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AERS
Al
AIA
AIDA
AI-MD

ATC
BCR
BLEU
CDC
CGRP
CIOMS
CNN
Ccou
CSv
EDSTP
EEA
EHR
EMA
ETHER

EU
EU AT Act
FAERS

GAMP 5
GDPR
GenAl
GPT
GVP

mR
S AAEITER (Adverse Drug Reaction)
HEHER (Adverse Event)
HEHELRME > AT L (Adverse Event Reporting Systems)
ANTH16E (Artificial Intelligence)
T3 ) X LFEGHM (Algorithmic Impact Assessment)
NTHIEES X U7 — 27 (Artificial Intelligence and Data Act, 7 7 %)
N THIREE B RS (Artificial Intelligence Medical Device)
SMEERE  (Acute Kidney Injury)
fEGI R L 0% (Anatomical Therapeutic Chemical)
PRI AZEHER] (Binding Corporate Rules)
NAY VAT v £ —Z % F 4 (Bilingual Evaluation Understudy)
PRk v % — (Centers for Disease Control and Prevention)
Ay b= VR TR 7' F F (Calcitonin Gene-Related Peptide)
BRI A% 2 (Council for International Organizations of Medical Sciences)
BHAB=2—F N2ty b7 —2 (Convolutional Neural Networks)
fEFER (Context of Use)
avta—2{ty A7 L) 7= 2 v (Computerized System Validation)
PR T MR 7' a 277 2. (Emerging Drug Safety Technology Program)
RR#R5 388 (European Economic Area)
B TR # (Electronic Health Records)

WM ZESE ST (European Medicines Agency)

{HEEE TRk DA XY FRXR—=ZX T F X b~ 4 =7 (Event-based Text-mining of
Health Electronic Records)

WM S (European Union)
WM T AIREL (European Artificial Intelligence Act)

FDABEFH G ML > A7 4 (Food and Drug Administration Adverse Event Reporting
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7 — 2 RFEMH] (General Data Protection Regulation)
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GxP
HCP
HFE
HIC
HIPAA

HITL
HOTL
ICH

ICSR
InfoViP
IRB
ISIC

IT

LIME
LLM
LRS
MAH
MedDRA
mfERG
MHRA

ML
ML-DSF

NLP
NLQ
OCT
OECD
OTC
PASS
PD
PDMP
PHI

WIE [x] FEhEHHE (Good [x] Practices)

BEHRER  (Healthcare Professional)

ta—vv77 7 2—XPAMTY (Human Factors and Ergonomics)
ta—<wv AV --awvF (AHEICX3HEEH)  (Human-in-Command)

IR O T & LB 3 % 15 (Health Insurance Portability and
Accountability Act)
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ta—=~Y 4 v % b—7 (Human-on-the-Loop)

[ 38 A E 435 (The International Council for Harmonisation of Technical
Requirements for Pharmaceuticals for Human Use)

EBAESZe 4875 (Individual Case Safety Report)

&AL~ v b 7 + — 2 (Information Visualization Platform)
PRI fRIES AT R B4 (Institutional Review Board)

FEI B i 5 L RIFSE. (International Skin Imaging Collaboration)
[EHREAMT (Information Technology)

EECEE S i ey (Key Performance Indicator)

JRFT R AT REE 7 A FEK 7R (Local Interpretable Model-Agnostic Explanations)
KHEEEEEE 7 v (Large Language Models)

HAMEHERTREME = 2 7 (Likelihood of Retinopathy Score)

WFe AR a3 (Marketing Authorisation Holder)

5 32 b TG B 3E5E - (Medical Dictionary for Regulatory Activities)
% iR EE ] (Multifocal Electroretinography)

PR3N - PRSI T  (Medicines and Healtheare products Regulatory Agency, 3¢
E=))

FMi~E  (Machine Learning)

B ERHERR  7 b v = THEEE (Machine Learning-Enabled Device
Software Functions)

HAR S AEUUE (Natural Language Processing)

H#AE567 =V (Natural Language Query)

SeTFeEWiERE (Optical Coherence Tomography)

FR5 J1FAFERERS  (Organisation for Economic Co-operation and Development)
—fFHIESE S (Over the Counter)

HLEHRTE R R (Post-Approval Safety Studies)

By (Pharmacodynamic)

W EREERL 7 1 77 F 2. (Prescription Drug Monitoring Program)

TR RIEFIFH (Protected Health Information)
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PK
PoC
PPV
PSMF

PV
QA
QC
QMS

ROI
RWD
RWE
SARAH

SD-OCT

SHAP
SME
SOP
SQL
SVM

US FDA
USPI
WHO

SYENRE  (Pharmacokinetic)
W& IZAE (Proof-of-Concept)

[SRg R (Positive Predictive Value)

EHEMLEMNER Y 2T L~ A% —7 7 4 (Pharmacovigilance System Master
File)

P L e PEEE R (Pharmacovigilance)

S PREE (Quality Assurance)

mE A (Quality Control)

B~ A Y A v b A7 L (Quality Management System)
WZELIRA K (Retrieval Augmented Generation)

P E 5% (Return on Investment)

Y7 A7 —LFF—2Z& (Real-World Data)

V7AL7—A FZbe 5 v A (Real-World Evidence)

D7z DA~ — T+ NTHIFEY Y — AT ¥ A X ¥} (Smart Artificial Intelligence
Resource Assistant for Health)

AR b TN F XA VT HMEEE (Spectral Domain — Optical Coherence
Tomography)

¥ — 7 L —IIiEGEEH (Shapley Additive exPlanations)
TAEHIZ (Subject Matter Expert)

FEHEVESE T NIEZ (Standard Operating Procedures)
HEELR & b4 5575 (Structured Query Language)
PAR— b7 % —=~ v (Support Vector Machines)
KE R MESMF (US. Food and Drug Administration)
KEMLTIE R (US Prescribing Information)
TSRS (World Health Organization)

FUIHATEE 72 A TAHIHE  (Explainable Artificial Intelligence)
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INDIVIDUAL CASE SAFETY REPORT

* Clinical trials (serious adverse events)

* Post-marketing sources (serious and non-serious
adverse events))
e Literature report
* Other information on the medicinal product e.g.
pregnancy, off-label use, medication errors etc.

J

SIGNAL DETECTION IN ADVERSE EVENT
REPORTING SYSTEM

e Health authority / monitoring centre systems

* Company databases

L

* Review of individual cases

* Aggregate analyses of case
report data, using case counts,
crude or adjusted reporting rates,

TRADITIONAL DATA MINING
PHARMACOVIGILANC ALGORITHMS
E METHODS * Proportional Reporting Ratio (PRR)

¢ Multi-item Gamma-Poisson
Shrinker (MGPS)
* Bayesian Confidence
Propagation Neural
Network (BCPNN)

etc.
_____________ 1
OTHER SAFETY
DATA TO BE
MONITORED

* Non-clinical /
pharmacology studies
* Non-interventional studies
 Published literature
(study reports, mechanism
of action, etc.)

TRIAGE OF OUTPUTS

Interpret within the context
of all other relevant sources
of safety data, disease
knowledge, biological
plausibility, alternative
etiologies for suspected
adverse drug reactions, etc.

* Periodic safety reports

* Information on other

drugs in the same class
 Other relevant information

SIGNAL
EVALUATION
* Case series analysis
* Analysis of existing
clinical trial data
o Literature search

and review
* Pharmacoepidemiologic
studies Impact
* Mechanistic studies assessment
* Additional and
clinical trials

prioritization

* Other types of studies

Monitor via routine
pharmacovigilance (if
signal is indeterminate

OR
Close out
(if signal is refuted)

NEED
FURTHER
INVESTIGATION
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21. INFCTOEERTZEHERICHITS
ATHEEDFIA

ANTHIE (AD 3. EHRNLZEEEHR (PV) 0 5w 2 ICEEN £ 72 13BN 725
BERRIELEET (M 1:RENRS Z7FAEHR T R) , RETIE, ATOTEFE %L
D AN, PVREEICOEZZ2IFITAELEO-DICHBEEZIZEAINTEZL AT AIC
DWTHHL £ 9, FRiC, PV ICEAENICELINZD D, HEPVOT 7Y 7 —
vaveZutRICEWTHEERFECHEE A T2 b o ESE L TE T,

Bz, M AFIERER 2 BN E LAY 2T A AEONKHFI 23, HEHR
R (AE) W5 CmEHE oBER (F] : FUEGIEREGE., @iiiitkoTzER L) &,
PVICEHL L 28R IO RE@FICE T T T, T/, EFEHRCET EHIRaTET L
~HHAAD LT E R ET 2 -0 DAIFEICET 2R D, AEoNRIL L LTwE T,

AREDOHW I, WHEN L —E2 RT3 2 e Tlan . BREDAUSLHOHIIH & % Bk %
IRT LY ET, BMOEFICOWTIRFILEDL L a2 —XESBL T EI 0, !
F 72, FEIIPVICE T 3ANHZ G U 72% DR, 2 B XU REINT
WA FEMEICOWTS HbE TSI LpfiElRanEd, ¢

2.1.1. AEEROER

EIEMFHEMICBT 2 (EARERE LTo) Sk, AHFFR (AE) ~OFSMEREL
ZNODAERE ORBEL 2 D G2 M AHT 2 2L ZHME LT, Y=y v A X T4
Tavryvicd s BARSELE (NLP) ICBl#E S 2 S E AR R7ICH L, AlY
AT LABRES LUV LT ET, ThdbD xR 7k, BhEBRFEORIE., 78 &
hoOBER S DR, 0 RN TR SN AAEE 2 IZEES OMNE 2. MedDRA
(Medical Dictionary for Regulatory Activities) °ATC (Anatomical Therapeutic Chemical) %3
B3 — F7x &L GE~IERL S 2 L8, 10 3 Sic[A— RN TE I N/ZAEL B
S DRRE T 2 ARG ENE T,

FIEgIC, ABHSICHI VAT N2 A[EEME D B 3 EERERAZET 3720, B Giko = 7
V= v T EBT AAIFELHFEI N T E S, 128

2.1.2. EREMZREMERENIE

ICSRALEED 73 HFIC 35Ty Al A7 L33 75 K & b 2010 ARE, — ¥l < H # iy
IS T o —opBEERE T, Zhid, FIEoE&E LB T 2F—0fHEHE
FR (AE) ZRdLTw3icb2rrb b3, AWICBEEMT S TuaniERoREE
W5 LcBARL 9, WEEEE (ML) B X OHEEN L a—F ) v —UiciED
CHEEMHEFEIL. VigiBase. P KERMERMLE (FDA) OFERERRE 2T 4
(FDA Adverse Event Reporting System: FAERS) . !6 35 X (’EudraVigilance!” IZ 35> T FE%E
INTnIEd, ¥, HHIERTF A 20 A2ME L TV AL Z &ic X b BHEE
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Wit % %3 2 HIV T, NLPOJEH MG EnTcwE 3, 0 L= _R=XF3RKIT X YA
CEHINTHEYREDARS T2, HMEEEATEINGDFRICHEE LR ENT Y
F4, 1418

ICSRULE # H #2342 HIYCAIRIEH I N T W3 b 5 —onfEifiid. AEFLR90 F /-3
PE#E 2 IS 2 G A . R EEECEIH  (verbatim fields) % H HELRIER O HERIF 5 7 4
T FEO T, BHEREE AR R ~a — P A E¥E T, NLPIX E 7=, JEFIF 774 7
LEEIEMAMB L, 2N 2El7 4 — A P~~~ v v v 79 3 HiR22824250627 %
ICSREHFRICDEH N CTwE 4, 28

LR DIEHIHR G Z T 2 WL O DT, VA _R—Z2D VbW BdaRT 4 v
g - 7maxR-F—F A= av (RPA) Hifix <, KEWND DI EBERM 2 (F3
ZHEMLLCwE T, b o, thoavra -2 X702 - -4 v &
— 7 x4 A ETEIEL, ABI2SEREE/I 2 ERZER L £ 3, 30 #z2 13X, TransCelerate
PR L7z X 9 ic, EEHIERESLIEF OV IAAEEOHEMb R BB b T4, !

ICSRULERIC BT BAIV AT LD ZF Db dJuH & L CTlE. fEE(LT — 22 5EfF 77 4
THERAERT ZFIE P ZEMEO L P —E#EEMT (FY) 7)) g, 2B
HER] D K E IR TS 52, 34 72 & CWTHERI - 7 7 4 7o A& % HEIIC~ 2 F v
7 (Boib) < 28dli7a &I n TS,

213. YT FNERHB LU

PVICH T 2 AIDEEHE COFMFI & LTI O S Dk, 1990FEREIC T 2DIT D
T3, M 1970FERICHER L & N2 R4 (disproportionality analysis) 23, 3¢ L —
NR=ZD YT =T AITY X L0—HE L TEAIN, KHERENS X CEEY
T B REGIER S O FENTIC B\, PVIEIROFEEZ AT 2L LGS Wao L
7o 3738940 Z % [N HIF A 27 (propensity score) * 1C X 2 MG, H
FEFNEAH AR~ DRk, 444540474899 70 & (NI FIRIGICB S LIS 5 2 Dfthd U R 2
F Oz &, TEIFRBEMBNARPEABLIOCFish CE T Lz, 0 Fk, &
TRCEET 2 HEERC, WEAR T 2 IAEERNCEET 2 5EEREMET 2
FROMEI I CnE T, 23 x5, S\l V) —X (caseseries) DHUIRIY AR, AEHI
WEONAEE L OMWE, *FIHE CoORE (time-to-onset) . @ % \»[INaranjoA 2 7 & |
ERICHEE (HCP) I X CIRFCEKRMRAEH (MAH) 2ol S hizElGofatrbe ik
EEREZRBLEKHNY 7o zooFlleE T A AAL N TWE T, 5

NLPIZ, BERIE 72 (3ORMCHEHER ICEE 2 A S ICB 3 2 M2 it 32 Hv©, B
HlfEHR, 7 BEESCR, 7o b CNICERPRFE B8 >2600 DT ICE S T E 3, Zhic kb,
Fricw)il > 77 A G 35 X O SENANL AT U D RS Ic 35 1) 2 BRPIE O b X O%h=1L
BIfFI N T E T,

ANCEED 7 F Ao odicit, BICHBHOAERREFER LG 2 lfetk 2R
%3 5 HKE RO ME I N T VTS, 2T, GELOEMI N TEER, R
DB IR 7 IR C@mR 7 A v e — PV TR B AHEEDR D D . RS DL L
BT 2 VA7 038 570, HELFHIAKD b E T, &

WL O DR TIT, 3RH] & AEER L KT O FEAM 2 BT S W o S A H Y
L LT, ICSRIBICIEN AT D 720 DTl FADBBHFE X T F 3, 0465336667 = 315 |%
o F VI F 72 ZFEFLEIC B W CARIC E AL v o — N R A ELEMICEE T 2720
WCHIHENE T, 72 EWF 7T 4 7ICd 2k~ T 4 v 718E (semantic search)
3. YO F AR B X OO EE HWE LCBFEI N TE Y, 89 X 5ic, > 75
NAFRE % ZIR T DML — 2 O B ERE IR 2, GEFIHRE T o BElE i 2 | By ic nliR
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fELCABO L 2 =243 20 A DTN TWE T, " MLIZ 72, ICSRICH
B I NREGHRICE S & FEHEEICBE T 85T M2 AT 2 BEEGOHEEIC
DA ENCTwES, 7

Hifize LFE  (unsupervised learning) DG D . FRICHLIE 72 3BT 2 FHEHERZ
BT 2 WMEEFEAWTITT 2 HW T Ih w3, chiciz, BFEFHR (XU
RENTIEH 2 033K DA v b T — 7 fRip375707  HERRERE D 7 7 A X RTS8,
ROVPCHEERBIUVCEA O~V T4 v 7R (BWKRHR) %7 — 258 cEH T
LFEENEGENT T, 8081

DrugBank 8 $°SIDER 8 @ X 9 ZEHEH & X CHEIGIEBEMRE &L T —X 2y . 60T
Bio2RDF % 0 X 5 7 I EFRE L ML HET — 2 2807 — X2y b, PVICE
J % 7 F s X0 o B cER I N CTvnE T, 89868 26 [FAIR— R DT
Mﬁyffwﬁﬁ@Tﬁ477VF(Tﬁiﬁ@ﬂﬁ?—ﬂ)abfﬂmT%ﬁﬂ%7
7 7 (Knowledge graphs) DREFUIC D FF 5 LT 5, 8% F 72 BEN A EFER OO
%ﬁ?%ﬂ%mi@@%%i%?%M@mm%%%éﬂfwi?

