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Examination of differences between reagents in immune assay
— Correlations of 10 tumor marker and 7 thyroid-related items —
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Aatid, BEBREE W REME LRSS S
EEHMELT, BRETEALTWSETRY Py
NUEREE (UTF, 78y M), ayva - 54
TT AT Ay 7 A& (LT, aath),
Bl UetkhaEtt (UF, LEeEts) o3ttoil

EFEEZ HIVT, BEEHEZ MG L7z METTHHE I,

BERENTHEY EL CWEEE~Y——Da-7
= b7ua5 A (AFP), CA125, CA153, CA1l9-
9, iR HENE (CEA), ¥4 M7 I7F 21977
7 A b (CYFRA), PIVKA-IL i ZIRAF S HUE

(PSA), A b U7 F FHiEE (ProGRP),

Fi P b Bz B HUE. (SCC) @ 10IHH &, HURMR
BI5EIH H o BRI R V€ >~ (TSH), s b

A ru7)y (Tg), A ursa7y Yiff
(TgAb), ¥LH KB L+ *F 3 ¥ — ¥ ik
(TPOAD), #iTSHL & 7% —#Hifk (TRAb) D7
HH, dbETCITEHHE L, ABRETiE, &R
SERC OB & HE B OME ¥ 1T - 720

2. MPRBELVHE

1) WK
202341 7 ~20234E10 H O I T, X4 ek
TAFP, CA125, CA15-3, CA19-9, CEA,

CYFRA, PIVKA-II, PSA, SCC, TSH, FT3,
FT4, Tg, TgAb, TPOAb, TRAb ® #Hll 7&K & 73
H o 72 BHE OFEAMIERAR KL Y, ProGRP IR
B > 72 BB OSBRI Z 5 L LTHW 2,
AEFZEIE, WAL KRFRFRE SRR RS
DHERD L L AT L7z GKREES 1 2022-1-1062)
2) BIERRIR

WEIZIE, TRy MioeHE{bFEIERENE
FeiE [Alinity i) (BLF, Alinity £ 54), o3 2%k
D& ARSI RIEN ERE [Cobas €801
(LLF, Cobas&95%), LEFHHDEHE L%
Yo M E S [V 3 790 212400 (BLF,
L2400 &3 %) O 3toHIERE % 7z,
3) BIFEHE

AFP, CA125, CA15-3, CA19-9, CEA,
CYFRA, PIVKA-II, PSA, ProGRP, SCC, TSH,
FT3, FT4, Tg, TgAb, TPOAb, TRAb®DHl%EZ,
Table 11Z/R L7727 KRy b, oy otk LEL#H:
D& NELE T HRE L FHVCHEM L 72,
4) FEBIMEDEEE

BEOESEE T, ZREONEHPHN I
B HHHBVERTERE L 720 EIRSERR L8 & o IR
PRt R AR B4y (IFCC CSTFT) X 1) TSH
N—FF A= a POFEREIEESINTED ?,

Table 1
Reagents Abbott
Item Unit
AFP ng/mL AFP-7 R v b

Roche

T )— v ZRIAFP I

Reagents for 10 tumor markers and 7 thyroid-related items

Rebio

VIV AT LA N AFP

CA125 U/mL

CA125 -7 AR > b

T — A HCAL125 1T

VIV AT LA CAL251T

CA15-3 U/mL

CA15-3- 7R b

T — 2 ARFECAL5-3 1T

LIV AT LA K CAL5-3

CA19-9 U/mL

CA19-9XR-7 A v bk

T N— ZARIKCA19-91T

LIV AT LA R CAL19-9

CEA ng/mL

CEA- 7R v b

T — v ARIKCEAT

VIV AT LA R CEA

CYFRA | ng/mL 7T TRy b T N—TV AR T T 21-1 WISV AT VAN VT T
PIVKA-II | mAU/mL PIVKA-TI- 7R > b T — 2 AR IEPIVKA- I * VIV AT LA RPIVKA-TT-N
ProGRP pg/mL ProGRP-7 R v k 7 )b—3 Ak ProGRP LI LA 7 LA~ ProGRP
PSA ng/mL PSA- 7R v b T L— 2 ARIPSAT VIV AT LA R PSA
SCC ng/mL SCC-7HR v k T — 3 ARIESCC LIV AT LA K SCC
TSH wIU/mL TSH- 7R bk T 7 )— 3 ARIKTSH LIV AT LA TSH

