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[Abstract] Objective
VIA Centaur 240 automated B-type natriuretic peptide (BNP) assay. Methods

To evaluate the detection limits and functional sensitivity performance of Siemens AD-
We followed the document EP-17A
published in 2004 by American Clinical and Laboratory Standards Institution (CLSD). Each blank sample was per-
formed tests for repeat 10 times and the low limit of detection(LLLLD) was calculated. For the determination of LLoB,6
replicates of manufacturer’s dilution (0 pg/mL) on 5 separate runs (n=30) were assayed. The RLUs of blank and a
serial diluted samples detected by Bayer Centaur 240 chemiluminescence immunoassay system would be calculated for
average value,standard deviations and coefficient of variance.which to establish the biologic limit of detection (BLD)
and functional sensitivity of BNP. The limit of detection (LLoD) was determined by assaying 2 replicates of 8 plasma
The LLD was 1. 47 pg/mL and LoB was 0. 86
pg/mL. They were both lower than the declaration of the manufacturer. The BLD was between 3. 27 pg/mlL and

pools (low levels of BNP) on 5 separate runs (n=80). Results

3.71 pg/mL and the LoD was 3. 54 pg/mL. The functional sensitivity of the cardiac biochemical markers that can re-
flect some pathological changes of the functional sensitivity was 4. 64 pg/mlL (the value of 10% CV). Conclusion

The LLD,BLD,limit of blank (LoB) and LoD of BNP could meet the clinical requirements, which also validate the
manufacture’s declare. At the same time, we set up the LoB and LoD of BNP in our laboratory, which can provide
more accurate and trusty results for our hospital. The evaluation documents are simple and useful,so we suggest that

the clinical laboratory use document EP17-A to set up LoB,LoD and FS which must accord with the precision.
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1.1 XA 5H P61 F ADVIA Centaur 240 22 & %
FES AT AL L F AR B WL R HE TR (it 5 038148) LI 5] (AL 5
038153) FIFE b |1 P4 '] F 2 Al JR B WL =42 4L, R 4 (3L 5
29742) mAA SR A AR .

1.2 Sk

1.2.1 bRAHl4 ol RS B LB B 2010 45 36 35 1 fi
R H H i £ e LR PUEE MG 15 mL, 1 h 2y 3,
BRI O . B E g k. R AP ] F ADVIA Centaur
240 BNP {58 % F 5 B0 1M R 50 6 Bk il 5 W BE M 1. 72,2, 58
3.44.4.30.5.16.6.02.6.88.7. 74 pg/mL Z FIMK VK B R4, 4
AT 8 AR BE 1 R 5 LB bR A WK EERE A B F — 70 °C
VK PRAT B B VRLAE R a8 AR AR

1.2.2 SEEFTHES  HEERIE UL B XA AT 4 AR R A
RN BT AR R G FEAT AR A A I . BT AR AR A T R B,
A5 2 = E B LRI,

1.2.3 LLD B#fiE  LLD Jy b4 5y Il ml Lk 21 i A6 )
A 2 X6 87 19 23 A A . e R T ok i N T A 2 BB A 2 Y
U U BB 15 K F 2 99, 7 %0 I 7 v 0 K DG BR R A
W LLD=3ss /AR AR, X sag R 10 W HINE W
FRUEZE (),

1.2.4 BLD % e BAG KT R 99. 7 %00 Kk B b A
AT A 0 AR 7 A A B s AR T AR R R AR A TR BT LA A A A
YRR BLD, ££ R KR B 5230 bR AR o B B R 0k
SR ME L 2 3 A5 AR AR B R BE (Y 5, WK+ LLD Jeak i
BN 107 19 43 A 4 ¥ B2 B >l BLD,

