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last 4 issues) - Models & Research (3 of last 4 issues)

Al News Roundup

Regulatory & HTA Signals

MHRA-NICE RWE Scientific Dialogue Becomes Per manent Established Service

The MHRA formally transitioned its Real-World Evidence Scientific Dialogue Programme from a pilot to an established,
ongoing service on 20 May 2026, following a successful pilot phase in 2025. The programme runs four precompetitive 'safe
harbour' workshops per year, jointly convened by the MHRA and NICE, enabling open cross-stakeholder discussion on
RWE methodology for both regulatory and HTA purposes. The current 2026 application cycle accepts expressions of
interest through 17 August 2026.

So what? Pharma and biotech sponsors developing real-world evidence strategies should submit expressions of interest before 17
August 2026 to gain structured, pre-competitive dialogue with both MHRA and NICE simultaneously — directly shaping RWE study
design to meet dual regulatory and HTA evidentiary standards before costly late-stage gaps emerge.

MHRA / GOV.UK

Regulation & Policy

EU Al Act Transparency Rules Now Enforceable; High-Risk Deadline Extended

As of 2 August 2026, EU Al Act Article 50 transparency obligations are fully enforceable across the EU: Al chatbots must
disclose their nature, synthetic audio/image/text must carry machine-readable markings, and deepfakes must be labelled.
The EU Al Office simultaneously gained active enforcement powers over general-purpose Al model providers, including the
ability to demand model access and impose penalties of up to €15 million or 3% of global turnover. However, the Digital
Omnibus (in force 27 July 2026) deferred the broader Annex Il high-risk obligations — originally also due 2 August 2026 —
to December 2027 for standalone systems, and to 2 August 2028 for Al embedded in regulated products such as medical
devices.

So what? Pharma and HEOR teams using Al-generated content in regulatory submissions, patient communications, or HTA
dossiers must now comply with EU disclosure and content-marking requirements immediately, while compliance programmes for
high-risk Al tools (such as those used in evidence synthesis or economic modelling) gain additional runway to meet the
now-delayed 2027/2028 deadlines.

European Commission

UK PM Burnham AbolishesDSIT, Appoints First Cabinet-Level Al Minister

On 20 July 2026, incoming UK Prime Minister Andy Burnham dissolved the Department for Science, Innovation and
Technology (DSIT) and redistributed its responsibilities across a newly created Department for Business, Innovation,
Science and Trade (DBIST) and an expanded Department for Digital, Culture, Media and Sport. Simultaneously, Kanishka
Narayan was appointed Minister of State for Atrtificial Intelligence with full Cabinet attendance — the first time in British
history that Al has held a seat at the Cabinet table. The move drew immediate criticism from the tech sector, with industry
groups warning that fragmenting DSIT's consolidated Al governance functions across multiple departments risks disrupting
policy momentum. [ONGOING] The UK has no cross-sector Al statute; Al governance continues to operate through sectoral
regulators and non-binding DSIT principles.

So what? Market access and regulatory affairs teams engaging with UK health technology bodies should monitor how
fragmentation of Al oversight across DBIST and DCMS affects the coherence of MHRA and NICE Al guidance development, and
whether a Cabinet-level Al minister accelerates or complicates the emergence of a UK Al Bill with implications for evidence
standards.

Tech Times
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Healthcare & Life Sciences

12 US Health Systems L aunch Diagnostic Al Consortium with Aidoc

On August 11, 2026, twelve major U.S. health systems — including Cedars-Sinai, Mount Sinai, Northwell Health, and
Northwestern Medicine — formed the Diagnostic Al Consortium with Aidoc to co-design Al-enabled diagnostic workflows,
measure their impact on safety and speed across nearly 20 million patients annually, and develop shared governance
practices. Aidoc will provide technical infrastructure through its CARE clinical Al foundation model and aiOS enterprise
operating system, including an investigational First Read draft-reporting Al that recently received FDA Breakthrough Device
Designation. Initial consortium results are expected to be shared in 2027.

So what? A multi-system consortium generating standardised, real-world evidence on Al diagnostic performance at scale will
accelerate the kind of comparative and outcomes data that HTA bodies increasingly demand before recommending coverage of
Al-enabled diagnostic tools, setting a de facto evidence template for market access submissions.

