QC Chart of Internal Quality Control (IQC)for G6PD Quantitative Test

Select LotNo : AC1203N (2014-01-01 ~ 2100-12-31)  Change

Print Table
| Lab028 |
| | Control N | Control D
] QC Control Lot No. ] AC1203N ] AC1203D
Duration of the Analyzin Month cum Month cum
Y2INg 1 (2018/08) |  (2018/07/01~2018/08/31) | (2018/08) |  (2018/07/01~2018/08/31)
] Runs (N) 13 26 13 26
| Mean (U/gHb) | 150 | 15.1 | 36 | 3.6
] SD 09 | 0.9 02 | 0.2
| CV (%) | 60 | 6.0 | 56 | 5.6
| TargetValue (U/gHb) | 142 | 14.2 |33 | 3.3
] Total Error (%) . 176 | 18.3 | 202 | 20.2
| TEa (%) 20 | 20 20 | 20
] o l24 | 2.3 19| 1.9
Bias (%) = [ (| Mean - Target| ) / Target ] x 100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)
Month : 2018 08 Change ; Cumulative:from 2018 07 01 to 2018 08 31 Change
[TOP]
Control N SDI QC Chart
Lot No.: AC1203N ; Duration : 2018-07-01 to 2018-08-31 ; Target : 14.2 ; SD : 2.6 Lab028
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| Control D SDI QC Chart
Lot No.: AC1203D ; Duration : 2018-07-01 to 2018-08-31 ; Target : 3.3 ; SD : 3.1 Lab028
Lab028
+3 5.0,
+2 5.0,
+1 5.0,
Tarxat n n n n n = n n n n n n = n n n n = n n n n n n [m] o
-1 5.D.
=2 5.D.
=3 5.D.
Date 07-03 07-05 07-07 07-10 07-12 07-14 07-17 07-20 07-21 07-24 07-26 07-26 07-31 08-02 08-04 08-07 08-09 08-11 08-14 08-17 08-18 08-21 08-23 08-25 08-28 08-30
Month : 2018 08 Change ; Cumulative:from 2018 07 01 to 2018 08 31 Change
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Control N and Control D SDI

QC Chart

Lot No.: AC1203N ; Duration : 2018-07-01 to 2018-08-31 ; Target: 14.2;SD:2.6 ( e)

Lot No.: AC1203D ; Duration : 2018-07-01 to 2018-08-31 ; Target : 3.3 ; SD : 3.1 (o)

Lab028
+3 5.0,

+2 5.0,
+1 5,0,
Target
-1 5,0,
=2 5,0,

-3 5.0.

Date

Lab028

oe
o e
oe
Oe

07-03 07-05 07-07 07-10 07-12 07-14 07-17 07-20 07-21 07-24 07-26 07-28 07-31 08-02 08-04 08-07 08-09 08-11 08-14 08-17 08-18 08-21 06-23 08-25 08-28 08-30

Month : 2018 08

Change

Cumulative : from 2018 07 01 to 2018 08 31

Change

[TOP]




Peer Group Statistics (Table 1)

Select LotNo : |AC1203N (2014-01-01 ~ 2100-12-31)

Select Reagent Kit : |5 - Medicon

Month (2678 v][08 v change |

Monthly

v| Change |

vl Change |

Print Table 1

| | Control N (Lot No.: AC1203N) i Control D (Lot No.: AC1203D)
Reagent
. : Target | Mean | n for CV/| TE |TEa Target || Mean ||n for CV||TE
UnitD | B ity [Mean| P2l %) [ UlgHb)|(U/gHb)[Mean>2|%)|[(%
(Code)l(g )[|(U/gHb)[Mean(|™ (%) (%0) [|(“o) (U/gHb)|(U/gHb)|[Mean||™|(%)||(“0)
Lab022 [ 5 144 | 141 | 5 Jo42.8][7.8]20]>6]][ 33 ][ 32 ][ 5 Jo.3][9.4]p1.8] 20
[Lab028 || 5 ][ 142 | 150 | 13 |.|60||176|| 20 4] 33 ][ 36 |13 |-|56||202|| 2019
[ Towl [ - J[ - J[ 148 [ 18 Josf6a] - [ - [-JIL - ][ 35 ][ 18 Jo.3][8.6] -

|
TEa|
(%)
1§

-]

Bias (%) = ( | Mean - Target | )/ Target ] x 100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)

o (Sigma) = [TEa% - Bias (%)] / CV (%)
[TOP]
Cumulative
Cumulative : from|2014 v|[02 v|[01 v|to [2018 v||08 \v||31 v|| Change
| | | Control N (Lot No.: AC1203N) il Control D (Lot No.: AC1203D) |
Reagent
. - Target | Mean ||n for CV/| TE |TEq Target || Mean |[n for CV| TE |TEa
UnitD £ By urgtib|Mean| ol @) [6)]| © [ lreim|urgtv)MeanS2) @)l @) [0 ©
(Code)!( gHb)||(U/gHb)([Mean||~ ~||(%)|| (“0) ||(%0) (U/gHb)|(U/gHb)(Mean||™"|((%) || (%) (%)
[Labo1o 5 ][ 148 | 149 [ 30 Jo.7[4.7]roa][20][4.1][] 3.4 | 3.6 ][ 30 Jo.6|[16.7[39.2][20[0.8]
[Lab020 [ 5 ][ 142 | 157 ][ 29 Jo-g[5.1]zo8[ 20 J[to][ 3.3 ][ 3.5 [ 29 Jo2|[5.7][17.5][20][2.4]
Lab021 5 123 [ 155 | 12 Jo.5[3:2]32.5][20 |F1.9[] 2.8 45 ] 12 |[r.1]4.4]109.6] 20 |}1.7
Lab022 5 144 | 14.6 || 18 |0.5]3.4][8.2][20||5.5|[] 3.3 33 | 18 6.1/12.1 20 (3.3
[Labo26 || 5 ][ 146 | 147 [ 16 Jo.3[3.4[75][36][>6 ][ 32 ] 32 | 16 |.|31|| 6.3 |[ 36 ||>6|
[Labo28 |5 ][ 142 | 151 J102]o.8[5.3]16.9[20][2.6][ 3.3 | 3.6 ][ 102]0.2[5.6][20.2][20][1.9]
[Lab037 || 5 | 126 || 157 || 15 ||3.2||31.0|| 20 L4 3.0 [ 3.5 ][ 15 Jo.1][2-9][22.4][20][1.1]
[Laboal [ 5 J[128 ][ 129 [ 1 ][-]- ||20 || 029 J[ 32 J[ 1 |- - - J20]-]
| Total J| - | - [ 151 [[223]08 |l|53|| L - [ 3.6 (223 Jodra)l - 3
Bias (%)=[(|Mean-Target|)/Target]x100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)
[TOP]
| Reagent Kit IReagent Code|

