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Environment of pediatric medical device development

1. Universal problems specific to children

・Small market size

・Rare disease

・Somatic growth of patients

・Large size variation in body and lesion size

2. High cost for device development

Barriers for pediatric medical device development

Device-lag Off-label use





✓ To reconstruct the JCIC-R database to be able to applicate effective PMS of the different 
types of devices and reduce the time/cost of PMS while securing the quality of surveillance.

✓ To improve the environment of pediatric medical devices development by strengthen the 
global collaboration of the stakeholders.

Objectives
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✓ Conducted by National Clinical Database（NCD） and JCIC

✓ High completeness（>90% of procedures in Japan）

✓ Previously used for post-marketing database surveys in some devices

JCIC Registry



JCIC-Registry “2016-2018”
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“Minimum data set” project

#1 Reconstitution of the JCIC-R database to 
facilitate device development

✓ Stent

✓ Balloon

✓ Occluder

✓ Valve

etc

✓ CP stent

✓ Mullins stent

✓ Minima stent

etc

✓ Pulmonary artery

✓ Coarctation of the aorta

✓ Patent ductus arteriosus

✓ Systemic vein

etc

The new concept to minimize the number of data-set while ensuring effectiveness 
and safety evaluation in PMS using JCIC-R.



PMS of CP stent

T. Fujii , H Tomita, et al. Heart Vessels. 2021 Feb;36(2):291-296.
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