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In order to establish a robust clinical research promotion system for large—scale multi-center
collaborative clinical research primarily involving pediatric perinatal societies, a consortium named
“Perinatal and Pediatric Clinical Research Consortium” was formed in collaboration with organizations

such as pediatric perinatal societies and the National Center for Child Health and Development.

1. Establishment of a Linkage Database for Reproductive, Perinatal, and Pediatric Phases:

o A technical foundation was established to link disease registries with Diagnosis Procedure
Combination (DPC) information using master keys and pseudonymized personal data. Various
related societies and stakeholders discussed strategies and operational methods to improve the
linkage database, resulting in practical implementation within participating facilities

o Pilot studies continued, demonstrating that detailed and accurate causality analysis between
exposures and outcomes was possible by linking perinatal registries with DPC information. The
potential to enhance medical quality by benchmarking across institutions was also highlighted

2. Extraction of Clinical Problems and Cost—Effectiveness Analysis:

o Diseases were grouped based on diagnosis trends and peak ages among 0-18 years old, revealing
different patterns such as single peaks in infancy or dual peaks in infancy and school-age

o For perinatal diseases, while birth and insurance ID numbers decreased, diagnosis counts and
total medical fees increased, particularly among teenagers and those in their early 40s
Specific clinical issues like “threatened abortion” and “infections during pregnancy” were
identified as priorities

3. Support for Clinical Research:

o Strengthening the ARO functions at the National Center for Child Health and Development
promoted clinical research in perinatal and pediatric fields, supporting multiple research
projects over five years, one of which achieved drug approval. Protocol templates and consent
documents were made available online for researchers.

4. Education and Training System for Clinical Research:

o Collaborating with societies like the Japan Society of Perinatal and Neonatal Medicine,
educational sessions, hands—-on seminars, and workshops were conducted. E-learning materials
were made publicly available, and a clinical research consultation booth provided advice on
many research projects.

5. Establishment and Operation of an Administrative System:

o In collaboration with the Japan Society of Perinatal and Neonatal Medicine, a clinical research
promotion system was established. At the National Center for Child Health and Development, a
contract—based support system was established to strengthen the research infrastructure. The
National Center for Child Health and Development aims to apply as a core hospital for clinical
research in this disease area, continuing to reinforce the clinical research support system and

policy advocacy.

Through these initiatives, the consortium successfully established and operationalized a large-—
scale clinical research promotion system, facilitating significant advancements in pediatric and

perinatal clinical research.



