the topic and inviting people to register for the webinar and the 

project's stakeholder pool (Figure 5). 

 

Figure 5. Some speakers’ statements for the social media campaign 

The curve of stakeholders registered via the web, and therefore interested in receiving 

updates on the project, has soared, thanks also to the publicising and implementation 

of the webinars. After this first 2024 webinar we reached 337 stakeholders registered 

by the website (Figure 6). 

 

 

 

Figure 6. FACILITATE stakeholders register via website in May 2024 
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▪ Let’s FACILITATE Understanding the Secondary Use of Clinical Trial Data: 
perspectives from patients, clinicians, industry, and regulators. 

The second webinar has been realized next 11 of December 2024, with 341 registered 

participants and 130 attendees from 28 European and extra-European countries. 

Again, it was a roundtable open at the discussion with the public, with the aim of 

broadening knowledge on facilitation work but also on the meaning and importance of 

the secondary use of data. 

The first panellist, a Professor of Pharmacology at the University of Modena and 

Reggio Emilia, Former Director General of AIFA, and member of the CHMP of the 

European Medicines Agency (EMA) shared his unique perspective on the potential and 

challenges of secondary data use. The CEO of the Clinical Research Data Sharing 

Alliance, gained insights into how clinical trial data can be repurposed to advance 

medical research, improve patient care, and inform evidence-based decision-making. 

We heard from 2 patient advocates, the Director of ALAN Maladies Rares Luxembourg 

sharing his unique perspective on the secondary use of clinical trial data and its value 

for patients; the co-founder, and board member of Sjögren Europe (Portugal), brought 

invaluable insights from her experience as a patient and advocate, making her a vital 

voice in our discussion. We brought the perspective of 2 clinician into the conversation 

with, for example, the director of the Research Group of Institute of Biomedicine of 

Salamanca (IBSAL), Spain. He offered insights on the opportunities and complexities 

around using clinical trial data beyond its original purpose, helping us understand the 

clinical impact this approach can bring (Figure 7). 

 

 
 

Figure 7. Second Let’s FACILITATE public webinar on 11 December 2024 
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During the webinar, space was left for direct questions from participants to the speakers, 

who showed a broad interest in the topics discussed. The webinar recording can be 

accessed 

Concerning stakeholders’ involvement, now - December 2024 - we have a total of 410 

stakeholders enrolled through the website, which is a great substantial increase 

compared to 2023 (and May 2024). We expect a further increase in the coming period 

because of the webinar. The composition of our broader list of stakeholders, is diverse and 

includes representatives of: health technology assessment (HTA) bodies, patients' 

associations, individual patients, academic researchers and general researchers, software 

developers, European umbrella associations related to health, caregivers/relatives, 

educational and advocacy actors, pharma/biotech company, clinical research center, 

contract research organizations (CRO) representative, ethical body, regulatory expert, EU 

institution, health research authority, public involvement manager etc. 

 

Targeted communication work is realized via social media and other channels. Stakeholders 

are being directed to the FACILITATE website through communication about the project on 

social media, discussions at conferences and through publications about the project, as 

better described in Chapter 5. 

6. Stakeholder Discussion/engagement across WPs in 2024 

The different WPs carried out various stakeholder engagement activities closely related to 

their deliverables. Here are the main activities divided by WP. 

6.1 WP2 Legal and Data Privacy framework 

WP2 conducted a second online consultation with four EDC(B) members on November 18, 

2024, to gather their feedback on the development of the guidelines for ICF and privacy notice 

for RoIPD (D2.4). The discussion focused on the legal basis for RoIPD, the draft content of 

the ICF and privacy notice, and additional questions regarding the FACILITATE legal and 

ethical framework. WP2 also held a meeting with the Irish DPC on November 23, 2024, to 

further validate the proposed guidelines. The Irish DPC confirmed the suitability of using 

consent as the lawful basis for processing personal and the importance of having a distinct 

ICF and consent process to ensure that RoIPD is clearly separate from the clinical trial itself. 

As the outcomes reported in D2.7, both two consultations have provided valuable feedback 

on the work in progress of WP2 regarding RoIPD. 

  

In the upcoming year, WP2 does not foresee any other engagement activities with external 

stakeholders apart from being informed by the FACILITATE stakeholder groups. 

https://facilitate-project.eu/watch-the-webinar-understanding-the-secondary-use-of-clinical-trial-data/


  

 
 

© Copyright 2022 FACILITATE Consortium 29 

 
 

6.2 WP3 Ethics, standardization, and regulatory framework 

Informative and engagement activities have been conducted after the exploratory survey on 

patient’s perception and trust about Return of data (ROD) for clinical trial data (in 

collaboration with WP6). Specifically, as detailed in chapter 4, a series of stakeholder 

consultations have been conducted over the months of November (with DAG+ and clinicians) 

and of December 5th (with pharmaceutical companies). Based on the results of the survey 

and of these discussions, a paper is currently under development.  

A second batch of activities refers to D3.3 Ethical standards and guidelines No. 1: Return of 

individual participants’ data, and the D3.4 Ethical standards and guidelines No. 2, that has 

the overall aim to improve where possible the ethical principles and initial recommendations 

set out in D3.3. Both deliverables have been updated with input received from consultations 

in previous months and have been shared with the other working packages of FACILITATE 

to keep them informed and gain useful feedback. 

