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② Priority review for specific uses

③ Conditional approval system 

① SAKIGAKE designation system

Specific programs intended to promote innovation

④ Post-Approval Change Management Protocol (PACMP) for medical devices

Following provisions are introduced for earlier approval of medical devices:

⑤ Others











⑤ Others

1. Utilization of Registry Data
 Basic principles on Utilization of Registry for Applications

(https://www.pmda.go.jp/files/000240810.pdf)

 Points to Consider for Ensuring the Reliability in Utilization of Registry 
Data for Applications

(https://www.pmda.go.jp/files/000240811.pdf)

2. Utilization of performance evaluation test using existing medical information
 Handling on performance evaluation test for diagnostic medical devices 

using existing medical information without additional invasive/intervention 
procedures

(https://www.pmda.go.jp/files/000243890.pdf) (Japanese only)





Summary

 Japan has introduced several novel regulatory programs intended to 
support the appropriate evaluation of innovative medical devices.

 The new system is expected to facilitate development of and access to novel 
medical devices by balancing pre-/post-market requirements.

 We would like to provide device developers and other stakeholders with 
insight into potentially beneficial opportunities to pursue global device 
development strategies by leveraging regulatory synergies in each region.




