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Critical situation
or patient
condition

~IMDRF 5.2.1

Serious situation
or patient
condition

~IMDRF 5.2.2
Non-serious
situation or

patient condition

(everything else)
Table 1: Classification Guidance on Rule 11

High
Treat or
diagnose

~IMDRF 5.1.1

Class 111

Category IV.i

Class IIb

Category [ILii

Class Ila

Category L
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Drives clinical
management
~IMDRF 5.1.2

Class IIb

Category I

Class Ila

Categeory ILii

Class 11a

Caregory Liff

Low

Informs clinical
management

(everything else)

Class I1a

Category ILi

Class I1a

Category Lii

Class I1a

Category Li
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Predetermined Change Control Plan

Improvement Design within Approval for Timely Evaluation and Notice

|

|

H$= '
|

:

—— :
|

|

= o771n TW'NY AriIn - |
\____ |
— |
|

|

|

O '
|

|

|

I .. .1 -
i SAKIGAKE 710 J13017 11°1311 i
:L_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_S_EMP_'_A__i!:_l_o_‘_.'!%_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'_'i
i DIGA jin'n 1ri3an i
| N (A i
| 5 i



e "MINYI"M 1ANKR K Al 189 w9

Israel Ministry of Health \

mn'o 1 axp "I7an

13711 O'113°0 7111 mnnana 1"1% xRN

n"11711300

WnNn NN "9I0n Efficiency n1rna m*anNa N™no




nInan TN INI I MpPnn

Israel Ministry of Health \

Outside the United States

City/Metro Area Amount Closed Total Deat Count
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