6.3 WP4 Platform architecture design and requirements 

In 2024, a few project conferences and HL7 Europe events have been attended (by ODY) to 

keep up to date with on-going developments and try out relevant prototypes for the 

FACILITATE RoIPD and SU use-cases. An important example in point was the IPS 

connection during the HL7 Europe WGM in Athens in January 2024, which focused on a 

prototype for IPS (International Patient Summary) data sharing leveraging HL7 FHIR and 

Smart Health Link technology. 

In continuation of 2023, ODY participated in the first half of the year in the OHDSI CTWG 

(Clinical Trial Working Group) working on mapping CDISC SDTM data made available to this 

community by PHUSE and C-Path.  

Throughout the year, WP2 connected with several XpanDH, Xt-EHR and xShare project 

events and its participants working on the European EHRxF (European Electronic Health 

Record Exchange Format). 

6.4 WP5 Interoperability and standardization stakeholders’ engagement 

In 2024, a few project conferences and HL7 Europe events have been attended to keep up 

to date with on-going developments and opportunities for the FACILITATE RoIPD and, 

initially, SU use-cases. In the context of WP5, events with interoperability experts and SDOs 

(Standards Developing Organizations) relevant to FACILITATE were: 

▪ the Athens Digital Health Week 15-18 January 2024, including the HL7 Europe WGM, 

EuroVulcan2,  

▪ and the FHIR Marathon, including connection sessions around the IPS (International 

Patient Summary). 

This event also hosted an X-share event which explained the effort around the Yellow Button 
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(download functionality of EHR data for patients, still relevant to FACILITATE) and work 

planned around the IPS-R (Research) specification (relevant to the SU use-case). 

Throughout the year, ODY has engaged on-and-off in conversations with interoperability 

experts and SDOs like CEN/TC 251 Health Informatics, CDISC, and the Pistoia Alliance with 

specific questions on the status and expectations for Clinical Trials and Life Sciences 

research or EHDS developments.   

7. Communication and dissemination strategy 

As previously described in more detail in deliverable D6.5, to provide a comprehensive 

communication and dissemination plan for 2024, different consultations inside the consortium 

were carried out at the end of 2023.  

1. a dedicated workshop supervised by WP6 had been organized at the 2nd General 

Assembly (GA) held in Bordeaux, on 14-15 December 2023, with the aim of enhancing 

consortium involvement in FACILITATE dissemination activities. The workshop 

discussion suggested the need for:  

• improving the consortium's internal communication, with the addition of tools to 

deepen the topics covered in FACILITATE  

• intensifying stakeholders’ outreach on the website and social media through 

user-friendly and multilingual tools by target audience (4 groups of 

stakeholders: patient, clinician, pharma, regulators; tools: publications in plain 

language, infographics, questions & answers, factsheets, glossary, etc.)  

• promoting training for stakeholders on the topics covered in FACILITATE, 

particularly those related to clinical trials, types of data, return of individual data 

to participants, secondary use of data, informed consent, etc.) with dedicated 

webinars, videos, and podcasts.  

• continuing updating the website with news, events, animated informational 

videos about the project, short articles in lay language, newsletters, etc. 

2. In December 2023, an online survey for Consortium members had been implemented 

with the purpose to outline a communication strategy from legal, ethical, technological, 

and stakeholder engagement perspectives, fostering FACILITATE communication for 

2024.The survey’s analysis proposed different actions to enhance stakeholders’ 

engagement and communication. The main suggestions included:  

• The proposal of new public general webinars to update on main topics related 

to return of CT data and secondary use with stakeholders’ voice  

• The organization of meetings/consultations for the different groups of 

stakeholders (patients, clinicians, pharma, and regulators).  

• The definition of topics of interest to be explored for targeted audience of 

stakeholders in plain language and translated into the main European 

languages.  
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• The participation in training courses and meetings for general stakeholders, 

external to the 4 groups (for instance, EU patients’ rights day, MRCT webinars, 

PFMD events, TransCelerate initiatives, PEOF conference, etc.).  

• Planning FACILITATE achievements’ presentation in the next international 

conferences.  

• Publishing scientific articles on peer reviewed journals, and multilingual articles 

in plain language about clinical trial data sharing and related topics on 

FACILTATE website.  

3. Finally, the evaluations of the effectiveness of the activities carried out during the 

previous year that emerged from the monthly meetings of the WP6 working group were 

considered, with the proposals of new tools for stakeholders’ involvement. This internal 

WP6 evaluation and the analysis of the outcomes in terms of engagement and 

empowerment of participants in clinical trials (CT) highlighted the need to strengthen 

some of the activities already underway and to implement new ones. In particular, the 

need was highlighted to: 

• enhance the involvement of stakeholders, particularly CT participants, on the 

issues of responsible data sharing, to improve qualitative and quantitative 

analysis on the needs and expectations related to the return of CT individual 

data and the secondary use of CT datasets. 

• further increase dissemination of project results through publication of scientific 

articles in peer reviewed journals and participation in local, national, and 

international public events dedicated to patient-centeredness in clinical 

research. 

• facilitate patient access to responsible CT data sharing topics through the 

FACILITATE website, with tools in plain language and translated into major 

European languages (from English to Italian, French, Spanish, German, 

Serbian, Dutch, etc).  

