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Abstract

This study was conducted with the aim of establishing a method for efficiently collecting and
analyzing high-quality data in this field, where there is an unmet need, and to develop a framework for
acquiring and analyzing reliable data by leveraging the strengths and addressing the limitations of the
Japan Pregnancy and Drug Information Center (JTIS-NET) network of core hospitals, perinatal
department systems (including electronic medical records), and claims data.

As part of this project, we standardized and integrated consultation case data accumulated in JTIS-
NET and developed an infrastructure suitable for epidemiological research and pregnancy registry
studies. We also evaluated the applicability of the integrated database for drug safety monitoring during
pregnancy through collaboration with pharmaceutical companies, regulatory authorities, and academic
institutions. In parallel, we constructed a perinatal information storage database capable of linking
perinatal clinical information with core electronic health record data and established methods for secure
multicenter data aggregation and linkage with consultation case databases.

This study also identified several remaining challenges, including a lack of information on pregnancy
outcomes and long-term maternal and child prognosis, as well as limitations regarding the feasibility of
conducting long-term follow-up studies within the current JTIS-NET framework. These findings
highlight the need for further expansion of data collection and collaboration with additional medical and
maternal and child health databases. Furthermore, we investigated the use of real-world data (RWD),
including nationwide claims databases, for drug safety evaluation during pregnancy and lactation. These
analyses demonstrated the utility of RWD for assessing medication use, fertility-related outcomes, and
prescription trends in clinical practice, while also clarifying methodological challenges specific to
pregnancy-related research.

In conclusion, we demonstrated that the JTIS-NET case database can function as a post-marketing
surveillance platform based on ICH-E2E and established a framework for its use aimed at external data

sharing and the continuous generation of evidence.



Overall, this study provides a foundation for generating high-quality evidence to support benefit-risk
assessment of drug use in pregnant and lactating women and contributes to the development of safer

healthcare systems for pregnancy and childbirth.



