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Introduction

Digital health technologies (DHTSs) are increasingly relevant in the global and local clinical practice to meet the growing demand for healthcare
Innovations. However, their rapid iteration, frequent lack of high-quality evidence, and additional technical domains such as cybersecurity, good
data practice and user acceptability, pose challenges to conventional health technology assessment (HTA) frameworks.

The Agency of Care Effectiveness (ACE) is developing a DHT-specific HTA framework, which intends to be pragmatic but sufficiently robust to
Inform government funding decisions on DHT. It may also serve as a reference for public healthcare institutions and industry on the evidence
standards for DHT from the HTA perspective.

1. Review of overseas DHT evaluation frameworks and

M et h 0O d S reimbursement mechanisms 4. Validation of the HTA framework with a pilot use case
. Overseas jurisdictions include UK, US, Germany, Validation with a machine-learning based, clinical

The HTA framework for DHT was developed through a mU|t|'pr0nged France, Belgium, South Korea and Japan decision support software

approach as shown in Figure 1. The key overseas DHT evaluation

frameworks referenced are (l) the National Institute for Health and 2. Local DHT landscape analysis and inputs on the HTA 3. Identification of areas of synergy with other local
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Framework for DHT (2023).
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Results

DHTs can be classified into eight groups according to their primary The draft framework comprises six key evaluation domains (Figure
health purpose in the order of increasing clinical risk to an individual 3).

(Figure 2). 1 Technology design assesses whether the DHT meets technical

The scope of the draft framework includes DHTs meeting all the staim_dards for safety and reliability in the local conte_xt.
criteria below: 1  Clinical evidence standards are commensurate with the OO

primary health purpose and clinical risk (Table 1). Adherence to
these standards is especially important for DHTs targeting
serious or critical conditions, where inaccurate information or

] Registered with the Health Sciences Authority (HSA), primarily
software as a medical device;

] é_ssoma;ed with higher clinical risks (Groups 4 to 8 DHTs in ineffective use can lead to significant harm.
Igure £), : : : :
g_ ) ] Budget impact analysis (BIA) is the primary method for
J Patient-focused; and assessing the value of DHTs, as many DHTs are perceived to
I High cost per patient and/or high budget impact. improve care at lower costs compared to existing alternatives.
o g | Group2 | Group3 Group4 | Group5 | Group6 Group7 | Group8 ] Economic evaluation may supplement BIA when the DHT offers
. o superior health outcomes at a higher cost, considering factors
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Figure 2. DHT classification by primary health purpose. d
i ) /E)rganisational feasibility and other considerationb
o _ - _ Budget impact analysis
Table 1. Clinical evidence standards based on DHT classification. L ) [ infrastructure ] [ Care delivery ] [ Treining and ]
Primary health purpose Evidence standards . ™ requirement proe=> credentiaing
DHTs for therapeutic purposes » High-quality RCTs (preferred) or comparative real-world studies to demonstrate impact of the DHT on: Economic evaluation el Social
(Group 8 DHTs) o Patient or clinically relevant outcomes \ [ e8a ] [ e ] /
o Health system outcomes ~ 4
* The intervention should be compared to the comparator that is most likely to be replaced in the local clinical practice and is
typically the current standard of care for the health condition being reviewed. | Figure 3 OverVieW Of the HTA domainS fOr DHT
DHTs for diagnostic purposes + (Observational studies to demonstrate:
(Group 7 DHTs) o Diagpos;[ic-relaled outcomes (e.g. test accuracy against a valid reference standard, or concordance with standard
practice
o Impact of the DHT (e.g. time to diagnosis, resource utilisation) . .
. Linkedpevidence preferredg,; demonstratﬁlg the linkage between test accuracy and subsequent patient or clinically relevant DI S C u S S I O n
outcomes
ELI;IF'I';sO ;c;rs predictive or prognostic |+ Errgcsiipc‘tai?évgr%t;ig?{?stit?cn?wlfgpr'r?;?igﬁtgvgr rt:iart;gspective follow-up studies to demonstrate the ability of the DHT to provide | D The HTA fram ework for DHT W|” be reV|ewed per|0d|Ca”y 1{0)
(Group 5 DHTS) ensure its continued relevance based on insights from future
T p o O e i o T o 0 DT DHT evaluations, the evolving DHT landscape, stakeholder
(Groups 4 or 6 DHTs) . rl‘:n(;ry[;Hp-pEEWhiCh may directly impact therapeutic or diagnostic decisions, the respective evidence standards highlighted above feedbaCk, and emel’glng Internatlonal DHT eva|uatI0n practlces
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