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

Select LotNo : | BAL116N (2022-04-26 ~ 2100-12-31) v [ Change |
Print Table
| Lab037 |
‘ | Control N ‘ Control D
| QC Control Lot No. | BAI1116N | BA1116D
Duration of the Analyzin; Month CUM Month CUM
yzng (2023/10) (2023/07/28~2023/10/31) (2023/10) (2023/07/28~2023/10/31)
| Runs (N) | 2 | 6 \ 2 \ 6
| Mean (U/gHb) | 145 | 14.1 | 46 | 4.5
| SD | - | 0.5 \ - \ 0.1
| CV (%) | - \ 3.5 | - \ 22
| Target Value (U/gHb) [ 128 | 12.8 [ 42 | 42
| Total Error (%) | - | 172 \ - \ 11.6
| TEa (%) [ 20 | 20 [ 20 | 20
| o - 24 . 58
Bias (%) = ( | Mean - Target | ) / Target ] x 100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)
Month :[2023 v (10 v |(change| ; Cumulative: from 2023 v |07 v (28 v]to[2023 v (10 v (31 v| Change |
[TOP]
Control N and Control D SDI
QC Chart
Lot No.: BA1116N ; Duration : 2023-07-28 to 2023-10-31 ; Target : 12.8 ; SD : 1.28
Lot No.: BA1116D ; Duration : 2023-07-28 to 2023-10-31 ; Target : 4.2 ; SD : 0.42 Lab037
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Control N SDI QC Chart
Lot No.: BA1116N ; Duration : 2023-07-28 to 2023-10-31 ; Target : 12.8 ; SD : 1.28 Lab037
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Control D SDI QC Chart

Lot No.: BA1116D ; Duration : 2023-07-28 to 2023-10-31 ; Target : 4.2 ; SD : 0.42
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Peer Group Statistics (Table 1)

Select LotNo : | BA1116N (2022-04-26 ~ 2100-12-31) v | Change |

Select Reagent Kit : [5 - Medicon v J[ ChangeJ

‘ Monthly |
Month : 2023 v (10 v | Change |
| | | Control N (Lot No.: BA1116N) [ Control D (Lot No.: BA1116D)
. " Re;gte n Target | Mean nfor CV TE |TEa Target | Mean |n for CV| TE |TEa
UnitID 1 0 0 0 SD|, 0 () o
(Code) 1 |(V/EHD) (U/gHb) Mean >0 (%) | (%) | %) (U/gHb) (U/gHb) Mean |~ (%) (%) |(%)
[Lab027 | 5 [ 128 [ 155 [ 4 [0.7[45[30.1[20 02[[ 42 [ 51 [ 4 J0.4[7.837.1]20 0.2
[Lab033 [ 5 [ 128 | 154 | 4 [03[1.9242[20 02[[ 42 [ 45 | 4 [0.4[8.9[249/20 [1.4
[Lab037 [ 5 [ 128 | 145 [ 2 [-[-[-J20[-[ 42 [ 46 | 2 [-[-[-]20]-
| Total | - [s2 [0 Joe3o - [ - [ -] - | 48 [ 10 Jo4[83] - - |-
Bias (%)=[(|Mean-Targetl)/Target]x100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)
[TOP]
‘ Cumulative |
Cumulative : from 2022 v |06 v |[01 v to[2023 v (10 v (31 v |Change]
| | | Control N (Lot No.: BA1116N) [ Control D (Lot No.: BA1116D)

