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Background and objective Figure 1. Potential uses of Al in evidence and HTA

» Artificial Intelligence (Al) has the potential to reshape Health Technology
Assessment (HTA) by streamlining and expediting evidence generation processes,

dossier development and technology assessment'? (Figure 1). SLR Models
« EU Jom’g Clinical Assessmept underscores the nee.d for robust and tlmely ev.ldence TCs S\WE Evaluation
generation. Al-driven solutions may help companies respond to growing evidence
demands by accelerating evidence generation activities. .
Dosslers etc.

e However, concerns around the “Black box” nature of some Al models, risks of bias
and inaccuracies, lack of transparency, and data privacy highlight the need for
cautious, responsible adoption of Al in HTA.l4

* This study investigates the extent to which HTA agencies have issued guidance Al-assisted process
related to the use of Al in HTA submissions.

Methods
» Targeted searches were conducted for publicly available documents — such as policy papers, position statements, or other materials — issued by HTA agencies
that provide guidance on the use of Al iIn HTA submissions.

 The searches covered ten key markets: UK, Germany, France, Italy, Spain, Sweden, Netherlands, Canada, Australia, and US. Agency websites and official
publications were reviewed as of August 2025 to determine the presence and nature of any such guidance.

Results

» Position statements addressing the use of Al in HTA submissions have been published by two agencies: NICE (UK) in 2024 followed by CDA (Canada) which
oublished its own adapted version of NICE's statement in 2025 (Table 1).

* No Al-specific HTA guidance was identified for the other countries reviewed (Table 1).

« However, some agencies, such as HAS, have been actively exploring Al applications internally, developing frameworks for evaluation of Al digital tools and
monitoring impact of Al on HTA processes.

Table 1. Guidelines on use of Al in evidence generation and HTA dossier development

Availability of guidance on Al in HTA

Guidance details and other comments
Y/N Date Type

Country HTA body

Position statement sets out expectations for using Al in HTA evidence generation:
« Used only when it adds clear value, with full transparency, justification, and human
5~ United August L oversight*
A NN ® / o o o o N o
-‘I’- Kingdom rliel= 2024 Position statement Submissions must disclose Al use, align with ethical and legal standards, and apply
established frameworks*
« Early engagement with NICE encouraged“

(+) Canada CDA v April 2025 Position statement ¢ Adapted NICE Al guidance tailored to fit into Canada’'s HTA and regulatory environment?

& Australia PBAC s Not available

£ United States ICER = Not available

< Spain AEMPS x Not available

‘ ' Italy AlFA & Not available « Regulatory guidelines for clinical trials involving Al/ML methods published in 20216

- Germany IQWIG % Not available * IQWIG's General Methods allow ML for study selection and search strategy development’
* |In 2025 HAS reaffirmed its role in evaluating health technologies developed using Al tools,

digital medical devices and telemonitoring systems; it is planned to create a “framework
of trust” for use of professional Al digital tools®
‘ ' France HAS e Not available « HAS monitors new challenges raised by Al that may impact HTA process and expressed
readiness to provide guidance on its expectations for companies submitting dossiers
prepared with help from Al systems®
« HAS is also exploring Al tools to support internal literature reviews?

R :
w» Sweden TLV % Not available
A .
<« Netherlands ZIN S Not available
Key: v" Available % Unavailable
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Conclusions Abbreviations

AEMPS, Spanish Agency of Medicines and Medical Devices (Agencia Espanola de Medicamentos y
Productos Sanitarios); Al, artificial intelligence; AIFA, Italian Medicines Agency (Agenzia Italiana del
Farmaco); CDA, Canadian Drug Agency; ECG, electrocardiogram; EMA, European Medicines Agency; EU,

* Al Is gradually entering the HTA domain, with NICE and CDA providing early direction.

. . . . e ion: d and dmini ion: h ' | hority f Ith
» Continued cross-stakeholder collaboration on development and harmonisation of HTA-SPECIfiC  aiiorie te ante) HTa, hesith technaiogy sssoment: ICER, atitute for Clinical and, Economic Review
I I I _ I 1ol IQWIG, Institute for Quality and Efficiency in Health Care (Institut fur Qualitat und Wirtschaftlichkeit im
ﬂ’?meWOrkS S.UppOrteC by p||Ot prOJeCtS’ hybrld Al human. apprQaCheS’ and reVIGWer tralnlng’ Gesundheitswesen); LLMs, large language models; ML, machine learning; NICE, National Institute for Health
will be essential to support broader acceptance and consistent integration of Al into HTA and Care Excellence; NLP, natural language processing; PBAC, Pharmaceutical Benefits Advisory
. Committee; PICO, population, intervention, comparator, outcome; RWE, real-world evidence; TLV, Swedish
dossiers. Dental and Pharmaceutical Benefits Agency (Tandvadrds- och lakemedelsféormansverket); UK, United

Kingdom; US, United States; ZIN, National Health Care Institute, Netherlands (Zorginstituut Nederland)
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