FT3 pg/mL 7Y —T3- 7R =7 — 3 ZFE FT31I NI LA T LAk FT3
FT4 ng/dL 7 —T4- 7K b =7 )b— 3 ZREFT4IV VISV AT LA b FT4
Tg ngmL | ¥4 mrm7V o -THRy b T )— v ARIETg VOV AT LA b iTACT Tg
TgAB IU/mL TgAb- 7R v b T/ N— AR Anti-Tg LIV AT LA b TgAb
TPOADb TU/mL TPOAb-7 A > b =7 — 23K Anti-TPO LIV AT LA K TPOAD
TRADb TU/L TRAb-7 AR > bk T 7 — 2 AFRIKTRAD NV AT LAk TRAb

* L —3 ZAIKPIVKA-IT* Unit (ng/mL)

XXX




Article in press

SIEMIERAN B 5 B HEOWET — 5~ — 7 — 10T H & BRI 73 H O —

HAENIZBWTY, IFCCNh—EF A E¥— a3~
DA RNTEDRT S N 72AE R, TFCC A i A il
(Phase IV) OWIENEAZOFEFEH VL LN
HARFRBFES LD #HE SN TV EY, SERETIC
B L7 TSHI3ED TSH N —EF 1 ¥ — 3 3 vt
JIBTIEE Y att, LEFIIHEIEZ S TICHEE Y
EHTARIETHY, TRy MIUIBWTIE, #iE
109 %R T 2IEL Lo TWEY, 2070,
B OMAERET512H720, TRy METIE,
Alinity O 52512 1.09 % 3 U 7245 R 52 FH 720 #
BEM BRI BT B FEET AT 1X Passing and Bablok i
D EE % Fivy, Analyze-it Version 492412 & ) &
L7 F72, AFP, CA125 CA15-3, CA199,
CEA, CYFRA, PIVKA-II, PSA, ProGRP, SCC &,
LA OLEEE WV CHE—SEEE L L7,
Tg, TgAb, TPOAb, TRAbIZDW T, KLk
A XFRLWMOSHE R 2 - CHE—SEE Bl
L 720 M oR*EMEIZ, AFP : 10 ng/mLELF,
CA125:35 U/mLLEL T, CA15-3:25 U/mLLL T,
CA19:9 : 37 U/mLLEL F, CEA :50 ng/mLLEL T,
CYFRA : 21 ng/mL LT, PIVKA-I : 40 mAU/mL
Hiili, ProGRP : 81.0 pg/mL #iifi, PSA : 4.0 ng/mL
VUM, SCC:15ng/mLUTFTH 5,
5) CA19-9 FE4FR Rt DIREE
FEREREOMEEIZIE, /49328 —¥ (V7
RTNVEY v F I XN RS B, A
FIZF—YIE, CAIQ9OD Y T IVERE N T 7 b —
AD23EEEYW T 5720, TORIIZLDY
CAI9 9D EMEIIIE T 359, FERFEEMEIZ L 2
BT DO CAIIIEMEDHEIZIE, /4TI 28—
FRLIRIZ X 2 HEME O T IXRED &%\, HLiFE R
BtE 05 Unit/mL / 4 7 I =4 —EHE > 11T
MBIZCALIIQZME L7z Tz, BEREZIRINLT
Wb O & BB R & LT CAL99HIEM DO FRAT
el L, JFRFRIUSOHE 21T 72,

3. EuAE

1) 1HBIM & —BE
(1) AFP

MO 67Tk AL, $XToOR
BV THBERE T, re$5) &, r=099
PlE%IR L7z HYFEUE Cobas (y) & Alinity (x)
Tldy = 1.04x - 042, 12400 (y) & Alinity (x) T
I3y =1.05x + 027, L2400 (y) & Cobas (x) Tl
y =101 x + 067 TH -7 (Fig. 1 A-C)o KHXFKD
) 5E —H#I1Z Alinity / Cobas Ti3985%, Alinity /
12400 T3 97.0%, Cobas / L2400 Tl2955% T 1),

