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O 92 7|1&(Medical technology)2 FA 2l=7]7|(Medical devices, MDs), MRS Q)=
7171(/n vitro diagnostics(IVDs)), CIXIE HA(Digital health) Ml 7tX| 20f2 L= %
UCH, Of2f &2 OXE dA 20k= HQE.
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[ Classt QN Classlla Class llb Class lll

(e.g. simple (e.g. syringes for (e.g. anaesthesia (e.g. pacemakers)
bandages or wound pump infusion) machines)
care products)
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IVD Regulation classification system Percentage of devices by class'

High public health risk

e.g. blood safety / high risk infectious diseases

4%

C High risk for individual patients 26 %
e.g. cancer markers, dangerous infectious diseases, etc. o
B Medium risk for individual patients A49%
e.g. blood chemistry, pregnancy tests, etc. 2
A Low risk for individual patients 21%
e.g. instruments, accessories, specimen collection systems, etc. °
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wUS wEurope =China ®Japan wCanada ®South Korea = Russia ® Others * Netherlands * Spain # Switzerland » Belgium
1 Austria # Svieden 1 Others

# Germany # France 1 UK Italy
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(FOXIZ) 1. European medical technology industry in figures 2022 - MedTech Europe, 2022.10.6.
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3. European Notified Bodies issue updates on MDR, IVDR implementation challenge, EMergo, 2022.1.24
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