214, EERRLEERICEITIERAIDOEIA

IR AR (PV) ICB 1 2 A BKHIETSEE 7 (large language models: LLMs)
DPPARNEHIC DWW TiE, T TR I N T E I, Zhicid, ERBLLMO

N 7vy 7 bikal %72 FHRABIC X o THIR L. 28 EHA KRB (named entity

recognition) 7z & HAEL L AT A EENT T,

INFETEMEINTWEHE LTiE, HEilYREr»rbEE~Dala=r—va v E
G T B i, O ERML TR v ICEOER, O EGF T T 4 T OB, O Bl
XEBIYY = % N AT AT DAY Y —= w7, 1392 R ZEVEFHCEDKRER, S
XY v ERICE T 2 Q&AXT L. B PVICHR Z B L 72 G (L A& S EE  (Structured
Query Language: SQL) = — FAERK, #* b PICHEE~D 7+ 0 =T v 7L X —EZR(E
Rin&EBHo 3,

2.15. EEBERHINTWBAIVY 2 —avofl

INFE CTOEBMLEEEER (PV) BT BEA1Y ) a— a VOFFFERFED % { 13EE
MEBSIC & EF o Thkh, EEBETOEBART AT TV AN, HE (I [
7FZﬂ?%&E@EW&ﬁ%WﬂmKEEiofwé%@ﬁ%W%ﬁT?oL#L&
Bo, KlCE, HEOPVHICEWTHEEBRE L CERAINL, 2oAREHRE LT
AHEINTVWBAIV Y a—2 a VORI RINTE T, BEMEICIZAIV ) 2 —
aVYDEAZ, FELTY 7MY 27 RV A=k 3EECHESCTHRIEAELRS WE
ZzoNFE T, INLDOFEMIZARERE LS4 T LTI THERA, % [FH
BRic, BRMESRST (EMA) ICEWTGEHINTWEIEBDAIY ) a—2 a V2T
b BRI N T T, [JiloRlame LTl EZnRIN TR nd o
BHYEFT, TEIHIIT, M3 ICRINTNEIZ—XT7r—ZALZELTLZE 0,
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2.2. BElLDEREH

20174ELARE, HARAEClE, HifitEdls X 2 NS oRFICE 2 252 it d %
72, EHEL VDA DFEENRHED bNTEE L7z, 15 FKEIZ, AlY 2T L OfmH
FIFH S X OMEMELE 2R T 2 2 L 2 HIWE LT, 2 NFNEZR 2 BHIRHE2 3 X O
SHEHIZEfE L Tk b, ANCEHT 2EHIEOEA LD ST wE 3 (I I A TH
AEk [EU AT Act] ' X N THIGE - 7 — £k [Artificial Intelligence and Data Act:
AIDA] 0711y X 5o, BNESSTF (EMA) B X OSkEAFHESS)S (FDA) 12 X
D, EFHGSFICBTZAFMAICETZ ) 7L 27 ar—"—BLUNTF 1 2 Ahva
VR=N=PRRINTOET, T2, KEFDAD L IX, EIEF OB Lo EBRE %
FTETZAFIHICEST 2 F 7 7 A4 X v 2 NI TnwE T,

22.1. EEMREUERICEITSAIDEHFRE

B, RS R, 72 & M SRR EEERS (WHO) iR n I FEHMNE (OECD) 72 Lo
EFRBEBIIC X b, RerOBEMLD 2 AFHD 720 O8] (guiding principles) 234(%
A NFENTWET, CIOMS Working Group XIV 13, MGIFHIRIC BT 2 X2 THED 2
ATRIHA D 720 R #FHI B X CHERER A P77 7 7 4 2% ER L KW R HRP) % L
Ea—LE L, INOLDOLEFHEFPVENRE LR INAZdDOTIEH D THAD, &
T3 AHREHFEHIZPVARFIC O EMARETH 2 LM S E L, . 2hb
RO Ccik, —foF Mo JFAl L A GDE CRRIBINTV 2560135 5 72
S, PVICHEF T 2 f58HHE A 2 8P - fE7 3210 H 7= . CIOMS Working Group XIVIC X
2 —EOHENPHAVOLNTHE T, FFEFTZ & LT, CIOMS Working Group XIV 723
S L2 KEOXHDO IIIET —h A4 7banTsh, RHFTOKREBHREZLTLD
ML CwE A, Lo Lads, RfEHEICHT 2 558 o SOE I i & 4072 f8 &
ZEEE 2. BESERIIRFE I w3, REICH T 2 5BH DAIBERIC DO W T,
Artificial Intelligence Policy TrackerZ ZXHH L T 72 X\, 18 K¢, FERBUMHE B X
OEFHEBAIC 3510 2 AR A O 2RI Z R L T E d,
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LHEFZRRENY R, REMY 227 GEAMEERR) . &) 27, BXUOHFEARTEE
V27 EEEINZARF) KOELTVwET, &Y RZAIY AT LI, Bl ITAIR
—ADEREY 7 by 2T SEREGRC. RAEEIICHOCONDIAIV AT LR ERE TN,
PEF B X O HF I L TR 28 L OB E I T, 2t VR 2R
W AT L DB A, 8 - WEF - RBo-00mmET — &€y F OWR., E8ie 2D
OB, FEAN e sCEA L, WA 2 —F — IR AT X 2B, b T E s
P, EMMES XA N—2F 2 ) 7 4 OFEEREETNE T,

AL E IR S A IEHFEANZ, EU AL AtiCE T 28 Y R Z7AIY AT L OEEE %L
DETEELTHE T, HAMOPVI B 2 ~DHE 2RI T 2AIV AT LR ED Y R
7 XM T 2 0 YW IE, ARG & OEE LGS S L 2 ) . BTG L
TENMEZ RO 3 e pEINE T, BEMT A 7V 4 7B WTIE, EMAIZRE
BRI EL G222 —27—2% [mE#F Y 22 (high patient risk) | . #iiill Lo
BB ICEKR A EE RIFT 22— 27— 2% [mElHlE2E (high regulatory impact) | &
LCHER T CwE 3, 8 72, #FXITH T 5AIDAIL. EU Al Act, OECD Al Principles.
I X UK EE N EEHER AT ZEAT (NIST) DRisk Management Framework (RMF) % & ¢r[E
BRI L A L2V R R—ZA T Fu—FicEo %, HITLH A0 EZHERT 5
HiyclREEnNE L, °

AIV Y 2 —32 a VORBEBEESIOIA4 794 2 v Z Do BERSIc s WC, HiEE s
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Zofp Y 227 L LT, NEVIRHIE OREAS L ZIFA, AL I T -2 7748y
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BIohEd,
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PV7' Bt 2% T T 5 HINCTAIOE A % GHE$ 2 flikix, SENAR ) 2 702 FiEs 5
EnkdONT T, COFEMITEAIL AT LI L ICEMINEIECTH Y, BIFER» S H
HWHEHICE S FE T AV Va—vavDi4 794 7 ARGl EINg U R 27 HEIRT 7
u—FoEBKELLDLLDTT,

PVY R T LICHBIT 2APEAICEEST 2 ) 227 L 2+ 3 iE. AlEdiZzob o, i
SR (contextofuse) U R 7 SEEKICHKIRT 2 alHelE, # OWMHIATRENE, 3 X OVBENE
BRTEEWTERE R T3,

AT HIReR Al

V27 OB, EHINE Y27 208 (f : #iE 7 A»BINET V) | KL 7
37 —%2 (BEsXORE) . B0 (bbb, (EREMO 230 2 2 Rethds & Y
B ICHE SN C W B ATREME) | £ AT L 0MENE (Thbb T4 794 7 VB
KPS 2560850 £9,

FRic, PV E 2 ZA~DAKAL (GenAl) EF A DEAICKE L CIHEE NGRS b E 7,
L0 il E 22 I ERH AT REME O B AT & R L T, GenAlks X OV 7 VI3 IR E N
EWERE L., ¥ETF—20REYWER Y —va v (ABICE o CT—REEK»DH
"o BN EERT 200, REICITEMAZIH S ATEEE 0 H 2 1)) OFAERTREME D
Hr7-0, MEOHMHEF XS X YREEL 22560850 34, 2ozo, BIMNLH
—FL— A DOBREADBHEE R 2A[EEES DV £ () A 7RROFI2SE) . /-, <L F
I—V VI RTFLEF, A0z —Y v MicftGans Q. =—Y = v FREIKE
BEFRICHECIN 3 2 M gHIN [ (cascading failures) (CREH L 2B D U R 7 %44 5 AlREMED S 9
ESc IS

ALz HUY 2 BRESDSHERE L 2 1c D41, AIBE ) 2 2 fEiE b FRR I 2L L T 2 £,
Fi7=7m V) 27 BT 52—/ T, GenAl/LLMICEi#E 3 2 BE O % 4o, BLfEO RE
TR E N REE D B Y 97,
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HED T AND EDBEBECAIY AT LBNAT 25 (ffl: > 7 F L= —Fhi
B E LCoBEEMOHEI ) 7 =) . BIXUYEY Y 2 —v 3 VIHBIN
(assistive) Z=ZENZH S D2, HDE2VIEIPV7 o RAZEELIET L H D0
BEERECEVT, ET BN MEOERFE 72 133G E & i L C L O EEE T
H B h

HEKTwe R ET 5 NBOBG L BEORE (F48 [ta—~vy - F— ¥
4+ =R

B L LT

VAT LDAEELERLETAMERED AN T I RFE L BETH., FOREMEE XU
HBORKEX I TR A, HlziE, FIERICREELRT -2 x—2c#EHAI N2
FEBEH Y Y 2 — 2 a vk, BEEEMD100% BB IZAFT L EEI N CTEL T, Bl
WNBE L2 LT EELEOBETIIEELRR WV, $-ERENTH 2550350
F94, —H T, REEZRBZFRERINICEOTBD CEAKA Y 7 F Lo 22T T 3
FRIIREMEZ ZIEFICEND DD, NREAEICERZEEY T ITREELD Y £
T (WbhbWw3E 7Ty 72T VER)

3.22. #@ELT7O—FDf)

YR ZICHIFI 7L -7 — 213, TEIEANTHICEVLTREINTEY, PVY AT
LICAIY YV a—vavEBALLY ET2Mffkict ot ELARVETST, coTid, FE
1720 % fH A L £ 5,

EHMEFHEZIL—LT7—7

KEFDAIZ, ERGOREM, Aot £ 3WE T 2 LoREREE2HET 2 C
EERHEME LT, AIETAPERT 3 1EWE 72137 — 2 DEEME %Ki+ 3 720 DR T
T —FERELTCHET 2% [JV P75 =70 ) . S REO7L —L47 —
7103, FEFEEERREFCE T 2EE T Lo cEESFHERICELTOREINTHE T,
VNIRRT EHEETHTOWIAZ 7 v 7, TF A0 227 OIS £ 3,

1. BREITNRE R 3B DERER (Define the question of interest) AIE 7 /LI X > THRHG S
_FBEA R, BERE, F2REeFHEERDAL 3,

2. fEFBEMDESE (Define the context of use) PILXRDOIVICH L TETARED X 5
KERE 222l L T, T4abb, MzxTrtdsor, T AHNRED
IYFAE N D, T AL TR ER & 15 2 % WHHEIC L
9,

3. AIETA Y R 27 OFEH (Assess the AI model risk) E7 4 U 2 27 ZLLF D “HEHRIC X
DERINT T, () ORI EHBIF 2 ERIC, AIE T A2 555 1 % AL Mt
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KT 2o BEREC LI > TELZET L AV RoEAE (RERE”E
decision consequence) EEREFRIB L O 7TV EE OFHI 1L 2 2 WHNL L CQRIES h
TTA, FHEHNONFICL > THEI NG 2D, ET A A7 T —AZ I8 50
ERDE T, AIETAY R ZFHINC X, HMWAERE R T 2 Y FE O L B 0T,
Figure 4 IC/n &5 L Hic, HEWEMR T 2T AHEENMAKT 1coh<T, 7
NYZAZIHEY R 7 bR A7 ~EBITLET,

E4:EFNLDYRIZ MY Y IR

81 2 U.S. Food and Drug Administration. 161

High Risk

Decision Consequence

Low Risk

Model Influence

TN TY X LEZETE

AF XTI, Tral) X LEFHL (Algorithmic Impact Assessment @ ATA) Y —JL18 23]

HEMfbIN-EZERES AT LICHET 3 ) 27288 T L OB 2 X b @EY) i B g
LEHCcX2 k93 INCnEd, cov—nit, 2HEOEMEE» LK I N CTEH
D, VRZME (bbb, Tudos b, PRTLAEF. TAT) XA, BRERE,

WE BIXORT—%) b WIKHEME (Fhbb, HiE. V) R 27 &KEE X OCEAEE)
KRBT 2 EEZFTGL T3, chooBIEFHKBICHEISOCIHIRa TrAEREINE T,

FHEBEOMEIZ, B8 27 FIcBWTEATAZRBREI NG ) 27 OREICGL
TEAfTENTWEST, VA ZHEBTRSEHOEMZES D, mAKAa 7131695 TT,
BASEIE CIAIEE O ERI2AH Y, AR I TIIT5SHE o TnE T, BHIAERxa
T OEGICHEOE, HEMLERREY 2T LDHEL ~ L I Fo4B B ic I §,

— LRI ERIRE AR, EEEELL (0% ~25%)
— LU - FRRE D (26%~50%)
— LUV - E0sg8 (51%~75%)
LRIV - LRULIY IR B OEEEE (76%~100%)
HEb BoE 4 (Directive on Automated Decision-Making) (C3ED & | 227x % HENML

BRREY AT LS RFEMICHTT 200IC. 072 X L ERH 0 52 535K
bhEd, ¥
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3.3. FEDKRHEYRT DER

MmN E=2 YU 7ICk 3 FERE

V27 WOEHTREDPREET L7010, Al AT LOBREECHEEINS, 5
HUOEFRI N ) R AR O SRS X OMEERHEICE D&, Yo X5 IciiE2 32
PEERLCELLERD Y 9, AE X OHRIEZ, AIV AT LA ICIG U728 3
L_XNVEEESTLav Y2 — 2Ly AT L) F—av (CSV) ODEEARAT v 7TF,
RIS X OEERYFICA B T w 2 EREERE T4 (ISPE) DGAMP 5HHTIRK
ITiE. AR X OHMEE (ML) ICES 2L CAMERAE IR CwET, 23T, FiicE
I N/~ EEFEEMIEE (KPD B X UOZ AR ICESWCHEE I REThy, A
DT —<VALEETL b, FIZIFERGET — 2428, i) 27 EEE
KT 2 08 03H Y £9,

ATV AT LSHIEAGE (fit for purpose) %7z 37 C & AR S NBEA S 213, 2ok
HEZARTEAICESIR L, SR S N8558 103 ) R 7 (KRS % BB © & 2k 7 o &
RAEWEL T 20D Y £5,

VAR 7D T e —F 13, BAYHABRS CIXIER ICRFcGER S a2 560358 9 . f
ZiEea—~<v A4y - F =7 (HITL) OFEVEISRE, O UOEDLNEMT
RARIEESHE LN DY T, FHICERINABEES X UVEMRIC L2 v 7
NMHTTOFHEICE-D &, HEHEHICE T 2 ERE~DOFHEARR & & D ICE T » =851,
AN X 2 h oS, & (] 3 v 780 | F 72 IR A BRI RIS 3 2 & S keET
ENET, SHLRETFAIV Y 2a—v a VOBEREZXET2-0CAITET A EA VS, 374D
HAIZEM e 2 —~ v - F— =% P HRFARECTT (4% [ba—~ v - F—N—¥
AR,

ERNY RIERT7A—F

A E 72 BMEREEI SR T A, Y R 7 R = RO (RIS E I IR E
INLAVHY T,

ta—<vv -+ 4 «F - —7 (Human-in-the-Loop : HITL) : Aflic X3 Lt =
—F W EER (QC) AT s, HLWIFEmMICERL 3, TN
MR, 72 3RS Z AFENICRIET 2 citfe s 3, flx X, EEEHET
NI Y X LR—EFHERNIC B W CEEERELZ RN TE v (FhbbBiEtErRE
T2) HBEciE, MErEREINWRIES NS T, FEELHMEINLTXCDNE
Bz ANEB L2 =322 EMEEIEEE R VB F T,

EFAEYEE (Model re-training) : BIED 7T — & F 72 X REE R % v, g
BTNV T ERNREK > - HFEEEMBL 7,

Y A7 LOFEIE (Decommissioning) : {KJHIEE ASIEAE L 2 IBEICH A TH
LMW ENBEAEICIE, YATLEEIELET, Zo5AICERET 7 —-F%
Wa3 2 0 ErH Y 9,