Medicon
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Peer Group Statistics (Table 2)

Select LotNo : [AC1203N (2014-01-01 ~ 2100-12-31) _v| Change |

Select Reagent Kit : [5-Medicon v Change |

Control N Month vs. Cumulative
| | I Control N (Lot No.: AC1203N) |
| | I Month (2018/08) Il CUM (2014/02/01~2018/08/31) |
UnitiD £ Reagent Kit | Target | Mean || n for D CV|| TE (|TEa - I Target || Mean || n for SD CV|| TE ||TEa -
“ || (Code) t || (U/gHb) || (U/gHb) || Mean (%)|| (%) |[ (%) (U/gHb) || (U/gHb) || Mean (%)|[ (%) || (%)
| Lab019 || 5 148 0 - QLo -1 -10- 200 -1[ 148 ][ 149 ][ 30 Jo.7]4.7][10.1][20 [4.1]
| Lab020 || 5 |12 | - Jfo [ -]-1-12]- ||j| 142 || 157 || 29 Jo.8]5.1][20.8] 20 | 1.9]
Lab021 5 12.3 - 0o - -0 - J20] -] 123 155 || 12 Jo.5]3.2][32.5][ 20 [-1.9
Lab022 5 14.4 14.1 5 Jo4]2.8][7.8 ][ 20 [>6][][ 144 146 | 18 [0.5/3.4|82] 20|55
Lab026 5 14.6 - o [-] -1 -136] -]l 146 147 | 16 [0.5]3.4|7.5]| 36 | >6
Lab028 5 14.2 15.0 | 13 Jo.9 60 176 20 [2.4][][ 142 15.1 ][ 102 Jo.8]5.3][16.9][ 20 | 2.6
| Lab037 || 5 | 126 || - Lo J-]-1-12]- ||]| 126 || 157 || 15 Jo.5]3.2][31.0] 20 [-1.4]
[Labodal || 5 | 128 | - Jo J-]- || 20 || 028 29 0t - - - Jfa0] -]
| Total || - || - | 148 | 18 ||0~9||61|| 00 - [ 151 (223 Jos[s3][ - [ - [ - |

Bias (%) = ( | Mean - Target | )/ Target ] x 100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)

Month : Cumulative : from [2014 ][02 v][01 V] to [2018 V][08 V] [31 V][ Change |

[TOP]
Control D Month vs. Cumulative
| I | Control D (Lot No.: AC1203D) |
| I | Month (2018/08) Il CUM (2014/02/01~2018/08/31) |
. ¢ ||Reagent Kit || Target | Mean || n for SD CV| TE ||TEa Target || Mean || n for D CV|l TE ||TEa
UnitlD = 46y £ || (U/gHb) || (U/gHb) || Mean > ||(%) | (%) |[ (%) || © || || (U/gHb) || (U/gHb) ||Mean |7 | (%) || (%) [0 ©
[[Lab019 || 5 34 I - o J-0-T -0 =000 34 I 36 ][ 30 Jfo.6]16.7][39.2 ][ 20 ][0.8]
[Labo2o 5 | 33 J[ - QLo J[-J[- - J20 - JC 33 ][ 3.5 29 Jo.2/5.7][17.5][20 |[2.4]
Lab021 5 2.8 - o - - -0 -] 238 45 | 12 ][1.1]24.4][109.6][ 20 |[-1.7
Lab022 5 3.3 32 5 J[0.3][9.4]21.8][ 20 J18][][ 3.3 33 18 J[o2] 6.1 12.1][20][33
Lab026 5 3.2 - o -00-T -6l -1l 32 3.2 [ 16 Jjo.1] 3.1][ 63 |[36 ][ >6
Lab028 5 3.3 3.6 [ 13 ][0.2][5.6]20.2][ 20 [1.9][][ 3.3 3.6 ][ 102 02 5.6][20.2][20][1.9
[Labos7 5 N30 J[ - Jro J[-J[- - J20-JC 3.0 ][ 3.5 15 Jo.1]2.9][22.4][20 |[1.1]
[Labodi 5 29 J[ - QLo J[-J[- - J2o]-JC 29 J[ 32 |t |- - - J[20] -]
[ Toal [ - [ - 35 J[18Jo3]s6] - ][ - [-JOC - [ 3.6 ][223 Jodfira[ - - -]
Bias (%)=[(|Mean-Target|)/Target]X100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)
Month : Cumulative : from [2014 v][02 v][01 V] to [2018 V][08 V] [31 V][ Change |
[TOP]

| Reagent Kit | Reagent Code|
Medicon |l5 |
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