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Background: Optimal operational efficiency requires specific technical solutions such as open, flexible, and adaptable space, suitable equip-
ment requirements, and laboratory instrumentation that combine excellent analytical performance with a capacity for testing large panels in a
high throughput manner, under rapid turnaround times. Thus, the aim of this study was to assess the analytical performance of the novel Roche-

Hitachi cobas 8000 c702 Chemistry Autoanalyzer.

Methods: Precision, linearity, carry over, detection limits, and comparison studies were performed with 31 routine clinical chemistry tests ac-
cording to the CLST guidelines. Commercial quality chemistry control material (Lyphochek, Bio-Rad, USA) and patient sera were used as the test
specimens. Unicel DxC instrument (Beckman Coulter, USA) was used as a control analyzer to evaluate the correlation.

Results: The total coefficients of variations (CVs) of almost all the analytes were between 0.4 and 4.1%, except for CO, and ammonia. Excellent
linearities were observed in the performance ranges used (r>0.99, slope, 0.961-1.048). Correlations with analogous tests ran on the Unicel DxC
instrument were good, correlation coefficients ranging between 0.921 and 1.000. The carryover ranged from -0.216 to 0.481%.

Conclusions: The Roche-Hitachi cobas 8000 ¢702 Chemistry Autoanalyzer showed satisfactory precision, linearity, carry over, detection limits,
and high throughput capacity. The instrument performance correlated well with the Unicel DxC analyzer. We conclude that the balance of elevated
throughput and optimal analytical performance should make Roche-Hitachi cobas ¢702 Chemistry Autoanalyzer suitable for very large clinical lab-

oratories.
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of| A 7kEo] =ujof] 705 cobas 8000 €702 (Roche Diagnos-

tics System, Switzerland)+= cobas modular platform©.2 ZA|H

Serum Work Area (SWA) &34o|t} oA} slst AALE 4~3f5}=
702 T} 502 BE-S 2F5to] A7k 2|t 8400 E|AET} 7Hs

ShE TARIEelT). S5, AL FolE Aok o] Hsati,
LA} Q= AHA o4 7HsH| 3h= track & Module Sample
Buffer MSB)&= AL 84S SisiAA 4= S Zle2 7]
tfgte) 2efu, oFA)71A] cobas 80009] 702 BEO]| thgk ¢JAkSH
SF AA] A5 87HE AR 97 glol dslst Aol 48
St o s Akm7E FE53E Aot o] d-E F3l| cobas

8000 ¢702 &0 gk . A% B2 SR 1A} gt

AL

1. thed

20129 6 7)1k 2 sk ARAel] E=9d% Cobas 8000
702 71719] “de= AT A/dekel AA 313 (albumin,
alkaline phosphatase [ALP], alanine aminotransferase [ALT], aspar-
tate aminotransferase [AST], blood urea nitrogen [BUN], calcium
[Cal, cholesterol, creatinine, y-glutamyl tranferase [y-GT], glucose,
phosphorus, total bilirubin, triglyceride [TG], total protein, uric
acid, creatine kinase [CK], direct bilirubin, iron [Fe], high density li-
poprotein cholesterol [HDL-cholesterol], lactate dehydrogenase
[LD], magnesium [Mg], chloride [CI], potassium [K], sodium [Nal,
ammonia, CO,, high sensitive c-reactive protein [hs-CRP])®]| tha}
of A, 24, ST, ATAL WS, A B
Unicel DxC (Beckman Coulter, USA)O] tgt A S E4131%ch
AA 7F A HE-L A5 © 2 88-=(LDL-cholesterol, hs-CRP,
AST, ALT, iron, lipase, CK, and LD)®| tha}A Rt AA|SH3AT]E AA =
= AREslE Arae] £219] Lyphocheck Level 137} Level 1T (Bio-
Rad, CA, USA)ZL Aj2oPalH Yol st sixjE2] 4 AAE
olgatgii, ol QABIS AALE ol=iat BRkEe] B 714
24 AR, 8 gL e 1k 2 c0me) BRjo) AAE A
4 Bl AL 51

EH
=

2,
1

O?L' 0'1
18 [

) = Hot

ArEshE Heae] 53921 Lyphocheck (Bio-Rad, CA, USA)
Level I, IS AFE5Fom, AARSHZof ulg} Level 1, 119] =
tj2A BESCE % 30 AAREl ek} 24k % A
(within-run precision), A} 7+ A = (between run precision), 7
AR 7 %