SFEM O EIZ B THEHE L 72 b DL TIRER]
o 57z (Table 2-1),
(2) CAIl125

AHBPE DR I X 67T 2 L, $XToR
FEMIZBWTr = 0990 L% 7R L 720 IR i
Cobas (y) & Alinity (x) Tldy = 079 x + 0.90,
L2400 (y) & Alinity (x) Tidy = 084 x - 0.29,
L2400 (y) & Cobas (x) Tidy = 1.06 x -126 T
572 (Fig. 1 D-F)o &3 % — 3L Alinity
/ Cobas T 1£97.0%, Alinity / L2400 T 1397.0%,
Cobas / L2400 T2 100.0% Td v, 3t:RDIE
BWTTHEL 720 03B T2EMFED 72 (Table
2-2),
(3) CAI15-3

B DFHH X 83 2 A L, +XTOR
HEMIZBWTr =094 E&R L7 BRI
Cobas (y) & Alinity (x) Tldy = 1.19 x - 1.31,
L2400 (y) & Alinity (x) Tidy = 120 x + 0.11,
L2400 (y) & Cobas (x) Tilty =105 + 110T
bHo7z (Fig. 1 G-1)o FAZEDOH E—BERIL Alinity
/ Cobas T 13£988%, Alinity / L2400 T 1396.4%,
Cobas / L2400 Tli2976% CTH 1, LM OHEILE
WCTEREL 72 b DL, @K T3HEFIFED 72 (Table
2-3),
(4) CA199

FHBAPE D FFAf I X 108 MR 2 L, S aFE M
B X, Cobas & Alinity idr = 0.681, L2400 &
Alinity IZr = 0.733, Cobas & L24001dr = 0972 T
& o720 HfEiE Cobas (y) & Alinity (x) Tldy
=077 x + 594, L2400 (y) & Alinity (x) Tldy
=120 x + 584, 12400 (y) & Cobas (x) Tliy =
161 x - 413 TH -7 (Fig. 2 A-C)o HRAIEDH %
— F % 1 Alinity / Cobas T 1397.2%, Alinity /
12400 Ti%91.7%, Cobas / L2400 Tix926% T 1,
M OHEIZBWCIRHE L 72 b DI, &K TI0E
BIEED H L7z (Table 2-4), F 7z, LML ECHl
EME 2R T BE L 72 JE B % 214E B R 72

(Table 3-A) .
(5) CEA

B O FMI I 153 M E A AL, 3 XTOR
FHIZBWTr = 0950 L %R L 720 Wi
Cobas (y) & Alinity (x) Tldy = 0.86 x + 0.14,
L2400 (y) & Alinity (x) Tldy = 111 x - 0.17,
L2400 (y) & Cobas (x) Tliy =125%x-023Td»
72 (Fig. 2 D-F)o %&#E 0 H) % —FR 13 Alinity
/ Cobas T 13£98.0%, Alinity / L2400 T 1X97.4%,
Cobas / L2400 Tix954% TH 1), 3fLBOHEIZEB
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AFP (n=67)
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Fig. 1 Correlations between the three reagents for AFP, CA125 and CA15-3
Table 2-1 Concordance rate between the three methods for AFP
AFP
Alinity\Cobas | Positive | Negative Total Alinity\L2400 | Positive | Negative Total Cobas\L2400 Positive | Negative Total
Positive 41 1 42 Positive 42 0 42 Positive 41 0 41
Negative 0 25 25 Negative 2 23 25 Negative 3 23 26
Total 41 26 67 Total 44 23 67 Total 44 23 67
Concordance rate 98.5 Concordance rate 97.0 Concordance rate 95.5

Table 2-2 Concordance rate between the three methods for CA125

Alinity\Cobas | Positive | Negative Total Alinity\L2400 | Positive | Negative Total Cobas\L2400 Positive | Negative Total
Positive 30 2 32 Positive 30 0 30 Positive 30 0 30
Negative 0 35 35 Negative 2 35 37 Negative 0 37 37

Total 30 37 67 Total 32 35 67 Total 30 37 67
Concordance rate 97.0 Concordance rate 97.0 Concordance rate 100.0
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Table 2-3 Concordance rate between the three methods for CA15-3

Alinity\Cobas Positive | Negative Total Alinity\L2400 Positive | Negative Total Cobas\L2400 Positive | Negative Total
Positive 28 0 28 Positive 28 0 28 Positive 29 0 29
Negative 1 54 55 Negative 3 52 55 Negative 2 52 54

Total 29 54 83 Total 31 52 83 Total 31 52 83
Concordance rate 98.8 Concordance rate 96.4 Concordance rate 97.6

