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Influence of Roche Cobas E411performance under field environment
XU Yong-zhi, CHEN Bin, XIE Zhi-xiong, GUO Jian-lian, XU Zhong-yu, XIA Ting. Department of Clinical Laboratory, 175 Hospital
of PLA, Zhangzhou, Fujian 363000, China

[ Abstract ] Objective To explore the influence of Roche Cobas E411 electrochemistry luminescence immunity analyzer
(Roche Cobas E411) performance under field environment. Methods Procalcitonin ( PCT), N-terminal pro-B-type natriuretic
peptide ( NT-proBNP) , myoglobin (Mb) and high sensitive cardiac troponin T (hsTNT) detected by Roche Cobas E411 system were
evaluated in precision, accuracy, recovery and linearity under field environment. The data was compared with Roche Cobas E601.
Results The within-run coefficient of variations ( CVs) of PCT with low and high level control using Roche Cobas E 411 analyzer were
1.70%, 0.70% respectively, whereas the between-day CVs of PCT were 4.09%, 3.35%; the within-run CVs of NT-proBNP were
2.46% , 1.61% , which showed the between-day CVs of NT-proBNP were 5.10%, 2.59%; the within-run CVs of Mb were 2.42%,
1.17% , meanwhile the between-day CVs of Mb were 4.71%, 2.51% ; and the within-run CVs of hsTNT were 2.83%, 1.79% , whereas
the between-day CVs of hsTNT were 4.77% , 3.14%. The level of PCT, NT-proBNP, Mb and hsTNT with Roche Cobas E411 analyzer
were well related to the results on Roche Cobas E601 (r>0.975, P>0.05) , and the recovery of these four items were all between 97%
and 103%. The linear range of PCT, NT-proBNP, Mb and hsTNT were (0.08-98.75) ng/mL, (7.95-33815.65) pg/mL, (26.94-
2816.40) ng/mL and (5.23-9311.05) ng/L respectively. Conclusion Roche Cobas E411 analyzer presents good accuracy, out-
standing precision and wide analytical measurement range, which can meet the requirement of field environment.
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1.2 AEL5XA  fHE Roche Cobas E411 HL{b
KA ML ; PEAS T K] ( PCT , NT-proBNP  Mb
hsTNT) ¥ f8 E % [Ci2 W i e 1250 s b [ 77K BCD
133-ES VK #fi ; NT-proBNP _ Mb , hs TNT (> JIJL 5 $ i
(#it5 23601,23603) . PCT 5% & (H1L5 R 25211,
25213) B L EMA SR A R 5, BPEAEE . THUT
B A PR BRAT 55 WA a] , CRIGEST ] Ry 33 d, AR AAAK,
T 35~39 °C , MIXHBES5% ~ 60% , 1ZAL &% B T 5
AR EEST BT T R N AT A O AR IR 24~ 28 °C L 1B
JE 40% ~ 50% , # % Roche Cobas E411 7T ff#
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FAAA A0 WUBR 25300 T4 o R S AR Bk G2 T 42 5 )
IRAEL (L) AN (CHD 3R, T 1 d P A B AR ST ir e
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K 20 d, PEAG AL EDRS 25 B . CER BN E AT e oy
BT, 3 SIS P9 AL (8] A 2 (E (%) (B UEZE (5) N1
TRRE(CY)

1.3.2 IFHAEE S8 CLSI EP9-A2 SCHHTEAE ik
£ K PCT NT-proBNP .\ Mb hsTNT [ {EAEA (3 ) |
HEREAR (4 103) FARIEREAR (3 13 33T 10 103, B RE
AGRE 2 4y, 33 20 63, F-20 C ¥ GRAT, SRR
HHSLI 2 N Roche Cobas E601 HL{K2% & AT X ]
IFEA RN, B Roche Cobas E411 FUTERME

& PCT  NT-proBNP . Mb  hsTNT (i JK &5 {f (H)
FAMRAE (L) 135, T-20 CR RS, 14
TP AR, T 0 S L — 5 L R B
WeIE . H.0.8H +0.2L,0.6H +0.4L,0.4H + 0. 6L,
0.2H+0. 8L L, 73 il 4 = , BEHLHES 2 A0 2 1K,
TR, DRPIEVE I, DTSR B i R
TR (R AR I 5 1 R 5 o J v B B (LR Ry UM
THHTAYERIA(Y=bX+a) ,THEA LR (),
1.3.4 [l KU R A PCT NT-proBNP |
Mb hsTNT Iifii K &5 {8 53 7] #% B8 100% | 80% , 60% .
40% \20% 11 LL A 5 A B #EA T IC L, B i) 3R 50 ik B2
Sy gRS A E 2 WK IFASEE, DOEEE
ST, DAAG BRI A S5 I 4% T50 [ Al 4G 0 45 51 K% 2R
HIBC G BT A5 B0 (H AR A BUBE , 15 3 (1a
W = - {8 T X 100% ) K-35 [mlii %

