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Research and Development Results and Significance (Summary)

The U.S. FDA’s Real World Evidence (RWE) program (2018) categorizes the secondary use of Real World
Data (RWD) into two distinct phases: (1) data collection and (2) research utilization. The data collection
phase prioritizes data quality and reliability, emphasizing the necessity of completeness, consistency, and
accuracy. Transparent collection methods and robust management processes are essential, requiring well-
defined data governance frameworks. These foundational elements ensure the integrity of RWE in the
research utilization phase, where fit-for-purpose methodologies play a crucial role in producing unbiased
and objective data, fostering trust among regulatory bodies and researchers.

Beyond regulatory science, advancements in Japan’s medical digital transformation (DX) policies
underscore the growing need for improved healthcare service data quality to support practical
implementation.

This study centers on the data collection phase and comprises two core components: (1) the development
and validation of optimized mapping methodologies for standard codes within medical institutions and (2)
the formulation and verification of outcome definitions to enhance the accuracy of insurance disease
classifications.

First, the study refined terminology, standardized coding systems, examined international frameworks,
and explored Al-driven mapping automation. These initiatives led to the establishment of governance
bodies such as the JLAC Center and CAPS for standardized code management.

Next, system modifications for laboratory and electronic medical record systems were implemented to
establish a streamlined workflow for the input, management, and output of standardized codes. A
governance center was experimentally set up at Kyushu University Hospital to ensure comprehensive
quality control.

Additionally, a validation study on the transition from JLAC10 to JLAC11 recommended JLAC11 for new
implementations while facilitating a unidirectional mapping from JLAC11 to JLAC10 (reverse mapping
was deemed infeasible) to ensure seamless operational continuity. Further investigations focused on
reducing ineffective tests and establishing indirect reference ranges, yielding clinically significant insights
that strengthen standardized coding accuracy and efficiency within medical systems.

Outcome definitions aimed at ensuring reliable disease classification concluded that abstraction
methodologies were impractical for academic RWD research due to cost considerations and physician
workload constraints. Definitions for "anaphylaxis" and "acute fractures" were formulated with a balanced
approach between sensitivity and positive predictive value, validated across multiple institutions.

These findings not only reinforce the credibility of RWD research within regulatory science but also provide
substantial contributions to the structural development of healthcare DX policies, particularly the
establishment of a national medical information-sharing platform.

Summary: Significance and Future Prospects
This study investigated strategic approaches to the societal implementation of standardized codes, leading
to the establishment of third-party governance centers such as the JLAC Center and CAPS Center.

Based on these foundations, system modifications were introduced and validated to enable mapping
personnel within medical institutions to conduct their tasks with greater efficiency and precision.

Additionally, research was undertaken to demonstrate the tangible benefits of implementation during the
transition from JLAC10 to JLAC11, as well as the prospective application of Al to alleviate future mapping
burdens. Furthermore, to address concerns regarding the reliability of insurance disease classifications,
outcome definitions were developed for two diseases by integrating supplementary information to enhance
clinical representation.

These contributions serve as a cornerstone for leveraging RWD in regulatory science and international
regulatory harmonization, while simultaneously advancing the accuracy and security of healthcare
services, particularly in the realm of electronic medical record data-sharing services within Japan’s
medical DX framework.

5