1.2.5 LoB3C4s LoBJ&H84as AR Al AE L2 21 Y 5o e I
iR, HEPRARMEL AL S B R FE LT T RS IR KT o=

SY AR TN a8 E 4 A R 25 4 4 03 BUS B I SR B Ok
LoB, Bl LoB=Pctio .. %5 HRARK LN F &0 —dit, &
MELZWE 3 W, H2 5 d, LK 30 MW ELR. HIXHE
A 0 O T B AR AR AR VR B B A A AN BRI AR L WOR A AE
SHOT AT 95 B o AL RV B s B/ B RHES L 5 95
H AL B AL B S AR AR SEOK (95/100) + 0.5,
1.2.6 LoD 524 LoD J& 45 K¢ A4 vh m] G846 U 21 (09 43 47 ) o
i, B bRbr WL L U SR, fE L2 T B 48R K P b=
SYUM AT T B LoD, RIMEWELBAIFAE R L FF&
Rl 1K,k 5 d, ARG 80 IR AR . IRk A
WEAE H 24 ER S HCRHAES 85 58 2 LoD, LoD=
LoB~+Ds. 5 s Ds. o JE AR M B4R AW %2 v 67 BRI 38 5 A H 437 4L
TR TR) BE v 0 = R AR AR 4K < 0. 5+0. 5,28 5 A 4 i g
=K AL AR S 50X 0. 05+0. 5,

1.2.7 FSSEE  MEAH % S5 )y kel LoD, AR 48 (il R A=
AL B o0 E A5 25 0 2 48 79 ) X BNP il 58 A K % BE CV<<
10 %6 Y BESR2 HH5T R B0 AR R B A A I A 485 SR A {8 () s Al
CV,CV 535 10 % 1 SES AR AR BT A M43 Bri & e R FS,
1.3 Giilab3 R SPSSIL. 5 Gt il 3K {1 ik 47 % 4 4b 3
LLD & BLD 434k H s I CV 3R . LoB il LoD 4347 % 4k
BT 5 ORI B 1Y 06 R il 4 R Ttk Iml H 7 1 52
2 % ®

2.1 LLD I BLD 75 H AR 4 il 2 51K W BE bn A 09 & O o B2
MESERIE 1.2, UIRIMRHK AR AT LN E 10 K3
e B2 D R AL R L X R 9 R D' i BE A A A A R I A S Ot i R
R R ML (- DL B Y =148, 41X+ 18.409,3K
19 &G BE Ry 237 B AH B vk B A 1. 47 pg/mL, B LLD =
1.47 pg/mL., BRI AL W E Ny 3. 27 pg/mL MR 4s, H &k
BB 3 s S5 M R G B R 169, 8, /N T 237 Wk EE A
3.71 pg/mLEYFRAS , H & 608 BE U 3 5 J5 B & G Ol 346. 5,
KF 237, BLD 2}y 3.27~3.71 pg/mL,

Rl ZANRFMRIBREFRAFAESENE 10 RPNEAXBEER

BNP(pg/mL) %1 %2 W %3 %4 %5 W %6 K EEN %8Ik %9 %10 )

0.00 978 926 936 1068 1053 1046 942 1029 915 1159

1.75 1209 1 446 1265 1230 1365 1284 1301 1209 1302 1440

2.83 1296 1343 1378 1561 1433 1568 1450 1381 1359 1653

3.27 1371 1380 1583 1561 1637 1483 1572 1 480 1523 1750

3.71 1576 1704 1604 1639 1573 1662 1540 1487 1475 1626

4,64 1794 1785 1766 1635 1745 1688 1604 1711 1715 1794

5.74 1862 1953 1913 1979 1857 1980 1766 1805 1911 1988

6. 48 1996 1924 2013 1971 2 042 1991 2135 1863 1980 2 036

7.78 2 259 2 187 2178 2 097 2 235 2 301 2 156 2 078 2 153 2 303

X2 RIMREEAEENE 10 XINBRTEHEN gxR2 RIMRKEHEAEENE 10 XINBRETH
AAXBEITELER EREXBREITEER
KOG KOG
BNP(pg/mlL) * == CV(%)* BNP(pg/mL) * St CV(%)
TEs T—3s Tk T—3s