Zoft (FHEK) Y RZERT77O—F
LLMEE OISR : MRLIRA K (Retrieval Augmented Generation : RAG) 72 & D27 7
TVT A VIR, v R —v a vEIET 2720 0&/Ah - FL -2 /203

VN F IV 2V P RTLADOEECIET A DOaV T4 Y2y =T B}
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kR EREENE T,

Ly FF—Iv 7 FRcEm) A2 RMICEBWTEHAZ NS FETT, Ly FF—

Ty bR, B2 ) T 4 RIS L CHEER AR BURBE O RES B BT 3
ZEexHME LT, HREZMANS SN AEHMF — Lﬁkﬁitiﬁm%ﬁﬁﬁéé
WEELE I, TOHMIE, EIKIDL 2560222 & &b,
BA7EE] (Blue Team) ﬁ§%5ﬁﬁﬁfﬁﬁiikb‘fﬁxﬂ CHERES 2 s 2 MRl L. Ak
VAN—kxX2 )T 5MbTE2LicHY T3, it [Cyber Red Team]| &
bR ENFE S, 2

FRoRHEICoOWTIE, H5E (UM et | 4% TABIC X 28] . %= [
NFVRETAYVEE) T 4] ORRELCEWTIbICHERINTWET,

34, YVRIIZESK77A—FDL E1—EXE

UZ7K%6<77U~%ﬁ\@6#Ubib6ﬂﬁi%%t%@?ﬁﬁéﬂ%&t%
2, ALV Y a2 —3 a VICERE EoMESED b -54 i, YEIC)L L CEEEE%
WHUNCTET 2R DH D T, M&m@@mxivﬁt&nyﬁﬁ&m@ %% B
Tzt VAZFMiZ v =27 =2 b F /2, BN O@EGREARTE CIEH IS 2 &
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XHlc, BICHEEAPV B RICEAINTWARAIZ Y E—F v FicowTli, HikodE
kBT (Business Continuity Plan : BCP) (CHlAA LA H » £, T OHMIZ, AIV Y
22—y a VOREEZIFEREETARELZEETDH, PVY AT L0 HIER S X CHLHE
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WCBEH S 2 ) A7 = F A v PG O FEREREE X, CEMLIN LR H Y £
(ﬂ‘%éi DEAME] 28D . chicid, UFAE&EhE S,
INPE NIRRT
KPI, ZAKHE, B X OB - ~N) 7 —v =2 Vi (WEGHZ &) oz E&D
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CICBEABOMEINE=2 ) v 7 %2 E&D ) 2 7 KJdEE ST
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MR M (Business Continuity Plan)
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WHEO#EHEICOWTIE, [HfENA v T 2L —saviT7o4] Ofichlyfn

ERXRREUERICEY 5 ATAIRE




3
i)
23
V]
H
T
B
it
o
&

T, RETEH, AIET AV Z Db OO Z Y& MM B3 2 R aEERHE, &
mbhbEEE X OEMICE T 2 T — 2~ KFHE. B X OHEER - HEHITRERE
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FALHEICHERZRIFLE T, 20X ARBEECHEMEITE T AREOK N 2%
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THEERH Y 9,
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FEOHLHT —<TT, TNLDOEFFEIEIZ, AICT LOHKEE XV EHEMICE T
SIFBEICRMINE ZEREF L s INnTwE T, Flz i3, ByE s icsid 3
NA T ZARIFIIVERELE IS O R RIS ANH D, B RV ICH R Z 3 X RS BE
Wi a R MEREEEL AN R0 EE T, 2 T, SRR ERT 08T LD
FNO BN 7 ITETAREL ZIR Y T4 A, Hlz2IE. KEBSEE S VI3 EE %
FZF TR WSHEEECN LT ¥ ay FEHCRIFAREEARIEARH D T3,
F 72, PVHIR DS BEICBHR BT A DALY 2T L& AT 3548, EFAMKICESG CERn
ZELHV T, WThoGE T, BIEHERSM & KR L 72 357 558 > i) 7
PEREDSHEF I N D & & %R T 2 2 L N EETT,
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PVICEBITBAIY Y 2 —3La voEL—27 — 2 X OCEMFERIZAEICEEI NS N
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PV 7 F TR ORI <l BEAIOEWER X 0 bk o atk:y 2779 L o F5 H35Hil
HigEL L CHYITh 25604, CFHE X -y R ERERS TR0 T, ¢
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I, B EEG., AEESR, BB L VEBEEEE» b omE., BESELA LS
DEHMii S8 e 72 £, BHHEMICIE, PRIV T A M TF =X i3BEEST 27— 28
BEoicEIncesy, EHAMERERICE T BLTRERMEREZ MR L. = —F )
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PERERTIT T IcHE T & R WATREMEA DV £ 97, S A HPAIRRIC RT3 2 M7
Fikix, FAFOHMERFE L R WRECRMAR~AD I CBIETE R VWEAERH Y
T SHEACE. HEERIVEMIME X D b FREERICN L CEBICR R OMEREZ R 3 UTE
MEHEINE T,

5.2.2. FEERER

ATE T DO Z UM L A Z TGRS 272010k, 29T ichb- 32BN EL s L
H% L, PVERREE S XOEFBHYFEICIZ, T—2HF 4 vF 4 2 b, AIFEME,
AV R VAT LY T a viREE R OSSRk b nE T, SERARHEE L
HPHEL. PVY R T A~DAETEICET 2R, X OIS 3 FI3E L B Y
27 OWIELIE. ALYV 2 —2avdiT4 794 2 AfRichbrz ) Ahiclme L. BiE
INF=—XiITWHHT 5 e BEEICLE T,

HH L A ERROEM G 2O Al AT L ClE, H&EL 2 3PVF — 2 0 WWE Sk
DELOEEEET DL, Ffitka—~v « 4 v+ ¥ - L — 7 (Human-in-the-Loop :
HITL) 230385 L 2 AR HV 3, 2D X5 mHEIcE T 2AIE 1%, IR
2. B OEMEIETE., BX 0T — &% FICHEEL R WATREED & 2 (RS I 2
TR EN LS D, 56 AMDMNAIC XD il B ORI 2 Y M 5 X OR2E =
WERTEE I N T T, —H T, AEHRO~RF v /PRERGS - BEHERa— FA50
X0 b B 5 1. AN AZER/NRE L7ZAELICEL TW 2546235 0
Ec N
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TAMEY NI, BEINZEAMEREEA L, BEMNSKETFTCotiEL2RE S b DT
RN R Y A, BET 2 HEICEEST 3 SIREE ZHEICER I ., mETREIC
HEFF S NADERD D T3, %< OPVHETIZ. WNREBZ ABPEM L 725G L 1SR
AL ) T2 EFEHMKE D (T /57— av) §3CHRantd,
DFE. EEEHMEEIC X 2 TR 2B L TA—H 2B T 2 HiEA LI L IEHE L
720 9, @Eo AMIC X 23R EFIH T 28561003, 8T R % W 5 1 IRRELL L.
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CSBEAE R R 285681, WIERTRATA P74 volRE s nt+, oh
ZEEFPVEES TIE O (L L bic o3 ) . BB TIES 2 0d > 724l 7 a2
AN TR T 2L 3 5A08H ) X, TuY e s PRI X o TiE, PEREET
il 7 2 b2 v b DERDBAIE F AR LMY L CEMEI NS 2 & ZERT 2 B
HY, PIZITEEET AL RO R WIHEEFIC L 2ERBZLEE L e I nEd, FERIC,

AN & AID F — L5l 217 5 HBEc i, AR o B EESEEL— 27 — 2 L EHAME
WIZ—E LT aHERH Y 9,

BRI L o CRSREAEED IR M TR, MROBRESEL 22 BH Y X
o Bz E, 2O REFRME 2 F—FHR L A THEGEEOILE MBI L icR 2
BARHY, FARIC X o THHWEENED L 2235 Y £9, ANHPRMRHERT 256G
3B D H 2 EEZIL T 2 —77. BEHIBRZAT 5 53 X ) HE L JLHESS
ML) £, FROBERR S IE, HHECE 2 MedDRASE O ERHEHIEE ~Xf )G AT 1 2 NLP
ZAZTHHELET, £72, &7 F B RERBIGREHM <13, HMISE < b HIWT 23—
BLRWwIenBLIDHD 44,
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PV ClE, ST — Xt v b ~OFRii 2 DB REZR 7 7 & AMER PSR4 O
bhoT&EFE LA, AIV ) a— a2 VOLRIZEENEELE 2B T 2 2 L, SREHED(E
B ks X RS A WEIC L7z 9 2 C. mFir ORI HTRE R IRECHERi 52 2 & 28
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5.3. THAEFHM

AT TV Z YN IS 2 7z @12 id, PEREFHII 2SR R ¢ 37, MEREREAN % 246 % 72 135
flicx 28601, AIV AT LZFFKTIHICE 5T, AIV AT LDOEBARKYZIT 5
Fick > TCHEELFRETT,

PVICE 1 2 AIE 7 L OEREFHM ICBE S 2 % < DR FRIZIERIRRBR I ICHK L TH Y |
T LCENENEE LA a—2 7y —xicd#H I nE 4, ESETIE,
FhickoTitans 2 L 232 FE L HEFIZGYE (positive controls) i &z X &
T W & 2 (negative controls) & MFUNE T, ARfficlzc oMEEMAVE T (BE
X o CRBEENREREKBIL £9) 28, WENLAT T, #AiZxL2EE, =2v7 v
VAR Y, B 2 FHIMAH A ML T 2R T — APEIET H 2 L DRI LT
WEF,

Al AT LF A E FRRIC, X0 EM R0 EHEIC S W TR EREEKT S 2 & i
WEDHY A, FROMBHERECIX, TR TH > THIEL W AREICBEL &
2R FEELET B2 EHEHRARDOESR) . 200, MEEIEY, 7 Aty
b EPRENBIERIY v TR O CHEEIICEET S v E 3§, FIRE (Recall) X, AIY
Va—a vPINREREENLZTIELIRECE220% 7R L, EE (Sensitivity) & [A]
B T3, WAFEK (Precision) X, AIPHHE L 7Z2FRD 5 b RFRE LD 2 EHE ZR
L. BPERHR (Positive Predictive Value : PPV) & [FlIFREE T,

WAL IR (EIREICREE LR oo v R EFRSKAgEchH 0, B 2
DD IS R P eEL WHITOFEHEICESWTREEN S RETT, FIA2 7D
X0 EATEEE GEER & FHEOFA) 1. —EORiRSEMFD b L CiliE % A
WCHEEL-H—EEL LTTPHRBEZER L34 (F1XRa 7 CREAX L HBHENFEZEIC
HETHY, AGEEBEEEO I A FRAETHDL EMNELETT) o TA Y M,
I X N5 EAMEEE o Iic K L, SEICEE T 2 EREHEE A TTREIC T 5 20
T B, SRR, BIXUORBEUHEAHA TV IR E R 3, $7-. BR2EM
G, BMEREICIR 72 A s F )V A 2 ERBT LERH Y 9, 1

T IE R 2 EEHIC BT A1V ) 2 — > a Y OUEETH B -0, TERESIM (X5
FRFICEZEFH SN 2T =22 oM L CHEINIZ2LERH Y T35 (B2
OANY T =g v - AT — 2 aE s 3R oEEcd)  FIAEFREO RN
Biit, BIRERT APy F~WIDTT 7R THHICHEEL TR ITNIER D T4,
TN, BT AENE, N4 o= T X =& YL R 7 E B0 i EIRIE & R o
M TR I TRICEE © 3, THIFE & Rl o I 4 U5 2 I EBIR I3 MG T 3 X OERR
ENBZVDERD Y, OWHALRHIZR—F — 2 S MEBE el 3548, 25
IO AR B R O TRAE Ly GBI B I M REHE T i o 7 S B Al e S B 0 £, Hl
ZIE, FEEevy beT Ry PR -OERLESCHEHROT S EGE LT LTS
—J7C, EROUWHMEEA X VIEHTh AR EBETFOnE T, §
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HARR X, FIARIRE GG, HRRIIBIE T 2 X v F - — 27 FiE L L CRHli & 1 %
NETT, FlAE, ANCEES v 7P AR TR, YRR IC BT B SRR Tk SRR
1 7 AN i AT (disproportionality measures) TH 26, b &K aE Nz 2 L 23d
DET, AIETNMICES D02 a0, XV EMARYF~—2 FikeMAv 25813
el R e U CEYNICHEEES 2 X 5. WNREZ R 7 ICHDbE TRV Fv— 7 FLEHHEYNIC
KB X OHEI N TV L 2 EICHERT 2 0EBH Y T,

NIz F~—2HT A by P BTFET A, 200 % v 72 R %2 52
METE 32, IR E S 2EAGEBICH L 2 WEESHIi # e 2 b & LTHW
L EnEENTE T, HEETIX. PVICB T 2 NBR v F~— 2713 OFE &I R
LNTWET, ZNITE, FIHLeEr Z7Froey b, 20 BHIORIERKIGD £ v b
L2415 70 & QN IRV IC BB 2 YIM B EA O 7T — 22 v b 23&ENE T, 6 Lo
LARL, ThoRvF~—2FWBey P ~DOMFNART 7 22 T2 2 & 3iE
LR Y, HMFFERS X OHEFTOREICD IO 2E D0 9,

R 7 MERE SR 2 flise 9 2 HINC. ¥ 7 2N — Fi 2 Elid 3 2 & ¢, A
BARBEDITB T BAIETLDOBAE LA O WTHHARTERIE O ET (58
= IRNIENE L) SR) o FERIC, SN IZ, (LEECRtEIo LB 3 2 AT T
N B X O O FHlifE R o FEEE A S35 5 2 CHEHATT,

i For a continually updated inventory, see for example https://oecd.ai/en/catalogue/metrics
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5.3.2. EHEERREICHITIENLEEREER

% DPVEKTIZ, INHAX— Vv CHROEBICESPE»NE T, Hl 2 ITHEHIRRE
2 AT, MR, FeGERR, B GYE (positive rechallenge) | FEVIPERT [ 7 LFE
EDF —= A LCy 18 & A ¥ OWE BRI 5 ¢ A, FBICPVIE ST 5 2
AT, 13 AEDOEF-FROMAET ZEORIERAMKGTIZZR L, L THM
K@ﬁéhé%éﬁvﬁ%»?%%:&ﬁiﬂ??o:n%®ﬁ9$%%@%ﬁmﬁ
RT3 720 I EHEEOEVWSRT — 22y F AU TT A, SIDERD X 9 7=EE
ﬁéﬁihﬁﬁﬁ<%%f%é% 2% < AR fRRE O BRI S N T E
I, 17X B Al & LTy KM Al BESIER S T — & N — T I T B EEER] D
ﬁA&imbfiﬂfﬁ'ﬁﬂvﬂmﬁﬁ®?~ﬂ&~xmkwfw%®ﬁ%ﬁwwﬁé
WEFEOLGAETH . BIEAIGEIRNL 228E PN ERETH 2 HERIT1,000/7 5013 & 4
Ao

DX BGEGIOBSEE (7 7 248408 1k, IEMERERERHI % NEEIC T 2 720, FF
BAaFEE e RESSETT, fl2iE. 7/ 57— a v OWEE D720 I EHEEHEE I
Y2 BT ) 7= avETOILEILLRE, BT/ T —vavoEgE T Ay b
BB (B2 WIERICE S 215 - 22 F) L DBTANT v AW LERH Y £T,
72, BMAEELAMBICX 37X ey P CREWHIDRET 207, B EX
PHCIge L7 7 A P&y b CIEIEEHR (precision) B (recall) D HEEH 2 5RAR %
LRSS Y £97, ZDORICOWTiENorénb (2025) IKFFiEhCTwnE d, !

ta—URTF4 v Z7FRICE>TT Ay FhONRFEREES 2N X & 7-85E6, Al
ETNICE > THAIDPHE RN RFERPE TN R D[RR H % 720, FEER
KR X 5 &#@Difouhiﬁﬁﬁmiﬁ%%ﬁémg LEERT LD
fﬂi%@i’l’l‘/\/iﬁ\ {%Fﬁj—éi% i%@g;é?%fuuu&]« Tﬁt#”ﬂ’]k%ﬁﬂ?‘%%y#ﬁé@
T3,