JH &= (between day precision)Q} 2 AL = (total preci-
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somE TSIk 2izke] B SR 04, 9. = g
3}o] National Committee for Laboratory Standards (CLSD EP5-A
of| AAIE Bl whet AU =5 B7lstATHT)

21414 7154 Validate (Maine Standards Company, LLC, ME,
USA)E ©]-8-3}Fo] CLSI EP 6-A protocolo| 4] A|A[gH wiof| whe}
AXAE H715FATHS]. CLSI EP 6-A20] whel Validate (Maine
Standards Company, LLC, ME, USA) 5tH4| 525 S=H|slo] Z42f
of tfatod 431 W 2 elo] 7o WA e B LS
ekl 44e)

H7}= Allowable systemic error H$]o] <

SHe A9 $reh 202 eslelc
3) &t ot

A= CLSLEP 9-A0] whe A, =& 3 22 4
2 BRjo] AL B ERHES ool 4 PAFBHR 60
HAH =35t Z2Ee] HAE Cobas 8000 ¢702 (Roche Diag-

nostics System, Switzerland)@} Unicel DxC (Beckman Coulter,
USA) 5 71712 212E Z24sto] BAst 5 1 Ao Ya) Al

7= Al ]o}oﬂr;} Z+ Aol A 23] HHE 223} Zho] HHgke
2 3l AlTE AR 4 (coefficient of correlation, NS At}
ek l¢7} 0975 o|Ao|m AlztAo] S-xairtal Bhkslg)

3, 7% hek CLIASSS] 318918 Jste] Bersteictiol

W 7 BALYEE $55E Ao Wik AEek
Ar=e] E291 Lyphocheck Level 13} Level 112 A2}t 1%

E%Q(Hl, H2, H3, HA)Z 41 Li: éﬂs} A EA(L, 12,

5) é’é?_ 1| E7t

SI EP17-A°]| <=5}, limit of blank (LoB)2} limit of detection
(LOD):% 31 T] LoB= O(zero)level calibrator, negative sam-
ple, 8} A 5 7HE 3 =0 HAE A&, LoB=mean
blank+1.645 X (SD blank) 2. 2 5} cH10). LoD= 2|4 =% cali-
brator®] dilution sample, &4} HA| & F-& %9 sample& A}
4319 LoD =LoB+1.645 X (SD low concentration sample) .2 ==
sheic

EA| EAlo]l+= EP evaluator Release 10 (David G. Rhoads Assoc.,
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Table 1. Precision of the Roche-Hitachi cobas 8000 ¢702 Chemistry Autoanalyzer

cobas 8000-1 cobas 8000-2 Total

Test e o o

item Mean  SD Mean  SD Mean SD  CV
Within-run Between-run Between-day Total Within-run Between-run Between-day Total

