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(¥ §K) Preparation of a Protocol for an Investigator-Initiated Clinical Trial for the Development of
a Novel Treatment for Patients with Cerebral Palsy in Chronic Phase Using Allogeneic

Dental Pulp Stem Cells
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(FEX) 18—V

Summary of Research and Development

Overview:
This project aimed to develop a novel therapeutic strategy for pediatric patients with cerebral palsy (CP) using
allogeneic stem cells derived from human exfoliated deciduous teeth (SHED). Cerebral palsy is often caused by
perinatal hypoxic-ischemic encephalopathy (HIE), and therapeutic hypothermia is only applicable to the acute phase,
and an effective treatment for the chronic phase has not been established. SHED secretes various neurotrophic factors,
and we confirmed the effect of amelioarating motor and learning deficit in chronic cerebral palsy model rats.
The main design of clinical trial protocol was finalized following regulatory consultations with PMDA (Pre-consultation
Meeting of RS Strategy Meeting on January and February, 2025; Consultation Meeting on March, 2025).

The planned clinical trial is consisted of two steps as follows:

Step 1
An open-label, uncontrolled study to confirm safety and tolerability
Step 2

A randomized, placebo-controlled, double-blind, parallel-group comparative study to confirm efficacy

Pediatric patients with cerebral palsy, and endpoints of this study are GMFM-66 score, GMFCS level, Modified
Ashworth Scale, and the new version of the Kyoto Scale of Psychological Development (2020).
We also prepared the standard operation procedure for the investigator-initiated clinical trial. Next year, we will design

an EDC, and proceed with the procedure to IRB.