1.75 284.1+86.8 23,7 30.6 6. 48 974,1472.3 757.1 7.4
2.85 437, 44112, 1 101. 1 25.6 7.78 1173.7+78.5 938.1 6.7
3. 27 502.9+112.6 165.0 22.4 e RIUMRWRE AR A 10 YW 2 W@ (6 1 35948~ kot AR 1k
3.71 567, 6473.7 346. 5 13.0 HEILERCE)
164 702.7466. 3 503. 7 0.4 2.2 LoB il LoD Mk 2 B0 i i 17 A ik 45 546
5.74 880.4+77.3 648. 6 8.8 95 F A3 K, BIEE 95 T 40 % = NB(95/100) + 0. 5, 4% &
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30 M S R /NI R HEY L 56 1~21 535k 0,58 22~30 5
43534 0. 05,0. 07,0, 31,0, 46,0. 47,0. 51,0. 67.0. 86,1.51
pg/mL. 5% 29 B A5 0l 0. 86 pg/mL.

F GG B bR A I A2 45 IR L% 3. R R B K &G OR 2 R
EESAG R HAES 507 #5411 LoD, K it A5 80 445 L /)
KA 56 5 B A B =K M B AR B8k < 0. 05+0.5=14.5,

ST A 5 A A MEE Y 1. 54 pg/mL. R B R A R
WA A AL - (5 40 BRSH 55 41 BRS D /2 = (4.20+
4.37)/2 = 4. 28 pg/mL; D, =i ¥ — 45 5 @M =
4.28—1.56=2.68 pg/mL;LoD = LoB + D,.;=0.86+2.68
=3.54 pg/mL,

£33 RIRREFFEENEL R (pe/mL)
hiA 5 LW H2w H3IW BAK EOSR HEEW MTK HEW HIW HI0K T s %
1 105 2,75 1.47 121 219 L6l 173 105 1.74  2.72 1.75 0. 62 35. 6
2 170 2,03  2.27  3.53  2.66  3.58  2.78  2.33  3.38  4.02 2.83 0.77 27.
3 2.23 2,29 318  3.31 4,03  3.00  3.60 298  3.27  4.77 3.27 0.76 23.
4 3.63  4.47  3.81 405  3.61  4.20  3.39  3.03  2.95  3.96 3.71 0. 49 13.
5 542 5,02 4.88  4.02 474  4.37  3.81 452 454  5.06 4.64 0.49 10.
6 549 6.07  5.82  6.24 546  6.24 4.8 513 580  6.29 5.74 0.49 8.
7 6.46  5.97  6.60  6.29  6.77  6.42  7.39  5.55  6.35  6.73 6. 45 0.49 7.
8 8.21 7.73 7.67 7.13 810 848  7.53 7.0  7.51  8.50 7.79 0.52 6.
2.3 FS J30lit% 8 MR LRARA M EL R Tos F1 HS Wi AW 1 3K BNP > 400 pg/mL. A & W4 0 07 3

CV, 85 IR 3, IMEERAMBELERES CVIHXRILE 2,
$218 BNP I A A CV<<10%myREZER. 3k 3 MK 2
ATLLE W TEWREE O 4. 64 pg/mL B, H (8] CV 2y 10. 6%, I %
SE10% . CV=10%H} FS 3} 4. 64 pg/mL,

1400
Y=148 41 X + 18.409
SRR r?2=0,999 3
S 1000 |
g 800 [
%
_:"E 600 [
® 400 |
200
0
0 2 4 6 8 10
RE (pg/mL)
& 1 EXBEMRENXRZMLZ
40
35
30
= 25
X
S 20
Q
15
10
5
o ; ;
0 1 2 3 4 5 6 7 8 9
FEAS
& 2 RRERANELERS CVHXER
3 i B

O I A5 95 90 71 o IR S N 2 BRE L 2 i NS BE T Y 2
BRI Z — o FEE O 7 208 E Y LK BND o2 A6 ) 45 5
TEG WG ) 23 AG T BUS 07 4 J6AE IR 76 % D BE 5= o F48 5
W PRIG YT 4 A7 TR AE T VF 2 B35 2008 48 KM O E H
B Gl J3 2 5 12 Wik 97 45 M) W1 8% 48 . 1 3% BNP <
100 pg/mL, AT HERR.C J) 35 5 1L 3% BNP 2y 100~400 pg/mL,

