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T H ARAREA . A FRIAR “LICA” ANGEEE Tuflt CIARHT X SR bR R 4450 o
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Infection and Quantifying HBsAg | 1501U/m1 2 ||, LiCA®H1 Architect [£]
HBsAg W MME A A5 4 B 2t A 5%
£ (r2=0.90, p <0.001)
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assay using estriol as competitive
antigen
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IMMULITE2000 *f* &5 %} 128 i Ff A
G oA g5 R AR m i — 8k
WE9T 45 S W LICA®SE 5 B ) A I
B2 T B

Y
ANALYSIS)

Establishment of a homogeneous
immunoassay-light-initiated
chemiluminescence assay for
detecting anti-Miillerian hormone
in
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Performance characteristics of the
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determination of progesterone
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Analytical validation of the LICA®
high-sensitivity human thyroid
stimulating hormone assay
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Analytical and clinical evaluation
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for measurement of human thyroid
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A new method broadening the
detection range of immunoassay
and its application in B-hCG
quantitative detection
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Light-initiated chemiluminescent
assay of 17Bestradiol metrological
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ISO17511:2020 and basic
performance evaluation performed
by clinical end-users
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Analytical and clinical
performance evaluation of a new
high-sensitivity cardiac troponin I
assay
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SARS-CoV-2 antigen test on the
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chemiluminescent immunoassay
platform
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for  detecting thyrotropin
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A new double-antigen sandwich
test based on the light-initiated
chemiluminescent assay for
detecting anti-hepatitis C virus
antibodies with high sensitivity
and specificity
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Performance evaluation of a novel
high-sensitivity cardiac troponin T
assay: analytical and clinical
perspectives

LI IR H FHFRPRIEREIL TS R 26
PE RN ST A 2=
ey XSG A ZE SR I L A
), FrorEBR . B A SAT AR HER)
2K

2. SRR S R AN AS H 2R B
MR 25 A 1 >99% , g TR K
21%~65% MK 2%, SERFF A5 =
AUV B 1 (K 4) Kl J7 32 b
i

3TN 5 2K hs-cTnT il 5
R g —8%, E2KNEEN,
R=0.993, P fF-0.7%; LEAK i
(<100 ng/L) , R=0.967, ~F-%{kifH-
1.1%; {ERF € B2 PuE /KF (14 ng/L
F1 52 ng/L) Kb, WY F 3 A -
1.8%~2.5%

4.%) NSTEMI H 2 Wiz he: Bt
IR Wr eS80 LICA® R IR AL T- %
I, WIRE (93.8%vs. 92.9%) .
S (89.2% vs. 88.1%) « NPV (97.2%
vs. 96.8%) . PPV (77.9% vs. 76.1%)
B 5 ERaTE (90.5% vs. 89.4%)
W EL5i%: LiCA hs-cTnT A& — o] 4
(K565 3 A% K 4) s ILDLAS &
T AL 592, AT CALE I PR SE e
T NSTEMI % Bhiz i

Clinical
Chemistry and
Laboratory
Medicine
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Using Bland-Altman plot-based
harmonization algorithm  to
optimize the harmonization for
immunoassays

W3 N LICA® Smart &, f_F# Il
PR L 565 /0 I IR A 2% 0 928 2 S5
£ e = K Rl o o = NS N
22 N R B s K it s iy B
F Wi AR B PR A 7 A AR R}
LW 3T 1SO 21151:2020 (1)
B — B 5k BA-BHA, HKH
CRM & RMP W15 BT, SLILA [
IVD-MD 2 [i1] &35 M5k 25 SR 1 b i —
R A AT YR TIRY 1. RISE IS
P& BB 1 PR — Bt U7 % BA-
BHA, BI3ET Bland[1]Altman fii 7 &
IR R X g 3% A4 A1 12 R 1 £
(IVD-MD) [F3 5™ 2 st FH P RHE i 1)

Clinical
Chemistry and
Laboratory
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WPE R, A R S I T B AR
TR 7o 3000 30 e 998 (R A 4 ol 2
HHTHEFHE. 2 WF9T L NT-proBNP
. LU 120 4 B miE AR S
ZFEARMHRM), KK 80 H kA7) 7
££ 10 FOR[Eff) IVD-MD _E3E47 K,
TS Lo S SE . Rk
2 40 GYFEA T B0 SV 0 AT Rk
i 40t 5792 BA-BHA FHT G HE
Ja, 18 3L AL Deming F1 Passing-
Bablok [F[JH 4041, FEA> IVD-MD (1
IEAEZ Lk HRM H AR 34 7] 3R 75 i 1
— KB FE. Bk BA-BHA 5
TR A5 P A 3R A A2 08 K o (A B — 5
PRI 25 B, REE S W BT 512 BA-
BHA & X TiEWifbsE, 3k E0
R UE I B — BRI R g A T ]
fit. BA-BHA & —Fi g {HM. wILA
Pk S e R &5 I — Bk, SEBLE
FREA MR 45 R AE AR IVD-MD 55
Btk