In the light of the overall considerations, a communication and dissemination strategy for 

2024 had been developed (those identified by the red star sticker are the new activities 

proposed for 2024) (Figure 8, Table 1).  

7.1. Website restyling and updating 

At its launch, the FACILITATE website was designed with a static format, with information 

content on the project, its objectives, phases, mission, partners, and stakeholders’ typology, 

with a special focus on the voice of the patient, which had a dedicated page. 

Starting in 2023, an initial reorganization of the Home page and the News and Events page 

was carried out, to highlight the new tools and the latest updates of the project and to dedicate  
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Figure 8. 2024 Communication and Dissemination Plan: timeline of main activities 

Activities already underway 

• Website updating  

• Social media  

New activities planned for 2024  

• Website restyling  

• Public Deliverables  

• Publications on peer reviewed journals 

• Glossary for patient (second part) 

• Poster with QR code 

• News 

• Newsletters (brief and interactive version) 

• Events 

• Podcasts 

• Public Webinars 

• Let’s FACILITATE report (ex-Newsletter long version) 

Internal Communication 

• Consortium Newsletter 

• Publication Corner  
 

Table 1. List of Communication and dissemination activities planned for 2024 
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its own section to news, newsletters, meetings, and events etc., to be updated regularly. To 

make people more aware of the impact of FACILITATE on health and research, to increase 

their knowledge about the world of clinical trials and data sharing, and to let them know the 

exact meaning of project-related terms we needed to provide patients with additional tools 

and make the website more easily accessible. Therefore, at the beginning of 2024, we 

modified and/or added more sections:   

- the Home page was made dynamic, with highlights on the latest news (news, webinars, 

publications, glossary, podcasts, and newsletters) and content structured in such a way 

as to be more easily accessible by a wide audience (Figure 9). 

 

 
 

Figure 9. Homepage restyling 

 

- the Resources page, leading to the main deliverables, the publications, the glossary, and 

some new multilingual tools for patients and clinicians (posters, brochures, and flyers). 

- the News and Events page, where all materials concerning communication to 
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stakeholders are regularly published: news, events, webinars, podcasts, newsletters, and 

press releases, all in plain language for a general audience and regularly updated (Figure 

10).  

Some statistics was regularly carried out to verify the number of stakeholder accesses to the 

website. Currently, the number of annual accesses exceeds 11,000 (Figure 11). 

 
 

 

 

Figure 10. Resources and News and Events Content reorganization 

 

 
 

Figure 11. Statistics of website access 

7.2 Resources section 

The Resources section leads to the main deliverables, the publications, the second part of 

the glossary. In January 2025 it will include some new multilingual tools for patients and 

clinicians (see below multilingual posters, flyers, and brochures).  
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7.2.1 Main Deliverables 

The Main Deliverables page contains all the public FACILITATE deliverables approved 

by IHI so far (Figure 12) 

 

 

 

 

Figure 12. Main Deliverables page 

7.2.2 Glossary (second part) 

Although there are several plain language glossaries dedicated to clinical trials (a relevant 

example being the MRCT glossary that currently has done a huge amount of work 

https://facilitate-project.eu/main-deliverables/
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collaborating with National Cancer Institute Thesaurus NCI thesaurus), we wanted to delve 

into the not-so-easy-to-understand terms that most recur on our website that are related to 

clinical trial data return to participants, secondary use, CT data sharing and patient-

centeredness. Thus, a Glossary for patients (Figure 13) was launched last year with the first 

20 terms, structured like described below (definition of the term with its source, infographics, 

synonyms, more glossaries (More resources), in-depth articles and useful tools (to go in 

depth). 

A second part of the glossary has been realized in 2024 by a collaborative working group 

including UNIMORE, Cittadinanzattiva (ACN) and EUPATI Italy. This new section - to be 

published at the beginning of 2025 – will contain 35 new key terms concerning clinical trial 

data sharing and reuse and patient-centeredness, which will be added to the other 20 terms 

already published on the website. The work followed the procedure outlined below: 

- Selection of key terms 

- Work on the selected terms, choosing the best definitions from different sources 

- Approval of definitions and entire content with insights by UNIMORE/ACN/EUPATI 

group. 

- Submission of glossary to the Communication Working Group (CommWG) for 

Consortium approval and integration of comments 

- Submission of the final document for publication on the website (January 2025) 

Among the main sources: MRCT already mentioned, the National Cancer Institute 

Thesaurus in addition to the glossary of CDISC, the clinical trial data standardization 

organization, along with other relevant institutions. 

A third part with 30 more terms is planned for next year, and at the end of the project we 

expect to have a glossary including about 80-90 terms. 

 

 
 

Figure 13. Glossary on clinical trial data sharing and secondary use 

  

https://facilitate-project.eu/glossary/
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7.2.3 Peer reviewed publications 

The Publications page contains the peer-reviewed papers published by FACILITATE on 

relevant journals (6 so far and 2 ready to be submitted for publication) (Figure 14). 

