










Infrastructure, AI potential, and implementation barriers 
The digital infrastructure in healthcare is widely regarded as outdated and insu� iciently supportive of innovation. To enable progress, 
interconnected data, clearly defined responsibilities, and structures are required that not only avoid hindering innovation but actively 
promote it.

Opportunities enabled by AI 
and digital solutions

Patient matching, site selection and study design can be 
significantly improved through AI-based ‘research agents’ and 
semantic data analysis.

Overcoming language barriers with AI, present study content in 
lay-friendly terms, and reduce dropout rates through continuous 
communication.

Automated feedback a� er study completion can help build trust 
and create learning loops within the system, for example through 
personalized result reports.

AI-supported tools hold particular potential to improve the 
e� iciency of identifying suitable clinical studies, support clinical 
decision-making, and enhance communication between physicians 
and patients. This potential lies especially in their integration into 
general practitioner and specialist systems, for example through 
structured data collection and algorithmic recommendations 
during initial consultations.

Systemic preconditions 
for change

Low-threshold certification paths, e.g. for platform providers 
in the C5 context (C5 defines minimum requirements for secure 
cloud computing).

Binding technical standards and API requirements for hospitals 
and IT systems.

State-supported incubators to help start-ups develop early 
pilot applications.

Responsibilities and clear accountabilities, e.g. for data access 
and interoperability.

Several participants expressed concern that Germany and 
Europe may fall behind internationally if processes are not 
simplified, competencies consolidated, and practical models 
actively supported.
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Findings across both interview series
The perspective of innovation-driven industry and technology-
oriented stakeholders in healthcare reveals a consistent picture. 
AI is no longer an optional topic for the future but a necessary 
technology to improve clinical study processes and doctor-
patient-communication. Interviewees emphasized that patients 
must be empowered to understand and use their own data, 
which requires accessible and well-designed digital tools. 
Physicians should likewise be supported, for instance through 
intelligent so� ware capable of indicating during the initial 
consultation whether a patient qualifies for a study.

From the cross-industry perspective, the main challenges lie 
not in the technology itself but in its practical implementation. 
Undefined responsibilities, limited budgets, and outdated IT 
systems slow progress, while other countries are advancing at a 
considerably faster pace.

A key obstacle is Germany’s insu� icient digital infrastructure. 
Hospitals and medical practices frequently rely on outdated 
so� ware, incompatible systems, and lack binding technical 
standards. Clinical data are o� en stored in inaccessible silos, 
insu� iciently standardized, and di� icult to retrieve. This a� ects 
structured care data, real-world data, and results from previous 
studies alike. Regulatory frameworks such as the Medical Device 

Regulation (MDR), the EU AI Act, and C5 certification create 
significant barriers, particularly for smaller providers. Moreover, 
the lack of pilot projects, feedback mechanisms, and clearly 
defined contact points impedes innovation and complicates the 
development and integration of practical digital solutions.

Nonetheless, interviewees identified substantial potential in the 
use of AI throughout the entire study process. AI can support 
the matching of patients to suitable studies, the selection of 
appropriate sites, and the optimization of study design. It can 
also help overcome language barriers, make study content 
more comprehensible, and strengthen trust in research through 
automated, personalized feedback a� er study completion. 
Particularly promising is the integration of AI-supported tools 
into general and specialist care systems, facilitating structured 
data collection and intelligent decision support during patient 
consultations.

To realize this potential, simplified certification procedures, 
binding interface standards, clearly defined responsibilities, and 
government-backed support for start-ups in early development 
stages are essential. Without such measures, Germany and 
Europe risk losing their international competitiveness.
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Strategies for a future-oriented approach to clinical trials

Contributing to more visibility and 
understanding of study information 
There is a need for a publicly accessible and easy-to-understand 
platform featuring search and filter functions as well as concise 
summaries, ideally linked to existing health applications or patient 
portals. Such a platform could be curated by established institutions 
such as the Federal Institute for Drugs and Medical Devices (BfArM) 
or gematik, but it should be developed collaboratively with 
patients, physicians, and industry representatives.

Strengthening study referral through 
digital systems
Practice so� ware, hospital information systems (HIS), and 
electronic health record (EHR) modules should incorporate 
interfaces that automatically suggest suitable studies to 
physicians, for example based on diagnosis codes or treatment 
histories. These systems must be easily accessible, compliant with 
data protection regulations, and practical for everyday use, ideally 
through automated, AI-driven recommendation mechanisms. 
Funding programs or regulatory frameworks could establish 
targeted incentives for providers and operators. Above all, 
physicians need clearly defined processes rather than additional 
barriers.

Promoting digital solutions with real 
interoperability
Clear and binding interface standards are needed for applications 
that enable study matching and communication, similar to what 
gematik is planning in the German personal health record (ePA) 
context. In addition, funding programs should specifically promote 
interoperability and market access for start-ups and specialized 
technology providers, for example through sandbox environments, 
fast-track certification, and low-threshold integration with ePA or 
systems operated by the National Association of Statutory Health 
Insurance Physicians (NASHIP).