Evaluation of a new
humanimmunodeficiency virus
antigenand antibody test using
light-initiated chemiluminescent
assay

W AP E R AR ETER . o
HBEE LA 2 b 5t Mz 2 ek Rl 5614 Wy
1) 55 1 AR 33 K 3 R LiCA® HIV
Ag/Ab AT T AT 1 e T
1. A PRAR: A3 H B X 2% 5. WHO
p24 Pl = brbrdE i, LICA®X HIV-1
p24 HU A I R 43 510 24 0.73 TU/mL
F1°0.90 TU/mL o #H bt HoAt [R]85,
Architect HIV Ag/Ab combo X %
(LoD=0.94-1.03 TU/mL) . Elecsys HIV
combi PT X % ( LoD=1.05-1.10
IU/mL) , L& Centaur HIV Ag/Ab
combo it (LoD=1.89-1.90 IU/mL) ,
LiCASTERT I PR b 5 AR 3, BEAS il
BRI ) p24 Prls, AT ks UE
by I IR
2. FUHIRRIRE Sy o AEX) 13 AN
FALA ARSI, LICA®ZE RNA Kl
SRR, ORI BT s N
(RS2 1) A 5.73 R (95% B A X ] «
3.42-8.04 K) , b Architect P42
W7 1.27 Ko XEHF LICAPRELE K
YR K R HLV, A R
R e P sl ee =541 N /DO X I 7
HREREXEKR.
3. W BE AT X 21,042 16K
FREA ARSI R, LICA®ZER I HIV
Ag/Ab It} () R € 100.00% vs.
99.65%) FFF 1 (99.85% vs. 99.81% )+

Frontiers in
Cellular and
Infection
Microbiology
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A T4 (100.00% vs. 99.99%) F
BH P T (89.84% vs. 87.85%) J7 1l
WSAET Architect, FEARIZWTTERER I
W, BENIR RIS Wi B At 58 n) FE (14K
P o AT PR P S B LICA®YE
PR AN BST s A H 43 i 3EAT HIV p24
PSRRI S e ki, Hor - 2
p24 PR S PUAI) S/Co (. Xtk
A EEFA LN p24 0 BT BH 1 e I
PRI 3, A8 T 5 2L At
T2, SEBLHIV QL R, AH L
WS — NP/ 4 A& S/Co i
(1) 25 DU AR A7) 5 B3 o

Validation of the robustness of
blood-based biomarkers for
predicting amyloid-positivity in
Chinese populations

I HI 28 ] LICA® G I 27 A A M~
&5 Simoa V- &, X E AKEPA 1
ARG p-tau217. GFAP 25 AD #%0»
YRR EYIAT I Sk Xt , IR A
FRUEAL fh 2800 3 27 B 3R T R AR Wb
WITCI A SERR FE R 1B CARD FHE AR
f@ v ur it 9t , i REY, AF
LiCA®p-tau217 %51 ABFHME/BI#E N HE
[f) AUC ik 0.92 K& UL |, GFAP %3
AUC % 0.85, Ap42/AB40 %51 AUC ik
0.87, Au UK E . K kAL T
Simoa “F* 5 (Simoa V-5 p-tau217 %5
AUC & 0.88 . GFAP & 0.80 .
AB42/AB40 % 0.77) , H LICA®F&
1A B N TE TR A I 45 1 5 AB-
PET R & R —58, H—2%
IE T LiICA® &5 A= W br WA I H AR
LA [F] DA 0B Be N o F A B i 2
(RAs e vE S T k.