CA  Levell 90 01 09 0.0 12 1.42 91 01 09 00 13 1.52 91 01 15
level2 130 02 0.7 0.0 12 1.28 130 02 038 0.0 1.3 1.45 130 02 14
Glu  Llevel 1 86.1 10 09 00 0.6 112 87.2 10 09 0.0 09 1.18 866 1.1 1.3
level2 2813 2.8 09 0.0 0.7 098 2848 34 1.0 0.0 09 120 2831 36 13
CREA Level 1 1.1 00 2.1 0.0 2.4 3.13 1.1 00 2.1 0.0 2.2 291 1.1 00 30
Level 2 57 0.1 1.5 0.7 1.8 2.41 57 0.1 20 0.0 1.5 2.34 57 01 24
UA Level 1 46 0.1 10 00 0.7 112 46 0.1 038 0.0 1.0 1.20 46 0.1 12
level2 97 0.1 0.7 03 09 1.15 97 01 0.7 0.0 09 1.15 97 01 12
CHOL Level 1 2562 3.1 0.6 0.4 10 120 2560 30 0.7 00 1.0 117 2561 30 12
level2 1036 1.3 0.8 0.0 10 121 1034 14 09 00 1.1 133 1035 13 13
TP Level 1 65 0.1 1.1 0.0 1.0 1.37 65 0.1 08 02 0.6 099 65 01 12
Level 2 42 01 1.0 0.0 14 1.68 42 01 12 0.0 09 1.40 42 01 16
ALB  Level 1 45 0.1 09 0.2 09 1.30 45 01 1.1 0.0 10 1.34 45 01 13
Level 2 28 00 13 0.0 10 1.53 28 00 13 00 13 172 28 00 17
AST  level1 366 14 38 0.0 1.7 3.80 362 12 2.1 00 26 3.19 364 13 35
level2 1804 23 0.8 03 10 127 1789 29 08 00 1.5 161 1797 27 15
AT Llevel1T 301 12 34 0.0 25 398 303 10 27 07 16 3.19 302 1.1 36
level2 969 16 12 0.0 14 1.69 9.6 14 10 04 09 143 9%.8 15 16
ALP  level1 907 28 1.8 0.0 27 3.04 90.7 27 1.7 00 27 3.03 907 27 30
level2 3646 8.1 1.2 0.0 20 223 3634 97 1.1 0.0 2.6 267 3640 89 25
B Level 1 09 00 2.1 1.5 1.9 3.79 09 00 20 03 19 2.77 09 00 33
Level 2 42 01 1.8 0.2 1.0 2.02 42 01 1.1 0.0 12 1.55 42 01 1.8
P Level 1 33 00 1.0 00 09 1.32 32 00 1.0 0.0 09 1.31 32 00 15
Level 2 71 01 0.8 0.0 09 113 70 0.1 0.6 0.2 0.7 0.87 7.1 01 1.1
BUN level1 153 02 1.0 0.4 1.0 1.44 153 02 1.1 0.0 1.0 1.37 153 02 1.4
level2 501 06 1.0 0.0 0.7 1.18 502 07 08 0.0 12 1.36 501 06 13
GGT Level1 391 08 19 0.0 0.8 1.99 392 09 20 0.0 12 224 392 08 21
level2 1539 1.8 1.1 0.0 0.8 120 1535 14 0.6 0.1 0.7 091 1537 16 1.1
DB Level1 04 00 24 0.0 2.7 329 04 00 33 00 30 4.02 04 00 37
Level 2 19 00 12 0.0 14 1.68 19 00 12 00 1.6 1.84 19 00 18
Na  level1 1467 05 03 0.1 02 034 1469 09 0.4 03 0.4 063 1468 08 05
level2 1270 05 03 0.0 03 040 1269 09 0.5 0.4 03 069 1270 07 06
K Level 1 38 00 03 02 0.1 037 38 00 0.4 03 0.1 0.53 38 00 04
Level 2 61 00 03 0.0 03 0.41 61 00 0.5 00 0.5 0.69 61 00 06
cl Level 1 1000 1.0 0.5 0.6 0.6 104 1003 08 0.5 0.0 0.6 078 100.1 09 09
level2 812 09 0.6 0.0 10 1.1 812 07 0.7 00 0.5 0.80 812 08 10
CO, Level1 325 13 35 0.0 30 399 321 14 3.1 00 35 420 323 13 41
level2 162 09 42 0.0 45 539 161 08 45 00 4.1 5.28 161 09 53
MG Level 1 20 00 12 0.0 19 217 20 00 09 00 19 204 20 00 21
Level 2 42 0.1 0.8 0.0 2.3 2.32 42 01 09 0.0 2.3 2.39 42 01 2.3
AMY Llevel1 759 20 1.0 0.4 25 2.63 767 08 038 0.0 0.7 1.00 763 16 21
Level2 770.1 195 0.5 0.0 25 253 7784 57 0.7 0.0 0.5 074 7742 149 19
LIP level1 373 05 09 0.0 09 1.23 376 05 12 0.0 09 1.28 375 05 13
level2 588 0.7 0.7 0.0 1.0 1.19 59.1 08 1.0 0.0 1.1 1.39 589 08 13
CK level 1 1342 2.7 1.4 0.0 17 198 1338 22 12 0.0 1.4 162 1340 24 1.8
level 2 4308 39 0.8 0.0 0.7 091 4298 35 0.6 00 0.6 082 4303 38 09