FIkEIC, BWEKIZFA XY M ﬁﬁéﬁ%$%®ﬁﬁ iR MRTF L 3, WRER
%E%L#rxb«zbfiﬁﬁﬁﬁ%%ki% IR 7w, H 7l A K HEE 1
%ﬁ%mﬁbiio%ﬁﬁ@béﬁé%ﬁi@tmuu FZ bty bR o E
S, A[REZRIR Y EIRDE AR — X3 08B H Y T4, FiEDAIE T ALITH L
TiE, |EAME L2y IriceET A 2B L, i nzdx_<CodHplz2 T/ 57—
Pa vt 3l THARPLMBNAG ICHETEX T, 2L, TOHETERI L
FA Ly MIMZAIE T VICIRIFE T 2720, ETFTADREHINGAICITEERT 2
WIERAS DI L 72 0 . FEREHIINICITE L T E A,

HEERE L OHBROHEEM L, BRI N EERERMEICKEL 3, 2okt
A3, AEE T B FABREIC S W TRGTE L BIETED N T v ZNEY] & 7 B EIERE
Bz e L L CHET 2 01D Y £5,
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5.3.3. ERBEFIZEAT

HIffi Ol R 7= 81 X /R S N 2 BRI EHE. Al T v O MERE % STl 3 X OVBfiES 2 5
ZATCHHTIE® Y I, ThiZdcikt+oTclEdY A, APy MiTkIT3
% DFHNCH T 2 Al T A DHFEBERICOWT, REWTEARWRFCT 722 L,
ZNEFEMICHER CE 2 2 EHETT, = 7T OB cllimits X OMBIEME % %
Tz bk, FNFRAIV Y a—>avBLUOZoiliolma s BRICEET 265k
AvH AL 25253, Hlz2 X, BELCUEICE T 25BN [TMr] 1ot < K& o RN
MTdho-5E. ke LCHEERMENRLCTCWZE LTS, Z0MY) NHffiic iz 372
O, TV Fa2—¥F—DEHEER TREELXH Y £, —J7. BlEtEs TAF) TH b,
FNNA =2 % 7D OAEME) (atrial fibrillation) D HEEE 7z D 5> % JE PH D SOk A & B
RTH o> THHWAREHEL WEHHICIE, REROBESRIEEID LARTFNTHD EEZD
REPDILNFTHA, ELLSHEINEFHlOL 2 —D Ez, AV AT LR
A COREMBRIRTETCHEINPICONTDA VY IA + 25 2FF, T4abb, #FED
EVIEFI D IEL K AT E T2 D0, ZNEDRGRIEH DA ZIEL CMBLL T3
O EMWRTIHERD Y I, Thld, EXRE 2 2 FETEIGFLLEL R WiGaA,
R R VEREIREE 72 T CIERE O R I A MR CE R WA REMED B B 72, FRICEE T
T, BN R & 70 2 FREET LT 285481013, MTECR A2 DR L ko725
flazrva—3252eT, BEINEY Y a—2a vyRHERFFECHLTED X S ol
THEER EZRL T30 X W iECHBEST B TEE T,

5.34. HEL LFE

7T ARMERNT IR E DN LB EEITT DALY AT ATl AT CTHERMT I
7=&Mey PRV, T gHBER o R TAg -y RHENENET, FD0,
PERERHIG I X B D7 7o —F 2308 L i b 9, HBHIC X > TE, AIoH IR IO W
TABIC L2 EBHNRL a2 —F XOFHBICRILT 2 2 L2350 325, Z ORIz
HANATAOAREN R EE L., CNERRITIZLERH D £3, OEOoDJEke LT,
BEORZDIAIETLVOREE 774 v FMLL 725 2 CHBEEMRICRR L, Y offR
X OEY LW T L 0E2FE LT S HERIELLNE T, $/2, BHEIRLEED
72 D ICREBNC R R S N2 ERERHI T D AFE L £ 37, Bl 21X, BAFEME 54T (intruder
detection analysis) Tlt. AIE T A2BE T 2 & HBI L < 27— 7L L 2T HEE O I
Bl [RAE] ZiRES Y, SRz ELTCb b 2T, —HBlEZ2RBAHE
BHERICX > CFHIL £9, ©

5.3.5. &pEIHA

AEHKAT (GenAD) ET vid. 55 LOERS NERE (F : Yes/No-° MedDRA
Preferred Term) ~DPRE BN R EBUEEZ1TS 2 & R FHAHEZR. BB T% L
DEBHEIVEXDTFXF A (F3zofoavysvyy) #4kcEsd, 2okoh
JORFNC Y, SCEER, BIER. MEEER. AT RFE~oFSZ Mz LRGN E
9, HE. COMD X R 7 I -DIERHINIFES T, XEOWGES B v
Sl %, & 27 EHOFHMIIERE L & HICFHT 2 4 23b H 9, ROEFIT 2
MR L CH Y, RERER S CIIEBOMEEE 2 W7 L CHW S 2 &8I Td,
Bz X, Aleitke A S cE T 2 HTEEEZ BN 5130, EfEE 22T F X b
(B - FER S ER 2 % 7)) IFET 28613, X EKEE (fl : BLEU : Bilingual
Evaluation Understudy) “CHEMAEKEEE (ffl : BERT score) ZitHETE 9, Mk, =
B v 747 4 ORFFRILICOVTD, AMOFTERMIT N2 e v P BEET

nixz nic ko 2akilic® £ 9, AT X 2 3l 2 /i 2 1L s 2 2 & b A[HETI 25,
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Z DEGE T AR O Hfi7n U o SOk & R ICEE & 3%GH s X OFElBHEZETT, filx
. =TT A REEIHEC AL IS I N AR D & 2 2 3Z TR O F 7 & %8
e a0 9, AMICXZEHMIZEA L LTT—A F R Xy X — FTT, diEfk
HRERHio —Bg e L <, ERAAHESEET T L (LLM) BRICAIY 27 L1 %185
DB E 2 5ELHVET, 2D X9 7% [LLM-as-a-judge] 7 7 0 —F 134k
BHEICEN T E 323, TR E T L 3T L 72 S ERE R Bl e T AR CH Y |
BHEIFZABICEZ2 XYy ) 7L —va vRd b5 FE S, PVIEIRIC I T 2 GenAlSH O
BERFi D Bt ol & LCld, HEFER (AE) MG OEHD £, COVID-197 7 F v
12 BT A GIEG] o PR R B AR S A 1 B 4 2 LLMAE REG IR R o sl s T o v g 5, 2

5.3.6. FERERIIRAT L

WIERMNALY 2T L%, F—o Aicxt L el o hz#4ER LT3, ¥F-— b
7R —=2 VRRIENR (decision tree) DO FHIET AT ZOEEZHLEST, $7-.
BEORHESEET L (LLM) (Bl : BERTO X 9 s~ RA 7Rl v a— &) oMK
Z7ICHWONEZZDMMDT 4 — T —a—FGN 3y VT =2 FEELEI T4 VT
2 — = VI SETRICEADEE S NI TYT, Zid, £ 7 A2 IRy
ENREGINTHED, Al—F — X CHEE L ZEAICHAE 357 X — 201355 0 2 AJRENE
BHLIGETHYTITE Y I,

ikt L, 727 A&, A v 7 —2fE. AEER (AE) OEER~N27 P AR\ %
7 — ZENICE S 3 Tk E OB L R 2 o8 A58 0 . [§—
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FThor2E YT+ (Accountability)
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CIOMS Working Group XIV.IZ X % &%

BEES% (Adverse event)
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S GRS L oBEoREEM A,

¥ © Council for International Organizations of Medical Sciences (CIOMS). Glossary of ICH terms and definitions. Geneva:
Council for International Organizations of Medical Sciences; 2024. (Full text accessed 4 April 2025)

2l¥EA (Adverse reaction)
LT 2 EEPOBER L AWKIGEZIE L, YiZHL CHEREOBIch AR LD E
MR KRB RO BEE A FET 2 2 2B L 3,

H#ELZE © Council for International Organizations of Medical Sciences (CIOMS). Glossary of ICH terms and definitions.
Geneva: Council for International Organizations of Medical Sciences; 2024. (Full text accessed 4 April 2025)
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HiIRENRE,%N6EHLER (Augmented intelligence / Intelligence augmentation)
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HBLELH . Council for International Organizations of Medical Sciences (CIOMS). Glossary of ICH terms and definitions.
Geneva: Council for International Organizations of Medical Sciences; 2024. (Full text accessed 4 April 2025)
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H#ELZE ¢ International Medical Device Regulators Forum (IMDRF). Machine learning-enabled medical devices — a subset
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Forum; 2021. (Full text accessed 3 April 2025)
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75 v Ry XRETIL (Black-Box model)
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https://cioms.ch/publications/product/glossary-of-ich-terms-and-definitions/
https://www.imdrf.org/sites/default/files/2021-10/Machine%20Learning-enabled%20Medical%20Devices%20-%20A%20subset%20of%20Artificial%20Intelligence-enabled%20Medical%20Devices%20-%20Key%20Terms%20and%20Definitions.pdf
https://libguides.usask.ca/gen_ai/glossary#section_B

779 A7 EZR (Black Swan event)

HE O FH OHEIFHMCH D . FANIEFFRAAMETH 21D 200 0bT, MOTKER
WEEZL-LTHEREIELET, 20X ) aERIIFERIC, A% 0 FEK % i a]
BECTMIARECH o =D X S TR L C L E S Az tEnE 4 (3 7b bFHEM R
HoER)

HifE S -

— Kjoersvik O, Bate A. Black swan events and intelligent automation for routine safety surveillance. Drug Saf.
2022;May;45(5):419-427. https://doi.org/10.1007/s40264-022-01169-0 (Journal full text)

— Taleb NN. Black swans and the domains of statistics. Am Stat. 2007;Aug 1;61(3):198-200. doi:10.1198/000313007X219996.
(Journal full text)

FEEMEEHE (Business continuity plan)

F O NB B XU v 7 F4k, 23R ERLLREEER (PV) offids X U
7o RCEHRGEEEZ LT LG 2 FRO T B L CEIHO 20 ICED b HIES L
ORfl 2R L £3, Zici, MBANE. PVED & LF ¢ EiE 3 2 MmME. 2o el
FeRRWAE (MAH) & BN R & OfICH T 2 BaloFascmr e Eh 3,

H#ELZE : Heads of Medicines Agencies (HMA), European Medicines Agency (EMA). Guideline on good pharmacovigilance

practices (GVP): Module I — pharmacovigilance systems and their quality systems. London: European Medicines Agency;
2012.v (Full text accessed 3 April 2025)

ZEEME (Change management)

AHEERE (3, S s L/ T2 3ER T v 20EHE G HE, K, B X O
T57-0ICiE - SN Tr v, Tk BLIOHEMEHRL 3. HkEmd. Al
Zut X, BXOHBESULEZ RO E LT E S,

—MRICEFEE I, UTOEZERGINE ST ) X —v v 7BE AT -7 5L
A=, ala=F—vav, HEIE R, Mervdkes,

H#1ELZE  International Organization for Standardization (ISO). What is change management: a quick guide.Geneva:
International Organization for Standardization; 2023. (Webpage accessed 27 October 2025)

25 A% (Class imbalance)

DR A7 ICBWT AT Y =[BRS Y BFEET 2REEZBLEIT., 2oFf
Bz e s AR EEZ 5 2 33, HlzE. TA T —=RD99%H[E-—2 T AT
BT 254, HICHEUEEZTFHT2ETALTH o> TH99% DKL 2 /R T A HEMED B b
9,

HHLER ] © European Medicines Agency (EMA). Reflection paper on the use of artificial intelligence (AI) in the medicinal

product lifecycle. Amsterdam: European Medicines Agency; 2024. (Full text accessed 3 April 2025)

2 5 2245 (Cluster analysis)
F— 2 EEMOSELIMEICHE DO TER 2 T — X 2EBOESITHE L, Bilci@iEL
I BN R — VB REET 2 70 ORI E TR EE L 5,

HHLURAE @ Jain AK. Data clustering: 50 years beyond K-means. Pattern Recognit Lett. 2010;31(8):651-666.
https://doi.org/10.1016/j.patrec.2009.09.011 (Journal full text)
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https://doi.org/10.1007/s40264-022-01169-0
https://link.springer.com/article/10.1007/s40264-022-01169-0
https://doi:10.1198/000313007X219996
https://www.tandfonline.com/doi/abs/10.1198/000313007X219996
https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-module-i-pharmacovigilance-systems-and-their-quality-systems_en.pdf
https://www.iso.org/contents/news/insights/information%20security/what-is-change-management.html
https://www.ema.europa.eu/en/documents/scientific-guideline/reflection-paper-use-artificial-intelligence-ai-medicinal-product-lifecycle_en.pdf
https://doi.org/10.1016/j.patrec.2009.09.011
https://www.sciencedirect.com/science/article/abs/pii/S0167865509002323?via%3Dihub

aAvEa—%tyRFLNYT— 3>y (Computerized system validation)

v a— 2Ly AT LOFFEMEL LI (72130 AT L~ ILES % T
EFINZTRFES B LTI NTWE I LT L, XET 2 7w %45
L * ER o
NY)F—=vavyoT77u—F3) ZA7FHHICE S RETH Y, VAT LOENKEI N
FERABM., X OognsfE LR S R oEHEE~5 2 2B ENEE L ZE 4 2 L)
HYFI,

HBLIZS  International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use (ICH).

Integrated addendum to ICH E6(R1): guideline for good clinical practice E6(R2). Geneva: International Council for
Harmonisation; 2016. (Full text accessed 3 April 2025)

FESE/N 4 77 X (Confirmation bias)

FHTORHSLRUER R Z T 27 — X 2HEICEHKA L, 2RI 2AHLEZ R L 7«
Dol R - PR L 720 e MM ZSE L £ 9

H#LEZZ © Elston DM. Confirmation bias in medical decision-making. Journal of the American Academy of Dermatology.
2020;Mar1;82(3):572. https://doi:10.1016/j.jaad.2019.06.1286 (Journal full text)

23 ZE=MREE (Cross-validation)

B2 £ 7 v o JULPERE CRAIT — X ~D#HRES)) %3l L. ##%E (overfitting)
ZPilkT 2720 Hwo N HY v 7 ) v I FiEEELET,

HBLEZS © Berrar D. Cross-validation. Preprint submitted to Encyclopedia of Bioinformatics and Computational Biology, 2™
ed. Amsterdam: Elsevier; 2019;542-545. (Full text accessed 3 April 2025).

HRC : BAFERFICEIR T — 2 L BGEET — 2 22 Ic BT 2B FiR L Lo, 7
— X% X ORERICEECE £,

F—%E4{t (Data anonymisation)

EHR 3 X R B GBI T2 BB L. & o Bl R i E 2 3 2 < & T,
EANDEHMNY R 7 ¥ nitEOT 22 L2 HE LAEAT — X UB 7 o v 2245 L
£9,

Hi#2kZs © World Health Organization (WHO). Ethics and governance of artificial intelligence for health: guidance on large
multi-modal models. Geneva: World Health Organization; 2024. (Webpage accessed 3 April 2025)

F—#% FY 7 b+ (Data drift)

AT 0 T AHKEREE & & HICRTWD AT — 2 DML 2 BR % 15
LES, coZitickh, T AMEMET T 2AMREE2 S D £37. 7 — X O ELREMEE
PERZELT 5 2 L TRAEL, THIEF L OREE B X OEEMICHEL T LT,

HBLEZZS © U.S. Food and Drug Administration (FDA). FDA digital health and artificial intelligence glossary — educational
resource. Silver Spring (MD): U.S. Food and Drug Administration; 2024. (Webpage accessed 3 April 2025)
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https://database.ich.org/sites/default/files/E6_R2_Addendum.pdf
https://doi.org/10.1016/j.jaad.2019.06.1286
https://www.jaad.org/article/S0190-9622(19)32285-6/fulltext
https://www.sciencedirect.com/referencework/9780128114322/encyclopedia-of-bioinformatics-and-computational-biology
https://www.who.int/publications/i/item/9789240084759
https://www.fda.gov/science-research/artificial-intelligence-and-medical-products/fda-digital-health-and-artificial-intelligence-glossary-educational-resource

F—4R754/3— (Data privacy)

TR T T ANy = F ANERORE &S A DOIARIMER %2 T 5 72015 5
NBHEZIEL T,

EEGSZAMEER (PV) OXURTIE. 2o O E IZFHICEMIERS X AT — %
(lEFIEHRE &T) DR#ELZEGEL 9,

CIOMS Working Group XIV.IZ X % &%

REAKR (Decision tree)
F—REEBOY Ty FICHMET B LT T RBIICIEET ARG, x—v, B
Y UBREA I ET 2 0o DETARIEL 5,

B2« Dikshit A, Pradhan B, Santosh M. Artificial neural networks in drought prediction in the 21st century: a
scientometric analysis. Appl Soft Comput. 2022;114:108080. https://doi.org/10.1016/j.as0c.2021.108080 (Journal full text)

F4—75—=v% (Deep learning)