Frontiers in
Aging
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Plasma P-tau217, GFAP, and NfL
as biomarkers for Alzheimer’s
disease: role in disease
stratification, pathological
progression, and cognitive decline

N FH 28 ] LICA®800 4 A 5 6 i ik 2
RICHIE T BRI 1275 45152358
3% p-tau217. GFAP. NfL /KF, 45
£ MoCA-B. ADL 52 B2k
M Z AR BT E AD AWk
HEYWEIT . LICA®T- S KK p-tau217
ZEHERR A-T-/A-T + ABERT AUC=0.931

(95% CI: 0.912-0.950) , HJl A+T+
Braak Ill- VI & & I AUC=0.959 (95%
CI: 0.945-0.973) , 7& AR+ AR 45
A+T-/A+T+ Braak I -1 5 # %5 3 19
AUC=0.876 (95% CI: 0.841-0.911) ,
FWIHFE LiCA®p-tau217 [ 78 v A4 0
5w DASZELGT AD A3t Braak 43
B, dEmHEs) AD 5 8297 s GFAP
IKVAE taw Jp5 HLIA B 5 HE T & 19,
IXAE GFAP =0k NBEh U2 2] ABiF
31 tau BEE (B=1.023, P<0.001) ,

Alzheimer's
Dementia
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Il GFAP {Ik &35 N B b 06 i 3% C Bk
(B=0.087, P=0.211) ; NfL 5 AD ¥
O AP/taw i EE L T ZE 4 K QI R AL
R 0.142, KHRALYS . LA g Rk —
W HHIE T LICA®- & A Wbr & A
(199 BEAE 5 1 5 i AR SR IRAN 1L

Subjective sleep characteristics in
non-demented adults: domain-
specific associations with
multimodal Alzheimer’s disease
biomarkers

N 2 7] LiICA®800 J6 itk 2 & ek
WP K0 849 451 A i R A N Il J
p-tau217. GFAP. NfL /K*f*, 454624
PRI R F 5 (PSQD) 3R . A0
HEE R IR B E BT
W50, LICA® SR 45 R Wor, HiE
I BE B A5 5 p-tau217 ( p=0.09 ,
P=0.025) . NfL (p=0.12, P=0.004)
25 ARG BEAR I K 445 5 p-tau217
(B=-0.11, P=0.026) . NfL (p=-0.11,
P=0.029) S ffAHOC; HEHR [ A5G 3 2
5j p-tau217 (B=-0.17, P<0.001) . GFAP
(B=-0.14, P<0.001) R FAHHK. #iL
DI E R RN TR, HIWIhRERES
5 HEAR N FNVE 5 BR AR (B=-0.10,
P=0.002) . HATIIREZH (B=0.10,
P=0.005) WEAHIC, MR 2549015 H )
5 ad 12 I 5e 0% A % (B=0.09 ,
P=0.016) . LICA®V- & Rl A= ks i

AR S AN R s I o A, 459
7 T AS[RIHEE AR 1) /A AD g BHLE R rh
()5 A A= 2 L o AT S0
AL T A A LICA®Y- & 1 fig
(RIZHAT], BFFUN G A A Al
W K IE LICA® 5 T Sk, iR
HR A A 9 T 5 N R AR s R A 5
Hh

Alzheimer's
Dementia
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Development of a light-initiated
chemiluminescence system for the
detection of human plasma p-
taul81

I & 5T LICA® S 2% &t
A H I RS MK p-taul 81 5 5
Kot & 55 Simoa®4: bk LE X A1l
KPR (p=0.868) , T 100%Hk: Hifi ¢
NBERLEE p-taul81 /KT,

Analyst

AT IR R
122
JL

s

Saccade Tasks: A Noninvasive
Approach for Predicting
Postoperative Delirium in Elderly
Arthroplasty Patients

IR T LICA®S AL 2 kot & 7|l
AR NBEG W VA 20906 FE bR 5
WA RS E S IR IRE Y, R
A S5 2 A HT AR PR AL BRI T AR UE
IR AR SRS AR S HE

Anesthesiology
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Visuospatial memory deficit,
plasma p-tau217 and AB42/AB40
ratio are powerful biomarkers for
identifying amyloid positivity in
subjective cognitive decline

FF LICA®F- & K0 (1 1fiL 5 p-tau217
G AL % ()il A28 b BVMT-LD 14
AL AL, ) SCD ANHEG AB
FHPEI AUC 35 0.94, 2 W38 BEL T p-
tau217 BEA AP42/AB40 [IFEA! (AUC
0.93) .