1. Staunton C et al. Ethical framework for FACILITATE: a foundation for the return 

of clinical trial data to participants. Front Med 2024; 11:1408600 

2. Frimpong E et al. Need for Speed: Leveraging the Power of Functional Encryption for 

Resource-Constrained Devices Peer-reviewed Epublication, presented at the 9th 

International Conference on IoT, BigData and Security (IoTBDS’24) 

3. Staunton C et al. Ethical and social reflections on the proposed European Health Data 

Space European Journal of Human Genetics. 2024;32: 498-505 

4. Biasotto R et al. Public Preferences for Digital Health Data Sharing: Discrete Choice 

Experiment Study in 12 European Countries. J Med Internet Res 2023; 25: e4706 

5. Blom JMC et al. The nexus of social alliances and diverse moral domains: a bedrock 

for participatory clinical research. Front Med 2023; 10:1250247 

6. Mascalzoni D et al. Ten years of dynamic consent in the CHRIS study: informed 

consent as a dynamic process European Journal of Human Genetics. 2022; 30:1391-

1397 

 

Figure 14. Peer-reviewed articles published on the website 

7.2.4 Multilingual tools: Poster, Brochure, and Flyer 

To increase stakeholders’ interest, ensuring participation of all patients and caregivers and 

including vulnerable populations, a poster, and a flyer available in several European 

languages has been developed (Figures 15, 16). These materials feature a dynamic QR 

code that directs users to a brochure, which highlights the main FACILITATE topics in the 

corresponding language (Figure 17). All these information tools are designed with health 

literacy considerations in mind, including accessible fonts and formats to accommodate 

individuals with disabilities. 

For participants seeking more detailed information about the project, another QR code on 

https://facilitate-project.eu/category-publications/
https://facilitate-project.eu/staunton-c-et-al-ethical-framework-for-facilitate-a-foundation-for-the-return-of-clinical-trial-data-to-participants-front-med-2024-111408600/
https://facilitate-project.eu/staunton-c-et-al-ethical-framework-for-facilitate-a-foundation-for-the-return-of-clinical-trial-data-to-participants-front-med-2024-111408600/
https://facilitate-project.eu/glossary/clinical-trial-data/
https://facilitate-project.eu/frimpong-e-et-al-need-for-speed-leveraging-the-power-of-functional-encryption-for-resource-constrained-devices-peer-reviewed-epublication-presented-at-the-9th-international-conference-on-iot-bigda/
https://facilitate-project.eu/frimpong-e-et-al-need-for-speed-leveraging-the-power-of-functional-encryption-for-resource-constrained-devices-peer-reviewed-epublication-presented-at-the-9th-international-conference-on-iot-bigda/
https://facilitate-project.eu/frimpong-e-et-al-need-for-speed-leveraging-the-power-of-functional-encryption-for-resource-constrained-devices-peer-reviewed-epublication-presented-at-the-9th-international-conference-on-iot-bigda/
https://facilitate-project.eu/staunton-c-et-al-ethical-and-social-reflections-on-the-proposed-european-health-data-space-european-journal-of-human-genetics-202432498-505/
https://facilitate-project.eu/staunton-c-et-al-ethical-and-social-reflections-on-the-proposed-european-health-data-space-european-journal-of-human-genetics-202432498-505/
https://facilitate-project.eu/journal-of-medical-internet-research-public-preferences-for-digital-health-data-sharing-discretechoice-experiment-study-in-12-european-countries/
https://facilitate-project.eu/journal-of-medical-internet-research-public-preferences-for-digital-health-data-sharing-discretechoice-experiment-study-in-12-european-countries/
https://facilitate-project.eu/frontiers-in-medicine-the-nexus-of-social-alliances-and-diverse-moral-domains-a-bedrock-for-participatory-clinical-research/
https://facilitate-project.eu/frontiers-in-medicine-the-nexus-of-social-alliances-and-diverse-moral-domains-a-bedrock-for-participatory-clinical-research/
https://facilitate-project.eu/mascalzoni-d-et-al-ten-years-of-dynamic-consent-in-the-chris-study-informed-consent-as-a-dynamic-process-european-journal-of-human-genetics-2022-301391-1397/
https://facilitate-project.eu/mascalzoni-d-et-al-ten-years-of-dynamic-consent-in-the-chris-study-informed-consent-as-a-dynamic-process-european-journal-of-human-genetics-2022-301391-1397/
https://facilitate-project.eu/mascalzoni-d-et-al-ten-years-of-dynamic-consent-in-the-chris-study-informed-consent-as-a-dynamic-process-european-journal-of-human-genetics-2022-301391-1397/
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the information sheet links directly to the FACILITATE website, which is currently available 

in English. So far, 6 versions have been realized, in English, Italian, German, Spanish, 

French and Serbian (the layout of the latter three is in progress). As part of the pilot project, 

the Italian poster will be displayed in Italian at hospitals in Modena, while flyers will be 

distributed at pharmacies and family doctors' surgeries across the city. The QR code 

embedded in these materials will enable statistical analysis, offering detailed insights into 

the number of accesses to the three resources, along with information on locations and 

access times. Posters, Brochures, and Flyers will be available on the website and 

downloadable from January 2025.  

 

A dedicated page entitled “Multilingual tools” in the Resources section will be set up, 

organized in two branches: one for the clinician and one for the patient. The first branch will 

contain the posters and flyers in the different languages to be displayed in the defined 

locations (hospitals, pharmacies, family doctors’ surgeries, etc). The second will contain the 

brochures available for patients to access key project information in their own language. The 

availability of these multilingual tools will be highlighted on the home page and through 

newsletters, news, and social media. 

