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My aim today: 

To give you a ‘flavour’ of 
changes in the European 
regulatory / data protection 
landscape, which may impact 
secondary use of data for 
scientific research purposes



Primary use of clinical 
trial data 

• demonstrate efficacy  

• safety 

• cost - effectiveness  

• in humans

PREAMBLE

Secondary use of clinical trial data 

Examples: 

• new research questions 

• inform future study designs 

• external controls 

• meta-analyses or systematic reviews 

• validating results 

• developing new tools /methodologies 

• training or testing AI / machine learning models etc.



PREAMBLE

A few considerations for compliant secondary use of clinical trial 
data: 

• Lawful, fair, transparent 

• Compatibility to original purpose (‘purpose limitation’) 

• Pseudonymisation/anonymisation

GDPR  
Principles

What is 
lawful basis?



PREAMBLE

Problem statements: 

• ‘Scientific Research’ not previously defined in law or guidance 

• Data protection aspects for clinical trials (e.g. GDPR ‘lawful basis') 
currently delegated to EU member states, resulting in inconsistent 
approaches 

• Recent EU court cases have challenged concept of anonymisation 
and identifiability, requiring clarification



PREAMBLE

A few considerations for compliant secondary use of clinical trial data: 

• Lawful, fair, transparent 

• Compatibility to original purpose (‘purpose limitation’) 

• Pseudonymisation/anonymisation

1) New scientific 
research 
guidance

3) New 
anonymisation 

guidance

2) New Biotech 
Act proposals



Resulting in secondary 
use of data which is: 

….seamless, 
straightforward,  
easy to be compliant, 
streamlined, 
implementable,  
aligned across 
guidances….?

PREAMBLE
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How might these changes help? 

• 1) ’Scientific research’ & ‘secondary use of data’ 
defined and aligned across EU/UK & beyond 

• 2) Data protection for clinical trials  
(e.g. GDPR ‘lawful basis') aligned across EU 
member states & beyond 

• 3) One approach to data anonymisation, clearly 
defined with practical implementation guidance



“UTOPIA…” 
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“…OR UNICORN?”



• Preamble 

• “Utopia or Unicorn?” 

• 1) Scientific research 

• 2) Data protection & clinical trials 

• 3) Data anonymisation 

• Conclusions

AGENDA

9



What’s changed: 

1) SCIENTIFIC RESEARCH

10



What’s changed: 

1) SCIENTIFIC RESEARCH
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EU



What’s changed: 

1) SCIENTIFIC RESEARCH
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DUAA amends UK 
GDPR & other data 

protection laws

Or ‘RAS’

EU



What’s changed: 

• Concept of scientific research  

• 6 key-indicative factors 

• Presumption of compatibility 

• Legal basis (broad/dynamic consent, legitimate interests)…

1) SCIENTIFIC RESEARCH -EU
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“Only research that is genuinely 
scientific benefits from the specific 
rules applying to processing of 
personal data for scientific 
research purposes in the GDPR.”



1) SCIENTIFIC RESEARCH - EU

EDPB: 6 key-indicative factors (in addition to nature, 
scope, context & purposes of processing) 

i.  Methodical & systematic approach 
ii. Adherence to ethical standards 
iii. Verifiability and transparency 
iv. Autonomy & independence 
v. Objective of the research 
vi. Potential to contribute to existing scientific 

knowledge or apply existing knowledge in novel ways
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What’s changed: 

• DUAA (Data Use and Access Act 2025):  

• Concepts incorporated into law 

• Broader more permissive definition 

• Presumption of compatibility 

• Legal basis (broad consent)… 

• ICO RAS (Research Archiving and Statistics): more granular 
definitions

1) SCIENTIFIC RESEARCH -UK
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1) SCIENTIFIC RESEARCH - UK
UK: Codifies scientific research in law: 
“Any research that can be reasonably described as 
scientific whether publicly or privately funded & 
whether carried out as a commercial or non-
commercial activity…  
Includes: 

• technological development or demonstration 

• fundamental research 

• applied research  

• public health studies conducted in public interest“
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Draft ICO Guidance 
RAS Provisions 

Set of 4 criteria: 

• Scientific objective 

• Scientific method 

• Uncertainty 

• Transferability



Implications? 

