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BACKGROUND METHODS

Context: The growing interest in artificial intelligence (Al)-enabled technologies in e Searches were conducted on the NICE and CDA websites.
healthcare presents novel opportunities and challenges for health technology - The HTA submissions evaluating the Al-enabled technologies
assessment (HTA) agencies.* submitted to the NICE and CDA, from data inception to May 2025, were
* However, the unique characteristics of Al such as algorithmic learning, data identified.

dependency, and limited clinical validation necessitate adapted or novel assessment .+ The relevant submissions were reviewed thoroughly, and data

frameworks.?

« The UK’'s National Institute for Health and Care Excellence (NICE) and Canada’s .
Drug Agency (CDA) are at the forefront of evaluating such innovations.

extraction was conducted.

The data were extracted on disease indication, utility of Al-enabled
technology, HTA decision drivers, key critiques, and final

Objective: This study aims to analyze and provide insights on HTA submitted to NICE recommendations.
and CDA for Al-enabled technologies.

RESULTS

e The searches identified six HTA submissions, of which five were submitted to the NICE, and one was submitted to the CDA.

 AllHTASs were for Al-enabled software used for detection of diseases (Figure 1).
 Table 1 presents the Al technologies evaluated in each of these submission.
* Majority of submissions were early value assessments (4/6; 68%).

* Most appraisals resulted in conditional recommendations (5/6, 85%) (Figure 2), if the evidence outlined in the evidence generation plan is being generated and
after appropriate regulatory approval including NHS England's Digital Technology Assessment Criteria (DTAC) approval; none was fully recommended, and one
was not recommended.

 The main HTA decision drivers affecting the HTA recommendation of technologies are presented in Figure 3.

 There were many critiques or limitations associated with the HTA recommendations, with majority being Al-related. These included uncertainty around methods
used to develop Al models, Al accuracy, uncertainty around Al algorithms, etc.

* Other critiques included limited evidence for different population subgroups, lack of data in routine care settings as compared to laboratory settings,
underestimation of costs due to lack of real-world evidence and uncertainty around the parameters.
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