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Covering the week of 19.08.2026 - Issue 20 of the RB Weekly Al Brief

Recurring themes: Regulatory & HTA Signals (3 of last 4 issues) - Regulation & Policy (3 of last 4 issues) - Healthcare & Life Sciences (3 of
last 4 issues) - Models & Research (3 of last 4 issues)

Al News Roundup

Regulatory & HTA Signals

NICE HTA Lab Pilots Al-Assisted Evidence Submissions

[ONGOING] NICE's HTA Innovation Laboratory is running two parallel pilots to test whether Al-assisted workflows can
improve the quality, transparency, and efficiency of evidence submissions in technology appraisals. Pilot 1 has a company
prepare an Al-assisted version of a historic submission (covering model conceptualisation, construction, and validation),
while Pilot 2 examines how an External Assessment Group reviews such a submission using standard critique processes.
Both pilots run alongside standard methods without influencing live published guidance, with findings intended to assess
feasibility for wider adoption.

So what? If NICE validates Al-assisted submission workflows, pharma and HEOR teams will face a new benchmark for dossier
quality and reproducibility — and early engagement with these pilots could shape the evidence standards that apply to future
reimbursement submissions.

NICE

NICE SetsOut Al Ambitionsin 2026/27 Delivery Plan

[ONGOING] NICE has published its 2026/27 Al delivery plan — 'Unlocking growth by enabling safe Al innovation' —
building on its existing position statement on Al in evidence generation and commitments made under the UK government's
Al Opportunities Action Plan. The plan confirms NICE intends to adopt Al across its internal processes and continues to
position itself as a world-leading HTA body on Al, having already published 17 evaluations of Al-based medical devices
since 2023. The plan explicitly links NICE's ongoing transformation to how Al and modern data tools can best position the
organisation for the future.

So what? Pharma and market access teams preparing NICE submissions should treat Al evidence standards as a live and
evolving requirement, not a static checklist — NICE's 2026/27 plan signals increasing institutional capacity to scrutinise and
potentially require Al-informed evidence packages.

NICE

Regulation & Policy

MHRA Clarifies Al Scribe Regulatory Statusfor NHS

On 29 July 2026, the MHRA published guidance — developed jointly with NHS England — clarifying how existing UK
medical device law applies to ambient voice technology (AVT) products, also known as Al scribes, used in health and care
settings. The guidance confirms that AVT tools intended solely for transcription, summarising clinical conversations, drafting
correspondence, or suggesting clinical codes for clinician review are not regulated as medical devices; those intended to
support diagnosis, treatment, or automated clinical actions remain regulated as medical devices. The guidance effectively
overrules a broader interpretation previously adopted by NHS England and reflects recommendations from the National
Commission into the Regulation of Al in Healthcare.

So what? For pharma and health technology companies deploying Al-assisted clinical documentation tools in NHS settings, this
guidance redraws the regulatory perimeter and directly affects whether products require medical device certification — with
immediate implications for procurement, market access strategy, and evidence requirements.

MHRA / GOV.UK
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EU Al Act Digital Omnibus Defers M edical-Al Deadlines

[IN CASE YOU MISSED IT] The EU Digital Omnibus on Al (Regulation EU 2026/1744), published in the Official Journal on
24 July 2026 and entering into force on 27 July 2026, formally defers the EU Al Act's high-risk obligations for standalone
Annex Il systems from 2 August 2026 to 2 December 2027 (a 16-month delay), and pushes the deadline for Al embedded
in regulated products — including Al-enabled medical devices — from August 2027 to 2 August 2028. Transparency
obligations under Article 50 and Al Office enforcement powers over general-purpose Al providers took effect as originally
scheduled on 2 August 2026. The Act's core risk categories and compliance obligations are unchanged; only the
enforcement timing has shifted.

So what? Pharma and medtech companies with Al-enabled products in EU markets now have extended runways for high-risk
compliance, but should use the additional time to build conformity assessment documentation, audit trails, and human-oversight
frameworks — as the obligations themselves have not changed and enforcement will follow.

European Commission

Healthcare & Life Sciences
No qualifying news items identified this week.

