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Organisations, particularly 
those in the life sciences 
sector, should take note of 

the ICO’s draft updates to its guidance 
on the Research, Archiving and Stat-
istics (RAS) provisions1 (the Guidance) 
under the UK General Data Protection 
Regulation (UK GDPR) and the Data 
Protection Act 2018 (DPA 2018). The 
RAS provisions themselves are not 
new. What is new is the way the Gui-
dance responds to amendments intro-
duced by the Data (Use and Access) 
Act 2025 (DUA Act 2025) and reflects 
the ICO’s updated expectations on 
how personal data can be used for 
research purposes under UK law. 

The DUA Act 2025 amends the UK 
GDPR to clarify and, in some respects, 
broaden the framework for the use of 
personal data in scientific research 
and other research-related purposes. 
The RAS provisions cover four types 
of research-related purposes: archi-
ving in the public interest; scientific 
research; historical research; and 
statistical purposes. 

Aimed at data protection officers 
and those with data protection respon-
sibilities in organisations undertaking 
research, archiving or statistical pro-
cessing, the Guidance explains how the 
RAS provisions work, the exemptions 
available, and how those provisions 
interact with the data protection prin-
ciples, lawful bases and wider com-
pliance obligations under UK data 
protection law. 

UK data protection law has long 
recognised the importance of scientific 
and historical research and technologi-
cal development to society. The DUA 
Act 2025 amendments – reflected in the 
updated Guidance – are designed to 
ensure that data protection require-
ments enable, rather than hinder, 
 technological innovation and the 

advancement of knowledge, particu-
larly in the healthcare and technology 
sectors. 

The Guidance is timely: it comes at 
a moment when the use of large-scale 
datasets – including for AI-enabled 
research and machine learning – is 
attracting growing regulatory and com-
mercial attention across the UK and the 
EU, as both jurisdictions refine their 
approaches to data-driven research. 

CONSULTATION 
The ICO consultation on the Guidance 
opened on 27 February 2026.2 

The ICO has specifically invited 
feedback on its position regarding the 
new disproportionate effort exemption 
(introduced by section 77 of the DUA 
Act 2025) under which organisations 
are no longer required to inform data 
subjects about the re-use of previously 
collected data where such re-use is for 
research purposes and providing such 
information would involve dispropor-
tionate effort. This is one of the clearest 
genuinely new DUA Act 2025 changes 
discussed in the Guidance. 

WHAT DOES THE GUIDANCE 
SAY? 
Scope of research-related processing: 
The DUA Act 2025 defines scientific 
research broadly as: “processing for the 
purposes of any research that can rea-
sonably be described as scientific, 
whether publicly or privately funded 
and whether carried out as a commer-
cial or non-commercial activity”. 
Brought into effect by secondary legis-
lation on 5 February 2026, this aligns 
the substantive provisions of the UK 
GDPR with existing recitals and regu-
latory guidance. A new Article 4(3) UK 
GDPR confirms that, provided the 
processing can reasonably be described 
as scientific, this includes technological 

development and demonstration, fun-
damental research, applied research, 
and public health studies in the public 
interest. The Guidance underscores 
this broad assessment by expressly 
identifying real-world evidence 
research and secondary use of clinical 
trial data as falling within scope – a par-
ticularly important point for the life-
sciences sector – and clarifies that 
scientific research can be carried out by 
public sector bodies, commercial 
organisations, charitable organisations, 
and independent researchers. 

What the Guidance adds, in practi-
cal terms, is a four-criteria framework 
to help organisations determine 
whether their processing qualifies as 
scientific research: 
•    Scientific objective. To qualify as 

scientific research, the ICO expects 
organisations to demonstrate that 
their work aims to make a meaning-
ful improvement in science or tech-
nology, including public health, 
that benefits the entire field, not just 
the organisation conducting the 
research. 

•    Scientific method. The work must 
be well planned, documented, and 
systematically carried out in 
accordance with ethical standards, 
with a methodology consistent with 
accepted standards in the relevant 
scientific or technical field. 

•    Uncertainty. There must be genu-
ine scientific or technical uncer-
tainty at the outset of the research - 
commercial uncertainty alone is not 
sufficient. 

•    Transferability. The research must 
produce results or knowledge that 
are capable of wider application, for 
example, by being built upon by 
others, disseminated within a 
research community, or incorpor-
ated into broader scientific 

Are we moving towards a more 
permissive UK framework for  
life sciences research data? 
Further processing for research purposes is presumed compatible with the original purpose 
of data collection, the ICO says. By Sarah O’Brien, Bobbie Bickerton and Alison 
Llewellyn of Stephenson Harwood. 
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 understanding. Publication is not 
strictly required, but the outputs 
must have applicability beyond 
the organisation conducting the 
research. 

