CIXIZE L 25 7]7] o17t- Al

2019. 11. 20.()

NEolHBOITIA
II I (0]
AZ oA EICkLE

AL 3|7t EMEt=
2 )&




20
o
KI-
31
D
™
L]
ol
<4
jor







O|&7|7| %

Iy o277 AR M AT
2745t 2oy MY o|27|7| x| 23t
ol27)7| NEFE < = o3 Eeh s v o277 IS U

al =
=3 #
o
[<

ilelg7|7| X|AE, HP™
9%4402 ¢ ("19.4.30 A%, '20. 5.1 A )

OIS IAS SA R

- B
6X8,179%% AL
H eg
SIMOIZTII IR, HIE

6o
y. 4

2018 2022

v sz
o|g27|7| $E4H @h=, G)0[2HAEEHL, 117.8)

4%7,880% &

A 00
3%9,72328 X
x ili

2018 2022



WE O 'MEZ 2|=7|7|2| 2tTd HHA =" (Medical Device Safety Action Plan) &1 ('18.4)
© Oo|F7|7| X} QHHY =E AT = ZHA] JHM, OHESHE R T|7|E ot Al BT, HEFEHFT

(TPLC)OIl 2K |2 7|7| ordmal =

Gy 0 2IZEQ0| ALY 915 (Precertification) T2 HIAE A2 LE(19.1)
© 2d H7hExcellence Appraisal)E 7|2 AZEQO] M ZYH 7t {& 7=

0 °[27|7| ©(MDR), M2 TIEte| =2 7] 7| B(IVDR) H8('17.5)
eotn, 0 9HE MEo e WEIHIE 2|7 A,

¢ Z 9| X|&(Directive)g HOZ &% =]
AMAIY 22t 9 CE 215 7|8 2| 243t 5 ™
2, HQFICHZ| 7| H(IVDR) 2022 58 M &

* O| 27| 7| ¥ (MDR) 2020 5€,

o JUo=7|7| ZUR =T &

® O 7 AEA O M At 2B H
A2 B

|-_|r9

o =l 2[=7|7]| JiE H 7S

= —
® Holz7|7|E




Al 23 e}

EHo| Rz o2 HE

_ o] wlursio] FEHEA
% o|Z7H Sof oHeEa
H orxl 23 o5
APO|H{ B9 S0] 7|& % r =1 P | | B 23 B H
E40| Ut E =
obd Ba|H|A 0| k= =H| “

0I57ks-8 st

s ME2HEF Z0
: tiSote dEAE HES

BEJL MAYH QFX |
OH| 2 0| Z75/d0] X{5}

CXEEA og7|7]o] M2 AxEd =4 =a )
- __dN






CIX2RAL 7=

v SaMD(Software as Medical Device)

. : v Digital medical device
v Al(Artificial Intelligence)

v Wearable device
v Cloud

, v Mobile health
v Cyber Security

: : L v Health information technology
v Mobile Medical Application

: v Telehealth and Telemedicine
v Wireless

: : v Personalized medicine
v MDDS(Medical Device Data System)

v Digital thera
v Advanced Analytics 9 by

v Novel Digital Health

* ZX : Digital Health Criteria, US FDA (2018.3.23)
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