(Continued to the next page)
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Table 1. Continued

cobas 8000-1 cobas 8000-2 Total
Test e o o
item Mean  SD Mean  SD Mean SD  CV
Within-run Between-run Between-day Total Within-run Between-run Between-day Total
LD level 1 1561 2.2 10 0.2 1.0 143 1562 26 1.1 0.0 13 163 1562 24 15
level 2 3644 7.1 20 0.0 0.4 195 3652 42 0.6 0.0 1.0 116 3648 59 16
IRON Level 1 2324 23 0.8 0.0 05 097 2318 23 0.7 0.0 0.8 1.00 2321 23 1.0
level2 614 13 1.8 0.2 0.0 2.10 613 10 1.2 0.0 12 1.62 613 12 19
TIBC Level1 3395 69 1.2 0.7 1.5 202 3324 83 20 0.0 1.8 249 3359 84 25
level 2 2048 6.7 20 0.4 2.6 326 1985 84 29 1.0 30 425 2016 82 41
TG level 1 1919 23 0.7 0.2 09 120 1913 18 0.6 0.0 0.7 091 1916 21 1.1
level2 920 1.2 0.7 0.1 1.0 1.26 912 08 0.7 0.0 0.6 0.84 916 1.1 12
HDL Llevel1 566 09 1.2 0.0 1.3 1.64 567 08 1.3 0.0 09 143 566 09 15
level2 294 02 0.8 00 0.4 0.75 293 03 1.1 0.0 04 092 293 03 08
IDL  Llevel 1 1404 15 09 0.1 0.6 106 1384 16 1.1 0.0 0.7 117 1394 18 13
level2 639 07 09 00 0.7 1.03 625 06 1.0 0.0 0.7 1.02 632 10 15
AMM Level 1 274 30 70 3.8 7.7 10.98 277 26 80 0.0 7.1 9.38 276 28 102
level2 1000 26 23 00 20 263 1009 36 25 0.0 30 360 1004 32 32
level 3 3042 48 10 00 1.4 156 3083 74 12 0.0 2.2 238 3062 65 21
CRP  Level 1 05 00 1.3 00 1.0 1.60 05 00 1.0 0.0 0.3 1.05 05 00 15
Level 2 20 00 19 00 1.3 2.05 20 00 12 0.0 12 1.60 20 00 20
Level 3 38 0.1 22 00 2.2 298 40 01 1.7 0.0 18 2.34 39 01 32
CRP  Level 1 00 00 3.4 19 0.5 3.89 00 00 35 13 09 3.81 00 00 40
hs Level 2 02 00 12 0.0 13 1.67 02 00 1.7 0.0 12 1.90 02 00 18
Level 3 06 00 10 0.0 1.1 1.35 06 00 1.1 0.0 038 1.22 06 00 15
Kennett square, PA, USA)T} SPSS 12.0 (SPSS Inc., Chicago, IL, I} A G (D)= B 09709 040 & A w0 i Q517 u)
USE o851tk YD L HOAFATK Table 3,
4 1 4, A Zt UXILEE
AR 7 LALH LS ZAT 87l FEol|A] -0.216-0481% 2 Z
1. MEx A= TH(Table 4).
3 ) QA YUt S YU Table 13} 2}
F AUEE CO%F ammonias A3t BE oA U 5. S™sH|
5.0% otk CO,9| & AU == Bio-Rad Level 1|4 Z}z; 37N AAFE2] LoBL} LoD+= Table 59] 714815tk
5.39%, 5.28%%3 L, ammonia+ Bio-Rad Level Iof| 4] 2] & AU =7}
1098%, 10.18%THTable 1). i ’_é"
2. ziMty ok 53} FAh Agke] Aghe] 7|2 AR ARE A Fe
A5 7S I3 A Eoll A 7|eh x| 9} A/ S Ehelgt 3 HAtoln A=l Qe AAFE AlEsh SlsiAle Mze
23}, RE HARE ool QAHoR ofu] Qi WSlolH A1 TARAe E?Jé}i ARl 24 el 24317

%error7 | H5= allowable error H¢] Y2 HEA o] Z4140o]
g0 & 71|k Table 2).