The Journal of
Prevention of
Alzheimer's
Disease
(JPAD)
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Associations of plasma GFAP and
P-tau217 with imaging ATN
markers and cognitive decline
across Centiloid scales

HE T LICA®- & F I ¥ ifL 3 p-tau217
A1 GFAP 1] % Centiloid %% B i AD
FUH ABUTRR. Ff tau i 3L, PP&IR
AT AR AN REAL,  HAE 10<CL<30
[X 8] A % AR T 11 tau 955 BEIE EA7FAE
2 B P SR A RN

The Lancet
Regional
Health -
Western Pacific
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Autologous SVF Therapy
Modulates Neuroinflammation in
ALS: Phase I Trial Demonstrating
Safety and CSF Biomarker
Dynamics

K LICA®E R ALS 8835 1877 10 )5 ki
B irh p-taul81. p-tau217. IL-6. NfL.
GFAP il 5 B6AE T LiCA®Y & A fil
2 ARG PIRIMRRIE 0 IE A
L5 B bR 75 RS 1) A e M S s A
PE, b ALS 223847 ME S5 17 2%
PEAGTRAL T AT SRR AR S ¥

Frontiers in
Aging
Neuroscience
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Challenges in harmonizing
immunoassays: The use of the
Bland-Altman based
harmonization algorithm

XF LICA®HT 19 MG H , i rg =
BER 22 B B B BH T AL B Bt 8
FH T N BB BE el v 28 = N IR B= Bt
BEEZ W AR B A "l 35 T
PEAEEET ISO 21151:2020 (IG5 —EL
157k BA-BHA A 2ebE, JR8
BA-BHA #il WD-BHA [{)i& 1. &
BA-BHA —#ft)5, S#ll&E B-A
WA EEE, H—2H AR
(LoAs) L%k, B-A EhA
S CHBUASD TR0 A A0 AN DU DX ) S5
KEXFRD A BEAk, Passing-Bablok
[ AR EE (1) 95% EA5 X [ AL 750, 4}
2K 95% A5 DX (AL o1, R B 19
e I e 34738 B W] 52 () — BULRIOR
M2 N, WD-BHA {XAE e rh #5704
W PR T 2 M — B RUIR .
[Klt, BA-BHA fgW 1% B-A K H
oy e ZE S SSE R o A, AT A 2 Fh
e e SEI AT 4 52 I — B R, X
%M 5 WD-BHA #tt, BA-BHA A7
B2 I3 A

Clinica chimica
acta
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Bfe. ERHTI G
(N I PNE
BB JlAT o =
NIEERE

ICBCCR: A New Path for
Harmonization and Clinical
Verification on a Multi-Center
Real-World Cohort of 278703

N LiCA® Smart ~F- & £l CK-MB.
MYO, 1 Figl 408 X R ERE . Bl
M T ANRERE . LT — o 2R
R I T I RAS 6 0 R Y
KEFFE R ME KRR MR
i BHEES MR ARI rA IR 2 F S
$E A B — B0k B vk ICBCCR,  Jf:
FHF- 278703 i 2 H0s B S A1 1E
TGRSR . 23 5L —3b )5, 5 FP
IVD-MD 3 ill MYO. CK-MB K45 3
SEPREER,  H o b ZE A A oA -
1.5%~-0.1%-. -0.2%~1.1%, 95%
PE AR > 5 A 14.1% ~ 20.3%
14.5%~36.6%. [F]—FEA D & 45 R 1
AP S ZEUE K, MYO M 20.6%[%
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2 4.6%, CK-MB M 38.6%[% %2 5.3%.
HeAh, Rz —BUL AN Tk A R
St B 278,703 9 FE AR 25 R S,
MYO 1) B [G BE & A — 204k |5 1
0.0046 [%% 0.0019, CK-MB ) FGEE
B 0.0949 [E 4 0.0049. HF5T KB i%
B RN T A R — 3
AT s, LI PR 1 A S
ST 278 5 B E

Application and developing
various evaluation indicators for
validating the effectiveness of the
harmonisation protocol in multiple
scenarios and applying to a multi-
center real-world cohort

AT TR F T 2 K2 15 1R 2 i 45 9
FERESLYE: (ICBCCR) W T 8 FiAS
[FEARAME W = 3 2 (IVD MDs) [#) 15
ARSI E , RIS A=A B
MYyst: A MERIH | 20 R
MZMELH. BA5IAMAER
WIPEM AR, M T A5 9 TR b
—HULROR MR R . Bl X2 S
W H s, RA MR R (CV) 1
HVF FR bR B E TERE e . 2R
N ISAEMIE T, 9 AIH
(FSH. LH. PRL. FT3. FT4. TSH.
MYO. CK-MB. IL-6) & ReE,
HA& 84 Hoa 6 Aol H AR
APEREMYE, Bt FPSA A1 CA19-9 [¥)
CVRr 7354 18.69%F1 30.63%, —£1k,
KIVRZE, AT RE SR S R 228
KBS ot B () U AN — B R R A
Ko X 2 S 2 T H Y5, BT
it — 83Uk (CHIVD) J5ik, Hp
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Rettlt . AWFITENL T 2350 2465
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Clinical
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Harmonization and
Standardization for Selection of
High-Trueness Estradiol Assay
Kits in Serum and Evaluation of
Estradiol Levels Relative to
Follicle Diameters on Trigger
Days

