- @ th AT 3% 5 R 4 5

AVIC SECURITIES CO., LTD.

AIRIYOH Hitt: AiftinE 5 KL R RUER,
SR AR RBLEEE

fTNbirg: MRy
SR 2

HEZFHOLIEF 5 S0640523060001

PRUEFTRMAZN IEFTRMRE ESLRBRIESURRIRRFKE D



20268 HFHPAIRS Y HE AFRTEAL., 2TEEHITE, WERRIETE, AINE—HI TR, BEEAPtR. BNZYy. feiliges. WELSH
Eyrplas N ehEss, R is s T mik,

ATETTHAN SN, FDA GAMRAIE TRMEEIESR, TR F+2EmEMREE, RETEEIEEAR, EAREL. TRE. Al
B SKERA RS mT HMIRESE, IS 4EE R BdERAERL Sk, Z9t, RIBEGHeabt A, ATBON N PR RAER E 24~ 1 TA;
EHFRIMALE NIRFDARLEE, &, EEMHTFHEGRRELITAL, FRAEN, TRl AR o= H,

BENADRIL REE K, HEINAREGRMEIRBADRLSCRSE, B, PIMSIYER, AINTSHBICHRESMCNE, FREFTE, DHEAL
WERALRFERIEMN, MWEBRESPRITH SO 2mES M, (HERFEES AR, BREZAAENE, tEXEPCRE THN. BATAN, \INAIRSTEE,
Fedh, RN, 2FEHAREIRAS R LAY, EEERORE, ST ERHBIIZGEE, ER. ZILBIAR, BARKNELE
iR B R PR A 2R

EAH, BERMFLEREFEEREEN, B SMERRE. EEEEMACEMURXBAIRYY, WHRERR. EFRMEEMIELZRREA
THEEETSMIUNE MER R, AT SRR AT HHRBTREARMSE, EXEREMREREGESAIZRITR, ExEEs “ALEE+E
Jr A" = F17anRl, B R TERERE P ImAEL S,

MR EAER, BYAINEZLARIEEHSENENEAIRKRIERE. BERS. MHAQ, BERIMRGURZET, WEFA]. A%, CER
B, EREANAF BIRERENAEARIERRS, AELMEN; REeCEE. BAL TIER. EEFAMISSENEZGER B, Halaef a2l

2o




2, ERNAINETY AR RAT SRS, BEEYG. B, WRHBIGR., BEET. BESH. B EEML. AL RKL
BOFIAT, 202648 H I & RAEBFnEL IR EIEZEZ ., Bt B2 L EIER S B BRI LTS, AIETH “RIEEA T H#—0
Fem) “UEBAMMERI RS

MIRE SFREME, GB/T 47941.1-2026 { N LEGEEST At & ZoRFTEN FE1H 7 KB &M, FribEENAIEST 28k S UG mbR
BT S 24 aBRRRERN, NLHBEEFSZGRCETES) H/STURN], AUXERB), EARERATRERN, SRS EH, K
ARG S B E AN LT 5 IRBE BT /. ERERBINREGREIES AT S, RE"WE 7 ARERER", EniE20265980% = /AAL
BEHEVEHIATRN FH, H75 U ERB R,

MEARSIRER, LiONTE22,251F|E R BE sk UE, e RuiPath 2.0, MedBench 5.05R0H, ZWME S B, TIERENKESHE
S RSN IE IE O RAR ATZE Az, LR MIERE R TS5 DT "SR "EEAIEH, EFTALEH 8 S T AR 2bE M+ BERS — MLy E;
JLRY R REL0. MZTTr= R vE i, bR ALHIZ9 B B B Zen A2 S LS FoR S HIE .

