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(1) Standardization of diagnosis, evaluation methods and values in neonates in collaboration with the International Neonatal
Consortium (INC).
In collaboration with the INC, we conducted the following: 1) established Neonatal Adverse Event Severity Scale
(NAESS), made Japanese translation and involved in validation of the NAESS, 2) extracted data for standardization of
test values from EMR of 5 institutions, 3) conducted domestic survey on natural history and incidence of chronic lung
disease using prognostic evaluation indexes established by INC, 4) examined the utility of the newly defined index for
long-term prognosis in neonates with ventricular hemorrhage and/or periventricular leukomalacia in Japanese children,
5) conducted a systematic review of the method of blood pressure measurement in neonates and also conducted systematic
review of neonatal blood pressure values, and 6) developed toolkit for stakeholders involved in neonatal care and drug
development.

(2) For pediatric formulation and pharmacometrics, we conducted the following.

1) In 2020, a Pediatric Drug Focus Group was established by the Academy of Pharmaceutical Science and Technology
Japan, and the group began working as a counterpart of the European Pediatric Formulation Initiative (EuPFI) in
collaboration with this research group.

2) Acceptability and swallowability study was performed, and the results suggested that infants aged 6 to 11 months have
difficulty in accepting suspended or dissolved fine granules, and minitablets appeared to be more acceptable.

3) Pilot advisory groups of elementary, middle, high school, and college students were held at a total of 10 times and
discussed on preferrable pediatric formulations. On some occasions, formation technologists from pharmaceutical
industries also joined the discussion. We could also identify possible candidates to participate in advisory group
activities in the future.

4) An attempt was made to compile a list of additives in pediatric formulations, but it was found difficult to compile a list
in Japan as well as in many countries overseas due to the limitation of information disclosed by companies.

5) To standardize compounding at pharmacies, three model drugs (approximately 20% of all compounded medications in
pediatrics) were selected and standard operation procedures on these drugs were created.

6) We conducted a survey on the actual usage and acceptability of dosage forms introduced from overseas and summarized
possible problems. We shared the results with relevant parties in Japan.

7) The possibility of collaboration on pharmacometrics between academia and industries, and the possibility of applying
the results on regulatory documents are discussed with the representatives of the Pharmaceutical Manufacturers
Association of Japan (PMA) and with PMDA officials, using the available data published. As a pilot project, one
collaborative project was initiated with a company on analysis of pharmacometrics combining data from academia and
the industry.

(3) Current problems of investigator-initiated clinical trials in children and their possible solutions:
Based on the results of a questionnaire survey, and after seeking opinions from a wide range of stakeholders including
pediatricians and CRCs involved in pediatric clinical trials, representative members of pediatric-related academic
societies, the Pediatric Clinical Trials NW Pediatric CRC Subcommittee, and the PMDA Pediatric WG, current problems

of investigator-initiated clinical trials in children and their possible solutions are summarized and to be published.

The results of this project were shared at the annual group meetings with representatives of pediatrics-related academic
societies, and opinions were exchanged. These results have been published or to be published in papers and/or have been

disseminated at academic conferences.



