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WS cTal THEERBUEREAT TN R Access2 HfE W22 RIGBURM cTal 1. . = 3 ML RSD
1<<8%, I RSD $<<63.75%, KEl. RFIEEEMEM T cTnl it/ RSD )<<8%. Bio-Rad 3 7K Fidas (KM Y5 F 2300 h -
0.363 8~0.473 5. 1.898 6~2.819 3. 7.950 3~9.367 6 ng/mL. Access2 I KICAEI ¢ Tnl #) RSD<16.32%, HAK.
. 3 KR RIS A £ 30%E N . TS TR <10%, ZRVEIGUE m B B ML i Hi— 8 LU R B S o A5 B
{H5 SEMEIEAT B3 HT , a (AT 0.95~1.05, R>0.975, ZeMEVu [ 0.016 0~82.843 3 ng/mL, THAER LN 0.007 6 ng/mL.
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Analytical performance of ACCESS 2 immunoassay system in detecting Cardiac
Troponin I in animals’ serum
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Abstract: Objective To validate the main performance of Access 2 immunoassay system in detecting Cardiac Troponin I (¢Tnl) in
animals’ serum from rats, dogs, and monkeys. Methods The precision was evaluated by coefficient of variance of within-run
(RSDyimin %) and coefficient of variance of between-run (RSD,,;%). The target values range of BIO-RAD immunoassay plus control
samples at three levels were calculated by precision data. The accuracy was assessed by Relative Bias (Bias%) and target values.
Carryover circumstance was evaluated by carryover rates. Linear was evaluated by regression equation, and the functional sensitivity
(FS) was established. Results The RSDy;,i,% of BIO-RAD immunoassay plus control samples at three levels were less than 8%, the
RSDyy1% of BIO-RAD immunoassay plus control samples were less than 63.75%; The RSDyyin% of serum ¢Tnl from rats, dogs, and
monkeys were less than 8%, respectively. The target value range of BIO-RAD immunoassay plus control samples at three levels were at
0.363 8—0.473 5 ng/mL, 1.898 6—2.819 3 ng/mL and 7.950 3—9.367 6 ng/mL, respectively. The Bias% of cTnl was less than
16.32%, and the measured results were all within the respective target value range. The carryover rates of ¢Tnl was less than 10%. The
equation of linearity range (0.016 0—82.843 3 ng/mL) of the theoretical value and detected value was got after serial dilution, in which
a value was within the range 0.95—1.05 (> 0.975). The FS was 0.007 6 ng/mL. Conclusion The precision, accuracy, carryover rates,
and the linearity have a good performance, and FS of serum cTnl from rats, dogs and monkeys were established. In conclusion, cTnl
could be detected via Access 2 immunoassay system in non-clinical studies.
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SD K. Beagle K. M IILIK iv 45T
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FE, 1500 r/min 0 5 min GRS, T TAF
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H T HIE Access 2 27 R G 58 I e AU
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P25 CLSI WAl EP-6A 5E il 55 92 e M vF
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WA AR, B s (EAR AN — 7 LR R
AP0 2 L SIS A, AR Sl fE, 35 9 ANk
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Table 1 Dilution schemes for linearity evaluation

R WRPBERB] N R AR PN L/ NIRTER Y20 B A RBUL HFARYIL
A 1.000 0 900 0 900 200
B 0.500 0 250 250 500 200
C 0.050 0 25 475 500 200
D 0.005 0 A €50 450 500 200
E 0.000 5 A D 50 450 500 200
F 0.000 250 BN E 250 250 500 200
G 0.000 125 AN F 250 250 500 200
H 0.000 000 0 200 200 200

27 e REERIFAE

2 k1Y K BP17-A SCE, % Access2 f i
A2 2 I 52 SR ¢ Tl 20% RSD BT i 2
[ (FS) BEATVROY, WIS SEIE RV EEFE
HELYIE. SD A1 RSD, RSD<20%[K) 52K #E 5 it
HAT B3 & Rk DR R U
3 R
3.1 FRIEmAARAEEE ERIESR

W mfefd, AR RBEZWUAER
RSDyinin<=8%, MHi[EFr Westgard QC 2T IfiLiF
cTnl K§# BEplE CCEHE] 2014 4F) M, dikin]
S AR UE R . RSDyo=63.75%, %+ . &
3 KPR At A B b AL R S P S AE W] 332 (1
N, W2, 3.
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Table 2 Within-run precision of access 2 immunoassay

system in detecting cTnl (n = 4)

&3 Access2 RIELFRAAABIEEENELE R
(n=20)
Table 3 Between-run precision of access 2 immunoassay

system in detecting cTnl (n = 20)

I H B/ ngmL™)  AEE RSDyw /%
cTnl fIG{H i 0.42 0.02 4.46
cTnl s 2.36 0.16 6.63
cTnl si{H s 8.66 0.24 2.74

F4 FUTHRETEE
Table 4 Target values range of BIO-RAD immunoassay
plus control samples

T H Pt/(ngmL™y  KRdEZE  SMETEFE/(ngmL ™)

oTnl f{ g 04187 00183  0.3638~04735
oTnl F i g 2.358 9 01534  1.8986~2.8193
oTnl i {i i 8.658 9 02362  7.9503~9.367 6

15 H BH/(ngmL™)  F5HEZE RSDyimin/%
cTnl fi& A B 0.42 0.02 3.86
cTnl HHE T #% 2.36 0.14 5.82
cTnl &E{H s 8.66 0.23 2.67
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FR 4 [ B | Westgard QC (2258 13 2014 )
AP A BRI P05 T Tl YEMFRENE J %32 Uk
W: Bias%<16.32%, #{H +30%""", Ak g
s P 3 KT TS B 1) Bias%3) <<16.32%,
WS, ™ “3.27 Prit R EsE A, K.
1 3 AKF g A AN RS R 380 3 T A AT IV ) A +
30% 2 A .
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XS Tl 4575 e F 0 -3.82%<10%, fF&r
BR, iR 6.
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SD Kl Beagle KA ECILE AR il
W cTnl MRENREHE LR ILE 7, K% RSD<
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Table 5 Accuracy of BIO-RAD immunoassay plus control
samples at low level, median level, and high level

JREEKF cTnl/ngmL™")  Bias% H £30%
L 0.402 9 3.77% 0.391 5~0.416 4
M 2.2503 4.61% 2.208 2~2.290 4
H 8.624 2 0.40% 8.4575~8.8355
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Table 6 Carryover circumstance of access 2 immunoassay

system
(Rl s ¢Tnl/(ng'mL™")
L, 0.397 1
L, 0.416 4
Ls 0.407 6
Mean (L;, L,, L3 0.407 0
Ly 0.3915
CO% —3.82

RT Access 2 RIENWF L ASUEN R E 24 #)E M35 cTnl
HRBEELSR (n=20)
Table 7 Within-run Precision of Access 2 Immunoassay
System in Detecting Serum ¢Tnl from Rats, Dogs,
and Monkeys (n = 20)

SIrE ¥IE/(ng:mL ™) SD RSD/%
KR 15.62 0.28 1.80
AN 11.70 0.20 1.71
L8 17.14 0.90 5.28
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BRI S BB EAE LR, 43— IR
TR y=0.991 3 x—0.225 6, R*=0.999 2, 0.95<
a<1.05, Hr=0.975, HFFEHAZHEN], IAR
AR ZMETE I : 0.016 0~82.843 3 ng/mL (A5
MFEIEED .
37 MEEREEMHE
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