ITN Online / Aidoc

M odels & Research

OpenAl Pauses Astra Model Over First-Ever 'Critical' Cyber Capability Risk

On August 7, 2026, OpenAl disclosed that preliminary internal evaluations of Astra, an unreleased next-generation model,
showed agentic coding and cybersecurity performance strong enough that the company could not rule out the 'Critical'
cybersecurity capability level under its own Preparedness Framework — the first time any frontier lab has attached that
designation to a specific model. OpenAl immediately slowed parts of Astra's development, implemented isolated testing
environments, restricted network and tool access, and brought in government agencies and external safety organisations for
evaluation before any public release.

So what? For pharma and life sciences organisations deploying frontier Al in sensitive research or regulatory workflows, OpenAl's
voluntary disclosure and development pause signals that safety governance frameworks — not just capability benchmarks — are
becoming a decisive criterion when selecting and validating Al vendors for high-stakes applications.

OpenAl

OpenAl Launches GPT-5.6-Cyber for Vetted Security Defenders

On August 10, 2026, OpenAl released GPT-5.6-Cyber through a new Daybreak Red access tier, a cybersecurity-specific
model built on GPT-5.6 Sol that completed 95% of requests on OpenAl's internal Advanced Cybersecurity Completion Rate
evaluation — compared with just 1.5% for standard GPT-5.6 Sol. The model is designed for offensive security workflows
including exploit validation, vulnerability research, and red teaming, and is gated behind identity verification, legal
attestations, and hardware security key requirements; initial enterprise partners include Accenture, IBM, CrowdStrike, and
Palo Alto Networks. OpenAl also used the model to discover two previously unknown vulnerabilities in Chrome's V8 engine,
which Google has since patched.

So what? The tiered, vetting-based release of a 'High'-rated cybersecurity model — simultaneously with the Astra safety pause —
establishes a commercial and regulatory precedent for controlled Al capability access that pharma companies and HTA bodies
should track closely, as similar gating frameworks may soon govern Al tools used in drug development, regulatory submissions,
and health technology assessment processes.

Axios
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Academic Paper Summaries

Selected from PubMed - Published within the last 12 months - New selections each week

Domain Paper — HEOR / Health Economics / Market Access

A systematic review of economic evidence of artificial intelligence in healthcare.

Schmidt J, Carter AW, McGuire A, Mossialos E, van Kessel R. - Health policy (Amsterdam, Netherlands) - 2026
#HTA - #MarketAccess - #RealWorldEvidence

Researchers at LSE Health systematically reviewed 98 economic evaluations of Al in healthcare — screened from over
18,000 academic and grey literature records — to test widely-cited claims that Al could save $200-360 billion annually in US
healthcare alone. Only 36% of all studies (rising to 44% among the highest-quality ones) showed a clear health economic
advantage for the Al technology being evaluated. For HEOR and market access teams, this is a rigorous, skeptical check on
Al cost-savings hype — the evidence supports real but modest, uneven economic value, not the scale of the headline
projections currently circulating in policy discussions.

PMID: 42501469 PubMed - DOI -

Al Research Paper 1
Artificial intelligencein idiopathic pulmonary fibrosis: advances, challenges and future directions.
Selman M, Buendia-Roldan |, Pardo A. - The European respiratory journal - 2026

#RareDiseases - #ClinicalAl - #DrugDevelopment

This review assessed how Al technologies, including machine learning and deep learning, are being applied to idiopathic
pulmonary fibrosis, a rare and difficult-to-predict lung disease. Al shows promise in improving early diagnosis through CT
image analysis, predicting disease progression, and even identifying new drug targets, with one novel antifibrotic compound
already discovered using Al methods. For executives, this highlights Al as a potential accelerator in rare disease drug
development and personalized care, while noting that data standardization and model validation remain critical barriers.

PMID: 41381227 PubMed - DOI -

Al Research Paper 2
Artificial intelligence for cardiology: from diagnosisto management.
Naidoo V, Madamshetty L, Krishna SBN. - Therapeutic advances in cardiovascular disease - 2026

#ClinicalAl - #Diagnostics - #PatientOutcomes

This scoping review explored how Al and machine learning are being integrated into cardiology, particularly for diagnosing
and managing heart rhythm disorders and guiding complex procedures like cardiac ablation. Al tools are improving
diagnostic accuracy, risk prediction, and procedural outcomes while also streamlining care delivery across multidisciplinary
teams. For healthcare executives, the review underscores that realizing Al's value in cardiology requires coordinated
investment in cross-functional teams, governance frameworks, and clear strategies to address ethical and operational
limitations.

PMID: 41711077 PubMed - DOI -

This brief is produced using an Al-assisted workflow with expert human editorial review. Stories are curated and sources verified before
publication. Readers are encouraged to consult source links directly.
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