1.4 %3t a2 KA SPSS 20.0 48 it 4 F A
Microsoft Excel 2003%K F #4745 Hi Ab B | i 98 At A
TEHREVEAS T AR 00 LA bR vfE 2 (& +5) FOR,
FEUEATECNT ¢ KB T AL B 2Rk R
DL P<0.05 hZESA G R L,
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2.1 ##H A PCT NT-proBNP Mb hsTNT #{# |
B4 42 i 72 Roche Cobas E411 4MHT A% F i 47 4G
BRI (% 1.5 2) . L2015 4F T/EFB I 4 rh
B ] B PF A AR Ay Ui SR 2% (TEa) | ZOR
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1.3.3 ZMEJiE B8 CLSI EP6-A SCAFIEAR' . S2REEN U LD 2% B 2 7 nl 2 S LN
% 1 Roche Cobas E411 XM HA# WIEZE (n=20)
fRAE (L) FifE(H) HBihrifi
i H - - 1
X B CV(%) x s CV(%) [<TTEa(%)J
PCT(ng/mL) 0.52 0.01 1.70 10. 18 0.07 0.70 7.25%
NT-proBNP ( pg/mlL) 99. 52 2.44 2.46 3267. 54 52.49 1. 61 7.25
Mb( ng/mlL) 50. 84 1.23 2.42 192.22 2.25 1.17 7.25
hsTNT (ng/L) 51. 85 1.47 2.83 1079. 82 19.32 1.79 7.25

H PCT R ILEF FRiE, 2 88 Mb

% 2 Roche Cobas E411 H <M1 H L EFHEZE (n=20)

Ml [ b
i H - - 1
x s CV(%) x s CV(%) [<?TEa(%)]
PCT(ng/mL) 0.53 0.02 4.09 10. 20 0.34 3.35 10.00°
NT-proBNP ( pg/mlL) 98. 07 5.00 5.10 3214. 35 83.28 2.59 10. 00
Mb(ng/mL) 50. 92 2.40 4.71 193. 58 4. 86 2.51 10. 00
hsTNT (ng/L) 51.50 2.46 4.77 1078. 88 33.86 3.14 10. 00
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£33 HEEXENLERILE (x+s,n=10)

i H E601 E411 BER (D) i
PCT(ng/mL) 14.57+11.23 14. 41=11. 11 0.99 0.99
NT-proBNP ( pg/mL) 2592. 42+3441. 82 2572. 13+3396. 74 0.99 0.99
Mb( ng/mL) 163.70+91. 92 163. 82+91. 45 0.99 0.99
hsTNT( ng/L) 403. 56+305. 97 403. 15+306. 08 1. 00 0.99

#& 4 Roche Cobas E411 XM &ML (n=2)

XS PCT(ng/mL) NT-proBNP ( pg/mL) Mb(ng/mL) hsTNT(ng/L)
TR (a) -0.363 51.968 12. 411 -4.637
FHE(b) 0. 996 0. 997 0. 991 0. 996
YeE ZE(RY) 0.999 0.999 0.999 0.999
AL 0.08~98.75 7.95~33815. 65 26.94~2816. 40 5.23~9311.05
T S 0.02~100 5~35000 21~3000 3~10000

% 5 Roche Cobas E411 B ZE (% ,n=2)
TR LU A (%)
By gE| S
100 80 60 40 20

PCT(ng/mL) 102. 04 102. 15 102. 01 100. 69 100. 40 101. 46
NT-proBNP ( pg/mL) 100. 39 100. 23 99. 19 100. 33 99. 29 99. 89
Mb( ng/mL) 101.70 99. 19 97. 64 102. 93 97.06 99. 70
hsTNT( ng/L) 100. 78 100. 41 99. 41 100. 68 102. 51 100. 76
2.2 EHE #id Roche Cobas E601 (SN DARS  HUE R AEEFMESRAYFR ST B S92 K Pk

ZE[A] PG 3) A1 Roche Cobas E411 AR 25 5 1y
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2, r ¥IRF0.975(P ¥>0.05,% 3) ,
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HERPE " Roche Cobas E411 ZhHH{SCR FH 1 Fr 5
HER AR 2E B THAR , B ek AT e R

LA SRR ORI
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PRI, X5} 2 22 BA GRS 77 AT $ il — g PR
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S-Fsf AT I RARASAKE I, % B L s AT T B | i
IR A A 07 5 SR S AR R R R o R R B A
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B R PERESRUE , PR ML AR AR 57 308 o 58 v BB A0 K 4
PRBEAE S5 Sz RS #6477 RGEMEMITPAL , 45
IRZEW, Roche Cobas E411 £ HF i A EE T 4 PCT
NT-proBNP \Mb hsTNT (4t ;4 CV FIit[a] CV 78 7o
VFEFEN, 2 Roche Cobas E411 Z3tr A AE BT KR 3R 55
THA RIS E R, S8 CLSI EP9-A2( H B EFE
AT I e X M R A —— b e ) , &2 5
WL ZE P Roche Cobas E601 43 B ASHE AT 45 5 1
XA AT i, BFERFREE T ) Roche Cobas E411 BRI
ZERL 55 S 06 2 P55 Roche Cobas E601 Tl 45
REFTGIFEL(P>0.05), MAb, 8 I K &
EAMIRAE AR B R SV BE A4S 31525 300 1) [l
REI, Roche Cobas E411 25301 H [BISCR I FE 97% ~
103% 22 [0], =Bz B 4 A B i fEmf M, 8 ks
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