 

To ensure the widest possible dissemination of these multilingual tools to all stakeholders, 

particularly patients, an ad hoc campaign has been planned for next year with the 

involvement of institutions and patient associations directly or indirectly linked to the project 

(see 2025 Communication and dissemination plan). 

 

 
 

Figure 15. Poster with QR code in English (A), German (B), Italian (C) 
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Figure 16. Flyer with QR code in German (A), English (B), Italian (C) 
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Figure 17. English version of the Brochure with QR codes 

7.3 News and Events section 

7.3.1 News 

The News page contains the main insights concerning FACILITATE, directly or indirectly 

(Figure 18): participation in national and international congresses, organization of 

dissemination events (training courses, focus groups), reporting of events of entities with 

which FACILITATE collaborates, publications of interest to the project, webinars etc. 

 

 
 

Figure 18. News page on the website 

  

https://facilitate-project.eu/category-news/
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7.3.2 Congress and Events Calendar 

The Congress and Events page contains the updated calendar with major events of interest 

reported by project partners and/or identified by editorial staff. The Calendar provides 

access to a summary page with all event information and a link to the event website (Figure 

17). The page is updated regularly. 

  

Figure 19. Events page (sx) and calendar (dx) on the website 

7.3.4 Meetings’ and events’ participation by FACILITATE members in 2024 

A procedure has been put in place to facilitate the supervision of the Consortium's 

communication and dissemination activities, as reported in D6.5. The list below summarizes 

the main international events (European and non-European) in which consortium members 

participated as FACILITATE ambassadors.  

 

• 11 December 2024. Let’s FACILITATE online Webinar 2024 Understanding the 

Secondary Use of Clinical Trial Data: perspectives from patients, clinicians, industry, 

and regulators 

• 20-21 November 2024. The European project FACILITATE has been showcased by 

Nadir Ammour, co-leader of the FACILITATE project, at the 10th annual Clinical 

Monitoring & Patient Recruitment Retention Summit in Barcelona, with the topic: 

Advancing Patient Centric Clinical Trials: the case of IHI FACILITATE, returning 

clinical trial data to patients. 

• 13-16 November 2024. At the 42nd National Congress of the Italian Society of 

Pharmacology, which was held in Sorrento, Italy Veronica Rivi, from the Department 

of Biomedical, Metabolic and Neuroscience Sciences at UNIMORE and a member of 

FACILITATE, presented a poster entitled ‘Embracing the healthcare digital revolution: 

pioneering an ethical and legal framework for clinical data return’. 

• 29-30 October 2024. Johanna Blom, UNIMORE, and Nadir Ammour, Sanofi – 

https://facilitate-project.eu/events/
https://facilitate-project.eu/wp-content/uploads/2024/09/D6.5_Stakeholder-Engagement_Report_2.pdf
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FACILITATE Deputy Coordinator and Co-leader, respectively, have been invited to 

present the project achievements at the SCOPE Europe 2025 Summit in the multi-

speaker panel: Innovation in Patient Engagement 

• 18 October 2024. Stefania Piras, EUPATI Italia, Accademia del Paziente Esperto, 

presented FACILITATE project at the meeting Health iconography Medical Humanities 

Festivals, Engagement of patients and caregivers in R&D which took plase in 

Alessandria, Italy. Her speech has been hosted in the Panel session “Transparency 

and collaboration: The Patient at the Center of Clinical Research. 

• 18-20 September 2024. At the 9th Conference of the European Association of Health 

Law, held at the University of Warsaw, Wenkai Li, researcher from Vrije Universiteit 

Brussel (VUB), delivered a presentation titled “Rethinking individual autonomy in the 

secondary use of health data for research: A legal and ethical analysis on informed 

consent”. 

• 16-18 September 2024. At the Clinical Research as A Care Option (CRAACO) 

Conference held in Philadelphia, Nadir Ammour, Global Lead, Clinical Innovation & 

External Partnerships, Sanofi and co-leader of the FACILITATE project, was the guest 

speaker in the panel Returning Participant's Individual Clinical trial Data.  

• 20 June 2024. Marta García Manrique, R&D. Chief Patient Officer in Servier and 

representative in the FACILITATE consortium, presented the main features of the IHI 

project at the “Patient Centricity & Engagement Conference” in London. 

• 16-20 June 2024. IHI-FACILITATE project had a prominent space among the efforts 

devoted to responsible data sharing at the 2024 Drug Information Association (DIA) 

Global Annual Meeting hosted in San Diego, with the active participation of Jean 

Sposaro (BMS) and David Leventhal (Pfizer). 

• 11 June 2024. Pawel Wrona, Neurology Specialist at the Jagiellonian University 

Krakow, Poland, participated to the 10th Conference for the International Clinical Trials 

Day, Warsaw  

• 19 April 2024 Let’s FACILITATE Public Webinar. Increasing stakeholder 

engagement and empowering participants to FACILITATE the effective return of 

clinical trial data  

• 20-22 March 2024. The return of individual data to clinical trial participants as a 

means of patient empowerment was once again featured at the annual Patients as 

Partners in Clinical Research US Conference, which took place in Philadelphia. 

• 28 March 2024. Overview of TransCelerate’s Individual participant Data return 

(iPDR) Package, with the presentation of a comprehensive set of materials that 

provide general considerations to enable data return to clinical study participants. 

