
Results

DHTs can be classified into eight groups according to their primary

health purpose in the order of increasing clinical risk to an individual

(Figure 2).

The scope of the draft framework includes DHTs meeting all the

criteria below:

Registered with the Health Sciences Authority (HSA), primarily

software as a medical device;

Associated with higher clinical risks (Groups 4 to 8 DHTs in

Figure 2);

Patient-focused; and

High cost per patient and/or high budget impact.
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Introduction

Digital health technologies (DHTs) 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.
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Methods

The HTA framework for DHT was developed through a multi-pronged

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

frameworks referenced are (i) the National Institute for Health and

Care Excellence Evidences Standards Framework for DHT

(2022) and (ii) the Institute for Clinical and Economic Review-

Peterson Health Technology Institute (ICER-PHTI) Assessment

Framework for DHT (2023).
Figure 1

Figure 2. DHT classification by primary health purpose.

Figure 3. Overview of the HTA domains for DHT.

Discussion

The HTA framework for DHT will be reviewed periodically to

ensure its continued relevance based on insights from future

DHT evaluations, the evolving DHT landscape, stakeholder

feedback, and emerging international DHT evaluation practices.

Table 1. Clinical evidence standards based on DHT classification.

The draft framework comprises six key evaluation domains (Figure

3).

Technology design assesses whether the DHT meets technical

standards for safety and reliability in the local context.

Clinical evidence standards are commensurate with the

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

ineffective use can lead to significant harm.

Budget impact analysis (BIA) is the primary method for

assessing the value of DHTs, as many DHTs are perceived to

improve care at lower costs compared to existing alternatives.

Economic evaluation may supplement BIA when the DHT offers

superior health outcomes at a higher cost, considering factors

such as scale of use and implementation costs.

Performance monitoring allows the measurement of the

performance post implementation, particularly important for DHT

with adaptive algorithm that is expected to change over time.

Organisational feasibility assesses contextual barriers and

enablers for DHT deployment and uptake.


