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Medcial device or non-medical device
Classification
Regulatory strategy

PMS
PMCF
AE/Recall

Quality management
Design * Risk management
Technical document

Post
market

Medical
device

+ Safety testing
Verification + Performance testing
+  Pre-clinical study

CE marking
; . Market
CFDA registration approval

FDA approval

Validation

Process validation
Clinical validation
Final labeling
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- Deploy
- Confirm with plan

PDCA
Methodology

Decide and Change -

Analyze and Review -
Improve effectwareness -

-
- Measure & Monitor
- Confirmity & effectiveness
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