3. By
7\ Alektte] G2 2R dhet SR 71971, 3
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o 21 71710l| tigt Aeket Hr1E Aaistojor stk ARES 2T
el =E Astst 7‘§A}7l7]°l cobas 8000 7025 Jﬂ7}o}oﬂ
t}. CLSI guidelineo]| 4] xﬂx@ 2 s, x}@
71&E FEst AAE 717120

CLSI guidelined]] T2 AU ® H7H= A7t
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Table 2. Linearity of the Roche-Hitachi cobas 8000 ¢702 Chemistry Autoanalyzer

cobas 8000-1

cobas 8000-2

Item Linear regression analysis Allgwable Linear regression analysis Allgwable

Ranges 9o error  Systemic error (%) Ranges 9o error  Systemic error (%)
Slope Intercept Slope Intercept

CA 0.458-22.255 1.001 -0.472 094 1.51 0.397-22.225 1 -0.432 0.86 1.51

Glu 1.93-744.77 0.995 0.38 0.60 5.00 1.90-743.10 1.001 0.22 0.40 5.00

CREA 0.4587-21.8975 1.0500 0.0846 5.40 7.50 0.4563-22.1215 1.0470 0.0789 5.00 7.50

UA 1.045-15.232 1.007 0.000 0.70 8.50 1.058-15.055 1.007 0.000 0.70 8.50

CHOL 4.05-822.40 0.992 0 0.80 5.00 4.13-824.55 0.989 0 1.10 5.00

TP 0.305-12.210 1.009 0 0.90 5.00 0.260-11.950 1.014 0 1.40 5.00

ALB 0.255-6.115 1 -0.003 1.30 5.00 0.135-6.160 0978 -0.001 2.70 5.00

AST 4.05-580.33 0.999 -0.02 0.50 0.75 3.92-576.23 0.991 0 0.90 0.75

ALT 3.15-379.63 1.004 0 0.40 10.00 3.85-379.42 1.003 0 0.30 10.00

ALP 2.60-1256.22 1.007 0 0.70 15.00 1.98-1246.95 1.01 0 1.00 15.00

B 0.075-25.023 0.961 -0.082 4.30 10.00 0.120-24.685 0.962 -0.078 4.10 10.00

P 0.230-18.725 0.999 0.005 2.00 6.00 0.220-18.642 1 0.004 1.90 6.00

BUN 2.00-114.52 0.999 -0.m 0.50 4.50 2.08-114.75 0.998 -0.06 0.30 4.50

GGT 3.08-1343.22 1.001 0.02 0.80 10.00 4.70-1294.33 1.013 0 1.30 10.00

DB 0.163-12.953 1.024 0.052 2.80 10.00 0.152-12.895 1.024 0.052 2.80 10.00

Na 78.55-177.35 0.991 490 0.29 1.16 79.00-176.55 0.995 0.78 1.03 1.16

K 1.598-9.838 1 -0.039 0.16 0.90 1.575-9.828 1 -0.022 0.40 0.90

Cl 57.45-136.45 0.99 0 1.00 2.50 56.70-136.60 0.991 0 0.90 2.50

CO» 3.250-48.033 1 -0.584 0.23 1.12 2.550-47.245 1 -0.977 1.95 1.12

MG 0.3772-5.3753 0.989 0 1.10 12.50 0.3868-5.3360 0.988 0 1.20 12.50

AMY 2.45-1442.35 1.026 0.0 2.60 15.00 2.13-1444.28 1.023 0 2.30 15.00

LIP 2.63-233.53 1.048 0 4.80 15.00 2.63-231.87 1.044 0 4.40 15.00

CK 5.93-1804.12 1.023 0 230 15.00 5.40-1791.02 1.022 0 220 15.00

LD 7.95-883.73 1.043 0 4.30 10.00 7.90-874.17 1.038 0 3.80 10.00

IRON 20.95-201.18 1.015 0 1.50 10.00 21.08-205.68 1.02 -0.64 1.70 10.00

TIBC 5.55-492.57 1016 0 1.60 12.50 14.73-507.15 0.993 0.27 1.10 12.50

TG 9.95-852.42 1.013 0.00 1.30 12.50 9.95-837.83 1.017 0 1.70 12.50

HDL 3.05-91.40 1.024 0 240 15.00 2.78-91.50 1.03 0 3.00 15.00

LDL 34.52-224.13 1.01 0 1.10 15.00 33.35-218.92 1.002 0.00 0.20 15.00

AMM 72.80-432.55 1.034 -5.43 2.10 15.00 68.40-467.35 1.009 -1.15 407 15.00

CRP -0.4846-23.0364 0.961 0.0985 3.70 10.00 0.4802-20.7972 1.085 -1.0251 5.00 10.00

CRP hs 0.0287-1.8235 1 0.045 0.50 1.00 0.0272-1.8010 1 0.0126 0.01 1.00

EO) Z e ao|Bnr Hrhs FE3] 71 7IRE 51t AAjEofok mte] 289 wotal CV7FH7 717100141 1098, 9.38 = 27} A %]

