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Novartis Position on the Proposed EHDS Regulation 
The European Health Data Space Act will benefit patients and healthcare 
systems 

Novartis commends the Commission for suggesting regulation around a European 
Health Data Space (EHDS), which could be a game changer for the digital 
transformation of healthcare in the EU.  

The regulation has many benefits for patients, who will have the right to control and 
share their personal electronic health data. The EHDS should facilitate cross border 
healthcare and will go a long way to promoting a European single market for digital 
health products and services. Broad adoption of standardized and interoperable 
electronic health records should also benefit doctors and healthcare systems, cutting 
down on administrative burden to create much needed efficiencies. 

Real-world evidence derived from the EHDS could boost innovation, improve 
standards of care, and result in faster patient access 

The health data of millions of EU citizens can provide rich insights to inform medical 
research and policy-making. By facilitating secondary use, the EHDS can unleash 
the full potential of health data in a trusted and secure way. Use of real-world 
evidence (RWE) gathered from patient health records can lead to better standards of 
care or provide information useful for the development of new treatments, with the 
potential to improve outcomes and boost innovation.  

If RWE gathered from secondary use of data in the EHDS is also accepted by 
regulators and payors, it may contribute to faster patient access to new treatments. For 
this to happen, however, other measures may be needed, e.g. acceptance of RWE 
by regulators and payers should be strengthened in legislation or regulatory 
guidance.  

For the EHDS to deliver greatest benefits, it must facilitate secondary use  

The Commission has rightly recognized the potential that secondary use of data in the 
EHDS offers to patients and the healthcare sector and has provided for generally 
strong provisions that balance patients’ rights with the needs of industry and 
academic researchers. However, it must be assured that health data access bodies 
work efficiently in evaluating and approving requests for secondary data use.  

Processing of EHDS data outside the EU should remain possible. The 
development of medicines is a global pursuit with academic and industrial researchers 
collaborating across borders, including outside the EU. The responsibility of data 
exporters should be prioritized over regulatory restrictions on data transfer through 
Delegated Acts or by Member States. 

Implementation of the EHDS must be uniform and coherent with other regulation 

The EHDS legislation must allow for uniform implementation across Member 
States. The current draft legislation provides too much discretion to Member States, 
e.g. in setting up of their respective health data access bodies. Fragmented 
implementation (as experienced with the GDPR) would obstruct the goals of the 
EHDS and create barriers for scientific research. Consistency with related files (AI 
Act, Data Governance Act, Data Act, Medical Device Regulation) is important. 
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Intellectual property rights of commercial data holders must be respected 
 
The EHDS benefits from broad adoption. However, the requirement for pharmaceutical 
companies and other commercial data holders to share clinical trial (CT) data for 
secondary use must be balanced with IP rights and/or trade secrets. Pharma 
companies are already legally required to share CT data summaries, and voluntarily 
share patient-level data using specific IT platforms, such as 
ClinicalStudyDataRequest.com (CSDR), which provide a controlled environment 
that protects IP rights. For sharing CT data, it would be preferred to build upon the 
secure platforms already in use respecting the grace period during which CT is not yet 
shared, in line with EMA Policy 0070 and the CSDR rules. It is also important to 
observe Regulatory Data Protection (RDP). 
 
The EHDS presents a unique opportunity to build a stronger digital health 
ecosystem 

Secondary use of data within the EHDS framework can benefit patients and 
healthcare systems with the development of new treatments, medical devices and 
diagnostics enabled by access to health data. The development of medical devices 
enabled by artificial intelligence (AI), which itself can benefit from the legal certainty 
provided by the AI Act, will benefit from access to data from the EHDS. With 
population-wide health data, public bodies will be able to make better decisions and 
implement better policies that promote public health.  
 
The legislative proposal on the EHDS and respective horizontal legisation or legislative 
proposals (GDPR, draft Data Act, the draft AI Act, the proposed Data Governance Act 
and draft Directive on Security of Network and Information Systems) provide an 
unprecedented opportunity to shape a future European digital health ecosystem. 
They will help ensure that Europe remains a world leader in the development and 
manufacture of medicines and medical technologies, supporting faster access to 
care for patients.  

 

https://www.clinicalstudydatarequest.com/Default.aspx
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