Iy AN 23 7] LICA®800 ~F- &, Ul 7 &
DxI 800 *F*f5, [k Cobas e601 *F- 15 LA
KT Atellica IM ~F & % %) 90 44
FEALLLC-MS Kl 45 F 4 b e AT
MEIE (B2) IEMAREEEXS, 453 2R
LiCA®E2 A A I & By, P39 22
H9-1.4%, 95% LoA }-23.7%~20.9%.
i FH A =) Al — B4k 592 BA-BHA 1
IT—3UbJE, LiCA®E2 45 B (K IE i Ji
¥, PR ZEN 0.1%, 95%
LoA 4-20.6%~20.8%. ItAk, # P44
aihi, FIA B2 g5 RANTHIAN R H AR
JSC R ORI 4 WA TR B2 K P 55 BRI 1 4%
Z IR E 55 R LICA® S o, Bz
IRIMAHSE R ELIE 0.8077 . LICA®- £ i
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JERAE T — AN u SR TR, AT REAE
Bl R BB Ayl R PR SRR (14

PR 7R e BRI ML s i)

LR VEAI N4 T LICA® ek
FAR) Mok LSRR RER
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MR AT EE . 51 H 258 @K
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vulnerability and risk stratification | . 5\ &nIhRs. I3 A Wkr & K i | Disease

ZAF7 4T Chemelin LiICA® 800 4= [
BN e 5 53 1 6 A I I 3R A s RS )
(p-tau217. p-taul81. NfL. GFAP.
AB42/40) , TP T —Mieh i afE
BG5S 1 Z RSN 22 (BAG) B
R, A v 1 A BT 7K 9 i BRI B 7
amyloid-informed | (CPAS) FAFUM) 990 ZALX AP HE | The Journal of

multimodal brain age as an early | 17 T HilE WFFTR X1 AB-PET 554544 | Prevention of | AT K27 Y s

of  Alzheimer's-related | MRI #4545 H T- BAG fitiit, JiFfL T | Alzheimer's o AR EE R

INREERL MR R SRR, M2
BAG HAHY BEA 1l B2 ] 7R ki BRI AT %
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SONFE S P, SR R A
FERFE 8 D DA, R o AR
DS 93 SR AN ST PEPEAG BRSO

2. LA RS
BRI AENT b, AR B B Mg R W A DAL ROEEOR

B AR NVHE 15 A IR R RER BB R BOR BT A B IRAAZ IR, BETEN T A
e ML R JR, A LICA®ZR A i BT AR JE R T B SEIR AN U BRI 2R 05 2026 41
6 J130 H, Aw KHF A A BAFEE N AMZACE R 371 11, Hrb R W EH] 165 B

3. WFR I AFIECAR BE 34

AFIHAE—XZ5F ZJRR. GG EPERIBIN, T KAV 50 FHD%. b
VLR LZ. WRiEY . e, R, PG & Azt O CRAER Ll aite, o
FARN R R BT R R E 5 - 2K, #SERE IR, A7 KHTARIR A G
L6l N, A wE ST 28.10%.

A FVRFFR T R BN L], R TR m AR AR R . SN, DERBN BN
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AR S MBI IR A B B R g AT R 43, TBA TR B BEAT A XA 5 4 (R R =X
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o w I T BA R AR BB O A R 38 28 & 7= S R a2 & FTF g . LICA® R AR 7~ b v
WHIE S5 23T 95 T, FEAAZ 36 1 [ P Ak 27 A GRS 00 s A A FH e K F 2 3 i v
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PURICA R4 A BE4% R IA HOV Uk Az O PR, FLAESE X /X B (S 5k H HCV Pilsl, &
HHCV Fudk, 73455 HCV HUik I HCV i BRI 10 5 11301, 3R LYY 1

4 {4 IR ELACR SO0 T

PRIME WK SRR AAE ST I BT 380, 7= AR B2 L PE e A TR 3O IR IR 12
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FRTE . A R AN A R AR N O SE R 2, VR ST CBEIT R A P R A
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A A = F B e, 7 I R S I < At IR M BORS T R SRAT Sk 8 BT LA IR 78 23 B i B v
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