Table 2-4 Concordance rate between the three methods for CA19-9

Alinity\Cobas Positive | Negative Total Alinity\L2400 Positive | Negative Total Cobas\L2400 Positive | Negative Total
Positive 43 1 44 Positive 44 0 44 Positive 45 0 45
Negative 2 62 64 Negative 9 55 64 Negative 8 55 63

Total 45 63 108 Total 53 55 108 Total 53 55 108
Concordance rate 97.2 Concordance rate 91.7 Concordance rate 92.6
Table 2-5 Concordance rate between the three methods for CEA
CEA

Alinity\Cobas | Positive | Negative Total Alinity\L2400 | Positive | Negative Total Cobas\L2400 Positive | Negative Total
Positive 72 3 75 Positive 75 0 75 Positive 72 0 72
Negative 0 78 78 Negative 4 74 78 Negative 7 74 81

Total 72 81 153 Total 79 74 153 Total 79 74 153
Concordance rate 98.0 Concordance rate 97.4 Concordance rate 95.4

Table 2-6 Concordance rate between the three methods for CYFRA

Alinity\Cobas | Positive | Negative Total Alinity\L2400 | Positive | Negative Total Cobas\L2400 Positive | Negative Total
Positive 37 0 37 Positive 23 14 37 Positive 23 29 52
Negative 15 22 37 Negative 0 37 37 Negative 0 22 22

Total 52 22 74 Total 23 51 74 Total 23 51 74
Concordance rate 79.7 Concordance rate 81.1 Concordance rate 60.8

Table 2-7 Concordance rate between the three methods for PIVKA-II

Alinity\Cobas | Positive | Negative Total Alinity\L2400 | Positive | Negative Total Cobas\L2400 Positive | Negative Total
Positive 27 4 31 Positive 28 3 31 Positive 27 2 29
Negative 2 97 99 Negative 1 98 99 Negative 2 99 101

Total 29 101 130 Total 29 101 130 Total 29 101 130
Concordance rate 95.4 Concordance rate 96.9 Concordance rate 96.9

Table 2-8 Concordance rate between the three methods for ProGRP

Alinity\Cobas | Positive | Negative Total Alinity\L2400 | Positive | Negative Total Cobas\L2400 Positive | Negative Total
Positive 14 0 14 Positive 14 0 14 Positive 16 3 19
Negative 5 58 63 Negative 2 61 63 Negative 0 58 58

Total 19 58 77 Total 16 61 77 Total 16 61 77
Concordance rate 93.5 Concordance rate 97.4 Concordance rate 96.1
Table 2-9 Concordance rate between the three methods for PSA
PSA

Alinity\Cobas | Positive | Negative Total Alinity\L2400 | Positive | Negative Total Cobas\L2400 Positive | Negative Total
Positive 29 1 30 Positive 28 2 30 Positive 28 1 29
Negative 0 33 33 Negative 0 33 33 Negative 0 34 34

Total 29 34 63 Total 28 35 63 Total 28 35 63
Concordance rate 98.4 Concordance rate 96.8 Concordance rate 98.4
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Table 2-10 Concordance rate between the three methods for SCC

SCC
Alinity\Cobas Positive | Negative Total Alinity\L2400 | Positive | Negative Total Cobas\L2400 Positive | Negative Total
Positive 28 0 28 Positive 28 0 28 Positive 45 1 46
Negative 18 35 53 Negative 17 36 53 Negative 0 35 35
Total 46 35 81 Total 45 36 81 Total 45 36 81
Concordance rate 717.8 Concordance rate 79.0 Concordance rate 98.8
CA19-9 (n=108)
(UnL) Y] (UnL) (B) (UnL) ©
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Fig. 2 Correlations between the three reagents for CA19-9, CEA
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Table 3 Cases with measured values exceeding the
reference range and showing a deviation of
approximately 2-fold

(A) Target item CA19-9
CA19-9 (U/mL)

No.

Alinity Cobas L2400
46 586.9 638 1222.4
47 285.4 313 774.7
69 354.3 76.1 126.2
70 1056.5 171 416.7
72 977 262 493.1
75 583.7 147 296.9
77 788.4 210 322.3
78 343.4 133 245.7
80 137.5 304 386.1
81 241.6 671 824.7
83 1189.3 306 495.2
85 77.1 232 400
86 530.4 171 286.4
87 471.3 126 242
91 757.9 204 391.4
93 839.5 206 413.1
95 77.6 168 260.7
100 250.7 90.7 157.4
103 295.8 104 153.1
107 193.3 73.1 127.8
108 284.1 79.5 169.9

(B) Target item CEA
CEA (ng/mL)

No.

