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RWE in HTA assessment, limitations of RWE noted by ACE, | T
and subsidy recommendation outcomes.

Insufficient long-term data (n=1)

Results
Appraisal Characteristics and RWE Use

¢ Of 54 appraisals reviewed, eight appraisals evaluating nine
regimens incorporated RWE to estimate treatment effects

where trial-based evidence was absent or insufficient. SUBSIDY RECOMMENDATION OVERVIEW

¢ The disease areas of the eight appraisals are summarised
in Figure 1; all four cancer appraisals were company-led
submissions.

FIGURE 3

Impact of RWE on subsidy recommendations

¢ The types of RWE incorporated comprised observational 5 Recommended ) 9 Not recommended
studies, long-term extensions, natural history cohorts, for subsidy N Cases for subsidy
overseas registry data and post-marketing safety data Reviewed
(Figure 2). @ @ @ 3 Clinical superiority established

¢ RWE addressed limitations including lack of comparative by RWE-ITC
trials, trials not reflecting local populations, small sample @ @ 2 Clinical superiority in trial was
size in trials, and/or insufficient long-term data (Figure 2). reinforced by RWE

Reasons cited by ACE for lack of
subsidy recommendation

¢ Five appraisals incorporated RWE into indirect treatment
comparisons (ITCs), including matching-adjusted indirect
comparisons (n=3), propensity score-matched analysis
(n=1), meta-analysis (n=1) and naive comparison (n=1).

RWE was valuable to inform subsidy decision-making,

in spite of methodological limitations identified

: : Case Study 1 (Oncology):
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¢ Overall, 5/9 regimens received subsidy recommendations =
includir’1 two on first assessment and three after price | ¢ RWE-ITC {propensity score-matched analysis) supported - 0“ demonstrate
_ g _ P clinical superiority of intervention over comparator A, using an ~ failed to comparative
negotiations (Figure 3). observational study as the key evidence for the comparator arm Inappropriate s effectiveness vs
¢ Among recommended regimens, clinical superiority was in the absence of trial data. | :CTC comparator existing treatment
established for 3/5 regimens via ITCs that incorporated ¢ Supplementary RWE (to reinforce a trial-based ITC versus oroneregimen
RWE. This was despite the RWE-ITCs being associated with ;z?lp:;zt;’;Et‘gjsc'gﬁﬁ?gcl’usr'\c’)e gg:titcofz(l;gt(sc’f pre-specitied
limitations, such as residual confounding, small effective Y brog
sample size and local applicability.
¢ For the remaining 2/5 recommended regimens, RWE Case Study 2 (Infectious Disease): 00O
reinforced trial evidence to support superiority, despite RWE established local applicability @ @ @
limitations such as lack of pre-specified analyses and Small sample size - provide sufficient
lack of control arms. ¢ RWE (a large-scale retrospective comparative study in (10 patients) in alea 1o S evidence on
. . Singapore) bridged the gap between trial populations and local the long-term long-term efficacy
¢ Of the 4/_9 reg|men§ no_t recommended, the reasons cited by clinical practice, despite limitations including a lack of extension study
ACE are illustrated in Figure 3. pre-specified analyses and other potential biases for one regimen
. Case Study 3 (Rare Disease):
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RWE was valuable in establishing clinical effectiveness ¢ RWE (observational studies and meta-analysis involving cohort Unt ol , | cost-effectiveness
d informing HTA decision-making in Singanore when studies) was considered alongside trial data de_splte the lack nfavourable profile vs other
fr_] llg 9 g'd " o f S i S tp l of control arms, and was particularly valuable given the small pricing treatment options
rlat-nasea evidence was apsent, Insutticient or poorty sample size in the trials
aligned with local practice. Although methodological

limitations were commonly noted, ACE appeared willing to
consider RWE where it addressed important evidence gaps

and supported clinically plausible conclusions. Nonetheless, Abbreviations: ACE: Agency for Care Effectiveness; HTA: health technology assessment; ITC: indirect treatment comparison; RWD: real-world data; RWE: real-world evidence.

subsidy decision-making also depends on other factors,

including price References: 'Agency for Care Effectiveness. Position statement on the use of real-world data/evidence to support health technology assessment. 2026; 2Agency for Care

Effectiveness. Published technology guidance appraisals, January 2024-April 2026. Acknowledgements: The authors thank Henny Zhan, Costello Medical, for graphic
design assistance.

Presented at ISPOR Asia Pacific Summit 2026 | Bangkok, Thailand | 6-8 September COSte
[

o
medIc

Copyright © Costello Medical Singapore Pte. Ltd. aI