REQUIREMENTS AND 
SAFEGUARDS 
Article 84B UK GDPR, introduced by 
the DUA Act 2025, now provides that 
personal data may only be processed 
for RAS purposes where the processing 
consists of data collection, anonymisa-
tion, or processing without which the 
RAS purposes cannot be fulfilled. 
Article 84C UK GDPR details the safe-
guards required: the processing must 
not be likely to cause substantial 
damage or substantial distress; it must 
not be used to inform measures or 
decisions about the individuals con-
cerned (except in approved medical 
research); and there must be technical 
and organisational measures to ensure 
respect for data minimisation, includ-
ing, where possible, pseudonymisation 
or anonymisation. 

The Guidance sets out the specific 
safeguards the ICO considers appro-
priate to satisfy these requirements, 
including: taking a data protection by 
design and default approach; imple-
menting appropriate security measures; 
carrying out data protection impact 
assessments where necessary; appoint-
ing a data protection officer where 
required; providing appropriate staff 
training; and using privacy-enhancing 
technologies such as Trusted Research 
Environments. The ICO also endorses 
the use of accountability frameworks – 
in particular, the Five Safes 
Framework3 – as a means of demon-
strating compliance. These are not 
statutory requirements, but represent 
the ICO’s view of good practice and 
are likely to inform its approach to 
enforcement. 

IMPACT ON DATA PROTECTION 
PRINCIPLES AND LAWFUL BASES 
The Guidance explains how the RAS 
provisions interact with two key data 
protection principles: purpose limita-
tion and storage limitation. Article 8A 
UK GDPR expands on the purpose 
limitation principle by deeming further 
processing for RAS purposes compat-
ible with the original purpose, pro-
vided appropriate safeguards are in 

place; no separate compatibility assess-
ment is required. The storage limitation 
principle, in turn, permits organisations 
to retain personal data indefinitely 
where it is processed solely for RAS 
purposes with appropriate safeguards. 

The Guidance confirms that there is 
no specific lawful basis for research-
related processing. Organisations are 
most likely to rely on either the legit-
imate interests or public task legal 
bases, depending on the type of organ-
isation and context. The ICO makes 
the important practical point that con-
sent to participate in a research study is 
distinct from consent as a UK GDPR 
lawful basis. Indeed, the Guidance 
notes that in most cases, consent is not 
the most appropriate lawful basis for 
research processing, because of the dif-
ficulties that arise when participants 
seek to withdraw consent. 

Where personal data was originally 
collected on the basis of consent for 
one purpose, the general position is 
that fresh consent must be obtained 
before reusing it for a different pur-
pose, including a research purpose. The 
DUA Act 2025 updates to the UK 
GDPR, however, recognise “broad 
consent” to research where the specific 
research purposes cannot be fully 
identified at the time of collection, pro-
vided ethical standards are maintained 
and individuals are given the opportun-
ity to consent to specific areas of 
research where possible. This is particu-
larly significant for biobanks and patient 
registries, where the full scope of future 
research uses cannot be anticipated at 
the point of data collection. 

EXEMPTIONS FROM DATA 
SUBJECTS’ RIGHTS 
The Guidance addresses the exceptions 
and exemptions from data subjects’ 
rights that apply to research-related 
processing, covering the rights to be 
informed, access, rectification, erasure, 
restriction of processing, data portabil-
ity, and objection, including the dispro-
portionate effort exemption noted 
above. Some are built-in exceptions in 
the UK GDPR itself (notably Article 
17(3)(d) for the right to erasure); others 
are separate exemptions in Schedule 2 
paragraphs 27 and 28 of the DPA 2018. 
The Guidance is clear that organisa-
tions must not rely on these exceptions 
or exemptions in a blanket fashion: 

each must be applied on a case-by-case 
basis and only where complying with 
the relevant right would prevent or 
seriously impair the achievement of the 
research purposes. 

Disproportionate effort is not 
entirely new in this context. Pre-DUA 
Act 2025, the UK GDPR already pro-
vided an exception to the obligation to 
inform data subjects where personal 
data had not been obtained directly 
from the data subject and providing 
information would involve dispropor-
tionate effort. The exemption has now 
been extended to scenarios where the 
personal data was originally collected 
directly from the data subject specifi-
cally for research purposes. This is a 
meaningful expansion, enabling organ-
isations to re-purpose data they them-
selves collected without having to pro-
vide fresh privacy information to each 
data subject, taking into account 
appropriate safeguards. 