Alinity Cobas L2400
77 383.9 294 600.2
112 190.7 156 305.6
129 196.1 184 54.5
134 272.5 229 412.5
144 213.5 184 335.5
151 57.5 50.9 27

WTTEHEL 720 D1, R TTEFZED 57
(Table 2-5), 7z, FHEfELL ECRIEMAT 25
JETEHE L 72 fER % 6 EBIFRD 7 (Table 3-B) o
(6) CYFRA
FHEME DG X 74k 2 A L, §XToOR
FEMIZBWTr =098 E&R L 72 \FEA L
Cobas (y) & Alinity (x) Tidy =116 x + 0.38,
L2400 (y) & Alinity (x) Tldy = 0.73 x - 003,
L2400 (y) & Cobas (x) Tliy =065x-032Td»

o7z (Fig. 2 G-)o &3 DH) 58— Alinity /
Cobas T 1&79.7%, Alinity / L2400 T 1381.1%,
Cobas / L2400 Ti2608% CTH v, 3ttMoHEICE
WCHEHE L 72 b DlE, &R T2ERFRS 2 (Table
2-6)
(7) PIVKA-II

AHBIEDFM I 130 E 2 AL, $XToOR
HIZBWTr =093 EA2R L7 o BUFERIE
Cobas (y) & Alinity (x) Tldy = 062 x + 252,
L2400 (y) & Alinity (x) Tldy = 097 x + 042,
L2400 (y) & Cobas (x) Tliy = 147x - 208 T
-7z (Fig. 3 A-C)o Balh/ MO EMERRICBIL T,
03 2 # BRI #1240 mAU/mLICH 4SS 5
ZENy M+ T7MEE LT, 284 ng/mL O A%
W NTnwiz7zo, 0 2413284 ng/mL %= FH\w»
THERE AT o 720 5 RIE D 72— 1T Alinity /
Cobas T 13£954%, Alinity / L2400 T 1396.9%,
Cobas / L2400 Ti£969% CTH v, 3R OHEILE
WCHEHEL 72 b D1, SR T6RESIFED 72 (Table
2-7)
(8) ProGRP

AHRAPE DRI L 77T IR AR 2 L, $XToOR
FEMIZBWTr =090 L% 7R L 720 IR i
Cobas (y) & Alinity (x) Tlidy =122 x - 550,
L2400 (y) & Alinity (x) Tidy = 1.02 x - 2.23,
L2400 (y) & Cobas (x) Tliy = 082 x + 270T
& - 72 (Fig. 3 D-F)o & 0¥ % — B F 1L
Alinity / Cobas T 1£935%, Alinity / L2400 T &
97.4%, Cobas / L2400 Ti3961% T&H v, 3L >
HEICBWTIREEL 72 D1, & THEFIZID -

(Table 2-8)
(9) PSA

FHEAMEDFHf I I Z 63 Mtk 2 A L, T XToOHE
MIZBWTr = 099 2L %78 L7z. [Ja=tig Cobas

(y) & Alinity (x) Tldy =102 x, L2400 (y) &
Alinity (x) Tldy =098 x, 12400 (y) & Cobas (x)
Tldy = 097 x Th -7 (Fig. 4 A-C)o KAIEDH]
9E — H % 1 Alinity / Cobas T 1£984%, Alinity /
L2400 CT13£96.8%, Cobas / L2400 TIl3984%Ta 1),
M DHFIEIZ B TIHE L 72 b DIk T2HEH]
&7z (Table 2-9),
(10 SCC

AHBAPEDRFAM 13 81 etk 2 L, &al3E DA
1%, Cobas & Alinity l&r = 0943, 12400 & Alinity I&
r = 0875, Cobas & L2400ixr = 0978 TH > 7z, [l
Ja 1% Cobas (y) & Alinity (x) Tldy = 1.50 x - 0.20,
L2400 (y) & Alinity (x) Tixy = 150 x - 0.30,

—~ L T
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Fig. 3 Correlations between the three reagents for PIVKA-II and ProGRP
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Fig. 4 Correlations between the three reagents for PSA and SCC
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L2400 (y) & Cobas (x) Tldy =103x-013Td»
> 72 (Fig. 4 D-F)o &30 58— 1L Alinity
/ Cobas T 1£77.8%, Alinity / 12400 T 1£79.0%,
Cobas / L2400 Tl3988% T& ), 3R DHIEICE
WCTEHEL 72 b DX &R TISKERIFED 72 (Table
2-10),
1) TSH