MWERERZHE, BOHCT/DREREMFMIAL MO T R TR REIRIRI, “REAIERER” G E D ERACGRRANER, BT EREAEMN
Mg T AAERER, BERSZ2KmhEY R, FRE. RAERNIEEIGERE RIS s E 2R 2,

REAM L, RITAAINEREE=XTt: —RREARHENEMRGHRELTEIRIE, GB/T 47941.1-2026% /5, &MEENSHREKR
BIGRAAR M, —RETAIHMRMRIEMZHOESSHARIES 2RE TERMBEEH, BAR. BiRE. Bz ZESsZL;, =
EERE A H AN ZHM 2 ER+BE RS+ XEBhEAR, BERELHRE. ARESEMRELIENENNEVEERTIE MM, B
FHBSERERE. /EKRKIE. AR, ERZEOMESARNMNEHRN AT,

EWORTE: 1) AIflgy: e, BAREZ, BEeS. R ERESE; 2) AIRSEHGIMEIgH: BREET. TARETSE; 3) BErERSH
SERE: AR, GNEERE, RERMA. DTEES, 4 DBRWETSEETEG: sURRRE. FEMRE, FLIrEAESE, 5 MIEEFASAIREIE
TOIRSS: REREY. HISESY. EFEEFESE,; 6) SRKAdEFaiidil: N REY, EEMEEE,

PEETRR: N TR e ARAE R MAR S GUSHVE T 2R T, ATBSTY AHORBORE I E AR ATERTY PR AN, 1T7lk3E
FinfEl; REAFECERAERZ 2SN AN BRI G Bt S A P AN NI I T AR AR E




HWIPATBRT Y™ L3 e

I PATERYY 7 Mt e

Hx

FHRAn) ATBRY Y A Jy B

/

/ 4376 SN 63



1.1 By : FDARGIWIBXFATHEREN, ATBYY S\ % T LI EREZRF R B

>20265E8 H18H, EEFDARMARAKAIEY SWBEITIRRHAATEREN, ERESXRL, EWeiiFs, EWERNERTRREERE,
FDAfE i, ARKATAFFBABA, SEFLENFELERFRFAR, HREFAIE &R ERESRNEESZ 2K,

> FDARIS S Ganil B TREE SR HEHRITRIR 2%, HRR “FMENA+RAWIA” B9 ERTREI IS, RN IR AT REA R B0k AU
R E DR,

>PATAN, AEALBEST B (E A B R A XU o SR AR an R R E BRAE M, b sa 4 TRPREE — P B allim R B, A5 A B 1 K L ST Eh 5 il
JE S R ER IR A I B ARSI, SRTETEM . ImPRUESE A Rl i =22,

FIZe: REFDARAEGRATEY Y S W ERIF A THIER W

FDA NEWS RELEASE

FDA Seeks Public Feedback to Inform

Regulatory Approach for Generative Al -
Enabled Medical Devices

Discussion Paper Supports FDA’s Innovation and Global Leadership Strategic
Pillar; Public Docket Opens on Reqgulations.gov
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CENTRAL ILLUSTRATION: Transportability and Disease Spectrum in

Al-Based Screening

Al Models Trained in Hospital-Based Cohorts are Assumed to Generalize to Community Settings,
But These Populations are Marked by Shifts in Disease Spectrum.

Multi-Task Deep

High prevalence
and severity

Learning Model

A —

Lower prevalence
and severity

In this study, we aimed to use AI-ECG for structural heart disease detection as a test case to study how differences in disease
spectrum impact model generalizability to the community using the PREVUE-VALVE study, an epidemiologic study of 3,000 community-

dwelling adults who underwent in-home echocardiography and ECG.

Al Model Performance Across Populations

Health System Population: AUROC 0.83
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Community Population: AUROC 0.71
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—— No SHD, n =91
—— Mild SHD, n = 2,130

Moderate SHD, n =153
Severe SHD, n =28

Less clear separation between population with
and without disease

The hospital-trained Al-ECG model performs less well in the community, with higher rates of severe disease and heart failure in the
hospital compared with moderate disease and tricuspid regurgitation in the community.

CONCLUSIONS

[ X X ] Disease prevalence
affects predictive value.

Disease spectrum and
case mix affect
discrimination.

Poterucha TJ, et al. JACC. 2026;88(7):752-764.

0
v — Al model evaluation in Generalizability requires
j: intended-use validation beyond

v populations is essential. the hospital.
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Article Open access Published: 10 August 2026
Sequential question answering Al for hierarchical gastric
pathology diagnosis
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