This exception to the right to be 
informed is of direct practical relevance 
to life sciences organisations that rou-
tinely seek to re-purpose clinical, real-
world, or registry data for secondary 
research, as it provides a lawful mech-
anism to proceed without individual 
notification where the scale or nature 
of the dataset makes direct communica-
tion impracticable. When assessing dis-
proportionate effort, factors such as the 
number of individuals affected, the age 
of the information, and safeguards 
adopted should be considered. Even 
where disproportionate effort is estab-
lished, the ICO expects organisations to 
publish the relevant privacy informa-
tion and carry out a data protection 
impact assessment. 

IMPACT ON LIFE SCIENCES 
ORGANISATIONS 
First, the broad UK definition of scien-
tific research – expressly including 
commercially funded research, techno-
logical development, applied research, 
public health studies, real-world evi-
dence research and secondary use of 
clinical trial data – provides a stronger 
and clearer foundation for pharma-
ceutical companies, Contract Research 
Organisations (CROs) and health 
 technology businesses to rely on the 
scientific research limb of the RAS 
provisions. The ICO’s new four-factor 
test offers a structured framework for 
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self-assessment, though careful docu-
mentation will be required. 

Second, the clarification that 
further processing for research pur-
poses is presumed compatible with the 
original purpose of data collection will 
provide life sciences organisations with 
the opportunity to re-purpose clinical 
trial data, patient registry data, or real-
world evidence datasets for secondary 
research. Removing the need for a sep-
arate compatibility assessment, pro-
vided appropriate safeguards are in 
place, should reduce the compliance 
burden associated with such activities. 

Third, the ICO’s express statement 
that consent is not, in most cases, the 
most appropriate lawful basis, rein-
forces the industry-standard position 
taken by clinical trial sponsors and 
CROs to rely instead on legitimate 
interests rather than navigating the dis-
tinction between ethical/clinical trial 
consent and consent as a UK GDPR 
lawful basis. The ICO acknowledges 
that carrying out research, with appro-
priate safeguards in place, effectively 
addresses the issues a legitimate interests 
assessment would cover. 

Finally, the exemptions from data 
subjects’ rights, while valuable, remain 
subject to careful and documented 
case-by-case assessment. Notwith-
standing the disproportionate-effort 
route for information obligations, the 
broader point maintained in the Gui-
dance is that blanket reliance on rights 
exemptions is not acceptable. Organ-
isations must inform individuals when 
their rights are being restricted, includ-
ing their right to complain. Robust 
internal processes for handling rights 
requests in the context of ongoing 
research will be essential. 

DIFFERENCES FROM THE EU 
APPROACH 
The European Data Protection Board 
(EDPB) adopted draft Guidelines 
1/2026 on the processing of personal 
data for scientific research purposes on 
15 April 2026, which were open for 
public consultation until 25 June 2026.4 
The parallel development of both UK 
and EU guidance provides a useful 
basis for comparison. 

The most notable divergence 
 concerns the definition of scientific 
research. In contrast with the UK’s 
deliberately broad, and now more 

clearly articulated definition, the 
EDPB has set out a six-factor test 
requiring a methodical and systematic 
approach; adherence to ethical stan-
dards; verifiability and transparency; 
autonomy and independence; research 
objectives that contribute to society’s 
general knowledge and wellbeing; and 
potential to contribute to or apply 
existing scientific knowledge in novel 
ways. While profit-making research 
can qualify, internal analytics for mar-
keting or product promotion would 
not. The UK’s simpler test is accord-
ingly more permissive and is likely to 
capture a wider range of commercial 
research activities. 

On consent, both regimes recognise 
“broad consent” to research, but the 
EDPB explicitly requires additional 
safeguards to compensate for the lack 
of purpose specification – including 
making detailed processing informa-
tion available to data subjects as pro-
jects progress, time-limited validity of 
consent, and engaging independent 
oversight bodies that the UK does not 
impose. So the EU threshold is 
materially higher in this area. 

On storage limitation, the EDPB 
requires that potential research pur-
poses be reasonably foreseeable and 
sufficiently specific – retention for 
“generic scientific research purposes 
only” is not sufficient. The UK’s 
framework, permitting indefinite 
retention with appropriate safeguards, 
is again more permissive. 

The practical implication for organ-
isations operating under both regimes is 
that a dual-track compliance approach 
may be necessary. Activities that com-
fortably qualify as scientific research 
under the UK’s broader definition may 
need to be assessed more carefully 
against the EDPB’s six-factor test for EU 
purposes. Consent mechanisms 
designed for the UK may need to be sup-
plemented with additional safeguards to 
meet the EDPB’s higher threshold. 
However, compared with the previous 
patchwork of national approaches across 
EU member states, the EDPB Guide-
lines offer a more predictable framework 
for cross-border research. 