VU7, N BNP i B AR fb X 0 ) T 58 A 9 10 12 BRI O
I B A B R AN

EP17-A U 2004 48 3¢ 8 CLST A4 A 14 € By 5 A6 00 A% R
A A R A O 58 )+ 2% 7 5w A e 8 IR DR A 38 kY A
DUV B o an o 302 1F T R 7 AT 6 A 00 R L o I 4 o D R A R
AP ER A LK ] ik T S92 36 R A K P R AL B M H AR
FEE AR BB T AL B T A S SR E .
BNP 1k 5 2 I O g 562 98 R A i ) - 18 24 S0 00 28 6 A5k
e A % 2E AT R I R (B A0 2 A R BB Y bL R IR TE .
Wians 851 %1 AXSYM 4 & 5% 43 AL AT 7 PF 4 78 A %
A DU B AT 1E 25 43 A B TR A9 J 0 R 3l 2o 25 7 RE A 1 A i 42 (B
5 3 s BIFISRAS LoD, i TARME AR A, o H R W B AR 1y 2= 1
FEAS  ASCHS i e 45 i w0, KB B 2 2 AR B 20 A, B i
FRTFEGE T A5 RO, B A R B2 B . Rawlins
L1215 EP Evaluator Release 5 software T, E #4443 B ¥E #y
T Access 2, ADVIA Centaur, AXSYM FiI E170 5 U 1% %% %
LLD, H:3E 4 ADVIA Centaur A LLD 24 0. 8 pg/mL, A% X 4%
.78 ADVIA Centaur 240 BNP LoB K LLD 43 % & 0. 86 Fil
1.47 pg/mL, 5 E NS CHGE — . @5 FMAUER
BOAWI S AR T A R A S R 5258 % 1

BORTEAR 2 I IR 52 30 % iz Wi i T A, LLD # LoB K&
BLD F1 LoD & F. 468 F , {5 X & 7 22 18] 09 A8 FL5C B LA S A L
XAIFARAE L TEA A A A 5E . A SE IR X H A& B B R
DX AR T 3k — 25 i BRI IR 5, 2 6 P A D' 5 2 {0 R ik 2
FRS R LLD il LoB SRR T 575 Wl i LLD., {H HAS
SRR M AR IR SR T LoB FL T LLD; LoB i%
PEREA T SR A IR BB 2 Al TH 19 LoD AN B 7 JE 8/ i
MIE R n HE . X T BLD fl LoD Tl & » B4R HL 45 21 LAl
AT, {5 BLD 51 B0 AR — Y B 2 A it — 2P e L A
PRBCME LR AR 7 1 A2 e BT T LoD m] DAL ) 58 L O {8 3t 3
B BAEE . EP-17A 5T R A AES B ok E
R 25 5 R gt AL B 2 S A, B AT E N 2 BT RS A
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AR SR A R B A T A R B9 20 T 5 = EP-17A J7 38R il A9 ¥
JETHIE T B S0 & BEAT A 0 AT R R PR S
A B AR 2 B 2 S 3 W TR [ J 3k 6k BN i 4 )
FRABEAT T Al ARG AL 5% 18 A BU R BT AR S5 R BIESE T B &
Rzl 2 e 76 BNP A I e g B AR Bk 26 3 7 5 325 11 4%
RIHATE2—BCATER S MG S L E— 48
— HOAR R R PR REIT M ik . S8 CLSI EP-17A SCAFXS 4N
il B 2 A UE LoB, LoD 42 th T AR A ZR IR 4R AL T F (A p 5
B 77 1% A B AR 3 M 7 TR R E . (FUR 7E S 5 0
s e B SO AT AR — 6 Ry BR P 5 Eb n K B3 K 2 LA B
I ERUETEH E LoD I, IR BEARAS 19 IR 2 YL I 72 LoB 1Y
L~4 A% AT WL E B Y 82 1) B 3k 9 X 52 36 445 R 3 I T 5
W PR R S TR A 1) BE 75 30 B9 LoD HAE/E 22 5 (45 LI &
AREG—45 5% . Wit CLSI EP-17A XX Bt — £ 1 #h A
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