EEE ORI NE=a—Ir v+ —2 (ANT=a—uyv,/ R—x 7oy [/
—F)) ZEHOIEWYEO -fETch b, g - Bl - 7 ¥ X+ EoIEREL T — £
oK AT 2 2 LA AREIC L 9,

H : Thirunavukkarasu AJ, Ting DS, Elangovan K, Gutierrez L, Tan TF, Ting DS. Large language models in medicine. Nat
Med. 2023;Aug;29(8):1930-1940. https://doi.org/10.1038/s41591-023-02448-8 (Journal full text)

F72. R OENE (many hidden layers : Hfilfg) #Fo=a—F 1%y b7 =27 D%
HERHEU T, BEcB8raRB2AEKT 27 7 -5 2L E5,

i Buropean Medicines Agency (EMA). Reflection paper on the use of Artificial Intelligence (Al) in the medicinal product
lifecycle. 2024. (Full text accessed 3 April 2025)

BEY GERGE #EHE2EE) AIET/L (Dynamic / adaptive / continual learning
Al model)

ATV AT LD T4 T7H A4 7 0icEBT2BEBHBEBICENC, #ilthT —2CREZ{L~D
BEERIC IO E | ML IC B X A REICEIT AR T A 2R L 9

H#ELZE ¢ International Medical Device Regulators Forum (IMDRF). Machine Learning-enabled Medical Devices - A subset
of Artificial Intelligence-enabled Medical Devices: Key Terms and Definitions. 2021. (Full text accessed 3 April 2025)

SHBATTREME (Explainability)

AV AT LADRFEDRER ZE W BK L o Yy 7, T3 A7 220 B){ERE
oW T, AP cE 2BEERL I,

CIOMS Working Group XIV.iC X 2 2%
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https://doi.org/10.1016/j.asoc.2021.108080
https://doi.org/10.1016/j.asoc.2021.108080
https://www.sciencedirect.com/science/article/abs/pii/S1568494621009819
https://doi.org/10.1038/s41591-023-02448-8
https://www.nature.com/articles/s41591-023-02448-8
https://www.ema.europa.eu/en/documents/scientific-guideline/reflection-paper-use-artificial-intelligence-ai-medicinal-product-lifecycle_en.pdf

NIEM L& FH (Fairness and equity)

INIEYE (Fairness) & 1%, AR EZRALICE T 228 E2EEL oo, LWATHEZ
R AR T I 2D TR 2HET AR IT 2 EZHEL T T,
i (Bquity) &3, B E 2R AONOEGEZZEHKL, T0 0BV EBEYICHEE T
bl T, NEAREEEEHRIT I ZERLE T,

Thcid, AIEE, P, JEEN. SRR, IER. B X OEREAE L W B~
Bl L @Sk ok 9, [FRE - 3HRESHR]

RRIEZRANA T AL ZHIN F 7213481 b SR - BREE~oBE L RoREE L O
BIHIZ, AI7 A4 794 7B EBELE CERINLIRETT,

CIOMS Working Group XIV.IZ X % &%

&fe (False negative)

RN RZ Z 2B L TR ICd20bbd, NEHNTHL LES> THESI T —
ZFEAV P ERELET

CIOMS Working Group XIV.iC X 2 2%

BF51% (False positive)

WRZ ZRAICBEBLTWARWICL22bOT, MR FRCET S M- THEEINT
— XKL bEBELET,

CIOMS Working Group XIV.IZ X % &%

5= (Feature)

T — X OHEGEVTRE R B F 72 1 FHE. B2 wid T — XA X o TR L, E
THEBEIEH I N2 EWHEEZIRL LT,

CIOMS Working Group XIV.iC X 2 2%

4 mAI77 7Y 5 —< 3> (Generative artificial intelligence application)

I—YF—pbh o7 ny 7 PIcESE, FF R, W, Bl o Lvay
FYVERAER LY, DHEAEOHNEZ A7 B FEITLEVT S0, T—X%Ey T
FEHINEANTHRETFEZH W a v ea—2{7 7V 5= a vzl 9,

CIOMS Working Group XIV.IC X % &%

B ABIESEET I (Generative Large Language Models)

LD AT AR THERINLMERETATH Y, TFRAMEREHW L LTHEFE N
72T T ) A LEHCTHASHELIZFREICT 27 L 2IHLE T,
HiBELZE : Chiarello F, Giordano V, Spada I, Barandoni S, Fantoni G. Future applications of generative large language models:

a data-driven case study on ChatGPT. Technovation. 2024;133:103002.
https://doi.org/10.1016/j.technovation.2024.103002 (Journal full text)
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https://doi.org/10.1016/j.technovation.2024.103002
https://doi.org/10.1016/j.technovation.2024.103002
https://www.sciencedirect.com/science/article/pii/S016649722400052X?via%3Dihub

Al#H /"> > R (Governance for Al)

HoNF v R LN, PVY R T LICE T BAIDFHAZHIL AT 2720 icHws s A
i X 2 EMAEIZIE LT T, AITNF VR TL—L T =2 Tli. AITA T4 v 277
VIUTANDHEE RT3, VR YAV FOEBE X OERER KD
LbiE T,

CIOMS Working Group XIV.IC X % &%

NIV 32— 3> (Hallucination)

ARAIIC BT, HHD B EHRD X ) IR I N b DD, EEUTITERY £ 72 32
HASHNAETH 2 EMFERZIE L E T,

CIOMS Working Group XIV.iC X 2 2%

ARBDEEE (Human agency)
ANE2ZH L O EBICE D TEIRZ T\, ZOEREZTE)~ LB IR EZIEL 9,

CIOMS Working Group XIV.IZ X % &%

ta—vry A4y --a2rF (ABICLZEEEE) (Human-in-command)

ANTHIBEY AT L OIEB k% N2 EE T 2688 25 L. RIFEN - tL&0 - B0 - e
A E LSO CHIE L9 2Ty AV AT L 2MHT 220, Wolifl$+ 220, YD X
ST 2 2% AR AR I © % 2REEZ R L £ 4,

HBLELZS © European Commission. Ethics guidelines for trustworthy Al Brussels: European Commission; 2019. (Webpage
accessed 3 April 2025)
ta—<> 4> % )L—7 (Human-in-the-loop,HITL)

ANLHBEY AT LD FTXCOEBYGEY 4 7 Vit BT ABBNARRETH 5 HE)) % 15
LT,

HBLEEH © European Commission. Ethics guidelines for trustworthy Al Brussels: European Commission; 2019. (Webpage
accessed 3 April 2025)
ta—<v> - -F¥ ¥ —7 (Human-on-the-loop, HOTL)

NTHIGE S 2 7 L Dkt Bl 3 X OSEH R IC BT, A2 ARTRET & % BEJ) % 16
I/ i j—o

H#ELZs © European Commission. Ethics guidelines for trustworthy Al Brussels: European Commission; 2019. (Webpage
accessed 3 April 2025)

Ea—=2y - F—n"—HYA+ (AEICLZEH) (Human oversight)
Human oversight & (X, PVIC B 1F 3 AlDEkGT. B, EAEHE. B X O0HTIc B CHfr

ANBEABOEEAZIELE T, AIV AT LOVRERE L. BEN R EZ B - 85
TE3-0DT7L—LT7 — 7N LE LTS,

CIOMS Working Group XIV.iC X 2 2%
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https://digital-strategy.ec.europa.eu/en/library/ethics-guidelines-trustworthy-ai
https://digital-strategy.ec.europa.eu/en/library/ethics-guidelines-trustworthy-ai
https://digital-strategy.ec.europa.eu/en/library/ethics-guidelines-trustworthy-ai

EREGIZREMIHKSE (Individual Case Safety Report)

WMEHICLD, FFEORERICHE W THRE 7 ZBLTR & 7 2 FHhl 25085 2 720 Iz
IR EREIEL 3, ARG ICIR, B—ofBREICBS 250, % 721385
DYEREHEICBE T 2 IEBOIEWDB E I N 25005 H Y £9,

Council for International Organizations of Medical Sciences (CIOMS). Glossary of ICH terms and definitions.Geneva: Council
for International Organizations of Medical Sciences; 2024. (Full text accessed 4 April 2025)

FL vy 557 (Knowledge graph)

FT7Y s POE ZNL BT ZEGREL ORI NS P ) T (FE) s
KX DIEK TN S, BEfE (heterogeneous) [HRZMA Lz AERELIELE S, 2hbd
377 7EB XAy b Y — GIREICE T3 I _RCoA TV 22 b, 20ENE
B X OBIRME A A GIE A CEE(L L CRAT 2ERRII 7L —L 7 —7) ICX 5T
ETMbEN, BIFET— X%y P EFEAET L THARMAEZEL 3,

Z8 B ¢ Hauben M, Rafi M. Knowledge graphs in pharmacovigilance: a step-by-step guide. Clin Ther.2024;46(7):538-543.
https://doi.org/10.1016/j.clinthera.2024.03.006 (Journal full text)

KIEEEET L (Large language model)

HAASEEICH T 2 HEERIoBREZEE T3 -0, KEEART XA YT —% 2y b %
Anw<ilidnzEEg—a -1ty V7 —2%FH+T 23 ANTHEETLO—fEZIE L
T3, 2N, T2—RX2HETE3ETABIPEIARAVWETLONTREENE T,

Hi : Heads of Medicines Agencies (HMA). European Medicines Agency (EMA). Guiding principles on the use of large
language models in regulatory science and for medicines regulatory activities; 2024. (Full text accessed 4 April 2025)

#=E (Machine learning)

ANT = RICHEDSTHN B EE T 2 AN ETH L2 ETNDANTA—R % T —X
oI 2FHEN 7 02 X245 L 9, BMEEOFEICIE, Bhilid 0 #E Kl
RLYE, B ERREREGEN, =2 — T %y FT =2 AW REREYEH R U4k
BIHEBRHLNE T,

Hi#4 © European Medicines Agency (EMA). Reflection paper on the use of Artificial Intelligence (Al) in the medicinal product
lifecycle; 2024. (Full text accessed 3 April 2025)

AlEFT v ((Al) Model)
FERT—xhox—v (FE) 2¥H L, EDHNZERTE 3 X HHKEtahk
HENIC, XF7 A =% (EH) 2EE S NIRRT 72 3G RTFEEZE L 3,

2 UL 0 European Medicines Agency (EMA). Reflection paper on the use of Artificial Intelligence (AI) in the medicinal
product lifecycle; 2024. (Full text accessed 3 April 2025)
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https://cioms.ch/publications/product/glossary-of-ich-terms-and-definitions/
https://doi.org/10.1016/j.clinthera.2024.03.006
https://www.clinicaltherapeutics.com/article/S0149-2918(24)00071-7/fulltext
https://www.ema.europa.eu/en/documents/other/guiding-principles-use-large-language-models-regulatory-science-medicines-regulatory-activities_en.pdf
https://www.ema.europa.eu/en/documents/other/guiding-principles-use-large-language-models-regulatory-science-medicines-regulatory-activities_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/reflection-paper-use-artificial-intelligence-ai-medicinal-product-lifecycle_en.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/reflection-paper-use-artificial-intelligence-ai-medicinal-product-lifecycle_en.pdf

e
B

EFLREYZ7 /2 FY 7+ (Model drift (Concept Drift) )
T ADOMEEDSHE OB L &b IiIcA b L, ZofERe LCHESMEZZETT 2
HRERLE I,

L © Wang S, Schlobach S, Klein M. Concept drift and how to identify it. ] Web Semant.2011;9(3):247-265.
doi:10.1016/j.websem.2011.05.003 (Journal full text)

BASEMLIE (Natural language processing)

avea—xL NEOSFELE OMAFMNCERZ Y TR ANTHETTHZEL X5

H : Thirunavukkarasu AJ, Ting DS, Elangovan K, Gutierrez L, Tan TF, Ting DS. Large language models in medicine. Nat
Med. 2023;Aug;29(8):1930-1940. https://doi.org/10.1038/s41591-023-02448-8 (Journal full text)

#5473y bo—iv (Negative control)

BIODNERERD 7 T RIC/BI B WY) TAT— A FTF—2 ¢ LCHiHanizTr—2Kf v
F. FERATHEE T AMICE WTHERIGHE L 0w X ) BRIWICER I -7 — X
ZIRLE T,

CIOMS Working Group XIV.iC X 2 2%

—a—n%y b7—% (Neural network)

EYPERIHRES Y Y — 2 ICEREGRER Y 2T LATHY, [N—T by (/) —
F) | &N MLBEA 2 SRER S I, EEIFEMGE S L OidE S E T, K/ —F
WHAIGRE L 2236 AN T — X1kt L T2 HiE 2 217 L ¥ 3,

Hi#4 © Thirunavukkarasu AJ, Ting DS, Elangovan K, Gutierrez L, Tan TF, Ting DS. Large language models in medicine. Nat
Med. 2023;Aug;29(8):1930-1940. (Full text accessed 13 November 2025)

JERERBIAI (Non-deterministic Al)

Fl—DANTHo THEICHE—DHNBRAEET N VAL AT L2 LET, ZlEFE
LT, &G EIC 7 v A LR, MERNERRE., 2 13MEN 73 ) XL (stochastic
algorithms) 23flAAENTHWB Z L Ic kb 5,

CIOMS Working Group XIV.iC X 2 2%

F=7VEEIVI/A-XFRARAESEET I/ (Open and Closed Large
Language Models)

7u—XFEF A (Closed models)
ETLDEL (weights) DB—MAFHINT, EHEIA Vv 20D L TT 7w AHMHR
nNTwzETALEIRLET,

#—7vEF N (Open models)
ETNADEMCIT 7 ARFETH Y, JEHEITA v Rk E | K& X L7 B HEEE -
HIEAARERET LRI L 3

W2 HHL ¢ Xu T, Ding Y, Bu'Y. Position: open and closed large language models in healthcare [preprint].arXiv. 2025;Jan17.
doi:10.48550/arXiv.2501.09906. (Journal full text)

EXREEEERIC BT 3 ATHEE


https://doi.org/10.1016/j.websem.2011.05.003
https://www.sciencedirect.com/science/article/abs/pii/S1570826811000254?via%3Dihub
https://www.nature.com/articles/s41591-023-02448-8
https://www.nature.com/articles/s41591-023-02448-8
https://doi.org/10.1038/s41591-023-02448-8
https://doi:10.48550/arXiv.2501.09906
https://arxiv.org/abs/2501.09906

BREES (Overfitting)

T —2icEEN 2 7 A APMANBRHETHEELTLE L, ZOfR, LT
— ZICHT LY b TE R R 3BIR 2R L £,

2 UL ¢ European Medicines Agency (EMA). Reflection paper on the use of Artificial Intelligence (AI) in the medicinal
product lifecycle; 2024. (Full text accessed 3 April 2025)

NG A =R INnf183—=18F X —% (Parameter, Hyper-parameter)

B EET AN OLERTH Y, BEITFERRICE W CTHBWICERI L, T
HREZ K LT 2 72D IcFE I T 7,

TA—TT7—= v T, NTA=RE=a =Ty P T =T %K TS —FD
[H A4 (weights) | 7 — X LB IR L £ 5

Hi#4 © Thirunavukkarasu AJ, Ting DS, Elangovan K, Gutierrez L, Tan TF, Ting DS. Large language models in medicine. Nat
Med. 2023 Aug;29(8):1930-1940. https://doi.org/10.1038/s41591-023-02448-8 (Journal full text)

NANR=RNG X =R F, BT AVEWET L0 ICEHINE N T A -2 EIELES, £
TANRTA=REFREY, T-2FEPOEEMEI NS b Tlde {, HikEE=E
TN DY EFIRENCRE ST 2 LA H Y 5,

BRI BT T AR D1, N[ X —=o¥ T X — X% (hyper-parameter
tuning) VEERTREE 2D FF,

ZE B ¢ d from Yang L, Shami A. On hyperparameter optimization of machine learning algorithms: theory and practice.

