Summary Report of IQC program for G6PD Quantitative Test - Medicon Group

- March 2021 -
|. The statistic results of all laboratories in this month
G6PD Control N Control D
(Lot No.:AH1220N) (Lot No.:AH1220D)
Labs 10 10
Received results number (n) 50 50
Median 14.2 (U/gHb) 4.4 (U/gHb)
Mean 13.8 (U/gHb) 4.3 (U/gHb)
SD 1.2 0.1
CVv 8.7% 9.3%
Range of G6PD 11.3 ~ 16.0 (U/gHb) 3.5~5.0 (U/gHb)
Range of Hb 1.9~25(g/dL) 2.0 ~3.3 (g/dL)

*The statistic results are calculated from all labs reported in this month
** G6PD Method = Medicon reagent kit, 37°C

I1. The distribution of G6PD reported for each lab in this survey
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QC Chart of Internal Quality Control (IQC)for G6PD Quantitative Test

Select LotNo : |AH1220N (2019-01-28 ~ 2100-12-31) _ +| Change
Print Table
| Lab034 |
| ‘ Control N | Control D
| QC Control Lot No. \ AHI220N | AH1220D
Duration of the Analyzin; Month cuM Month CuM
yzme (2021/03) (2020/10/01~2021/03/31) (2021/03) (2020/10/01~2021/03/31)
| Runs (N) | 4 | 26 [ 4 | 26
| Mean (U/gHb) 147 | 15.0 |47 4.6
| SD 14| 0.9 [ 03 | 02
| CV (%) 95| 6.0 [ 64 | 43
| Target Value (U/gHb) | 153 | 153 [ 52 | 52
| Total Error (%) 230 | 14.0 | 224 | 20.2
| TEa (%) 20 | 20 [ 20 | 20
| o 7 3.0 [ 16 | 2.0
Bias (%) = [ (| Mean - Target | ) / Target ] x 100%
TE : Total Error(%) = Bias (%) +2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)
Month : Change | ; Cumulative : from [2020 <] [10 -|[01 -] to [2021 ~][03 -|[31 -] | Change
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Control N and Control D SDI

QC Chart
Lot No.: AH1220N ; Duration : 2020-10-01 to 2021-03-31 ; Target: 15.3;SD: 0.8 (o)
Lot No.: AH1220D ; Duration : 2020-10-01 to 2021-03-31 ; Target : 5.2 ; SD: 0.4 (D) Lab034
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Control N SDI QC Chart

Lot No.: AH1220N ; Duration : 2020-10-01 to 2021-03-31 ; Target : 15.3 ; SD : 0.8
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Control D SDI QC Chart

Lot No.: AH1220D ; Duration : 2020-10-01 to 2021-03-31 ; Target : 5.2 ; SD : 0.4 Lab034
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Peer Group Statistics (Table 1)

Select LotNo : [AH1220N (2019-01-28 ~ 2100-12-31)

Select Reagent Kit : Change

~|' Change

Print Table 1
‘ Monthly |
Month : Change
] | | Control N (Lot No.: AH1220N) [ Control D (Lot No.: AH1220D)
’ UnitiD 1 Reagent Kit | Target Mean | nfor ’S7D CV | TE |TEa F‘i Target Mean | n for E CV | TE |TEa ’?
= | (Code) ! | (U/gHb) | (U/gHb) |Mean %) | (%) | (%) (U/gHb) | (U/gHb) | Mean %) | (%) | (%)