M odels & Research

Google Releases Gemini 3.7 Flash with Major Coding and Agent Gains

Google launched Gemini 3.7 Flash on August 13, 2026 — just three weeks after Gemini 3.6 Flash — positioning it as its
most capable workhorse model for coding and agentic workflows. The model scored 65.3% on the DeepSWE v1.1 software
engineering benchmark, up from 49.0% for its predecessor, and launches at an introductory price of $0.75 per million input
tokens, half the cost of 3.6 Flash. Google noted the gains came from algorithmic innovations and developer feedback rather
than a larger model, though its flagship Gemini 3.5 Pro remains delayed.

So what? For pharma and HEOR teams deploying Al in evidence synthesis, dossier generation, or clinical data pipelines, Gemini
3.7 Flash's improved multi-step instruction-following and lower token cost make it a materially more viable backbone for agentic
workflows at scale.

Google

Anthropic Publishes August 2026 Risk Report on Biological and Al Safety

Anthropic released its August 2026 Risk Report this week under its Responsible Scaling Policy, covering model risks from
its February 2026 report through July 15, 2026, including updated thresholds for Al R&D automation and novel biological
and chemical weapons development. The report coincides with Anthropic's announcement of improved biology safeguards
for Claude Fable 5, reducing false-positive safety fallbacks by approximately 85% for legitimate scientific queries, while
retaining restrictions on dual-use professional biology and drug development queries within the more capable Opus 5
model. The company worked with external evaluators, including SecureBio, to independently review chemical and biological
risk sections.

So what? For pharmaceutical researchers and HEOR teams evaluating Al tools for drug development tasks, Anthropic's tiered
access model — restricting advanced biology capabilities to its highest-tier model — sets a precedent for how Al vendors may
segment access to life sciences functionality, with direct implications for vendor selection and compliance due diligence.

Anthropic
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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

Bridging the Gap — Translating Al in Pathology into Clinical Impact.

Su FY, Marostica E, Wang X, Yang S, Chiang JH, Ogino S, Golden JA, Kather JN, Qiu Y, Chen D, Schnitt S, Yu KH. - NEJM Al - 2026
#HTA - #MarketAccess - #Regulation

A Perspective in the August 2026 issue of NEJM Al, authored by researchers from Brigham and Women's Hospital and
Harvard, reveals that only 5 of the 1,430 FDA-cleared Al/ML medical devices are modern pathology Al tools based on
whole-slide images, compared with 1,094 in radiology — with just ~4% of US slide volume currently read digitally. The
authors argue the gap reflects a hierarchy of barriers including infrastructure costs, sample variability, clinician trust,
underdeveloped governance pathways, and equity gaps in low- and middle-income settings. For HEOR and market access
teams, this is a direct market-access adoption-barriers analysis using FDA clearance data as its evidence base —
pathology's slow regulatory and clinical uptake will delay the evidence base needed to support HTA submissions for
precision oncology therapies. Note: this Perspective is not yet indexed in PubMed (DOI resolves; PMID pending).

PMID: In process In process DOI -

Al Research Paper 1

I dentifying Patient Sentiment in Atopic Dermatitis Treatment: Large Language Model Approach.
Cummins JA, Yu J. - IMIR formative research - 2026

#RealWorldEvidence - #NLP - #PatientOutcomes

Understanding how patients really feel about their treatments is critical for drug developers and market access teams, but
mining social media at scale has been technically difficult. This study found that GPT-4o0 is significantly better than older
text-analysis tools at accurately capturing patient sentiment about atopic dermatitis therapies from Reddit discussions. This
means pharmaceutical companies can now get faster, more reliable real-world insights into patient experiences and
treatment preferences.

PMID: 41482273 PubMed - DOI -

Al Research Paper 2

Current concernsand future directions of large language model ChatGPT in medicine: a machine-lear ning-driven
global-scale bibliometric analysis.
Guo SB, Liu DY, Fang XJ, et al. - International journal of surgery (London, England) - 2026

#ClinicalAl - #Regulation - #Oncology

This large-scale bibliometric study mapped how ChatGPT research has grown across global medical disciplines, finding
rapid expansion at nearly 27% per month but uneven development, with specialties like oncology, surgery, and radiology
lagging behind internal medicine. Using machine learning to cluster research themes, the study identifies where Al attention
and investment are most needed. For healthcare executives and policymakers, this provides a data-driven roadmap of
where LLM adoption in medicine is underdeveloped and where future research should be prioritized.

PMID: 41133425 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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