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Editorial

Over the past decade, the European Union has constructed an increasingly dense reg-
ulatory framework governing the digital economy and data-driven innovation. Land-
mark instruments such as the General Data Protection Regulation (GDPR), the Digital
Services Act (DSA), the Digital Markets Act (DMA), the Data Governance Act, the Da-
ta Act, and the Artificial Intelligence Act have collectively established as a highly ar-
ticulated legal ecosystem. This framework seeks to reconcile innovation with funda-
mental rights, market fairness, and technological sovereignty. Yet, this growing body
of legislation has also attracted sustained criticism. Prominent policy reports, most no-
tably those by Enrico Letta and Mario Draghi, have highlighted structural concerns
about fragmentation, regulatory overlap, and administrative burden. The European
Commission itself acknowledges that fragmented governance and suboptimal coordi-
nation across Member States weaken the EU’s ability to scale innovation effectively.
Similarly, stakeholders consistently point to slow and complex regulatory frameworks
that hinder innovation and delay market access.

Against this background, the Commission has increasingly turned to simplification
strategies, including so-called omnibus approaches and sector-specific streamlining
initiatives. The proposed European Biotech Act must be understood within this broad-
er regulatory moment: an attempt to recalibrate the balance between legal certainty
and innovation capacity in a strategically vital domain. The proposed European Biotech
Act is explicitly framed as a response to the EU’s declining competitiveness in biotech-
nology, despite its strong scientific base. The Commission notes that while the EU lags
behind other global regions when it comes to translating its innovation into commer-
cially viable products. Structural barriers (particularly in regulation, financing, and
scaling) are identified as key obstacles.

The Regulation therefore pursues a threefold objective: to strengthen competitiveness,
to facilitate the development and market entry of biotechnology products, and to main-
tain high standards of health, safety, and fundamental rights protection. It introduces
a wide range of measures, including the recognition of 'health biotechnology strate-
gic projects,' improved access to funding, and expanded use of artificial intelligence
in the lifecycle of medicinal products. A central component of the proposal is the sim-
plification of the Clinical Trials Regulation (CTR). This includes significantly shortened
authorisation timelines and enhanced coordination between Member States. The pro-
posal also introduces regulatory sandboxes, data infrastructures, and Al-related gov-
ernance tools, reflecting a broader shift toward experimental and adaptive regulation.

A key dimension of the proposal concerns the harmonisation of data protection rules
in clinical trials by introducing a single legal basis for the processing of personal data
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by sponsors and investigators. As the EDPB and EDPS suggest, the proposal aims to
establish reliance on 'a single legal basis — Article 6(1)(c) GDPR — for the processing
of personal data'. The proposal also introduces provisions on data sharing with author-
ities, retention periods, and further processing for scientific research. Notably, it al-
lows personal data collected in clinical trials to be reused for the purposes of other
clinical trials or for scientific research. This reflects a policy shift toward facilitating
secondary use of health data, a cornerstone of data-driven innovation.

The reliance on a legal obligation (Article 6(1)(c) GDPR) rather than consent raises im-
portant questions regarding data subject rights, particularly in relation to withdrawal
of consent and further use of data. The Joint Opinion of the EDPB and EDPS on the
Regulation adopts a cautiously supportive stance, supporting the Proposal’s general
objective to foster the EU’s competitiveness, while emphasising that simplification must
not undermine the protection offered by the GDPR. First, the authorities stress the need
for greater clarity regarding the legal obligation to process personal data, insisting that
processing should occur only 'where such processing is necessary.' Second, they call
for clearer delineation of roles between sponsors and investigators, particularly whether
they act as joint or separate controllers. Third, the Opinion raises concerns about da-
ta retention and further processing. It recommends limiting the 25-year retention pe-
riod to specific datasets and clarifying the legal basis for secondary use of data. Fourth,
the authorities advocate stronger safeguards, including the systematic use of pseudo-
nymisation and stricter limitations on access by public authorities. Finally, the Opin-
ion highlights broader systemic issues, including the interaction with the Al Act and
the need for consistent governance across regulatory sandboxes and Al-driven research
environments.

The Act and the reflections by the EDPB and EDPS raise a final, more uneasy question
concerning the role of consent in the (bio)medical domain. The modern emphasis on
informed consent rightly emerged as a corrective to the paternalism that long charac-
terised medical practice, where physicians determined what was in the patient’s best
interest with limited regard for autonomy. In this sense, consent has been a corner-
stone inrebalancing the doctor—patientrelationship and strengthening individual rights.
Yet its adequacy as a central legitimising mechanism becomes more questionable in
contemporary contexts. Medical decision-making—particularly in situations involving
serious illness or life-and-death stakes—often occurs under conditions in which indi-
viduals are emotionally vulnerable, cognitively burdened, and poorly positioned to
process complex information. These challenges are further amplified by the growing
reliance on highly technical systems, including Al-driven analytics, whose function-
ing and implications are difficult even for experts to fully grasp, let alone patients. At
the same time, the underlying normative premise that medical data and treatment are
primarily individual matters appears increasingly strained. Public health research, epi-
demiology, and data-driven medicine demonstrate that individual health trajectories
are deeply embedded in collective patterns, and that the value of biomedical data of-
ten lies precisely in its aggregation and reuse. From this perspective, personal data and
biological material are not only individual resources but also carry significant societal
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value, raising the possibility (controversial as it may be) of moral obligations to con-
tribute to such collective goods. The Biotech Act, by facilitating further data use be-
yond the initial clinical context, implicitly brings these tensions to the fore, without
fully resolving the fundamental question: can consent continue to bear the normative
weight placed upon it in an increasingly complex, data-driven, and collectively ori-
ented biomedical landscape?
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