• 11-12 March 202. Pawel Wrona, Neurology Specialist at the Jagiellonian University 

Krakow, Poland, participated to the European Life After Stroke Forum in Dublin, 

Ireland 
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7.3.5 FACILITATE step-by-step podcasts series 

Another tool developed to explain the role of FACILITATE, its impact on health and research, 

and the benefits to different stakeholders was a series of video podcasts entitled FACILITATE 

step-by-step (Figure 20). The first three episodes of our podcast series are available on the 

website in the Podcasts’page. In straightforward, easy-to-understand language, speakers 

explore what FACILITATE means - focusing on how clinical trial data is returned to 

participants in a legal, ethical, and patient-centered way within a collaborative ecosystem 

(Figure 21). 

 

 
 

Figure 20. Podcast page on the website 

 

 

 

Figure 21. FACILITATE step-by-step series: presentation of the first three episodes 

https://facilitate-project.eu/category-podcasts/
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7.3.6 Podcast infographic 

To make rather complex themes more comprehensible and focus the listener's attention on 

the key concepts of FACILITATE, in each podcast, the speaking voice was accompanied by 

a simple, cartoon-style infographic, with dialogues and animated effects (Figure 20). 

 

  
 

Figure 22. An example of animated infographic realized for FACILITATE podcasts 

7.3.7 Let’s FACILITATE: a newsletter for stakeholders 

At the end of the year 2023, at the General Assembly meeting in Bordeaux and thanks to 

face-to-face discussions with the consortium members on the means of communication, it 

was decided to change the format of the biannual newsletter for stakeholders to a more 

interactive and streamlined medium. In order not to lose information content that was 

nevertheless considered interesting, the old format was transformed into a larger annual 

report with a similar editorial plan as before (see Let’s FACILITATE annual report for 

stakeholders ahead).   

In February 2024, a new semi-annual newsletter format (3 pages) was launched for 

stakeholders with the link to the main news from the project, to be sent to consortium 

members, registered stakeholders, IMI-IHI, EDC and SAB members, etc. (Figure 23).  
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Figure 23. Short newsletter format for stakeholders (February 2024 issue) 

 7.3.8 Webinars  

The two webinars conducted in 2024 and described above (for details, see chapter Level II 

& Level III - Wider Stakeholder groups, above) can be viewed on the webinars page. 

7.4 Social media: LinkedIn and Instagram 

Special effort has been devoted to strengthening communication through social media. The 

two currently active mediums - LinkedIn and Instagram – has been enriched with new content 

to engage stakeholders (Figure 24). The goals of FACILITATE, its social impact, benefits for 

different stakeholders, and challenges and opportunities for clinical research have been 

gradually explained. An important contribution was the publication of terms from the Glossary, 

which aimed to involve the audience in FACILITATE topics. Currently the project has 372 

followers on LinkedIn and 52 on Instagram. The number is still low on Instagram, but we are 

planning in the coming year an ad hoc campaign in cooperation with the patient associations 

of EUPATI Italia-Accademia del paziente esperto and Cittadinanzattiva (ACN) to increase 

our followers. 

 

https://facilitate-project.eu/category-webinar/
https://www.linkedin.com/company/imi-facilitate/posts/?feedView=all
https://www.instagram.com/facilitate.project/
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Figure 24. FACILITATE social medium: LinkedIn (left) and Instagram (right) 

7.5 Let’s FACILITATE: annual report for stakeholders 

As mentioned above, it was thought to use the old newsletter format to offer stakeholders 

an annual report on the Project - the Let's FACILITATE report - to be posted on the 

website in January-February 2025. In addition to containing an update on the main 

FACILITATE activities, two sections are provided - Where we are and Focus on -, where 

topics directly or indirectly related to the project are discussed (Figure 25). 

 
 

Figure 25. Let’s FACILITATE report: editorial plan for the January 2025 issue 
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7.6 Internal Communication 

7.6.1 Consortium Newsletter 

Comprehensive update of FACILITATE activities to all consortium members made use of 

semestral newsletters (2 issues, May 2024-December 2024). This newsletter is for internal 

use only and is sent by email to the entire consortium. 

 

 
 

Figure 26. Consortium Newsletter frontcover  

7.6.2 Publication Corner 

A space at each Steering Committee meeting, called Publication Corner, with the objective to 

review and discuss on FACILITATE dissemination products (publications on peer reviewed 

journals, presentation to meetings, contribution to round tables, etc.) has been implemented 

to track, follow up and plan the communication strategy. A folder has been created ad hoc in 

TEAMS (Publication Corner) to store documents and literature reviews. 

https://unimore365.sharepoint.com/:f:/r/sites/FACILITATE-IMI/Documenti%20condivisi/Communication%20and%20Dissemination%20Tools/Publication%20Corner?csf=1&web=1&e=CnFvri
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7.6.2 Other 2024 activities related to communication and dissemination 

Throughout the year, the communication media for the dissemination of the project at 

national and international events have been regularly updated. They were available to 

the entire consortium (general slide deck on FACILITATE, flyers, roll-ups) with the 

changes and integrations that were gradually requested (new logos, new partners, new 

information etc.) and prepared presentations with specific content for the partners who 

requested them. 

7.7 General considerations  

Not all the initiatives that were suggested by the workshop and the survey at the end of 2023 

have been realized in 2024, partly due to the high resources required for their implementation. 