Neurocomputing. 2020;Nov20;415:295-316. https://doi.org/10.1016/j.neucom.2020.07.061 (Journal full text accessed 15
October 2025)

%5e% 1t (Performance degradation)

ANTHIBES AT L5, BERITER L CTOZ2 IR £ 72 R EORVEREZ MEFFC 2 < b L Kb
REUTHREPME T L2 13AER 2L 2 IREZIEL £,

CIOMS Working Group XIV.IC X % &%

AT —% (Personal data)

MEAANT —x1 Lix, @A T N7z, 23R EAN (F—2FH) BT 2H
CWaElREZIEL £ 9. KA. @lES. CEER. 4+ 74 valilr, 23806
W« ARBREY - AR - RS - REHY - UL - HERIT A T v T 4 T 4 BRI 2 1F
WarragEhsd, ok, B (kv 74 7) AT -2, FilenT7=Y —
CHEINBMAT —22EL £,

ZE B ¢ European Parliament, Council of the European Union. Regulation (EU) 2016/679 of the European Parliament and

of the Council of 27 April 2016 on the protection of natural persons with regard to the processing of personal data and on the free
movement of such data, and repealing Directive 95/46/EC (General Data Protection Regulation), Art. 4(1). Off J Eur Union.
2016;L 119:1-88. (Webpage accessed 4 April 2025)

EERRZLMER (Pharmacovigilance)

B ICBEE T 2 AEFEM £ 7213 2 oft R SBIERE IO W T, B, Bl B4
FBRUOTH 2T R L EE 2IEL £9

Hi#4 © Council for International Organizations of Medical Sciences (CIOMS). CIOMS cumulative glossary, with a focus on

pharmacovigilance. Version 2.1. Geneva: Council for International Organizations of Medical Sciences; 2024.
https://doi.org/10.56759/0cef1297 (Full text)
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https://www.ema.europa.eu/en/documents/scientific-guideline/reflection-paper-use-artificial-intelligence-ai-medicinal-product-lifecycle_en.pdf
https://doi.org/10.1038/s41591-023-02448-8
https://www.nature.com/articles/s41591-023-02448-8
https://doi.org/10.1016/j.neucom.2020.07.061
https://www.sciencedirect.com/science/article/abs/pii/S0925231220311693
https://eur-lex.europa.eu/eli/reg/2016/679/oj/eng
https://doi.org/10.56759/ocef1297
http://applewebdata/92D2338F-5116-457B-BA15-49EF35CDD8A0/(Full%20text)

i
B

EELTLMEERS X7 L (Pharmacovigilance system)

PR3t (PV) ISR 3 ENES B L OCEE 2 i F T+ 3 -0 il n
LYVATLTHY, KEINZERBOLEEZERL, TDY AT - 27 4 v bAN
v AL RT3 EEHME LCEEFE b D TF,

i Heads of Medicines Agencies (HMA), European Medicines Agency (EMA). Guideline on good pharmacovigilance

practices (GVP) Module I — pharmacovigilance systems and their quality systems. London: European Medicines Agency; 2012.
(Full text accessed 3 April 2025)

BEE (Precision)

Zley MicBWTHHENRE LR T s 0 BSy v 7 rodlach b, IELL
DI NG IR E Y%7 T ACE D B TCon=2d v I AETRLE LS LT
B FE g, BEAERIEENFZE (positive predictive value : PPV) & XN T T,

H : Hicks SA, Striimke I, Thambawita V, Hammou M, et al. On evaluation metrics for medical applications of artificial

intelligence. Sci Rep. 2022;Apr 8;12(1):5979. https://doi.org/10.1038/s41598-022-09954-8 (Journal full text)

FEMEXFEE (Positive control)

WRZ ZRAICEST 2 LTHiiEaNn2) Ty — Vv FF—2D—5i, E72id ANLH#HE
(AD =7 A2 GIEISE 2 BRMICH 2T o icffkEhiz7—2TF,

CIOMS Working Group XIV.iC X 2 2%

HlEF L (Predictive model)

TR BB LT A2 — v I WMEHAZEEL., ANTF—Z2ICESW TR EE 72
BHERETFHTE 2 XS I+ 3 E 7 LT ) XLTY,

i © De Hond AA, Lecuwenberg AM, Hooft L, Kant IM,et al. Guidelines and quality criteria for artificial intelligence-based

prediction models in healthcare: a scoping review. NPJ digital medicine. 2022;Jan10;5(1):2. https://doi.org/10.1038/s41746-021-
00549-7 (Journal full text)

mBvRI A v b RF L (Quality management system)

Ry —, 722 BI0) Y —ROPHARERAL T, 8l Emds 27 0040
B L OEOMEERMRLSGET 5, EELRLEEREHA Y AT L0—FTF,

Hi#L : International Council for Harmonisation of Technical Requirements for Pharmaceuticals for Human Use (ICH).
Pharmaceutical quality system Q10. Geneva: ICH; 2008. (PDF accessed 15 October 2025)

YFZN7—ILEFTF—4% (Real-world data)

BHEORFERES X0/ 2 RN L T, & & & 2l 5 HEICNEE
Iz 7T —2Td, RWDOHIIC X, BT EFGECHE (EHR) 2266023 7 — &, G
R X OGERILI T — & BB X OREBEL R P YBRT — £, 4 L BEReY =
T I INEGUEEERT -2, b CICAEREORICE S 2 £ O ftt DRI b
NI N T — 2 (I FEEDERE Y 2T 4 TIEE S N2 BIZ I B L U2 ofho ik
DPREMT—2) pEEhET,

Hi#4 © Council for International Organizations of Medical Sciences (CIOMS). Glossary of ICH terms and definitions. Geneva:
Council for International Organizations of Medical Sciences; 2024. (Full text accessed 4 April 2025)
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https://www.ema.europa.eu/en/documents/scientific-guideline/guideline-good-pharmacovigilance-practices-module-i-pharmacovigilance-systems-and-their-quality-systems_en.pdf
https://doi.org/10.1038/s41598-022-2-
https://doi.org/10.1038/s41598-022-09954-8
https://www.nature.com/articles/s41598-022-09954-8
https://doi.org/10.1038/s41746-021-00549-7
https://doi.org/10.1038/s41746-021-00549-7
https://doi.org/10.1038/s41746-021-00549-7
https://www.nature.com/articles/s41746-021-00549-7
https://database.ich.org/sites/default/files/Q10%20Guideline.pdf
https://cioms.ch/publications/product/glossary-of-ich-terms-and-definitions/
https://cioms.ch/publications/product/glossary-of-ich-terms-and-definitions/

BIR=E (Recall)

B D 5 bIEL K S 2BETH 0. IEL K & 7z G M IS 2 2[5
BEChRLAEE LTHEBINE T, K (sensitivity) 72 IZEGEZR (true positive
rate : TPR) & LI TN F 4,

H . Hicks SA, Striimke I, Thambawita V, Hammou M, Riegler MA, Halvorsen P, Parasa S. On evaluation metrics for

medical applications of artificial intelligence. Sci Rep. 2022; Apr8;12(1):5979. https://doi.org/10.1038/s41598-022-09954-8
(Journal full text)

Ly FF—L (Red team)

D€ F 2V 7 4 fRHNICH LT, BERNRBCEEIC X 28 E 72 12 TEHGEN & Bt
L lrEAME LT, ERCHERMNS Bt 2EHTcd, Ly FF—20HN
1. BRI L 725608 %2 /R4 L & bic, EHRBICE WM ($4hbb 7
N—F—L) Tl o THMHEET 2 IGERTZEick b, oA N —kFa2)
T4 & LXE 35 & TT, Cyber Red Team & HIEIXNE T,

Hi#4 © National Institute of Standards and Technology (NIST). Glossary [Internet]. Gaithersburg (MD): NIST Computer
Security Resource Center; 2025. (Webpage accessed 23 October 2025)

BIRATREM (Reproducibility)

Fl—ZfF T Cfrzo R L2501, —BLAMRE2G2 28T 38N TT, 7
—Z2BIVavva—Za—FzHCREREZHERL £,

Hi#4 © National Academies of Sciences, Engineering, and Medicine; Policy and Global Affairs; Committee on Science,

Engineering, Medicine, and Public Policy; Board on Research Data and Information; Division on Engineering and Physical
Sciences; Committee on Applied and Theoretical Statistics; Board on Mathematical Sciences and Analytics; Division on Earth
and Life Studies; Nuclear and Radiation Studies Board; Division of Behavioral and Social Sciences and Education; Committee
on National Statistics; Board on Behavioral, Cognitive, and Sensory Sciences; Committee on Reproducibility and Replicability in
Science. Reproducibility and replicability in science. Washington (DC): National Academies Press (US); 2019;May 7. Chapter 3,
Understanding reproducibility and replicability. (Chapter full text accessed 27 October 2025)

YR7ICE2SL77a—F (Risk-based approach)

V2 ZICHEHDL T Tu—F1k, ATHEE (AD > 2T L05% 726 LIS 2 B1ER I fa ki
HHELL. a7 L EEMEAIEEH (PV) ¥BoETICB VT, Bhd1—X7—
ZAEE ZEEB X OKED Y 227 2ES 2 BT E2EZLTT, 200, T
AEHAERL AL, ERNLEEERY X7 2058 s X O RICERZE L KT
FTHREMEDH 2 ) 2 7 BFFE L, ERIEMNA G L, BET 2 ) X 75l 0 E 20 %
T, VRZF, MEINZEEDOKE X L ADKEA L 2 a0 W7 Ic X - TH#
fTFenEd,

Co77u—Fi3Ek, VAZORZILCAGLHETHIBIOASA T RZRIEL

R T 2 FEZ LR L £ 3, ZNIFATY R T LD FLEWIKICH B e 5 2, —RIICK
EINTZYAZICAGIBTHEINEREbDLINET,
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https://doi.org/10.1038/s41598-022-09954-8
https://www.nature.com/articles/s41598-022-09954-8
https://che01.safelinks.protection.outlook.com/?url=https%3A%2F%2Fcsrc.nist.gov%2Fglossary%2Fterm%2Fred_team&data=05%7C02%7Chills%40cioms.ch%7Ccad5b5288a094036a29e08de124a637c%7C75c195b91bd748808b00cd808d6fa23b%7C0%7C0%7C638968307861614033%7CUnknown%7CTWFpbGZsb3d8eyJFbXB0eU1hcGkiOnRydWUsIlYiOiIwLjAuMDAwMCIsIlAiOiJXaW4zMiIsIkFOIjoiTWFpbCIsIldUIjoyfQ%3D%3D%7C0%7C%7C%7C&sdata=cJ2Zx88pe%2FJKUT1DA43cNZgQdHgeTFOuJ4EUGMoR5mw%3D&reserved=0
https://www.ncbi.nlm.nih.gov/books/NBK547546/

aaf2Y (Robustness)

T2 DOEMEERBLENL, AT LPERILZANEZEEEEZ D o GERTE 288 T
j‘o

CIOMS Working Group XIV.iC X 2 2%

F—2D=RFHA (Secondary Use of Data)

WHNNEIN-HE IR A2 HNO =0 I ET — 2 2 iHT 222 2L T3, Al
KEWTIE, ETADEE IR LZHNE LTI T —282nicEgEnd
Landbo T,

Hi#4 © Council for International Organizations of Medical Sciences (CIOMS). Glossary of ICH terms and definitions. Geneva:
Council for International Organizations of Medical Sciences; 2024. (Full text accessed 4 April 2025)

274 v 2~R%2 b (Semantic vector)

BAGE GEHL. E030CE RN T LTERENICREL 200 TH Y, 0T A
RICZEMNT D BB Y GHEL - 3B OERCEBRIEEZR LIS, chicky
ANTHIEE (AD) > AT LIFERICHE D WTHEZL 32 7 F 2 b [ o Bl P 050 U1E % B ©
X5 EHIck 5,

HigL 2 Cohen T, Widdows D. Empirical distributional semantics: methods and biomedical applications. J Biomed
Inform.2009;Apr1;42(2):390-405. https://doi.org/10.1016/j.jbi.2009.02.002 (Journal full text)

BRESH (Sensitivity analysis)

ANT =R ERFETNNT A= ZDEALHBNTAHRE (AD ETAOENICED X 5%
R R G 2 55 %M 5 720 I b B FHFE T,

CIOMS Working Group XIV.IC X % &%

>4 F v (Signal)

—OE 1 IFEBOERIE BIFESLUOEHREEZED) »OELIERTH Y. NMALER
ERBET I ERM FEEIZFAEROVTALED) L oMic, Bk RBERER
BAfR. 72 ZBEAIOBLEMEICBE S 28 72 2l 257 ES 5 L 2 RRT B2 DTT, X
HIC, ZOREEMED o icm o BREED 72 & BN IS %2 R4 L3 2 & Hlr & 2 56
ZfELE T,

Hi8L 2 Council for International Organizations of Medical Sciences (CIOMS). Practical aspects of signal detection in

pharmacovigilance. Geneva: Council for International Organizations of Medical Sciences; 2010. (Full text accessed 15 October
2025)

gHIAIET IV (Static Al model)

HABICEH I N WAIET AL TT,

CIOMS Working Group XIV.IC X % &%
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https://cioms.ch/publications/product/glossary-of-ich-terms-and-definitions/
https://cioms.ch/publications/product/glossary-of-ich-terms-and-definitions/
https://doi.org/10.1016/j.jbi.2009.02.002
https://www.sciencedirect.com/science/article/pii/S1532046409000227
https://cioms.ch/wp-content/uploads/2018/03/WG8-Signal-Detection.pdf

Emd Y FH (Supervised learning)

FEEFIC T AT S N7 =2 2HHAT 28 E %45 L £ 3.  (ISO/EC DIS 22989)

L © International Medical Device Regulators Forum (IMDRF). Machine learning-enabled medical devices — a subset of

artificial intelligence-enabled medical devices: key terms and definitions. Geneva: International Medical Device Regulators
Forum; 2021. (Full text accessed 3 April 2025)

FRAIF—%+€vy b (Test dataset)

M T DT IZ VIR I NS, EFABMEZE L 2042 WA 2729
S N3 F— 2 D EATT,  (ISO/IEC DIS 22989 % X %)

Hi#4 © International Medical Device Regulators Forum (IMDRF). Machine learning-enabled medical devices — a subset of

artificial intelligence-enabled medical devices: key terms and definitions. Geneva: International Medical Device Regulators
Forum; 2021. (Full text accessed 3 April 2025)

FL—HEUFT 4 (AD) (Traceability (Al))

ANTHIEE (AD =T ABXPZEBEREZFERT 220 fFHEINEZT—4, 7ot
2, BIXOSMEAZ B LT 38EH T,

CIOMS Working Group XIV.iC X 2 2%

FL—=>% (Training)

FEEF— 2L C, BMEET ALY XLICHESEREEET LD X — 2 %
s - 13GEd 22 #HME L7 av 279, (ISO/EC DIS 22989 % thZ)

L © International Medical Device Regulators Forum (IMDRF). Machine learning-enabled medical devices — a subset of

artificial intelligence-enabled medical devices: key terms and definitions. Geneva: International Medical Device Regulators
Forum; 2021. (Full text accessed 3 April 2025)

FL—=v4F—%+v b+ (Training dataset)

Bt ic s CRIcHINE T —2TH Y, BWEE TV XL 5 2 6 hiz7f
IS T 2T v 2 -0 07T — 2 & L CRREL £ 57,

Hi#4 © European Medicines Agency (EMA). Reflection paper on the use of Artificial Intelligence (Al) in the medicinal product
lifecycle; 2024. (Full text accessed 3 April 2025)

ZEBAME (Transparency)

AN T 2580 & 13, B 72 AR CIEREZ RT3 2 25 L4, 2hic
F. FPL—H VU TF 4 ZA[BEICT 2 7DICAIV AT LDIA4 734 70 (FbbixEr
BHZE. 2P0, ELA. A, HEE. s XL cBET aEcEr T s &
BLXOAT =7 RN E =AY AT L, ZOFIHGE. VA7, RBE, HE S 2EE
72 b I H B OHEN~DFEEIC O T —RINEEZ 152 DIl H o aiEl etz o &
NEFNET,

CIOMS Working Group XIV.IC X % &%
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https://www.imdrf.org/sites/default/files/2021-10/Machine%20Learning-enabled%20Medical%20Devices%20-%20A%20subset%20of%20Artificial%20Intelligence-enabled%20Medical%20Devices%20-%20Key%20Terms%20and%20Definitions.pdf
https://www.imdrf.org/sites/default/files/2021-10/Machine%20Learning-enabled%20Medical%20Devices%20-%20A%20subset%20of%20Artificial%20Intelligence-enabled%20Medical%20Devices%20-%20Key%20Terms%20and%20Definitions.pdf
https://www.imdrf.org/sites/default/files/2021-10/Machine%20Learning-enabled%20Medical%20Devices%20-%20A%20subset%20of%20Artificial%20Intelligence-enabled%20Medical%20Devices%20-%20Key%20Terms%20and%20Definitions.pdf
https://www.ema.europa.eu/en/documents/scientific-guideline/reflection-paper-use-artificial-intelligence-ai-medicinal-product-lifecycle_en.pdf

#Em4 L¥E (Unsupervised learning)

FEEFIC T NI N TniwnwT — 2 ZFAT 2 e %35 L £9,  (ISO/EC DIS
22989)

