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Development of implementation system for investigator initiated clinical trial
Trial coordination office was developed in Division of Clinical Trial, Center for Clinical Research and
Development, National Center for Child Health and Development (NCCHD). Data management, data
analysis, and monitoring task were consigned to Division of Data Management for Clinical Research,
Division of Biostatistics, and Department of Developmental Strategy at NCCHD. The audit was
outsourced.to Imepro Inc.. The audit was performed before starting the clinical trial, and the monitoring had

been performed as planned.

Management of investigational drug
The investigational drug, NPC-02, was delivered on June 30, and has been managed at the Department of
Pharmaceuticals, NCCHD.



Evaluation of investigational drug for proper compounding and administration

For the proper administration of investigational drug through nasogastric or gastrostomy tube, its passage
and absorption to the tube was tested. As the results, the use of investigational drug can be justified if the
tube is 5FY. or larger. There was no absorption of investigational drug to the tube.

Initiation of the investigator initiated clinical trial and the status of registration

The research plan of this investigator initiated clinical trial was completed by the end of April, and it was
approved by the institutional review board of NCCHD on May 19. The clinical trial protocol notification was
submitted to the Pharmaceuticals and Medical Devices Agency on June 9. The start-up meeting among the
co'investigators from Department of General Pediatrics & Interdisciplinary Medicine, Division of
Endocrinology & Metabolism, and Division of Neurology on July 5. After the exclusion of patients for the
exclusion criteria and physicians’ selection, the investigator initiated clinical trial was explained to 14
patients and their guardians. Consent for the participation to the clinical trial was obtained from 9 patients
and their guardians. Because majority of candidates were dropped out by the screening test, only 2 patients
had been registered, and investigational drug had been started to both of them.
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