3o 2|43 209 o4 wH 28 A0 RS singlerun®. 9lont ol AIF RG] R SRR ddsfo] 20 WAyt

2 A F AUES ok 2 BN BAL A 048 o] Ao 2 T uld Ao TuEgicii. FAK 2

HhejatA] g 4 QIckar shgic ole] CLSI 712 mef 2090k il el Aol ) e Wk ol Ak ofh 2 2k ekl

5 S on Aot sl Jrid] 4S5 oldstol 4 o o]= thE 71719 A Haiep ke AvkE HYITH5, 0]

AL % oAt & Wol S Fto] HUE H7HE AN S rtelr) gistol A H7HEAL ARkl T

o} @% f%}Eﬂ T3 REU L WAL ARSIl e Sl ot mE Yol sfsted o

A Zhof 2 Aol & Kol ghgkem HolA|

T CO.9t %@«lo}—% ALt IE FEof|A] 5% nito. 2
3 Az} 9t} CO,9| HolA|Z=7} level 11 (mean, 1753D)0]A]

5.39%, 5.28%%3.01; level I (mean, 33.878)0)| 4+ H.5 5% o|s}=
S-S ke gholSlnk Y ore] F9-E(mean, 29.13)
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Table 3. Correlation of the Roche-Hitachi cobas 8000 ¢702 Chemistry Autoanalyzer

cobas 8000-1

cobas 8000-2

Test item Deming regression Deming regression
N Mean bias r N Mean bias r
Slope Intercept Slope Intercept

CA 62 1.18 -0.657 0.44 0.9932 62 1 -0.506 0.52 0977
Glu 60 0.989 249 0.80 0.9998 60 0.997 2.75 2.30 1.000
CREA 64 0.9950 0.0487 0.03 0.9991 64 0.9850 0.0165 -0.05 0.999
UA 60 1.045 -0.343 -0.05 0.9979 60 1.031 -0.271 -0.05 0.998
CHOL 64 0915 20.79 2.00 0.9930 64 0.963 10.64 2.60 0.994
TP 60 0976 0.113 -0.05 0.9825 60 0.994 -0.008 -0.04 0.982
ALB 56 0.947 0.461 0.25 0.9864 56 0922 0.584 0.27 0.988
AST 61 0.999 -3n -2.80 0.9998 61 0.982 -3.38 -4.90 1.000
ALT 62 1.008 -2.26 -2.20 0.9996 62 0.996 -2.07 -2.20 1.000
ALP 60 1.161 -3.24 12.00 0.9988 60 1.147 -3.09 11.00 0.999
B 62 0.999 -0.1 -0.10 0.9990 62 1.006 -0.099 -0.06 0.999
P 60 0973 0.021 -0.08 0.9957 60 0.961 -0.001 -0.15 0.987
BUN 62 0.985 2.53 190 0.9994 62 0.98 2.68 3.50 0.999
GGT 64 1.294 -0.36 23.00 0.9994 64 1.305 -124 23.00 0.999
DB 64 1.482 0.104 0.60 0.9978 64 1.495 0.099 0.60 0.998
Na 64 1.059 -6.86 1.50 09773 64 1.08 -9.8 1.50 0.984
K 63 0.993 0.059 0.03 0.9975 63 1 0.02 0.02 0.997
Cl 63 0.928 3.52 -4.30 0.9709 63 0.87 9.25 -4.90 0975
CO;, 59 0.998 -0.659 -0.70 0.9893 59 0.999 -0.899 -0.90 0.992
MG 64 0971 -0.0305 -0.10 0.9935 64 0.941 0.0335 -0.Mm 0.993
AMY 64 0941 0.51 -4.60 0.9993 64 0.947 0.88 -3.80 1.000
LIP 53 1.729 -10.21 23.00 0.9970 53 1.753 -10.44 24.00 0.997
CK 60 0.931 1293 -17.00 0.9990 60 0.937 1.27 -20.00 0.999
LD 62 0.997 23.21 23.00 0.9763 62 0977 26.43 23.00 0974
IRON 64 0.953 1.87 -4.50 0.9990 64 0.961 1.43 -3.70 0.999
TIBC 64 0.965 -2.41 -12.00 0.9952 64 0.926 1.41 -18.00 0.991
TG 64 0919 139 3.50 0.9965 64 0.903 14.49 1.30 0.997
HDL 64 1.074 -0.08 3.20 0.9897 64 1.082 -0.31 3.50 0.989
LDL 64 1.051 0.71 6.50 0.9989 64 1.031 0.7 4.00 0.999
AMM 47 0.983 -25.87 -27.00 09219 47 0.963 -2594 -28.00 0927
CRP 75 0.708 0.1455 -0.80 0.9956 75 0.718 0.1589 -0.60 0.996
CRP hs 47 0.995 -0.008 -0.01 0.9983 47 0977 -0.0051 -0.02 0.998
Table 4. Carryover of the Roche-Hitachi cobas 8000 ¢702 Chemistry Bl OF7F W AFA|4r 712 ZEX|E CLIA 889 criteria for accept-
Autoanalyzer able performance% tQlsle] AlARE EP evaluator] E-A1A3} AF