MHEE ORI IR R L, 37 XTOR
2B W Tr =099 E &R L 72 Wl
Cobas (y) & Alinity (x) Tidy = 111 x - 0.04,
L2400 (y) & Alinity (x) Tldy = 118 x - 011 T
o720 L2400 (y) & Cobas (x) Tlity = 1.07 x - 0.03
TH -7 (Fig. 5 A-C)o
12 FT3

B ORI X T4k 2R L, 3 XToOR
FRHICBWCr = 0980 L% R L 72. Wi
Cobas (y) & Alinity (x) Tildy = 1.32 x - 053,
L2400 (y) & Alinity (x) Tldy = 101 x + 0.32,
L2400 (y) & Cobas (x) Tldy =078 x + 071 T
#»o7- (Fig. 5 D-F),
13 FT4

AHBA M DR X 73 F oA A L, $XC
ORIEMIZBNTr = 097 E2/R L7z =i
Cobas (y) & Alinity (x) Tidy = 171 x - 044,
L2400 (y) & Alinity (x) Tldy = 138 x - 041,
L2400 (y) & Cobas (x) Tliy =08 x - 003TH
-7z (Fig. 5 G-1),
149 Tg

BT ORI 56 oMk AR L, 3T
DORIEMIZBVTr = 099D 2R L 720 R
Cobas (y) & Alinity (x) Tlxy = 1.07 x - 055,
L2400 (y) & Alinity (x) Tidy = 096 x + 0.15,
L2400 (y) & Cobas (x) Tldy = 091 x + 055 T
» o7 (Fig. 6)c FALIHEMN UHFRLMO S % I M

AIEIE & L7284 (Alinity (364.15 ng/mL VLT,

Cobas (X337 ng/mL Ll ", L24001%35.121 ng/mL
PIF), &REEDH%E—FH 1L Alinity / Cobas Tl
82.1%, Alinity / L2400 T1X83.9%, Cobas / 12400
TIZ982% TH V), SR THIENTEHE L 7-9EFIZ 10
JEBIRED 72 (Table 4-1),
15 TgAb

AHBEPE ORI X 59 iR & A L, &5l
@ B4 1X, Cobas & Alinity {dr = 0511, L2400 &
Alinity IZr = 0.684, Cobas & L2400idr = 0625 T
& o720 Mfaztid Cobas (y) & Alinity (x) Tldy
=479 x + 976, 12400 (y) & Alinity (x) Tldy
=382 x + 733, L2400 (y) & Cobas (x) Ty

=113 x - 277 CTH -7 (Fig. 7 A-C)o FHLIRA
HEHWMOSZLEH P Z IR L L2HE (Alinity 1&
411 ng/mL # iifi, CobasiZ28 ng/mL & i, L2400
13193 ng/mL &), FRIE O E —FCEIE Alinity
/ Cobas T 1386.4%, Alinity / L2400 T 1%89.8%,
Cobas / L2400 TlE79.7% TH 1, L THENTE
B L 72 ERNE 13AERIFRD 72 (Table 4-2)
16y TPOAb

AR D FFA I X 56 DMk 2 L, 25
@ FH B4 1, Cobas & Alinity id&r = 0.880, L2400 &
Alinity l1d&r = 0948, Cobas & L2400ixr = 0914 T
& o7zo MJERIE Cobas (v) & Alinity (x) Tldy
=061 x + 1013, 12400 (y) & Alinity (x) Tldy
=075 x + 304, L2400 (y) & Cobas (x) Ty
=115x -840 TH -7z (Fig. 7 D-F)o &AM
RO ELEFHMALIEEL LoW4E (Alinity X
561 ng/mL & {ili, Cobasid 16 ng/mL 7 i, L2400
%33 ng/mL &), &30 % —F 1T Alinity
/ Cobas T 1391.1%, Alinity / L2400 T 1£91.1%,
Cobas / L2400 TlE85.7% TH 1, 4K TH%E DT
HE L 72EBNE 1LEBIFRD 72 (Table 4-3)
170 TRAD