HBIL : International Medical Device Regulators Forum (IMDRF). Machine learning-enabled medical devices — a subset of

artificial intelligence-enabled medical devices: key terms and definitions. Geneva: International Medical Device Regulators
Forum; 2021. (Full text accessed 3 April 2025)

zZ44 (Validity)

ZNPE L, VAT AAFRRERHEHFANCERIL 2 HINZER 2 2 L 2R 3,
ZDDITiE, FEINIWREOKEZFICERL., TETAEE B X 2135 BRic
WY 7 7 — 2 B L, BENLRBRRICE W CET AVHREZFHMEL, S5 AT 4%
HEBCHY 72 B ARAE 7' 0 2 RIS AIA T Z e RO T T,

CIOMS Working Group XIV.iC X 2 {25

NY)yF—gv5F—%2+v b (Validation dataset)
AT R R O, E BT AT ) AL EORR (- ARG R L) BT
LZl-wicfERENG T —4 T,

Hi#E : International Organization for Standardization (ISO). ISO/IEC DIS 22989. Information technology— artificial

intelligence - artificial intelligence concepts and terminology. Geneva: International Organization for Standardization; 2022.
(Webpage accessed 4 April 2025)

¥toyay FFEE (Zero-shot learning)

M A7 omEoflic—Yfing 2 &, 2R %FITTEL LI ChHFEINZA
THnEE (AD 5L 3,

Hi#4 © Thirunavukkarasu AJ, Ting DS, Elangovan K, Gutierrez L, Tan TF, Ting DS. Large language models in medicine. Nat
med. 2023;Aug;29(8):1930-1940. https://doi.org/10.1038/s41591-023-02448-8 (Journal full text)
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https://www.imdrf.org/sites/default/files/2021-10/Machine%20Learning-enabled%20Medical%20Devices%20-%20A%20subset%20of%20Artificial%20Intelligence-enabled%20Medical%20Devices%20-%20Key%20Terms%20and%20Definitions.pdf
https://www.iso.org/standard/74296.html
https://www.nature.com/articles/s41591-023-02448-8
https://www.nature.com/articles/s41591-023-02448-8
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i v,

m EXREEEERIC BT 3 ATHEE




RS BB SPEC DEV PreD PstD RU

HI8F VR E |PoCEERSIc B TIE, ATk 23iHE | A A INA |NA INA
TAIVEE |(ErpisEich ) £F. LiL, KREsIA
e BRI~ SN AI I, BIIEEIEA
[ o 32 BEHL SR (SME: Subject matter expert)™
BATL £3, PoCiTEB T 3 7 3F v 23R}
etk RAI S ESFE S & & 2 RGET %
bDOTH Y. FEkiyZRESFIHICE T 2 7N
FVRTIE, AV —ABPVY AT LefkE X
VCHE~H Y AV P 2724 (QMS) ATE
DX IMBEMNTONDLEIIRE T2 05
VY FE T,

A
=]

SPEC (Collection of specifications) : {LAkH L R FIHDILE

DEV (Development and change management) : B¥& 3 & OV 0 45 #

PreD (Pre-deployment & post-change sign-off) : 3 AT X UNZSBH{LIKE

PstD (Post-deployment & post-change hyper-care) : HAfs & L UEHE A A X—=F T
RU(Routine Use) : 38 i i

A (Applicable) : i ff1 & b

NA (Not Applicable) : 5% 7 L
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A—RT—2R

31— R —R E: EYEERK O RERBEFREM

High:8
PV#EIH : Causality Assessment

ElL ERXRLOERELUVRE

HHEFER L BEOEFGE & ORNBREAGREZIHMIT 2 2 ik, PV7uvRICH T2 EHE L
TITRTHH ., FICSRICE T 2 MG HE O HE I EHEHEE L £ 4, KRR 1
MxETZEFETH Y, REHMRIIEGIEH 2 INRIER (B A CE. BHESTR,
ANV, IEEMER) LA LABSFHTLE 2 — 2T LERHV £4, L
Ea— R E R BEEHRREHENT 3R T, #EEE (ML) Z2iEH L. KRR
BYHIT A ECEFHMRE LIBT3V a— a VERETAEANETh TV E
s

E2.V)a2—>3v

R DEE b 1F, WSO LENET — &~ — 2T X 7= H S DAL 0 IEESE
il (solicited cases) 72> 5. IH|—FHGEH G o KRR ICBhET 2 07T — £ )8
HEHCCET Y v Z7HFEEE Y PEERKLE LA, IHIC, AT -2 X U0Mtho
PNEIEERIR 2 S AR SN2 EZBML £ L2, ZoRESoNZHE T — 2 2 F —
< (FTFI52MR) 3. NEBGIEM 7 vt 2 IcBHE 3 2 S50 2 RS2 124t 2 b o
LLTEESINE L,

RIS A—R4—RE: T—2XDETIY S

Hi#E : Modified from Cherkas Y, et al, 2022 © Table reproduced with permission

EFVVIT—4

TEFILRIT—4 NEBEE T — £

[RIERBER 7 ~ v BEAEPE R MG ESZlins

TH4% 5-(Rechallenge) HEHBRIMEER fESISERIR S X OERE
oy

FASVIS I E {OkEE IREEI B AR

W I X B NS fRETHill R A

WAT LT, RREREE R RIS LY R & o iE 28 U<, FIME o = B E S g Y
— 1 (CASCADE) 23[F B X ML E N E L7z, o REBEGBIHE T v =) X4 &
L CGERMES X ORI REME 2 S 2 & 25, IREARREE (decision tree structure) 7%
BHINE L, CoFme@EAs X OCMIRmTRENEIC X v, SHIERILZ AT IcFdibh 3 %
ZETEEE D FF (I TARJEFNZ, () UEFRPBACEBICREH I L TnE 2 L,
(b) FRICHHEW FEWBERATFEST 2 2 EFick v, KRR &G ] ) .

COWERICHET 2EHE. 20RO THET AMEORME L 2 ) FERTH LUK
HINZ_A YT v Ay b7 — 27 BTNV OMGERGHI K ENE LT,

H EXREEEERIC BT 3 ATHEE



FEHEOLDPARETNAEEIRL 28 AIC T, EROEHRE & HMARABE KA TE 28, &
B3 X ORI AT e 2 2 M. REEFEES K E IR B TR KEFRREZ & D
MRS A Z ET AL TE 2RENDBB T o T I, =T AEHKIISTHFOT /7 57—
a VIFEIEHI T — & 2y FMERA SN, JETtEo T AT =%y FAAVWLRE L
oo FEF—2FBIUOT AP TF—2IZWEFNLIELVER S EB L UVERITTY) —%
GATHET, TNTCOEHNITERICEFEMARIC X o TFHliEATH b . KEBIREE
iFER—EH L Cw=dEr ol dnE L,

E3. &R

KEF MG, 70— v bu RT3 g RS EERHEIB & el L, HHl—F
KA OREREGBIHMEFHIC B W TEWHEREZ /R L £ L7z (J&EE0.900, kR d
[PPV] 0.778) . HFHE LR —DFEEF— 22 H T FFEu P — 2B T v h oy
F7—=2FFALICOWTOMETLE L2, ZoFEM L Re P —%7 LIZCASCADE
IO BT AL B L CHERERS S B 2 L SR I NE L 7=,

EA REBLUVEONTAR

7 — 2 D AFATREME RERDOBUEZ M 5 — 77 ©, #iz afE OBINCE T AERED 3
S ABEEE B L CEFAREOES DI L £ 5,

I © TR S N FEBIRT — 2 8RR L C e e, WEET — &
v PCEHEENAVER—FRMAA TS 5T AEREOBGEEIXRER & R Y £ L7,
NBABET — %€ v P OMEIREI FHEENZ 0D, 25 LT AORGES X
ik & otERELE R . X 0 AHI RS X RERICDz > CEMBTE 2 A[REMEE b 72
5L,

AW TIE, HAREE 2 D BRAEB L COZYRREBINHEZ T T 2720, BhES 51
IRABIEGI DOIRER 727 — 22 v PAEHINE L, E@ERLE (EHR) =&, X
D EREN T -2y PEFHTENE, ZOETARFIEROSENIHFEI N I,
7z, FEBIRENCBE T 2 FEE~EAWERET 7 — 2 2fllaid b 2 & b, =7 AERER
L HET s AlREME S D D £,

HH T _RNAFRA~DO T 7 & 2, FEHIH O 3EH F 72 1 Z B Fh o AN B v CHER S
HASCEICHREN T 2202800 2 EoBMEZ A REIC L4, Ffkic, EEW
Rl X OSRANE)IGICBE T2 7 — 2 oA d 2 & T, G X Wiz KGR EOE
RTH 2, H2EHHEOTICICEET 2D DTH B 0L\ o 7 K& KF DFRFE IC
BN OAREME D B D F 3,

HHF—FRMATICEH T AREBERIEMOITS 2 X FAL Mo NTEH Y, KiFd % L2
FTE3EFAKICECERY 2R T2 Lo E RN £, MAFEADORERY —
A (CASCADE) DBgsgic X v, fugfbash—EHM2r2FHEDO S 2 7 7 v —F 25§21t
X, BKETNORGEHRGHCEERRBRE S5 2 5 L Lo, BEEE €7 v ~FRN
HVE A MO T AMERARINE Lz, 7272 L. EF A DIRRATBEIE KR & L CTfE
Wy _EIEE LTERINT T T,

ERXRREUERICEY 5 ATAIRE H



A—-RT5—2R

E5. HiNF VY RTIL—LT—I~DEES

R16: L—RHT —RE: HANF VY RT7L—LT7— 7 L DESMY GEH)

Hi# : CIOMS Working Group XIV

RRY

YRYIZES
K77n—F

EEAE

AWFFED R RFFAE X CRREE W zET L
13, TIERER ICUNEE & N7 ERNIC FRE & LT v
T3, B AE o KIREARET % B B3t 3
3ZLlk. PVUVRTL~DY R 5 X N2
HILERA(R > & T X L E L 72,

SPEC DEV ‘PreD PstD RU

A

A

N/A

N/A

N/A

Ea—v2-
*—i—yA

PSR e A Y R Al b X O R AT — &
Lba—FXUeTABREENICES L, £
TAPRREKENZHMIHE T 5 L ZhEt
LE L7, 72720, FERRARTFEH ICE T
Bea—=V A== A FELET D,
B~ AV MRSHADHEEICONTIEE R
INTHELA,

N/A

N/A

N/A

Zotke
TR

AL Tl — R — R 35 X OS5 FHFEIE 230
iR hCcwE 3, AR i Iz
F—213, BAECESEXCER T —
IZ 350 CIRERBIREHMT 503 — 8 L CEf &
NCWREEDHICREZT L CTHh . FER
EFLOEHEER EAKONE Lz, T
¥EE X7 R b OFEFEHICREE 11T
B0, HEEFHH TR IC O W T H I LT W»
9, I bIT. FEHI—FRIKF R (RaE < BY
T2 NBHSIET — %+ v b OF| RN 72

Y. =T ADF YA E B X ORI
1) 72 5 OMEHEE b R E T E 3,

N/A

N/A

N/A

EIAK

A A W U GEREAER S N Tn E
T EFAOERE N Mg & OREHC
FTHERP R A EINTCFET, T2, KR
FRAHmAS R ORI % IR 2 L 2 HIV L
L 72EARY — L (CASCADE) 23f%E &
. T T VRIS E LCcwE S, 7
— X FER. SBROMEHEN, X UPVE R
FLCE TR RICOWThEEREINT
WE g,

N/A

N/A

N/A

H EXREEEERIC BT 3 ATHEE




EEIAR
ETFADRFE, ¥E B X WAL &z
T — Xk, REONIRHREL T — & X
—RICHRLTH Y, BEI L FHEE O
Hob LG I N, BEES S 7T 4 Ny =ik
A XUHEICE > TV 3B Z LRI AT
EJcaS

SPEC DEV ‘PreD PstD RU
A A N/A |[NA [NA

AIEEE
s

AETDIHNAED B 1E, T F ABAFEIARIE
FHRANCHEEA LTV 3 e onCHIl T 3 2
LiFTcEELA,

N/A |NA |NA |NA |NA

HIRFRE
FThovaE
Y74

AIEECEFRINBEHASNF VY RET AT VAR
v U7 4 BT 3 IEEICOWT, KX Tl
SkINTHIERA, ZELEELIZ. T
ADHFIEFL A L OH A K74 IcHERLL
e BB L ET, . (EK
& N7z PERCASCADE (3 A 5 B8 (7 aA = 4%
v—nt LTHEMTONTE D, &Nk
K] 5 e R RPEA o T T AT 13 358 5] e &t 50 B
HRICKS Z ERBINT LI T,

N/A |NA |NA |NA |NA

A
=]

SPEC (Collection of specifications) : {LAkH L R FIHDILE

DEV (Development and change management) : B¥& 3 & OV o 45 #

PreD (Pre-deployment & post-change sign-off) : 3 AT X NS B IKE
PstD (Post-deployment & post-change hyper-care) : 3 Ath 5 X WA EH AN =57 T
RU(Routine Use) : 8 i 58# ]

A (Applicable) : i ff & b

NA (Not Applicable) : #%24 7% L
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A—-RT—2R

A—RT—RAF: P LVigHEXIET S
7’0tk XM=

H:llgji_ ¢ 10
PV#EI © Signal Detection

FIL. EPR2RLOERBLIUVRE

Ry ZFAN B HET 272010k HEE X CEFRZET 30— 13. R
WEICL VO I FAREE I NS, ICSRICHREINAEZHEHRLR (ARE) 1o W TRE
7RO FREME 2 E 32 2 & T3, ZhHITIE, FimIcEE I N-%H—F 5 HEe 0
WX 2 RBHEKNOAREME 2 TERR T 2 720, (i TMEANAZEFDOR 7 ) —= v I3 E
FnE I,

F2. /) a—>3>

AFZEIE. AIR—AD 7L —L 7 =27 %5 L. (1) RNEEEMRTIC 51T 2 TR0 E R
B O BEEORES Y 7> B BET 2 HICREEFA L 72 0 15 2 FH 0 FE % H
gt zHME LT L,

A Z HEEMR  (conditional inference tree) % FH V720t HE#ED HENEIR B X MARGH: > 7
FADRFEHN T o ZDFEE T, LFo7e—F v —FIcEHINTHET,

B 6: &FfTEHA/AZAVEZIY PO—LOBEBIRE BIFES T FLOE
HoXKzFeHE7O0—Fr—F

L Al-Azzawi F et al, 2023 359 Reproduced under Creative Commons Attribution-Non Commercial 4.0 International

License. To view a copy of this licence, visit http:/creativecommons.org/licenses/by-nc/4.0/.