The legislator has already created important incentives through 
the Medical Research Act and the Health Data Use Act. These 
initiatives should be expanded to support public pilot platforms, 
such as “Digital Study Guides,” that systematically integrate 
clinical studies into medical practice. Furthermore, a substantial 
investment initiative is required to modernize the o� en outdated 
IT infrastructure within the healthcare system. 

Institutionalizing feedback and 
participation
Patients, in particular, expressed the wish that clinical studies 
should routinely include patient-oriented result reporting, either 
directly through treating physicians or via digital channels such as 
applications, online portals, or follow-up letters. Such feedback 
mechanisms can strengthen trust, transparency, and motivation, 
thereby contributing to a sustainable improvement of the study 
culture in Germany.

In response, digital feedback channels should be established 
throughout the entire patient journey, enabling both physicians 
and patients to provide input on study design, communication, 
and accessibility, for example through survey tools or continuous 
evaluation processes. Participation should not conclude with the 
signing of the consent form.

Improving the visibility of study culture 
in society
Germany needs an actively developed and broadly supported 
communication strategy to promote a culture of clinical research, 
comparable to national campaigns on organ donation, prevention, 
or digitalization. This is not about advertising, but about the 
strengthening of trust, transparency, and understanding. 
Communication should be accessible, multilingual, and co-
created by patients themselves. Health insurance funds, medical 
associations, professional federations, and industry should also 
be involved as key actors in a system that once again makes 
research visible as a public good.

Defining responsibilities and taking 
accountability
The continued development of study infrastructure, particularly 
with respect to AI and patient-centered referral, requires clear 
political responsibility and operational accountability. Within the 
framework of the Medical Research Act, governance structures 
should be established to ensure the sustainable implementation 
of platform operations, AI authorization, and system integration.

Looking ahead, collaborative formats involving policymakers, 
healthcare governance bodies, industry, and civil society are 
essential to jointly advance implementation capacity, not by 
shi� ing responsibilities, but through shared accountability.
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Conclusion 
The analysis of interviews with patients and their representatives, 
physicians, and cross-industry experts reveals a clear overall 
picture. Access to clinical studies and communication 
surrounding them are regarded by all stakeholders as highly 
important, yet widely perceived as inadequate. Patients seek 
personalized, comprehensible, and transparent information 
about studies, as well as stronger involvement in decision-
making processes. Physicians likewise view clinical studies as a 
valuable extension of patient care but report practical barriers to 
referral, a lack of technological support, and excessive workload 
in everyday practice. Representatives from the cross-industry 
sector emphasize Germany’s insu� icient digital infrastructure, 
missing standards, and slow pace of implementation, while at 
the same time underscoring the considerable potential of digital 
technologies, particularly AI.

All three perspectives highlight that AI already holds significant 
relevance today and will play a central role in the future, not as 
a replacement, but as a supportive instrument. The technology 
can assist in processing complex information, identifying suitable 
studies, and enhancing communication between physicians 
and patients. To realize this potential, essential structural 
prerequisites must be established: interoperable IT systems, 

binding interface standards, user-friendly platforms, and reliable 
data protection frameworks. Physicians also require targeted 
training to use AI safely and e� ectively in the best interests of 
their patients. Both industry and patient representatives regard 
interdisciplinary collaboration between research, technology 
providers, and healthcare practice as a key driver for establishing 
a patient-centered, e� icient, and trustworthy study culture.

The interviews with representatives from patient advocacy, 
clinical practice, and industry clearly show that access to clinical 
studies can only be improved when information, communication, 
and infrastructure are addressed in an integrated manner. 
Clinical studies must become visible where people seek 
guidance, whether in medical consultations, digital applications, 
or reliable public platforms.

Accordingly, specific structural and technical foundations are 
required. Physicians need integrated systems for study referral, 
patients require comprehensible feedback and accessible 
information tools, and technology-oriented providers must 
be granted fair access to healthcare systems. Clear roles and 
responsibilities must be defined for all stakeholders. The use 
of AI can e� ectively support these processes, provided it is 
implemented responsibly.

Common ground 
across all perspectives

Desire for greater transparency, clarity, and access to 
information regarding clinical studies

Emphasis on patient autonomy and the right to informed 
participation

Consensus on the potential of AI to improve information 
processing, diagnostics, and communication

Call for enhanced digital infrastructure and interoperable IT 
systems

Need for interdisciplinary collaboration to develop patient-
centered solutions

Focus areas 
of the individual perspectives

Patients:  Emphasis on personal communication, trust, and 
easily understandable information.

Healthcare Providers: Key obstacles include impractical 
systems, limited time, and insu� icient incentives. AI is expected 
to provide support but must not replace medical judgment.

Industry: Criticism of slow implementation, regulatory barriers, 
and inadequate infrastructure, accompanied by a call for clear 
responsibilities and binding technical standards.
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valuable contributions and insights.

The results of this project are intended as an invitation to collaboration. 
The recommendations underline that access to clinical studies is not the 
responsibility of individual stakeholders but a shared concern of the healthcare 
system as a whole. Enabling participation requires collective solutions supported 
equally by policymakers, healthcare providers, industry, and patients.
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