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
Y4Ng 1 (2018/04) | (2018/03/01~2018/04/30) | (2018/04) | (2018/03/01~2018/04/30)
\ Runs (N) 1| 26 [ 1 26
\ Mean (U/gHb) 151 | 15.2 [ 37 ] 3.6
\ SD 08 | 0.8 |01 | 0.2
\ CV (%) 53 | 5.3 |27 5.6
| Target Value (U/gHb) 142 | 14.2 | 33 | 3.3
\ Total Error (%) 169 | 176 | 175 | 20.2
\ TEa (%) 20 | 20 | 20 | 20
\ o 26 | 2.4 | 29 | 1.9
Bias (%) = [ (| Mean - Target| ) / Target ] x 100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)
Month : 2018 04 Change ;. Cumulative : from 2018 03 01 to 2018 04 30 Change
[TOP]
Control N SDI QC Chart
Lot No.: AC1203N ; Duration : 2018-03-01 to 2018-04-30 ; Target : 14.2 ; SD : 2.6 Lab028’
Lab028
+3 5.0,
+2 5.0,
+1 S.D.
. ] ) ) . . . ) .
Target s . ° * - o ° . . . . . . . .
-1 S.D.
-2 S.D.
-3 S.D.
Date 03-01 03-02 03-03 03-06 03-08 03-10 03-13 03-15 03-17 03-20 03-22 03-24 03-27 03-29 03-31 04-05 04-07 04-10 04-12 04-14 04-17 04-19 04-21 04-24 04-26 04-28

Month : 2018 04 Change ; Cumulative : from 2018/ 03 01 to 2018 04 30 Change
[TOP]
Control D SDI QC Chart

Lot No.: AC1203D ; Duration : 2018-03-01 to 2018-04-30 ; Target : 3.3 ; SD : 3.1 Lab028
Lab028

+3 5.0,

+2 S.D.

+1 S.D.

Target = n u] n o o n o n n n o = = n ul n n n n a n n n
-1 5.D.

-2 S.D,

-3 S.D.

Date 03-01 03-02 03-03 03-06 03-08 03-10 03-13 03-15 03-17 03-20 03-22 03-24 03-27 03-29 03-31 04-05 04-07 04-10 04-12 04-14 04-17 04-19 04-21 04-24 04-26 04-28

Month : 2018 04 Change

Cumulative : from 2018 03 01 to 2018

04 30

Change



Control N and Control D SDI

QC Chart
Lot No.: AC1203N ; Duration : 2018-03-01 to 2018-04-30 ; Target : 14.2 ; SD : 2.6 (o)
Lot No.: AC1203D ; Duration : 2018-03-01 to 2018-04-30 ; Target: 3.3;SD:3.1 (o) Lab028
Lab028
+3 S.D.
+2 5.0,
1 5.0, . * ° . . . . ° . . . * * *
Target e n a n ] u] ul ] n n n n E = g n n 2 n n ul I} L} n n 9
-1 S.D.
-2 5.0,
-3 S.D.
Date 03-01 03-02 03-03 03-06 03-08 03-10 03-13 03-15 03-17 03-20 03-22 03-24 03-27 03-29 03-31 04-05 04-07 04-10 04-12 04-14 04-17 04-19 04-21 04-24 04-26 04-25

Month : 2018 04 Change ;. Cumulative : from 2018} 03 01 to\2018\ 04 30 Change

[TOP]



Peer Group Statistics (Table 1)

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

Select Reagent Kit : |5 - Medicon

Month:

Monthly

v| Change |

Print Table 1

| Control N (Lot No.: AC1203N)

Il

Control D (Lot No.: AC1203D)

. ¢ Re;%f n Target | Mean | n for CV/| TE | TEq Target || Mean ||n for CV | TE ||TE4
UnitID £ (U/gtib)|(U/gHb)|Mean|> o)) )|l © ||[l(U/eb)lUretiv)Mean|>2f <6) | o) [0)]| ©
(Code) *
[Lab020 [ 5 | 142 J[ 149 | 4 Jrofe.7]184]20]22]][ 33 ][ 34 | 4 Jo.1][2.9]8.9][20][5.9]
[Labo2l [ 5 ][ 123 J[ 156 | 4 Jo.2[1.3]29.4[ 20 ]F5.3][)[ 2.8 | 40 | 4 ]Jni]p7.5[97.9[20]}0.8]
[Labo2s | 5 ][ 142 | 151 ] 11 Jog[5.3]t6.9] 20 [2.6][ 33 | 3.7 [ 11 Jpo.1][2.7]17.5][20][2.9]
[ Towl [ - T - J[152 [ 19 JosgI[s3][- - J[-J0L_- [ 37 J[19 Josfus.s[ - J[- -]

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 ][04 V|[30 V]| Change |
| | I Control N (Lot No.: AC1203N) i Control D (Lot No.: AC1203D) |
Reagent
. - Target | Mean | n for CV/| TE | TEq Target || Mean ||n for CV | TE |TE4
UniD £ B purgtbyMean| > ©6) | o) © [[retb)Uigtb)Mean| > o) o) )] ©
(Code)l(g )[|(U/gHb)[Mean(|™ (%) (%0) || (o) (U/gHDb)|((U/gHb)Mean| ™| (%0) || (%0)|[(70)