Nevertheless, the activities carried out this year - from the second part of the glossary to the 

multilingual posters and brochures - allowed us to learn new approaches, establish new 

collaborations inside and outside the consortium, collect useful materials for the design of 

new media, and think of new tools to strengthen stakeholder involvement. No less important, 

the Mid-Term evaluation of FACILITATE in June was a useful opportunity to rethink the 

communication plan for the end of the project, especially in terms of: 

- implementation of inclusive communication tools, which allow participation for all 

patients and caregivers, including vulnerable populations 

- feedback from stakeholders and patient empowerment and engagement 

- empowerment of patients on the issue of data return 

- engagement with EU data sharing projects 

In the light of these considerations, communication and dissemination proposals have been 

planned for 2025, to be realized together with the activities already in progress and those 

postponed from 2024. 

7.8 2025 Communication and Dissemination plan  

A communication and dissemination strategy has been developed for 2025 (the red star-

symbol represents newly implemented activities) (Figure 27). The new proposals have 

patients’ empowerment and inclusivity as a key objective, aiming to make the project known 

to the widest possible audience. The common denominator is the creation of patient tools in 

an easy-to-understand language and format, all translated into the main European languages 

(from English to Italian, German, French, Spanish, Serbian, Dutch). 
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Figure 27. Timeline of the communication activities planned for 2025 

 

The plan includes the following actions:  

- Monitoring stakeholder access to FACILITATE project, particularly to website and its 

specific sections, with the aim of focusing communication efforts on the tools with the 

greatest interest. 

- Strengthening the interaction with European and non-European entities active on 

FACILITATE related topics (e.g., MRCT, TransCelerate, CISCRP, EHDS, etc...), to 

implement collaborative communication and dissemination activities. 

- Continuing the activities already underway, which have proven successful in terms of 

project communication, improving the quality and frequency of information if 

necessary. 

• Regular updating of the website and some restyling 

• Newsletters, internal for the Consortium and external for stakeholders with major 

updates  

• News on topics directly or indirectly related to the project  

• Publication of informative social media posts  

• Publication of articles in peer review journals (opinion papers, white papers, 

guidelines, original articles, etc.) 

• Publication of FACILITATE public deliverables on the website 

• New podcasts dedicated to legal framework, technological process for CT data 

return, secondary use of CT data and informed consent 

• Glossary with new terms pertaining to CT and responsible data sharing (third part) 

 

- Implementing new activities and tools aimed at strengthening active patients’ 
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participation and discussion on return of CT data to participants, in plain language and 

translated into major European languages (English, Italian, French, Spanish, German, 

Serbian, Dutch) to grant the access to the widest possible patients’ population. New 

proposals include: 

• Voice of Patients: A series of multilingual short articles and/or infographics for the 

website, dedicated to a general audience regarding the main topics on responsible 

CT data sharing and ethical issues (Figure 28). These plain language articles will 

be designed in an easily accessible format and selected fonts and will be 

accompanied by appropriate iconography to allow for the greatest possible 

inclusiveness. The articles will be published in the Voice of Patients page on the 

website and highlighted in the Home page. 

 
 

Figure 28. Some topics of interest on CT data sharing for the Voice of Patients section 

 

• Multilingual Publication extracts: Short summaries in plain language from 

FACILITATE peer-reviewed publications (research articles, opinion paper, 

guidelines, etc.), available into at least 6 European languages. As for the short 

articles described above, these extracts will be designed in an easily accessible 

format and selected fonts and will be accompanied by appropriate iconography to 

allow for the greatest possible inclusiveness. They will be published in the Voice of 

Patients page on the website and highlighted in the Home page. 

• Questions and Answer: A series of Q&A related to the project, organized by 

topics (role of stakeholders in the project, Clinical trial data return to participants, 

Informed Consensus, Legal issues, Ethical principles, etc.). Infographics will be 

realized to provide easy-to-understand information. 

• Infographic: Some graphical presentation of concepts, data, information related 

to FACILITATE and responsible CT data sharing in 6 different European languages 

https://facilitate-project.eu/voice-of-patients/
https://facilitate-project.eu/voice-of-patients/
https://facilitate-project.eu/voice-of-patients/


  

 
 

© Copyright 2022 FACILITATE Consortium 51 

 
 

• Animated videos on Return/reuse of CT Data. One or two short multilingual (6 

main languages) animated videos on 

o  FACILITATE role in return of individual CT data to participants. 

o Its impact on stakeholders’ life/work 

• Video-interviews to stakeholders. A final video with short interviews with 

stakeholders (clinicians, patients, pharma representatives, regulators) on the impact 

FACILITATE could have on their life/work and what critical aspects still need to be 

addressed. 

• Other: All activities related to Communication and Dissemination that will be 

necessary to achieve the objectives of the four final deliverables of WP6 (D6.7, D6.8, 

D6.9, D6.10) (See Chapter below. 

8 2025 Strategic plan for developing recommendations and 

training guidelines (D6.7 - D6.8 - D.9) 

As foreseen in the Grant Agreement, next year will most focus on the following activities, with 

proposed actions to implement them: 

8.1. Developing Training Documentation and Recommendations (Task 6.3) 

Lead: Active Citizenship Network (ACN); Partners: EUPATI Italy, EURORDIS, UNIMORE, 

EURAC, ABV, TAK; Timeline: Months 42–48. 