• Clarity on definitions, compatibility, broad consent 

• Permissiveness, broad definitions 

• Inclusive of commercial scientific research 

• Potential for divergence (EU/UK/ROW), needs detailed comparison 

• Different approaches for legal basis EU/UK (e.g. dynamic consent, LI), good 
to clarify situation for clinical trials 

• Little mention of use of data for AI training/testing

1) SCIENTIFIC RESEARCH
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Note on EHDS  
lawful basis &  

scientific  
research



What’s changed:

2) DATA PROTECTION & CLINICAL TRIALS
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What’s changed:

2) DATA PROTECTION & CLINICAL TRIALS
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What’s changed (EDPB proposal): 

• Harmonisation of lawful basis for processing personal data in 
clinical trials 

• Secondary use of CT data for scientific research 

• GDPR x AI Act 

• Biotech Act x EHDS

2) DATA PROTECTION & CLINICAL TRIALS
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Implications? 

• Legal basis: reduces fragmented picture across EU MSs 

• Builds in provision for scientific research 

• Covers many other aspects e.g. TOMs, sharing w/regulators, retention 

• Need to ensure alignment with EDPB scientific research guidelines 

• To what extent will EDPB input influence final Biotech Act wording?
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2) DATA PROTECTION & CLINICAL TRIALS



What’s changed:

3) DATA ANONYMISATION
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What’s changed: 

• First new EDPB guidance on anonymisation since 2014, takes account of 
recent relevant court cases. 

• Information can relate to an individual person because of content, purpose 
or effect 

• Clarity that anonymisation is not an absolute concept but relative i.e. is the 
data identifiable to the entity in question? (“in your hands”) 

• Aim is not zero risk but risk must be insignificant for all data subjects
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3) DATA ANONYMISATION



What’s changed (continued): 

• Practical framework: contextual and simplified 

• Contextual: full assessment, assess 
different capabilities of entities, ‘means 
reasonably likely to be used’  

• Simplified: disregard difference between 
entities, more conservative/worst case 
scenario (i.e. max adversary capabilities), 
could assess as personal data when it is not.
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3) DATA ANONYMISATION

3 criterion to test (all must 
be met or further analysis 
needed): 

• No record isolation 

• No linkage 

• No inference



Implications? 

• Clarifies relative approach 

• Clarity on controller - processor ‘flow down’ 

• Possibility that data could be anon for internal entity (but…) 
  

• Demanding & resource-intensive, conservative examples. How realistic to 
regularly reassess ‘state of the art’ / MRLTBU? Simplified approach useful? 

• Scepticism in guidance that contractual controls and motivations/
reputation can be part of assessment, need to factor in illegal activity 

• Divergence with UK ICO ‘motivated intruder’ approach? Nothing on 
practical methodologies such as k-anonymity, differential privacy
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3) DATA ANONYMISATION MRLTBU: ‘Means 
Reasonably Likely 
To Be Used’
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My aim today: 

To give you a ‘flavour’ of 
changes in the European 
regulatory / data protection 
landscape, which may impact 
secondary use of data for 
scientific research purposes



Scientific research with broad definitions, includes commercial entities 

Proposed clarity & alignment data protection aspects across EU MSs,  
could intersect well with scientific research guidance 

Anonymisation confirms relative not absolute approach 

Essential that interplay behind all of these regulation changes are clarified  
e.g. GDPR x AI Act x EHDS x Biotech Act x Scientific Research guidance  

Definitions & approaches may diverge. Even if EU/UK aligned…what about ROW?  

Anonymisation guidance conservative & challenging to achieve 

Use of data for AI training/testing not always explicit
27

CONCLUSIONS
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CONCLUSIONS

Main takeaway:  

lots of change in the EU regulatory 

space, may make secondary use of data 

& scientific research easier but 

potentially also more complex 

… Watch this space!
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