MO I3 oMk 2 B L, &
@ 1 B4 1X, Cobas & Alinityidr = 0961, L2400 &
Alinity {&r = 0.879, Cobas & L2400iZr = 0922 T
o7z MFEIL Cobas (y) & Alinity (x) Tldy
=094 x - 1.08, L2400 (y) & Alinity (x) T idy
=1.03 x - 054, L2400 (y) & Cobas (x) Tldy = 107
x + 076 TH o7 (Fig. 7 G-1)o HALIRA CERLHK
DB FEMEFH % J5IE & L 7234 (Alinity 1331
ng/mL Aiifi, Cobas 2.0 ng/mL #:ii, L2400 2.0
ng/mL & i), £ i3 0 % — I L Alinity /
Cobas T 13925%, Alinity / L2400 T 1383.0%,
Cobas / L2400 Tl 83.0% TH v, K THENTE
BE L 7-EB 10GEBIFRD 72 (Table 4-4) .
2) CA19-9 SR RIS DIREE

HEMEOTEEESMIEH IR TELLE o722
b, ZOWEMOTEHED G R DS IEFE S UG 275
M EMGE L 720 MGEEICIE, MAEET 5125 5 13
WAz EIL, /495328 —FrH/IHREz 1T
5726 BREIZHW7-Hefk% Table 512/~ L, #HEAK
WhBwTx &Mk z O] £/x& L7 (Fig 2
A-C), Alinity Ol EEAMB 241 H~TEE (DLF,
Alinity SR L 3 5), M2HIC_TERME (DUF,
Alinity RE#E L 3 4) D254 L (Table 5-A
Alinity @ fii#, Table 5-B Alinity (ffE#:), 3Ll
EE, R, EFIRE V—F URETOHERE
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Fig. 5 Correlations between the three reagents for TSH, FT3 and FT4
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Fig. 6 Correlations between the three reagents for Tg
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Table 4-1 Concordance rate between the three methods for Tg
Alinity\Cobas Positive | Negative Total Alinity\L2400 Positive | Negative Total Cobas\L2400 Positive | Negative Total
Positive 28 0 28 Positive 28 0 28 Positive 37 1 38
Negative 10 18 28 Negative 9 19 28 Negative 0 18 18
Total 38 18 56 Total 37 19 56 Total 37 19 56
Concordance rate 82.1 Concordance rate 83.9 Concordance rate 98.2

Table 4-2 Concordance rate between the three methods for TgAb

Alinity\Cobas Positive | Negative Total Alinity\L2400 Positive | Negative Total Cobas\L2400 Positive | Negative Total
Positive 45 8 53 Positive 51 2 53 Positive 44 1 45
Negative 0 6 6 Negative 4 2 6 Negative 11 3 14

Total 45 14 59 Total 55 4 59 Total 55 4 59
Concordance rate 86.4 Concordance rate 89.8 Concordance rate 79.7

Table 4-3 Concordance rate between the three methods for TPOAb

Alinity\Cobas Positive | Negative Total Alinity\L2400 Positive | Negative Total Cobas\L2400 Positive | Negative Total
Positive 44 4 48 Positive 48 0 48 Positive 45 0 45
Negative 1 7 8 Negative 5 3 8 Negative 8 3 11

Total 45 11 56 Total 53 3 56 Total 53 3 56
Concordance rate 91.1 Concordance rate 91.1 Concordance rate 85.7
Table 4-4 Concordance rate between the three methods for TRAD
TRAb

Alinity\Cobas Positive | Negative Total Alinity\L2400 Positive | Negative Total Cobas\L2400 Positive | Negative Total
Positive 41 3 44 Positive 43 1 44 Positive 42 0 42
Negative 1 8 9 Negative 8 1 9 Negative 9 2 11

Total 42 11 53 Total 51 2 53 Total 51 2 53
Concordance rate 92.5 Concordance rate 83.0 Concordance rate 83.0

DR ZR L0 AHOMFETIX, WHRE LI2TX
TOWMKT/ 47 3=y —EREIZX ) CALI9-9H
FEMEANEELLT TR L 720

4, EE

SN EFE LR O Tl VW SN T 575,
AL FEHAHEE L <, HEIZ X o TiE, PR
MELAZZEDHSNRTWS, &0, TRy M,
oY atl, LEFHo3tollEEEE T, E
B~——103HH, HIRBREETHE OAF1T7H
HCoHEEM O 2475 720