| Lab019 | 5 [ 150 | 143 [ 5 Jo3[21[89 20 [>6|| 46 | 43 [ 5 Jo1[23[11.2]20 [59
| Lab020 | 5 [ 133 | 141 | 4 Joe6[43[145[20 [33[[ 43 [ 44 [ 4 [00[00]23 20 [>6
| Lab028 | 5 [ 146 | 147 | 8 [03[20[48 20 [>6| 46 | 45 [ 8 [o1[22]66[20 [>6
| Lab032 | 5 121 | 121 [ 9 fos[41[83[20 [49[[ 35 [ 37 [ 9 [or[27]11]20 [53
| Lab033 | 5 [ 124 | 124 [ 4 Jos[40[81 20 [50] 39 [ 40 [ 4 [o1[25[76[20 [>6
| Lab034 | 5 [ 153 | 147 | 4 [14]9s5(230[20 [17[[ 52 [ 47 | 4 [03]64]224] 20 [16
| Lab037 | 5 153 [ 156 [ 2 [ - - [ -T2 -[] 52 | 46 [ 2 [-]- 120 [ -
| Lab043 | 5 [ 153 | 129 [ 4 Jo4[31[219]20 [14[[ 52 [ 43 | 4 [o02]47]266] 20 [0.6
| Lab049 | 5 [ 147 | 146 [ 5 Jo4[27]62 20 [>6| 49 | 47 [ 5 [o2[43[126]20 3.7
| Lab050 | 5 [ 138 | 141 [ 5 [o2[14[50[20 [>6[[ 43 [ 45 [ 5 [or[22]91 20 [>6
| Total | [ - [ 138 [s0 [12087 - [ - -] - | 43 [ 5 [o4[o3] - [ - [-
Bias (%) = | Mean - Target | ) / Target ] x 100%
TE : Total Error(%) Bias (%) +2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)

[TOP]

Cumulative |
Cumulative : from [2019 +||02 +||01 v|to|2021 -||03 |[31 | Change
| \ \ Control N (Lot No.: AH1220N) [ Control D (Lot No.: AH1220D)
, | Reagent Kit | Target Mean | n for CV | TE |TEa Target Mean | n for CV | TE |TEa

UnitlD =1 ogey | (Ulghb) | (UlgHb) | Mean |52 | %) | %) | (%) | © | | (Urghib) | (Urghb) | Mean | 5P| %) | %) | %) | ©
| Lab019 | 5 150 | 146 | 40 [03[21 6820 [>6[| 46 | 44 [ 40 [01[23[89 20 [>6
| Lab020 | 5 133 | 144 [ 50 [10]69 [222]20 [1.7] 43 | 45 [ 50 [03]67 [180][20 [23
| Lab022 | 5 138 | 124 [ 56 [07]56 [214]20 [1.8] 44 | 40 [ 56 [02]50 [19.1]20 22
| Lab028 | 5 | 146 | 146 | 53 [o4[27[55[20 [>6[] 46 | 46 | 53 [02[43[87[20 [47
| Lab032 | 5 C121 | 130 [ 121 1410829020 [12]] 35 [ 41 [ 121 [0.6]14.6 (464 20 [0.2
| Lab033 | 5 124 | 125 [ 99 Jo4a[32 7220 60 39 | 39 [ 99 [02]51 [103]20 [3.9
| Lab034 | 5 C153 | 151 [ 37 Jos[s3 11920 [35] 52 | 46 [ 37 [02]43 [202]20 2.0
| Lab037 | 5 153 [ 152 [ 49 Jo4l26 59 [20 [>6[| 52 | 47 [ 49 [02]43 [181[20 24
| Lab040 | 5 153 [ 151 [ 10 [os[33 (7920 [57]] 52 | s6 [ 10 [04]71 [220[20 [1.7
| Lab043 | 5 153 [ 129 [ 4 Joa[31 [219]20 [14a]]| 52 | 43 [ 4 [02[47 [266]20 [06
| Lab047 | 5 127 | 126 [ 13 Jo2[16 40 [20 [>6[[ 40 | 40 [ 13 [o1[25[50[20 [>6
| Lab049 | 5 147 | 143 [ 34 Jo6[42 [1n1[20 [41]] 49 | 47 [ 34 [04]85 [21.1[20 [1.9
| Lab050 | 5 138 | 142 [ 16 (06|42 [113]20 [41]] 43 | 44 [ 16 [03]68 [160[20 |26
| Total | - - 137 582 1395 | - - - a3 Iss2losie - - [ -
Bias (%):[(lMean-Targetl)/Target]x100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)]/ CV (%)
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‘ Reagent Kit |Reagent Code

‘Medicon

s




Peer Group Statistics (Table 2)