[Labo19 [ 5 ][ 148 J[ 14.9 ] 30 Jo.7[4.7]to.1] 20 J[4.1][][ 3.4 ][ 3.6 ] 30 Jo.6][16.7]39.2][20][0.8]
[Labo20 [ 5 ][ 142 | 152 ] 16 Jo.53:3]13.6] 20 [39][ 33 [ 34 ][ 16 Jpo.1][2.9]8.9][20][5.9]
[Lab021 |[ 5 [ 123 J[ 154 | 7 Jo3|[roleo.aj 2027 28 ][ 3.7 | 7 Jo-8|21.6]75.4] 20]F0.6]
[Labo2e || 5 ][ 146 J[ 147 | 16 Jo.5[3.4][7.5]36][>6]] 3.2 | 32 | 16 Jo.1[3.1]6.3][36][>6]
[Labo2g |[ 5 ][ 142 |[ 15.1 | 49 Jo.9e.o]18.3] 20 23] 3.3 | 3.6 | 49 Jjo.2|5.6]20.2] 20][1.9]
[Lab037 [ 5 ][ 12.6 | 157 ] 15 Jo.3|[3.2]prof 20 JFr4|][ 3.0 ][ 3.5 | 15 Jo.1][2.9]22.4[20][1.1]
Lab041 5 128 | 129 | 1 - T20] - 20 | 32 ] 1 -] - ][20] -
Total - - 150 34 ]o8l53] - - I0- 0 - 3.5 |34 o4 - ] -1 -
Bias (%)=[(|Mean-Target|)/Target]x100%

TE : Total Error(%) = Bias (%) + 2 x CV (%)

o (Sigma) = [TEa% - Bias (%)] / CV (%)

[TOP]
| Reagent Kit |IReagent Code|
|Medicon ||5 |




Peer Group Statistics (Table 2)

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

Select Reagent Kit : |5 - Medicon v| Change |

Print Table 2

Control N Month vs. Cumulative

Control N (Lot No.: AC1203N)
Month (2018/04) I CUM (2014/02/01~2018/04/30)
¢ [ReagentKit|| Target | Mean | nfor sp||CV|| TE [ TEa Target || Mean | n for | )|CV|| TE | TEa
UnitlD =1 00 4e) £ ||(U/gHb) | (U/gHD) [Mean||>~||%)]| (%) || %) | © |||[(U/gHb)(|(U/gHb) [Mean|>~[lco)|| %) || (%) ©
(Looo | 5 J 148 | - J o J- - -J2o] - JJ_ 145 ][ 145 ] 30 Jo|az]i01]20 1]
[Labo20 [ 5 ][ 142 | 149 | 4 Jo|[6.7][18.4[ 20 [2.2][][ 142 ][ 152 | 16 ][0.5][3.3][13.6][20][3.9]
Labo2l |5 | 123 | 156 | 4 Jjo2|[1.3][29.4/[ 20 [-53][][ 12.3 ][ 15.4 | 7 ]j0.3][1.9][29.1][ 20 ]]-2.7]
[Laboz |5 [ 146 | - J o J-J- |- I ] - ]I 126 ][ 127 ] 16 Jos|54]75 36 |>e]
[Labo2g [ 5 ][ 142 | 151 | 11 Jjo.8|[5.3][16.9][ 20 2.6][][ 142 ][ 15.1 | 49 ]j0.9][6.0][18.3][20][2.3]
(Lot |5 [ 126 | - Jlo J-J-J - Jzo - U126 ] 157 ] 15 Jos|s2]pLo| 2014
[Laboal | 5 J[ 128 [ - o J[-J-J - Jf20] - i 128 J[ 129 [ 1 J[-][- ][ - J[20][ -]
[ Toat [ - ] - [ 152 ][ 19 Josfls3) - J- - J0C - ][ 150 134 Jo.8)[s.3][ - - [ -]

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

Month : Cumulative : from [2014 v|[02 V| [01 V] to [2018 V][04 V][30 V][ Change |

[TOP]
Control D Month vs. Cumulative
| | | Control D (Lot No.: AC1203D) |
| I I Month (2018/04) Il CUM (2014/02/01~2018/04/30) |
UnitD * Reagent Kit|| Target | Mean | n for S_D CV | TE ||TEa o I Target || Mean ||n for D CV| TE ||TEa o
“ || (Code) * |[(U/gHb)||(U/gHb) ||Mean (%) || (%) ([(%) (U/gHb)||(U/gHb)|Mean (%) | (%) 1| (%)
Lab019 5 3.4 - o - - 2ol =10 34 3.6 | 30 ]j0.6]16.7[39.2|[ 20 [ 0.8
Lab020 5 3.3 34 | 4 Joa][29]8.9]20]59][][ 33 34 | 16 ]0.1]2.9][8.9][ 20 |5.9
Lab021 5 28 | 40 | 4 Jaj7sfo7.920]-08[[ 28 | 3.7 ][ 7 Jjo.8[21.6][75.4] 20 [-0.6
Lab026 5 3.2 - o (-0 -1 -6l -0l 32 ][ 32 ] 16 Jo.a]3.1][6.3][36 | >6
[Lab028 |5 [ 33 | 37 ] 1t Joa][2.7]17.5][20][2.9][J[ 33 [ 3.6 ][ 49 Jjo2] 5.6]20.2 20 ]1.9]
[Labos7 [ 5 ][ 30 - o Jf-10- - Jao]f-JC 30 [ 35 15 Jouj2.9]2420]11]
[Laboar I 5 [ 29 | - Jolf-0f-J-Jfzof -JiC 29 J[ 32 J[ v J[-] -] -J20]-]
[ Towl [ - [ - [ 37 [roJosjpssf - - J[-JOC - 1 35 J[134 Joafuuaf - [ - -]

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

Month : [2018 v|[04 V|| Change |  Cumulative : from [2014 v|[02 v|[01 V|t0[2018 V| [04 v|[30 V]| Change |

[TOP]

| Reagent Kit |Reagent Code]
IMedicon II5 |
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