 

1.1 Recommendations (Subtask 6.3.1); this subtask will produce two main deliverables: 

 

a). Recommendations Document D6.7: 

- Focused on overcoming the barriers and discrepancies between GDPR and ethical 

guidelines across EU Member States. Designed also as an advocacy tool for patients and 

their associations, culminating in a “Manifesto for the Right to Access Clinical Trial Data”. 

Manifesto Goals: 

• Provide accurate information. 

• Increase awareness and understanding of the issue. 

• Empower civic and patient associations, support healthcare systems, and advocate 

for healthcare professionals. 

•  

Planned Actions for Implementation: 

- During the General Assembly in Madrid (January 2025), we will conduct a brainstorming 

session to outline key elements of the Manifesto. 

 -  Internal and external consultations: 

• Regular discussions with project partners and targeted external consultations 
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• Engagement with patient and civic associations for feedback. 

- Drafting the recommendations and Manifesto: 

• Assign task leads to structure and refine content collaboratively. 

-Outreach to civic and patient associations: 

• Goal: secure endorsements from at least 30 associations not already involved in the 

prototype process. 

Actions: Host dedicated webinars, distribute targeted email campaigns, and use social 

media platforms to explain the Manifesto’s importance. 

Involve IMI Board and EFPIA representatives to ensure broad institutional reach. 

 

a.  D6.8 Workshop to present results: 

Presentation to European Institutions and all the stakeholders: 

Event: organize an advocacy event/ a final workshop within the framework of the MEPs 

Interest Group on “European Patients’ Rights and Cross-border Healthcare,” promoted by 

ACN to share the Manifesto and project outputs with the broader healthcare and patients’ 

community.  

8.2. Developing Training Guidelines (Subtask 6.3.2) 

Lead: EUPATI Italy - Deliverable: D6.9 

This subtask focuses on creating training guidelines in accessible, plain language to address: 

1. Facilitate Prototype Process: 

• overview of its functionalities and use cases. 

• implementation planning (linked to WP7). 

2. Educational Tools: 

• Topics: Informed consent, data sharing, and their importance in accelerating drug and 

medical device development. 

• Target audience: Patients, physicians, and the public to raise awareness about 

personal data management and reuse. 

  

Planned Actions for Implementation: 

 

Content Development: 

o Collaborate with project partners to identify key topics and ensure materials are aligned 

with WP7. 

o Integrate user-friendly formats like infographics, and FAQs to make materials widely 

accessible. 

 

Stakeholder Consultations: 

o Engage with patients, physicians, and patient associations to refine educational materials 

and ensure they address real-world needs. 
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Pilot Testing of Guidelines: 

o Organize groups consultations or webinars to test materials with a sample audience. 

 

Dissemination: 

o Share finalized guidelines through project networks, partner websites, and public events. 

o Develop targeted messaging to promote training materials and educational tools across 

Social Media: 

With these actions, we aim to ensure the effective delivery of Task 6.3 outputs, fostering 

better understanding, awareness, and empowerment around the secondary use of clinical 

trial data. 

9 Conclusions 

The stakeholders’ engagement & communication activities carried out in 2024 have 

advanced the project’s objectives by fostering collaboration, gathering critical input, and 

disseminating results effectively. The structured engagement approach included 

consultations, surveys, and public events, which have enriched the project's reflections and 

shaped its outputs. 

Discussions with expert stakeholder groups directly informed the project’s deliverables and 

provided a strong foundation for future work. One highlight was a survey on the key theme of 

TRUST, involving over 320 participants. This confirmed the importance of an ethical, patient-

centred approach to data management, aligning with stakeholders' expectations. 

Public webinars also played a vital role, attracting around 400 registrations each and 

demonstrating their effectiveness in raising awareness about data return and secondary use 

in clinical trials.  

The project’s communication efforts also contributed to stakeholder engagement, with the 

FACILITATE website now boasting 410 registered stakeholders and the LinkedIn profile 

reaching nearly 380 followers. Diverse communication materials - including glossary, 

podcasts, multilingual posters and brochures, and peer-reviewed articles - helped convey the 

project’s goals and progress to a broad audience. 

Patients’ empowerment and inclusivity are key objectives of our present and future 

communication and dissemination strategy, providing patients with new tools in an easy-to-

understand language, and formats adapted to visible and invisible disabilities, available into 

the main European languages (from English to Italian, German, French, Spanish, Serbian, 

Dutch). 

These endeavours underscore the vital connection between stakeholder engagement and 

effective communication. 
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Building and continuing working on the 2024 successes, the upcoming year will also focus 

on Task 6.3, dedicated to developing training documentation and recommendations. Key 

planned activities include:  

- drafting a "Manifesto for the Right to Access Clinical Trial Data" and presenting it and 

project outcomes during an advocacy event within the MEPs Interest Group on 

"European Patients' Rights and Cross-border Healthcare." 

- designing, testing, and disseminating plain-language materials on informed consent, 

data sharing, and the FACILITATE process. 

These efforts will further strengthen the FACILITATE project's impact and prepare the 

groundwork for its final outcomes. 
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10. Appendix 1  

10.1 Survey The role of trust in Return of Data (RoD) from clinical trials: 
results  
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