AFP, CA125, ProGRP, PSA X, r = 0991 |
Y, IERICRIFRAMBER L7220, DS TEHE
L 72EB % 2607 & 5 BB 72 £53H H T HEE B 0
EE 7Ry Mk, oy atl, LEFHONEIC, AFP
139.6~10.4 ng/mL, 85~9.7 ng/mL, 10.8~127
ng/mL, CA12513354~414 U/mL, 285~29.2 U/

mL, 295~298 U/mL, ProGRP (%65~78.6 pg/mL,

83.3~92.3 pg/mL, 588~834 pg/mL, PSA (X411

~4.20 ng/mL, 3.79~4.18 ng/mL, 3.74~3.84 ng/
mLT®H Y, T d K~ —F—ORAEfEAT
DETHAHZ L0s, KRB ERE x5 2
mwEEZ Nz,

CA153122WTlidr = 094D F & Bif 2 AHRY %
RL7228, BEBRE TIES O &SR S Lz,
CA153id v M FLARRAERIE I o 45 & FH MAM-6 % %
R E L CTERINE 70— F VK 115D8
&, FUIE O PR e bk MCF-7 o Ml e B 5l 75 % 58
ER & LTH . EN/2E ) 7 u—F VA DF3IC
LRSI NLPEHEPIETH Y 6D FHHIFEILS
NO2WEDOE ) 70— F VHEIZ L 25 2 FA v
FERZFEBE LTWwA, Alnity & L2400 DTl
r = 0989 D E VA1 & TR T HAMHERE S LTS,
Cobas & O T2 150 U/mL ML E D& E Tiio
24L& WMBEOTEHAEL S 1X 5 D  HEAHERE
& 1 (Fig.1 G,I), Cobas & Alinity ! r = 0.945,
L2400 & idr = 0949 DFHERTH o 720 A Uhufhz i
HALTWA70, IBEIZES D 55 12400 & Alinity
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Fig. 7 Correlations between the three reagents for TgAb, TPOAb and TRAb
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A DL L CEAS 2 AR FETEHE L T\ ZHEBI SRR 5
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Table 5 Details of the samples used in the verification experiment for divergent CA19-9 measurement values

(A) Groups with high values measured using Alinity

Results (ng/mL) Current Changes in the patient's CA19-9
Primary disease status of level during routine test
Alinity Cobas L2400 disease (ng/ml)
70 1056.5 171 416.7 cecal cancer worsening 123—171—-258
72 977 262 493.1 lung cancer unchange 289—262—334
75 583.7 147 296.9 bile duct cancer worsening 147—147-327
77 788.4 210 322.3 pancreatic cancer worsening 292—210—349
83 1189.3 306 495.2 bile duct cancer, esophageal cancer worsening 107—-306—614
91 757.9 204 391.4 duodenal cancer worsening 160—204—289
93 839.5 206 413.1 pancreatic tail cancer, hypopharyngeal cancer unchange 238—206—152

(B) Groups with low values measured using Alinity

Results (ng/mL) Current Changes in the patient's CA19-9
Primary disease status of level during routine test
Alinity Cobas L2400 disease (ng/mL)
46 586.9 638 1222 ascending colon cancer unchange 1277—638—438
47 285.4 313 774.7 rectal cancer unchange 47.6—313—55.7
80 137.5 304 386.1 parotid cancer unchange 265—304—298
81 241.6 671 824.7 gastric cancer unchange 745—671—-220
85 77.1 232 400 rectal cancer unchange 257—232—195
95 77.6 168 260.7 sigmoid colon cancer good 124—168—190
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0oy YyPEEEICRRA RIEEE AT 5720

RSB H SN DPURIC & > TR Z B ERA R 5

%0 BabERZ LN TS LY, PIVKA- T O 7E 121
CYFRAZr = 098VL & 7 ) B2 AHB 2 7R L SCIOHW”PMU AP FHEI N TV D Z D%

720 HUEDTEHE L 72 B 232961 (39.2%) FR&d 5L <, BEFALZEF—TL@HELTVIEEINTW

f‘ (Table 2-6), F72, BB LERLKOSE R Z>73‘13>, B L o TIMHPUEDS R D720, fif

& B (Alinity ; 208 ng/mL, Cobas 28 ng/mL,
L24OO 21 ng/mL) ZIEEE L7286, &K TI18
W@ﬂmf%Mﬁ%Eéﬂt(%WQOWTﬂwf

ML TwaPIVKA- T##ER Eodifkz HnwTns
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JEI I FUSHEDSTR 2 & PR ST nw B 1510, F
72, L2400 D L A IEIZ BT D Cobas & [A
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