Conditional inference tree-guided
Disproportionality analyses identification of alternative causes
in ICSR (i.e., co-reported drugs)

Automatized selection of controls
for disproportionality analyses

SR with alte
(i.e., coreported dru

Disproportionality analyses
excluding cases with alternative
causes

List of disproportionality signals to
be processed for signal validation

SHARED HEREINZ HiY & L T, FAERSZ W 72 A EiEfr T, ATCHO %= — T E
O N A A X~ 7T DOKEGSTLE (US Prescribing Information : USPI) IZFCHL & 3172 7K
R EMAGDLE BT 7o —FPRHAINE Lz, NI A X< T LR—DHE
1y (37 BCCGRPEEVIE) 21T 2T COHMMY T, ATC= — FEE4MEE, 374
LU TN =T EHCCREINE Lz, X 51, DrugBank% FWT, H71 %
R~ 7 LAl DAEBHEICEH L o2 b ULy 77— ThCm T 2 BRI % N IR
LLTHREEL, B 7 7 28R iIck3~2F v 7B X NHEIGIC X 255k x mhiEd 5 2 &
ZHWELE L,

ﬂ EXREEEERIC BT 3 ATHEE
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RIS 7 F Az & ST, St AF & HESRAR % F v TSN & 7n 2 385 2 550 5 5 iR
WAEXNE Lz, REEICHHRE N F OUSPIZER L. > 7 F ABREER IC Ei
N FEZEMT 2T, UEAEFRPUSPHCEH I N TV B EAZREL £ L 72,
Z D%, MEIRROBEERERHSUSPHICIEH X T v 2 0FHEEA 2 & TREMI Z R4k L. Z
NOREHBEEERONBFFRNZE T2 LHBIL 7= 5 2T NSV % I L
L7

F3. &R

SR XA A FH WG, K7 L — 247 — Z 30 HEEEN O RER 2> & FrE X 7 i
RRBRNICHESE, =L X~ 7 Tl132000%, FET7~—FTIiZ1429%, 7 I bU 7T
U v TIXI1333% DAy 7P kRSN T s b TEE L, 6, REBFENO
BTIEEINCTE e o A EBIEY ZFriconTd . FEREESSLE L 22 H L h %
= THEFIED, TLX<=7, PEI=—F+BIUOTINIZ7F ) vERL T, 21
Z115.32%. 25.39%. 2641% VT 5 EHEESINT L7,

EEOITZ. AR 7 F BB X OBILICE T 2RO M E S 12 H T 2 TR0 —H %
KRIFICEEM T E 2 AREMEDL S 2 L f5afT T £ L7z, RAIN—RT7 7o —F i3 YRR
ERLELED, 7L =07 =7 ORZBWHERD7-DICIT5HE LR W3R X
nTtwEd,

FA. REBLVFEONTHR

AWIEIE. FAERST — X R —RiCEB T 3A12 72> 7V F A HEMEICBd 2556 D
MEEHL 2L E Lz, £ O—2I0F, ANHEERITIC 3 2 3P IREREIOCES 9 2 1A
RIS BTFE L R VR T, Sid, REEMEETS LIELIET — 2 x—2x kx5
LLTEENZ ZLIcERLE S, £, @Y BEEEOENA T — %2y Pic ko
TItio CHREEE 72 256055 0, RFGEFUCHE S FBIELFEE 20 T3, 2 TD
RIFFETIREI NN T 4 X~ 7T DALEY 7 70— TS O3 iE %2 BENEIR S 2 F
FE86W DI Z R L, FEDRNTREETH L LRI nE L,

EoHic, BERLONBHENZMERT 2 -0 I ER2 227 ) —= v 73 3 FH TR
DPIKIRE LCRETH D, KAIZL —L T — 2T ZoTLREZERICEFHIBETE Tw
RWELHEE LCEF O E L, MM EHERARIC X 0 PRERSEHI LR o #5172 =
i CcE, BB 7ot EETE 2 b oo, EREEEE (SmPC) D
REHLT 27-200HHAY —LORLEEREZI N TWE T,

Mz<T, K7L —207—=277Tlx, BRI NBHELZRE T 2 720 ICHBR3ER 7 7 2D
PARE 7 B2 REE S LT 63, RNEEMEMRITIC B 2 fol eI g s nCcn g
BATLE, COHRIBELARIMEOMLENEZRLTCWET, £/, 77— M NIE
Backbfl L <2k 3 2 6, D% EEMEE FEE LEVICE T 3 720 DER1
HAEDFET IR E LCREETH v, BAZHEH B LT — 2 ~N— 22T 2 BINHGEE
RD LN THE T,

ERXRREUERICEY 5 ATAIRE H




A—RT—2R

F5. AINF Y RTL—LT—I~ADEES

RIT: A—RT—RF: HNRNF VY RT7L—LT7— 2 & DEASM GEM)

H# © CIOMS Working Group XIV

ISl

YRIIZES
K77o—F

REINAE

AFE TR, ¥ 7 F BB T R RiIcBT 3
BIGPE DR 2 BE B X OB T 2 720, £
RT 7Tu—FpRHAENE L, ¥
B ZTET 3y — A 2% T 2 BICIE. 5
B~ AV 274 (QMS) ik Wn»T
WEGY —VHPVY AT LA~ 5 2 558 %
EERL., LHREAEZET 2 2o Ic T
U R 7RISR & et 3 2 B B D £,

SPEC DEV ‘PreD PstD RU

A

A

N/A

N/A

N/A

Ea—<2-
F—i—H 4

AAFGECld. AIDMER L 72 #5 R D 1B 7R > 7
FARHETER ST 2 720, REHEMR B TT)
BEEIC B W CEEREH 2V E L, &iE
Bl XX 2 EE L, AMIC
X2 va—oBEEREHINTED, Al
B D FRRIC 1 Y 5L REI R M SR 0 B 5 23 AN AT
RTHDHIEPRINTHET, TOEEIC
k. AR L 721 F LI O W CORE R IA
ERREL. 7A=Y X AT & BRI &
DS ETERT 2EENEETNE T,

N/A

N/A

N/A

oML
TEfRtE

AL Tld. FAERST— 4B X > I 2L —
g v EAWBGEES X OER O LB
fE g3, #HfllEhaliioEs X
ORGSR D afiflic X 0 . %Rkl s X
CHFERE T — 2 ~X—2IcB T 2 LEES X
CrHlEEED A LK s E L,

N/A

N/A

N/A

EEA

FH & n 7= 05k B L O IEEIN o R L % S
EHb+ 2 Lic X 0 EBHESER SN, 1T
DEDEA~DIILHAK S NE L7z,

N/A

N/A

N/A

RFFEIE. 7_ERE Lo NFEHRB L O
FAERST — 2 ZfHH L Ck b0, 7—2 774
Ny —IZB3 B FERIFRENTL 72,

N/A

N/A

N/A

N/A

N/A

ﬂ EXREEEERIC BT 3 ATHEE




AIEHE
- B

AWgecld, NA T REIET 279, WA
FEEPOC B 1 2 I AT R B X OV ELG 1 % 1
I pEEREFHENE Lz, A0k T
— Z LR IEERE 1T X 0 & U1 2 Rfiic
ST 3720, EhlE o7 — 2 Z8HMEs L0
LESRTREME 2 FFMT L. AP fRE M 2 R
ZHEEMEIREINTWES, T hild, Hleal
REME D WEHEME & X 0 ILHi 35K 2 7 20 E
Lo XS ETEEEINTHET,

SPEC DEV |PreD PstD RU

A A N/A |NA [NA

HRF2RE
FhHoraE
Y54

PoCEEEIC BV Tld, ATRICBS 2 FiHE
LRFAFREICH D T, L L, KRFEESAR
HRE~ A I N BT, SIHETIA
D HEF 5 B E ~F51T L £ 37, PoCliCd
\J B AN v R AIREEI TE A O I 23S
INBZLEMEEETZ2DDTH Y, RN
BBEAHICE T B HANF Y ZTlE, Ky —
BPVY AT LB X WNHE~Y AV AV kv
272 (QMS) WTED X 5 IfiiER T sh
LHENRETIHELD Y T,

A A N/A |NA |NA

=5
ag

SPEC (Collection of specifications) : {13 X ONERHIH D ILEE

DEV (Development and change management) : B ¥& 35 & OV T 45 B

PreD (Pre-deployment & post-change sign-off) : 3 AT X NS BH{LIKGE
PstD (Post-deployment & post-change hyper-care) : A3 X OEHEHE A A =7 T
RU(Routine Use) : 8 58 ]

A (Applicable) : J#fH & b

NA (Not Applicable) : #%24 7% L
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A—RT—2R

A—R7—R G: £HALIEERZTEHEER T = %

ETB-HDKRBELIFBELCREEXFYXRI
UHoDERKEERN

HHE  Internal to CIOMS Working Group XIV member organisation

PVHEIH : PV document retrieval

RS : A — A7 —21E. CIOMS Working Group XIV D Sk D — 2 23 PVEIH ¥ 7 0+ 2 ok Hi & L
CEALZZERALY Y 2 —va vOoFEERFIZR LIS, T 0% C olea@ a3 (MAH) & X O

F4 S (B : KEFDADELSA) I T, EFBSEORfEME%2 HiM & L CAERAEM ORI siED b hTw?
MICHET ZRERH Y 3,

R — R 7 —ZIFCIOMSIC X 2 A CEAFHLARTNICHAE S L UEEI b TH Y, %
DIEDHWMEINTZEERALEICBITERRAL - 759757 4 A 72 13 HERHREE L 40
F—B LW AEEEr H Y T3,

Gl. EXREDERH L UVRE

PVEFAll % S48 4 2 7 — 2 #Bx ReVir e o 7 F A3 & E . B 2
bOREMERATIGICE S ¢, JERICHB L 52 ES 2 E¥E T, cnboff¥T
. BEREERE S e L FIREER O X ) A KB T * R BRCGE, BEOL VR
Wi o 7 FABHIE R, BlEESGike & BERRIEREL R 2T — 2 oRE, IS, L
a—BXO0EYRMIEL Y 9, GPTEF AL EDORBESEEETL (LLM) 3%
KoL VRS b Y p ISR ENET — 2 2 BB L OMA T 28I X b PV
RO L B TE £,

G2.VVYa—av

TRV T — 2 2 BEICE DT TTTHREO CEHE E R L L <, JEME(LLR2ET —
2o, WS, L a—B X008 %, PVEMAROELS X OEESMIGES T 2T
TEELT 270 ICLLMBSIERH I NE L 72,

C#¥F X O°.NET Framework % F\» T/ 2 X LA T v ¥ v 23 FE & 41, Microsoft D
Semantic Kernel SDK# & "RAG (Retrieval-Augmented Generation) ~¥% — ¥ %32 &
LT, TIAR= PRI PR PTHICRE S NG LR 2T —xicx L, K
HBSEE TV E N AR LY AT MR Z AW 72 NG EREE RIREIC L £ L7z, PVELY
HKiZWeb7 v v bz v PR U CLeWEEs YV 2 AL, Y&V ida vy 7 F X
FE#R (R FPARAPTHROEEINAET —%) BXUOv AT LfgRE DT, 774
N — FERBICHCE & L2 LLM~IE(S ¥ . Azure OpenAlld. REST (Representational
State Transfer) 7 7'V 7 —>av7m 77 I v 7L (APD 4L C. D8 HRER
£ 7 AFE (OpenAl Chat, OpenAl7 ¥ A FHWIAAZET L, GPT-41¥ V) —X) ~DT 7
RAERMEL. S 2 KB IEGE LR 2T — X VRV P ) EfA L E5.

OpenAIET LD [FTFZAPAT - THFAMHN] A v 2 =7 2 —RITX D, PVEMRIX
AN7a v 7 %R L, GPT-41v ) =X EDETADBNGEEA T ¥ 2 MoE % E
KL E9. 72, OpenAlDHDIALAET A ZIEHAL, HASHEAWELZ R 70720107 F
A b EREEER 7 P AVRBA~ERBL 3,

BLEEHRORS 7 0+ 2 % HEMLd % 2 & C. PVEMKIZFHIC X 2 7 — 2 FEREED
ST E ., X 0 A E D &V ER A~ 2 T3 e ufEL 20 £3, LT DK
13, Azure LLM7 — % 727 5 v B XU T — X EEL DA v 2 —T7 = — AR ERL T
ER

EXREEEERIC BT 3 ATHEE



B7:BOANIHET—FT 7 F v DHE

Hi#4 @ Internal to CIOMS Working Group member organisation. Figure reproduced with permission.

o Azure Machine Learning Workspace Shared Service Components
\‘ P e ~
NS Ommm |
Jupyter Notebooks i Connections }} !
Pipelines 0 1
o | —

Data Assets

Vector Indexes :Q
0@ o-:E-. ﬁh s DevOns Optional Web App Interface
.

Entfa 10 —‘@ D
Managed Compute n . o) .q—mmnez Inbound—

Instances

Container

° °Envimnment Registry
Definitions Q
: - ;
/
/

‘\\ Serveriess Compute

1P Restrictions.

0
(o
o

Al Search Service

App Service Plan

AN DORLE 7 7 4 S I L CTHBICEREF I NAERTZ AL v Ty 7 22 RESE L,
BT 5 &, MMIZLLMZIEH L TN 7 7 A VICFET 2 XE, 7—4, BX W
A B AP ONBINERTEL LSRRV ELE, FILLWETFTADBAHINE 2O
WCENSL~EITT 2 2 L0, BMEDIEMHES X CEHEoR EABEITEY, Th
LIFTENC X 2 7o AMGFEAE U CHEES N T T,

Al — LV OHRERGES X BN — 27 — 202 HWE L <, E8Na 7 4 — Fx
vy ravhPEfidncuwEd, TORENT 7u—FIC X, MR deE ]
fEeZab, =7 —o/MEABAK LN THE T,

X HIC, ET MK L THBRNICERMZIT) 20D HA P74 VvHREINLTEY, &
NIk Y —noFEMHER—EH L £ Lk,

G3. &R

Ko — 27 —2ITF T 3 GenAlY — i, PVIHYE 2380 2 & 50T 1 R 3328 B E S
FHEME ORI E L, BElLInZ00M7 7 7y P R532E EZR[FEICT S
ALV —F7o 22y ] LLCOERAEEZRLE LA,
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HilL © Botsis T et al, 20243

Case Series Filters @ Product A Last Month 2/1/2024: Line Listing of Cases

“CaselD v RecdDate v Outcome v  Sex ~  Country v EventDate v MFRCi#  PTs

Case Number Search x

Narrative Search x 11101828-1 10-JAN-2024 MALE USA 20-DEC-2023  US-DAIIC... Gastroenteritis viral, Pro..

Medical History Search ~ x

® OB e A 111025381 20-JAN-2024 FEMALE USA 0OCT-2023 US-GSK-... Heart rate increased, P...

Time to Onset

Assessability @
Assessable (1)
Unassessable 3)

ssessable (0.55). @ @

2 FEMALE USA 01-APR-2023 FDA-CDE... Tremor, Panic attack, Ni...

NOT SEL... USA FDA-CDE...  Drug ineffective

Assessability Score

Tags

USA US-TEVA... Limb discomfort, Feelin..

FEMALE USA 2023 US-APOT...  Drug ineffective

None (43)
)
©)
ase ... (0)

11168235-1 21-JAN-2024  DE, HO, OT

FEMALE USA 2023 US-PFIZ. Drug ineffective

11204275-1 28-JAN-2024  DE, HO FEMALE USA US-NOVA...  Drug ineffective

Has Notes

11124830-1

05-JAN-2024 DS, LT 01-JUN-2020  FDA-CDE... Electric shock sensation...

Apply Filters
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AT LRI EY YT T4 T v AR EHE ) QA EOEFHAE D L & biT, FED
SEWIZSS 77 F b UCGEIRE 2 X a N8 2R L X 5 T3 8HYE» 5 03
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EE ARG T3 A, IREEBRICHARRERF v v ARy Foffle LT, WHOY = 7%
A b @ Smart Artificial Intelligence Resource Assistant for Health (SARAH) 2328 F H L
o SARAHIZEE M vy 7 BT 252t 2 2 b ZHWE Lz 7' e b 24 7RIS
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IR E N T WE T, 8 —J5 T, SARAHIZ24FEE365H ., 8EFETHIHARGETH v, &
RN T 28y — ROl TchdH O ET, ., AT 4T CEAEME 21T 72
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FHIHE R 05 E T,

T o, EESTICE TR EEEMEAIEH T 2 > 27 L0, FRlZzdFEas e
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RZARENTHET, 0 EAHFEE R LGS, BERERET RV LI 2EY =
IREEVE T, X5, BWX R ZITEHWTGenAlE T & ERl % Higk L 7283078
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Imran & (2024) &, ¥ 27 FAMEEZ XS 2 HbiH b BEAE €T v ics T
SHAPZ F 7z SR REE Ol 2 &R L T 37, 15

— #8227 (Trust Score)
7T I T B NEENE R TIEE,

— {EfEEE R 27 (Confidence Score)

AHERERE T U P 7y PARAAMOLE 2 —DONRER S XS ICHAIZ T 5
TeDIEIMAARE L 7> T B fREET T,

— A[#R{L (Visualization)

ATFPHICH G L7272 MBS OAA T4 FFoRP. A i ¢ R & p
hizfllize — =y 7L LCERTEH ) TV —=<v 7 (saliency map) 7¢ &

PVHEIS CIXEULMANTIE TR Tl d » T8 A 25, B oHdhishm 2 GdEeicon+ Hiy
Vv —<v 7yt LTETLNTET (Plass 5, 2023) , 1

PVCTIRFELTFRA T =2 2Mkb s 7zo, HENTIHIGES ., EH T — % N CTATH W
WKHG LT FRA AL 74 VRARTHEALE ARV TS, CoficonTid, fido
KIEFDA®D InfoViP & A7 4725, RHRREME O HIRME 2 R TR FEH & LTI nTn
*9, 23

NIEEEEHFEEICEAT S aryTY

LTI RIMOFTRCTHPVICEH L L2 DTIEdH ) THAD., AT — &, #/hMt
FTEMITENT 2 54 7 2, B X OHIRAA 7 225, FREERIC - 2 KA 2Bk
W, o - 2RI N TR VER. 40 PICHBEONFFICORB VG C
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KETE, WA ECFA FPRETT—ER—ZATHINGEE=42) v 7T urJ L
(Prescription Drug Monitoring Programs : PDMPs) % U GBI LT 37, PVICHHL
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2T 5B LHBABED20%E, HMDA A A PG 2152 HITEED KR
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Y] 72 R % X4 2 G S 251 BR & Ao T uvs £ 97, 2021410 A 12 Drug and Alcohol
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