Test item cobas 8000-1 (%) cobas 8000-2 (%)
AST -0.017 0.007

ALT -0.02 -0.039

LIP 0.021 -0.131

CK -0.018 -0.05

LD 0.041 -0.035

IRON 0.417 0.481

LDL 0.213 -0.216

CRP hs 0.028 -0.194

5lo] =8 AFHAS HQITh Cobas 1 7]7]2] Chloride= r=09709,
cobas 2 7]7]19] LD+= r=097372 09752} 24t x}o|& Hql,

ammonia= 5 7]7] B r=09219, 092652 T A} o] H]
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Table 5. Detection limits of the Roche-Hitachi cobas 8000 ¢702
Chemistry Autoanalyzer

cobas 8000-1 cobas 8000-2

Test item Unit

LoB LoD LoB LoD
CA mg/dL 0.13 0.52 0.1 0.53
Glu mg/dL 041 467 1.72 467
CREA mg/dL -0.25 -0.18 -0.26 -0.17
UA mg/dL 0.04 0.26 0.02 0.26
CHOL mg/dL 061 578 045 522
TP gldL -0.03 0.28 0.14 036
ALB gldL 0.07 0.18 0.19 0.24
AST U/L 255 465 239 420
ALT UL 237 3.71 2.80 477
ALP u/L 192 7.38 0.12 578
T8 mg/dL 0.05 0.06 0.06 0.05
P mg/dL 0.03 0.21 0.07 0.23
BUN mg/dL 0.22 2.25 0.56 1.56
GGT u/L 1.05 3.15 0.71 3.06
DB mg/dL 0.03 0.03 0.02 0.07
Na mmol/L 455 9.49 6.24 10.10
K mmol/L 0.13 0.29 0.13 0.26
cl mmol/L 5.45 7.64 572 7.63
O, mmol/L 1.73 1.28 071 106
MG mg/dL 0.06 0.15 0.06 0.15
AMY UL 0.40 447 1.12 521
LIP u/L 0.32 287 0.56 3.15
CK UL 2.17 991 .11 8.76
LD U/L 291 10.13 899 10.16
IRON pg/dL 1.76 697 334 6.39
TIBC pg/dL 12.71 2273 2204 2264
6 mg/dL 0.52 6.80 0.40 7.21
HDL mg/dL 033 174 148 1.62
LDL mg/dL 0.63 2.79 0.46 281
AMM pg/dL 4.28 598 3.76 576
CRP mg/dl 0.00 0.05 0.00 0.05
CRP hs ma/dl 001 0.06 0.00 0.06
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H7HE 8] A=k Axde] =391 Lyphocheck (Bio-Rad

Laboratories Inc., USA) Level I, IS A}8-5}9131, 2414 7S 9
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3f| Validate (Marine Standard Company, USA)& A-8-5}31t}. 7]
ZH] Unicel DxC (Beckman Coulter, USA)2}0] AVt H7lofl+=
B2 AAE AHg 3k

Znk: Quks}st 31 AL HE 5 CO,9F ammonia S A Q3 HAME
H0] T AU 04-4.1%%0L, Bs A GE2 HeR F8
3 #I91o]4 AAIAL Lrehiglch Unicel DxCe}o] Ak & Al
AG 0921-1.000L. 2 94251931, HA 7+ AALPE-LS -0.216-
0.481%%1ck.
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