Ostli

RRE R B TP

TSR A SRS A\ TSN R sk 2 B B BN EUT - JHRE B &5 B A S R B (R v
ANLEE

5 E4HSR (World  Health  Organization, ~ WHO) jA2023/F10 H19H#84m T AN TRV ER MR AR ~ BB B 2% , (Regulatory
considerations on artificial intelligence for health) 2 » STEREISEIA GRS (@ N TR E » SHEETE I [ERF 5o PR PR b - 4
SRLATFIA EE B A T = BE R RN E

(1) XH{EELEIAE (Documentation and transparency )
PEEE IETHICRHHE (pre-specifying) DU BIMESCER AN LR A4 (DUTREEAIZER ) Z THINISER H IVEARES1R - QAR AR 2 i1
R DURCERMEZ BRI - 251 - 280 151E - NS BREIS B AaS T 2 (Rl R S A W DR BB 2 705 (Risk-
based approach) - fRIZEZNEZ EEEIAE L ZIZE ~ DURAIZSE Z BRI BHEREAC#R Z OREF

(2) JilmETHBAIZ 4Bl 2 4= an 8 HA 757% (Risk management and Al systems development lifecycle approaches )
Pia% HIETEAIZR S Ea Z FTATE R Sra B s Ear 7% (total product lifecycle approach) - @ffi EripifdssEH « EiifgEE
PASERE - IRAh - AR R EHTTA (risk  management  approach) AUEERBLAIZ AR 2 8 - ANAEES 2 R LR
(vulnerabilities) -~ fit&F /& (underfitting) ~ JEEIA(RES -

(3) FHEHFA ~ 437 R EERHER (Intended use, and analytical and clinical validation )
B3 7 ES PR FE LA ST PR B LA - BTN AR SR Bl S kL EE4HRK (training dataset composition ) 7 4T (EIFE
KN ~ BEEBLGRRE ~ da ABE R R AN CISHRSE ) $RELEIFE - 1Ak > mI A — 1Bk (independent dataset) 7 4MEES3HT
sy (external analytical validation) - @ RANGRELHIENEIS LAY 2 ZURE - 75 18 8 B\ B VR PRAE R 2 A3 ok - i > AR F
RS T SRS EL - v T — AR % 8 B81& 55 E (post-deployment monitoring ) -

(4) #kha'E (Data quality )
FAsEE e T H &k (available data) Z&/E  BECRLUIRAIRG 2 b5 - BRls B ER ARYETT RS 2 THEARHE (pre-
release evaluations) - DIFECRECAGIAGIME R « MRS RGAHGT EMITR P 2 RAABSERERIE - HAFEI A B ES g
RIS RIA R 2/ E M E b - AEESS RIE BRI AR RS - DU EEE RO 2 L5 -

(5) BfLEZERE (Privacy and data protection )
B E TN AIZSE 7 BT AR T > ES BRI R R > W BARENEM Y BRI 2252 > HpsiaiE 2 R pss D
JHE T8 53 Wt B ) = R ORete AR B BR AL N FERAE R B 35 AR A & BRI A B AR K -

(6) 28K 1E (Engagement and collaboration )
FEEE N HIE N TR ER BE F ek 4 e~ iR - BRI EEA R R &RV E - DN EEEEEE T EEFFRG AR Z
SELRE  RIIEAN TEEREEHEEZEL  BRSERGEREEN TEEREE Z SE RN -

A E T EEMEFRET S ERR

(R

I HHEAESS



& WHO outlines considerations for regulation of artificial intelligence for health, World Health Organization, Oct. 19, 2023

&2 Regulatory considerations on artificial intelligence for health, World Health Organization (2023)

fRelfE &2 m

[ 20235l o S ] AR B £ iRy Chat GP T A i B S 2
[EAE ] 2023FHRehi 8 A il RS Bl BB e S B B s
[2023REGETFIZEERIE] SR R A RIS SH

PSSR A (P E R | SEIEIEE)

HRIRE-BUTRIE M O =

(43 £35] M35 TRTRIBRIS G R R 2 sy | S
[IEERS ] M6 Al RS R st T BT S Sk | g
[EEERE] MG Al RIS S R s Bt T BT S Sl | SRR e
PSR S e B A

{8 N ORat i (S e SR S
NMBEERTRI RS- e m A &

[EaaEss5] 136 TRrRIERI G RSB T EU 2 LSy | ST
[IEERE ] 136 Al BRI G R s Bt T B S B | S E
(a5 136 TRrRIERIE G RSB T U 2 LSy | ST
[EA8 ] 2024RHRAAS AT RS B)— PR EE SRR s a8
[ E#%] 2024R 1R 88 A G R EB)— PHE(EH R RR S s5 e e
(=305 ] N3GRS AR SRR &

(=5 M3GEREH RIS &

[t ] N3G RIS - R iR s T &

E SRR E A R LR

[EfEiE e SR P e S WS

LB SRR SR e TAFYS

Wiy S5 TR A iy E S V13 R IR B (E R 2o A L i
BT EREAN E A SR
TEXEE R EEE G
TEXEERE AN =BG HE
TEXEERE AN 2B A HE

L A e e e A

SEEPIRA W

EAEERRE ¢ 20235125

HERRIR
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