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Instrument Parallel Results

Instruments Name CS-5100
Reagent Information R 2017-04-10 Acceptable Limit
APTT |Bias % | 10]
Lot No Exp. Date T-Test 0.05
Old Lot
New Lot 557200 Oct-17]
CS-5100 (1) CTS-5100 (2) Bias Bias %
APTT APTT APTT APTT
Sample ID: sec sec sec %
1 31.2 31.4 -0.2 -06
2 33.0 32.8 02 06 |
3 29.5 296 0.1 03]
4 31.1] 315 04 13
5 78.5] 78.2 03 04|
3 496/ 50.2] 06 12
7 53.7| 542 05 09
8 40.8 411 03 -07
9 38.3 39.2 09 23]
10 40,1 40.4 0.3 07| 4
11 27.3| 27.5 02 07|
12 31.5] 310 05 16 |
13 27.1] 27.0 0.1 04|
14 30.3 30.4 0.1 03
15 60.4| 60.7 03 05|
16 51.4 53.0 16 EXN
17 415 | [
18 25.2
19 37.3| J
20 31.7] /
N 20
Mean 39.5
SD 13.4
Min 252|
Max 78.5
Average of bias
correlation 0.999
T-Test 0
T-Test result ept T Blas Result Bocept |
' N )
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A ¢k Lot. Change Parallel Test

Lot Parallel Results
Instruments Name CS-5100(1)
Reagent Information LR 2017-04-10 Acceptable Limit
APTT Bias % 10
Lot No Exp. Date [T-Test | 0.05|
Old Lot 557221 Tay-18
New Lot 557209 OCt-17
New Current Bias Bias %
APTT APTT APTT APTT
Sample ID: sec sec sec %
1 31.2| 31.7 -0.5 -16 |
2 33.0 34.2 12 36
3 29.5 30.8 1.3 44
4 311 32.5 14 -45
5 78.5 83.1 46 59
3 49,6 45.6 40 8.1
7 53.7| 56.3 26 -48
8 40,8 2.8 2.0 -49
9 38.3 40.1 1.8 A7
10 40.1 41.4 1.3 32
11 27.3| 28.1 0.8 -29
12 31.5 328 13 41
13 27.1] 27.7 0.6 22
14 30.3 31.1 0.8 26
15 60.4 66.1 57 -9.4
16 51.4 53.9 25 49
17 41.5 445 3.0 72
18 25.2| 25.7 0.5 -20
19 37.3 37.1 02 05
20 317 315 0.2 0.6 |
N 20] 20] 20 20]
Mean 39.5 409 14 3.2
SD 13.4] 145 1.9 35
Min 252] 257 57 9.4
Max 78.5 83.1 40 8.1
Average of bias ) | 32
correlation 0.993
T-Test 0757
T-Test result Accept % Bias Result Accept
' e
APTT Parallel Results APTT bias Resulis
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Stromatolyser-INR

XE-2100(1), Open mode

H 94 unit

OLD NEW
T %Bias
Lot: ZAT008 Lot: ZA7021
I36CB0TYD 3.5 3.b 0.00
I36C406F0 5.8 5.9 5.36
136C30980 7 6.5 -7.14
I136C21QW0D 6.7 6.2 -7.46
036C21280 5. 5.5 7.84
3489 : ®%Bias £16%0°]3} ook #r},
o 7}
18) M : date sign
= # : date sign

2 HES] ! date sign
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1. 22 QC 82!z HZAst= Z2(CLSI C24, 4th ed.)
) 712US 22 A2(MZ AIERSH= ZA: 203 0|4 S50 TR, SDE AASICE
2) 712 QC 22 s=40] FAKSH 42 102(1Y 13]) S SH6IH EH2 AlMtsta, SD= 71&

WS S0l AI8et & HESIL

Ol O

St 59| CVe 28H ALHAM AFESHCE SD = CV X Mean / 100

3) 7IE QC X1} s=3i0| CHE Z2: 10Y(1Y 13)) St SE5t0 Ha AlLtsHe, 7t AL
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2. oSt HM7|0| AIREl= ME2E|2Z2(CLS| H26-A2): £57|710] &7| 2oy ctea} Z
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= K|t 3~671 &7t HO|AI(CV)E 0|28HE SD = CV X Mean / 10
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" (mean) X-= 2%

HFO| O] A (bias, X| %!, BE) = Z™Z(measured value) - £} (true value)

(é@?l- I*=I-7I-)

bias % = X 100
B (or SEUMHUSTEH2L)

O

H M X} (standard deviation, SD)

— X)2
o Jzu )
n—-1
B 0| H| 4= (coefficient variation, CV%)
CV= sD X 100
" Mean

H = AH|~=H| & (Coefficient of Variation Ratio, CVR)

7t AArAo| cv

CVR =

M2| T ZH(confidence interval) p=X + (A7} x \/iﬁ) e jz%gﬂ .




x ﬂ L »"'#‘\ _g_.' + ¢
T8 4 He|(PlEo| 58) = s e
Correlation(&2h) — 10f] 7171848 EMM

r(d2A ) -1<r<1

r2(Ad A ) r2>1

Regression (2]|7) Wd 4|

y= ax+b y = (HEH| X}, &52*)x + (RE AL, 712K}
& 2 X}(total error, TE) TE= |Bias| + 1.96 X SD == TE = %Bias +1.96 X CV

AH A S 2Kl (critical systematic error, ASec)

_ TEa — |%biasl
ASEc = ' —1.65
+1.645SD vs +1.96SD vs +2.576SD 90-95-99 rule
+1SD vs £2SD vs +3SD 68.27-95.45-99.73 rule

2 @X}:1-2S, 1-3S, R-4S
HE X} : 2-2S, 4-1S, 10X
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B =HAIX|=H (standard deviation index, SDI)

Hot AAEe AME - S& dAMd OF2 e

°P1 = S= JA 150 2 ER Good =0
HH.E 7| =H| & (Coefficient of Variation Ratio, CVR)
_ SF A4 (peer group) CV
CVR = -JF""' AT CV Good — 1
B .5 X| =% 4=t (Variance Index Score, VIS)
THHAAMNAE SHA| - SFEAE 2 (peer group)E+

variation (V) =

Vv

VIS = Ferwoi A= (ccvy

x 100 Good — 0
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v https://www.youtube.com/watch?v=6BsPf-0xpnE

v https://www.youtube.com/watch?v=ShpxMiQhbrE

v" hitps://www.youtube.com/watch?v=K_H1WTz7/XTA

® =™

v" hitps://veganbear.tistory.com/

e EBSi TSN &HE0 FH(EN, EEHAL MELX HE STEET)

v" hitps://www.youtube.com/watch?v=naJQNDMbViY



https://www.youtube.com/watch?v=6BsPf-0xpnE
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You Are Not Alone
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