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Introduction: There is an increasing number of policy and guidance
documents on the use and acceptability of real-world evidence
(RWE) to support regulatory and health technology assessment
(HTA) decision-making. The Innovative Health Initiative Integra-
tion of Heterogeneous Data and Evidence towards Regulatory and
HTA Acceptance (IDERHA) partnership is undertaking a global
landscape review of these documents to understand where there is
consensus and divergence, and where further policy development is
needed.
Methods:A literature search of theMEDLINE and Embase databases
was performed, in addition to handsearching the websites of specific
HTA and regulatory organizations. All policies, standards, frame-
works, and guidance documents on requirements for acceptable
RWE data use published from 2017 were included. Two reviewers
independently extracted data using a standard data extraction form
that was pilot tested before use. Any discrepancies between the
reviewers were resolved by consensus. Extracted data are currently
being analyzed by researchers with regulatory or HTA expertise. A
workshop held in October 2023 sought input from experts on ana-
lysis plans.
Results: The initial literature search yielded 3,184 results. After
screening against the inclusion criteria, a total of 87 documents were
selected for full-text review (21 HTA and 62 regulatory documents).
Of these, 32 were identified as key documents and prioritized for
initial review. Key themes in the documents, including transparency,
data collection, study design, and data quality, were identified and
validated in a workshop with five regulatory or HTA experts. Data
extraction is ongoing for the remaining documents and any further
themes identified will be added. Any gaps and areas of divergence will
be identified, so they can be addressed by future IDERHA work.
Conclusions: This review assessed the increasingly complex global
landscape of regulatory and HTA policies and guidance on the use of

RWE. Through the exploration of similarities, differences, and gaps
in these policies, this work will extend the current understanding of
best practice and identify areas that need development of further
guidance.
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Introduction: This study aimed to evaluate factors influencing
assessment results in the new health technology assessment
(nHTA) system in Korea.
Methods: Publicly available HTA reports obtained from the nHTA
website were selected as a data source. A total of 258 nHTA reports
including 305 technologies were included in the analysis. The detailed
information in the reports was classified into three major categories:
technical characteristics, evaluation methods, and publication types.
A chi-squared test was used to investigate differences in the levels of
evidence (high, medium, or low) and assessment results (pass or fail)
according to the three categories. Univariate andmultivariate logistic
regression analyses were performed to identify factors associatedwith
the levels of evidence and assessment results.
Results: nHTA reports that performed a meta-analysis and included
randomized controlled trials for evidence synthesis were associated
with higher levels of evidence. The corresponding odds ratios were
5.008 (95% confidence interval [CI]: 1.265, 18.826) and 27.052 (95%
CI: 7.802, 103.330), respectively. The analysis showed that as the level
of evidence increased, the likelihood of the assessment passing was
significantly higher (odds ratio 2.789, 95% CI: 1.284, 6.057). How-
ever, univariate analysis indicated that performing a meta-analysis or
including randomized controlled trials, both of which affect evidence
level, did not have a statistically significant association with assess-
ment results.
Conclusions: This study is the first systematic analysis of the factors
influencing the results of nHTA reports in Korea. While higher
evidence levels were associated with positive assessment outcomes,
factors affecting the evidence level itself did not directly influence
assessment results. More efforts are needed to integrate high levels of
evidence into assessments.
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