Application Form for Consultation Template
 First Edition (April 10, 2026)
Japan Pediatric Society Drug Development Network
 Application Form for Consultation

 <Mandatory Information>
1） Applicant Information
	Company name
	

	Contact Person
	Department
	

	
	Name
	

	
	Phone
	

	
	Email
	

	Date of application 
	Year　　　　Month　　　　Day     

	Previous consultation number
 (e.g., R●-●)
	 ☐0. None ☐1. Yes (Number:　　　　　)



2） Nature of the Consultation
	Consultation type
	 ☐0. Regular consultation ☐1. Accelerated consultation ☐2. CRC consultation (Consultation is provided by pharmacists/nurses for operational aspects)

	Development stage
	 ☐0. In development preparation ☐1. Planning clinical trial(s) ☐2. Clinical trial(s) in progress
 ☐3. Clinical trials completed  ☐4. Other (　　　　　)

	Subject of inquiry
	

	Consultation details
	



3） Overview of Development Product
	Intended indications 
	

	Name of active ingredient / Product code
	

	Product name (if already approved)
	

	Mechanism of action
	

	Route of administration 
	

	Dosage
	





 <Optional Information>  
(Provide details as appropriate based on the details of the consultation)

1） Information on the development in adults
	Indication
	

	Approval status in Japan
	 ☐0. Not approved ☐1. Approved

	Adult dosage 
	

	Route of administration
	 ☐0. Oral ☐1. Intravenous ☐2. Subcutaneous ☐3. Intramuscular 
 ☐4. Transdermal ☐5. Other (　　　　　　　　　　　　　　)

	Dosage Forms
	 ☐0. Fine granules ☐1. Granules ☐2. Tablets ☐3. OD tablets
 ☐4. Capsules ☐5. Injectables ☐6. Topicals 
 ☐7. Other (　　　　　　　　　　　　　　)

	Development status in Europe and the U.S. for Adults*
*List publicly available information in "6) Reference Materials/Information."
	

	Development status in Japan for adults*
*List publicly available information in "6) Reference Materials/Information."
	






2） Information on the development in the pediatric population
	Indications
	

	Age range
	

	Foreseen benefits in children
	

	Dosage
	

	Route of administration
	 ☐0. Oral ☐1. Intravenous ☐2. Subcutaneous ☐3. Intramuscular 
 ☐4. Transdermal ☐5. Other (　　　　　　　　　　　　　　)

	Dosage form of pediatric formulations
	☐0. Fine granules ☐1. Granules ☐2. Tablets ☐3. OD tablets 
 ☐4. Capsules ☐5. Injectables ☐6. Topicals 
 ☐7. Other (　　　　　　　　　　　　　　)

	Need for development of pediatric formulations
	 ☐0. None ☐1. Yes



3） Information on pediatric development in the EU and/or the U.S. (Reference Information ☐PSP ☐PIP)
	Availability of stability testing, etc., for the investigational drug
	 ☐0. None ☐1. Yes  ☐2. In progress

	Preclinical studies
	 ☐0. None ☐1. Yes  ☐2. In progress
*If other than "None," please provide a summary below

	
	Type
	

	
	Age at start of administration
	

	
	Duration of administration
	

	
	Route of administration
	

	
	Target organs relevant to the active ingredient
	

	PK study in children
	 ☐0. None ☐1. Yes  ☐2. In progress
 *If other than "None," please provide a summary below

	
	Target disease
	

	
	Age
	

	
	Number of Subjects 
	

	
	Study Period
	

	
	Results
	

	Clinical trials for efficacy/ safety
	 ☐0. None ☐1. Yes  ☐2. In progress
*If other than "None," please provide a summary below

	
	Target indication
	

	
	Age 
	

	
	Number of subjects
	

	
	Study period
	

	
	Efficacy results
	

	
	Safety results
	

	
	Other
	



4）  Clinical Trial Plan in Japan
	PK study in children, if planned separately
 
	 ☐0. None ☐1. Yes  ☐2. In progress
 *If other than "None," please provide an overview below

	
	Target indication
	

	
	Age
	

	
	Number of subjects
	

	
	Study period
	

	
	Evaluation method
	

	Planned clinical trials for efficacy/ safety
	 ☐0. None ☐1. Yes  ☐2. In progress
 *If other than "None," please provide a summary below

	
	Study design and phase
	

	
	Objective
	

	
	Indication
	

	
	Age
	

	
	Number of subjects
	

	
	Study period
	

	
	Endpoint(s)
	

	Other clinical trials
	 ☐0. None ☐1. Yes ☐2. Ongoing
 *If other than "None," please provide a summary below

	
	Study design and phase
	

	
	Objective
	

	
	Indication
	

	
	Age
	

	
	Number of subjects
	

	
	Study period
	

	
	Endpoint(s)
	



5）  PMDA Consultation
	PMDA Consultation 
	 ☐0. None ☐1. Yes ☐2. Planned
 *If "Yes," please provide the details

	Subjects for consultation
	

	 PMDA's opinion
 (Can be attached separately)
	



6）  Other



7）  Reference Materials/Information



4

