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+ Size of Main Unit: 1030mm X 1150mm X 1270mm (WXDXH )

+ Weight : 284Kg

+ Sampling Modes : Cap Piercing or Micro Mode

+ Reaction Types : Clotting, Chromogenic, Immunoturbidometric, Agglutination
+ Number of Reaction Detectors : 20 Multi-wavelength, 8 Stirred

+ Capacity of Sampler Unit: 10X 10 samples racks

1. Physical Description of CS-5100
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1. Sample groups tested to compare results from CS-5100 and CS-2000;

Normal
Haemolysed
Icteric
Lipaemic

D-Dimers Positive
High Fibrinogen
Low Fibrinogen
Warfarin

Heparin (UF)
Heparin (LMWH )

n =230

n = 10 ( PlasmaHb 0.5-5.7g/L)

n = 20 ( Total Bilirubin up to 350 umol/L)

n = 40 ( Cholesterol up to 8.6 mmol/L)
( Triglycerides up to 9.4 mmol/L)

n =40 (>0.5 mg/L FEU)

n=10(>4.0g/L)

n=10(<15g/L)

n=20(INR>15)

n =10 (0.17-0.80 iu/mL)

n =10 (0.42-0.97 iu/mL)

LA Positive n=20
VWD n =39
Biochemical Plasma Hb Total Bilirubin Cholesterol Trig Lycerides
Reference Ranges (g/L) (umol/L) (mmol/L) (mmol/L)
<05 <17 3.60 -5.20 0.46 -1.88
3
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DX, MDA 2 & % FWI (CPN 5.6%, CPP7.1%) &
VWEF:RCo (CPN 6.3%, CPP9.9% ) THh 7.

# 2. CS-5100 inter-assay imprecision

62 X1

Control Min Max Mean SD CV(%)
Citrol 1 11.4 1.7 115 0.08 0.73
PT (s) Citrol 2 30.9 31.9 31.4 0.24 0.76
Citrol 3 53.4 55.5 54.5 0.44 0.81
Citrol 1 27.4 27.9 27.6 0.10 0.38
APTT (s) Citrol 2 50.2 51.6 50.8 0.30 0.58
Citrol 3 71.1 72.9 72.2 0.51 0.70
Fbg (g/L) CPN 2.22 2.60 2.38 0.09 3.96
CPP 0.70 0.82 0.75 0.03 0.04
FVI (%) CPN 77.8 98.4 87.3 4.89 5.60
CPP 26.4 35.4 30.9 2.18 7.08
CPN 76.8 108.0 92.2 5.83 6.32

. 0,
VWF:RCo (%) CPP 21.3 34.0 26.3 2.61 9.92
CPN 77.2 914 853 2.83 3.32
0,
FX (%) CPP 23.7 32.3 27.6 1.64 5.94
. 105. 7 2.14 214
AT (%) CPN 95.9 05.8 99

CPP 33.6 36.8 35.2 0.87 2.46
. Control 1 0.29 0.36 0.32 0.02 5.47
DDi (mg/L FEU) Control 2 2.54 2.92 2.71 0.09 3.48

PT:Prothrombin Time, APTT : Activated Partial Thromboplastin Time, Fbg:Clauss Fibrinogen,
FVII: Factor VI, VWF :RCo:Von Willebrand Factor Ristocetin Co-factor activity, FXI : Factor X,

AT : Antithrombin; DDi: D-Dimer, CPN =Control Plasma N, CPP = Control Plasma P

I -
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W CVEASRRD S 2AS, D4 HE MDA
e LCid, FEOHNTH 72", &b, BiE
FRIZ T > b a— )V IngE 2 52§ 2 B AR R L 72,
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(B) PT Warfarin and Normal Samples Only
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2. Comparison of CS-5100 and CS-2000; Prothrombin time, APTT and Clauss Fibrinogen results
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(B) FXI HIL Samples Only
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X 3. Comparison of CS-5100 and CS-2000; Factor VIII, Factor XllI, Antithrombin, and D-dimer results
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(A) VWF:Ag All samples
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(B) VWF:RCo All samples
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Broken line = Line of Identity

X 4. Comparison of CS-5100 and CS-2000; VWF antigen and Ristocetin Co-factor results
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Black Broken line = Line of Identity
Red Dotted line = cut-off for normality

5. Comparison of CS-5100 and CS-2000; VWF:RCo / VWF:Ag Ratios from VWD patients’ samples
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SUMMARY

We assessed the performance of a prototype high throughput coagulation system (CS-5100) from Sysmex
Corporation Japan, in parallel with their intermediate throughput CS-2000i. The new analyser has the advantage
of 20 multi-wavelength reaction detector positions as opposed to 10 on the CS-2000i, thereby approximately
halving the processing time of most batched assays. In our evaluation we assessed performance in clotting
(prothrombin time [PT], activated partial thromboplastin time [APTT], Clauss fibrinogen [Fbg], one-stage factor
VIII [FVII]) chromogenic (antithrombin [AT], factor XlII [FXIII]), immuno-turbidometric (D-dimer [DDi], von
Willebrand factor antigen [VWF:Ag]) and platelet agglutination based ristocetin co-factor (VWF:RCo) test systems.
For the FVIIl and VWF:RCo assays, all samples were tested using the multi-dilution analysis (MDA) utility, to assess
linearity and parallelism of the dose response curve to detect possible false results due to inhibitors or sample
activation. For all other assays a single point determination was made with automatic redilution if the relative
potency was outside the range of the standard curve. The CS-5100 methods showed good linearity and
reproducible standard curves, and gave low inter-assay imprecision using commercial normal (CV = 0.73 - 6.3%)
and pathological (CV = 0.04 - 9.9%) control plasmas (preparations tested 10 times on each of 5 days) . Good
correlations were observed between CS-2000; and CS-5100 using clinical samples in each of the test systems (PT,
APTT, Fbg, FVIII, FXIll, VWF:Ag, VWF:RCo, AT and D-Dimer. R* = 0.96 - 0.99), with no clinically significant
misclassification, and data points scattered closely around the line of identity. Our results demonstrated that
using the CS-5100 analyser, routine coagulation testing and specialised assays can be performed with satisfactory

imprecision and show good correlation with the CS-2000i.
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