WHAT’S NEXT? 
On the evidence of the draft Guidance, 
the UK framework is becoming cau-
tiously more permissive. The broad 

statutory definition of scientific 
research, the presumption of compati-
bility for re-purposing data, and the 
extended disproportionate effort 
exemption, collectively represent a 
meaningful relaxation in favour of 
data-driven research, in contrast with 
the EDPB’s more demanding frame-
work. The safeguards framework, 
however, is substantive; exemptions 
must be applied carefully and on a case-
by-case basis, and documentation 
requirements remain considerable. 

Once the consultation closes, and 
the Guidance is finalised, it will provide 
the most comprehensive regulatory 
framework to date for research-related 
data processing in the UK. Organisa-
tions should use the intervening period 
to review their current research pro-
cessing activities against the Guidance, 
assess whether existing safeguards meet 
the standards set out, and ensure docu-
mentation - including records of lawful 
basis assessments, DPIA outcomes, and 
case-by-case exemption analyses - is 
robust and up to date. For organisations 
with cross-border operations, aware-
ness of the UK and EU divergences will 
be essential to ensure compliant 
research practices across jurisdictions. 

Sarah O’Brien, Partner, Bobbie Bickerton, 
Managing Associate and Alison Llewellyn, 
Senior Knowledge Lawyer at Stephenson 
Harwood. 
Emails: 
sarah.obrien@stephensonharwood.com 
bobbie.bickerton@stephensonharwood.com 
alison.llewellyn@stephensonharwood.com 
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When is AI ‘high-risk’?  
The EU’s draft guidelines 

Data protection documentation 
– and where it fails 

UK organisations operating globally must comply with the EU AI Act, 
which classifies AI into strict risk categories. Emma Erskine-Fox of 
TLT analyses the EU Commission’s draft guidelines. 

Data protection documentation is a comfort blanket where the means 
have become the ends, argues Ralph O’Brien of Serious Privacy. 

On 19 May 2026, the Euro-
pean Commission pub-
lished draft guidelines1 on 

how to classify Artificial Intelligence 
(AI) systems as “high-risk” under 
Article 6 of the EU AI Act, and 
opened a public consultation running 

until 23 June 2026. The high-risk AI 
obligations, particularly on pro-
viders, are extensive, and although 
the Digital Omnibus has pushed 
back the deadline for compliance 
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There was a time when data 
protection was framed – at 
least in theory – as a means of 

safeguarding individuals’ fundamen-
tal rights and freedoms. The UK 
GDPR still reflects that ambition, 
placing rights, fairness, and account-
ability at its core. Yet, in practice, 

compliance has increasingly become 
an evidence-based exercise, where 
the ability to demonstrate com-
pliance often takes precedence over 
the substance of actually achieving 
the intent of the law. 
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UK follows Australia to ban 
social media for under 16s 
On 15 June, the government announced that by spring 2027, it will be 
unlawful for children under the age of 16 to have social media 
accounts (p.5). This move follows a wide public consultation, 
enforcement of the Online Safety Act by Ofcom (p.5) and ICO action 
in enforcing the Children’s Code. 
 
In March, the ICO wrote to TikTok, Snapchat, Facebook, Instagram, 
YouTube and X and called for them to urgently review and strengthen 
their age assurance measures to prevent underage children from 
accessing their services. Organisations now need to be alert to the 
ICO’s increased appetite to enforce in this field. As our 
correspondents say, the more sophisticated age assurance technologies 
collect more data about the individual and therefore face their own 
data protection risks (p.15). 
 
With the resignation of  John Edwards, the ICO faces an uncertain 
time (p.17). When will we see the new ICO strategy, mandated by the 
Data (Use and Access) Act, and when will a new Information 
Commissioner be in place? DSIT also needs to issue the names of the 
seven non-Executive Directors for the ICO board. Not an ideal 
situation for anyone concerned. 
 
In the meantime, DSIT is seeking a “data transfer fellow” for a 
secondment opportunity. “This role is designed for an ambitious 
individual to support the work of the team developing the legal 
mechanisms for data, with models for assessing the impact of current and 
future interventions in international flows,” DSIT says. Will we soon see 
some new transfer tools perhaps? The placement will begin in the autumn. 
 
The King’s speech in May did not promise AI regulation but new 
regulatory sandbox powers. This will allow businesses to test new 
products and technologies in a controlled environment – to be legislated 
via the Regulating for Growth Bill. The UK’s sectoral and light-touch 
AI approach means that organisations may look up to the EU for AI 
guidance. The EU AI Act’s extra-territorial effect catches many UK 
organisations, and now there is clarification of “high risk” (p.1). 
 
Laura Linkomies, Editor 
PRIVACY LAWS & BUSINESS
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