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Spilios Zisimopoulos, Nicolas Pallikarakis

Institute of Biomedical Technology (INBIT), Greece
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TS HA BRI A AR BBy B AR SR B ME ROV o AN RSP By i R A o Jo 0] PP o BB R R
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and Drug Administration, FDA) ¥ il i& 7 F1FH 7 2% A B 28 73 20308 J& (The Manufacturer and User facility Device
Experience, MAUDE) A& — MR AJF 7 Al B ECHE 72, 38 B 1991 4 LIR$ERC 25 FDA I EEIT a8 iR 2 (Medical
Device Reports, MDRs) HY%tii. ASSCEFERTTEET T ailAN RS AL AR, IRt 25 =+ 4F Rl B 7
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BT AP B R R ] A R, o (EARIE AR R AR, S A fR XU AT RES B (R R T R R
MAGE BT i 98.4% , FTHE A BREAS & I SE T Y 3.29%) 0 Z96 20% R A (5 F5as s A o] B2 R LA IE A it o
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RIS, 439% B RO ACEAE AT NS THI S8 —4F
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i, A5 AT E S SR FDA EORMUZ MHSESU RIS A REE LA, FRRETRAZ T AR,

[548F] MAUDE 20084 FDAY ARG BErasm. 2
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2The Competent Authorities for Medical Devices (CAMD) facilitate implementing and enforcing the Regulations on medical devices and on In Vitro Diagnostic medical
devices in the EU. https://health.ec.europa.eu/medical-devices-dialogue-between-interested-parties/overview_en#competent-authorities-for-medical-devices---camd
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