. ¢ Re;glte n Target | Mean |n for D CV|| TE |TEa Target | Mean |n for D CV||TE |TEa
UnitlD (Codey  |(U/8Hb) (U/ghb) Mean > (%) (%4) | (%4) ° | l(UlgHb) |(U/gHb) Mean > (%) | (%) (%) | ©
[Labo18 | 5 [ 13.6 | 138 [ 113 [04[29(73 (20 [>6 [[ 43 | 44 [113 [0.1[23[6.9[20 [>6
[Lab027 | 5 [ 128 | 149 | 59 [0.8[5427.1/20 [0.7][ 42 | 48 [ 59 [0.4[83[31.0/20 0.7
[ Lab033 | 5 [ 128 | 160 | 13 [0.7(4433.8/20 |-1.1[[ 42 | 48 |13 [0.3]6.326.8/20 0.9
[Lab037 [ 5 [ 128 | 141 | 6 [05[35[172[20 28] 42 [ 45 [ 6 [0.1]2.2]11.6]20 [5.8
| Total | - [ 143 191 jo9fes| - [ - [ -] 46 [191 0365 - [ - [-

Bias (%) =1 ( | Mean - Target | ) / Target ] x 100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)
[TOP]

‘ Reagent Kit ‘Reagent Code
‘Medicon ‘5
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Peer Group Statistics (Table 2)

Select LotNo : | BA1116N (2022-04-26 ~ 2100-12-31) v | Change |

Select Reagent Kit : {5 - Medicon v }[ Change}

‘Control N Month vs. Cumulative |
| | | Control N (Lot No.: BA1116N)
| | | Month (2023/10) [ CUM (2022/06/01~2023/10/31)

. ¢ Reagent Kit| Target | Mean |n for CV| TE [TEa Target | Mean |n for CV| TE [TEa
UnitlD = ey * |(U/gHb) [(U/gHb) Mean SPlon) %) %) © | [(Uletib) (U/eHb) Mean |2 (%) | (%) | (%) | ©
[Lab01g8 | 5 | 136 | o[- - [ 136 | 138 [113 [0.4[29[7.3]20 [>6
[Lab027 | 5 | 128 | 155 | 4 f\45\301\2o]02ﬂ 128 | 149 [ 59 [0.8[5.427.1[ 20 [0.7
| Lab033 | 5 || 128 | 154 | | 160 | 13
[Lab037 | 5 | 128 | 145 | 2 f\ | - \20] [ 128 [ 141 [ 6 [05[3.5[17.2[20 [2.8
[ Total | - | - [ 152 [10 o639 - [ - [-[] - [ 143 [191 [09[63] - [ - |-

Bias (%) =1 ( | Mean - Target | )/ Target ] x 100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)]/ CV (%)

Month : (2023 v [10 v |/ Change| Cumulative : from|2022 v [06 v 01 v to[2023 v [10 v (31 v |Change |
[TOP]
‘Control D Month vs. Cumulative |
| | | Control D (Lot No.: BA1116D)
| | | Month (2023/10) [ CUM (2022/06/01~2023/10/31)

) ¢ Reagent Kit| Target | Mean |n for D CV/|| TE |TEa Target | Mean ||n for SD TE |TEa
UnitlD = | eyt |(UlgHb) [(U/gHb) Mean °° (%) (%) (%) | © | |(UrgHb) |(U/gHb) Mean % %) (%)
[Labol8 [ 5 [ 43 [ - [ o [-[-[-T(20[-[] 43 | 44 [113 )0 ]7\23‘69‘20’76
[Lab027 | 5 [ 42 [ 51 [ 4 J04[78[37.1[20 [02[] 42 | 48 [ 59 [0.4[8.3[31.0[20 [0.7
[Lab033 [ 5 [ 42 [ 45 | 4 [04[8949[20 [14[] 42 [ 48 | 13 [0.3[6.3[26.8[20 0.9
[Lab037 | 5 [ 42 [ 46 [ 2 [-[-[-T20[-[] 42 | 45 [ 6 [o.1]22]11.6[20 5.8
| Totl | - | | 48 [ 10 Joafs3] - [ - [-[] - | 46 [1o1josf6s] - |- |-

Bias (%) =1 ( | Mean - Target | )/ Target ] x 100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)

Month : (2023 v /(10 v | Change Cumulative : from 2022 v|(06 v (01 v|to[2023 v|(10 v [31 v||change

[TOP]
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