Select LotNo : [AHI220N (2019-01-28 ~ 2100-12-31) _~| Change

Select Reagent Kit : Change

Print Table 2
‘ Control N Month vs. Cumulative |
] | \ Control N (Lot No.: AH1220N)
| | \ Month (2021/03) ] CUM (2019/02/01~2021/03/31)
‘ UnitD 4 Reagent Kit ‘ Target ‘ Mean n for ’g Ccv TEa ’TH Target ‘ Mean n for ’g CV | TE | TEa r
- (Code) L) (U/gHb) | (U/gHb) | Mean (%) | (%) | (%) (U/gHb) | (U/gHb) | Mean (%) | (%) | (%)
| Lab019 | 5 150 [ 143 [ s o321 8920 [>6[[ 150 | 146 | 40 [03[21 [68 [20 [>6
| Lab020 | 5 133 [ 141 [ 4 Joe[43[145[20 [33[] 133 | 144 | 50 [1.0[69 [222] 20 [1.7
| Lab022 | 5 s [ - [ o - - -2 [ -] 138 | 124 | 56 [07]56 [214]20 [1.8
| Lab028 | 5 146 | 147 | 8 (032048 [20 [>6[[ 146 [ 146 | 53 [04[27 [55[20 [>6
| Lab032 | 5 o121 [ 121 [ 9 Jos[41[83[20 [49[] 121 | 130 [ 121 [14[108[200[ 20 [12
| Lab033 | 5 124 | 124 [ 4 Jos[40[81[20 [50[] 124 | 125 [ 99 [04[32[72[20 [60
| Lab034 | 5 o153 [ 147 [ 4 J1afos (23020 [17[[ 153 | 151 | 37 [08[53 [119] 20 [35
| Lab037 | 5 13 16 |2 - - [ - [20 [ -] 153 [ 152 | 49 [o04[26 [59 20 [>6
| Lab040 | 5 s [ - [ o - - -2 [ -] 153 [ 151 [ 10 [05[33[79[20 [57
| Lab043 | 5 o153 [ 129 [ 4 o431 (21920 [1a][ 153 | 129 | 4 [o4[31 [219]20 [14
| Lab047 | 5 27 [ - o - - -2 [ -] 127 | 126 [ 13 [02[ 16 [40 [20 [>6
| Lab049 | 5 147 | 146 | 5 Jo427[62[20 [>6[[ 147 [ 143 | 34 [06]42 [11.1] 20 [41
| Lab050 | 5 138 [ 141 [ 5 Jo2[14[s50 20 [>6[] 138 | 142 | 16 [o06[ 42 [113] 20 [41
| Total | - \ o138 [ so (287 - [ - -] - [ 137 [s82 [13[os5[ - [ - -
Bias (%):[(|Mean-Target|)/Target]xIOO%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)]/ CV (%)
Month : Change Cumulative : from to Change
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‘ Control D Month vs. Cumulative |

| \ Control D (Lot No.: AH1220D)

| \ Month (2021/03) ] CUM (2019/02/01~2021/03/31)

|
|

. + Reagent Kit Target Mean n for Ccv TEa Target Mean n for CV | TE | TEa
‘ UnitlD £ (Code) t | (U/gHb) | (U/gHb) | Mean ’SﬁD %) | (%) | (%) ’T( (U/gHb) | (U/gHb) | Mean ’ST) %) | (%) | (%) F
| Lab019 | 5 46 | a3 [ 5 Jor[23 220 [59]] 46 | 44 | 40 [o1[23[89[20 [>6
| Lab020 | 5 43 | 44 | 4 Jooloo[23[20 [>6[[ 43 [ 45 | 50 [03[67 [180] 20 [23
| Lab022 | 5 Caa [ - [ o - - -T2 [-[] 44 | 40 [ 56 [02][50 [190]20 [22
| Lab028 | 5 46 | a5 [ 8 [o1[22[66 [20[>6[] 46 | 46 [ 53 [02]43 [87 [20 [47
| Lab032 | 5 35 [ 37 [ 9 Jor[27af20 [53[] 35 | 41 [ 121 [06[146[464 [ 20 [02
| Lab033 | 5 39 | 40 [ 4 Jor[25[76 )20 [>6[[ 39 [ 39 | 99 [o2]s1 [103]20 [39
| Lab034 | 5 52 [ a7 [ 4 [03]64 |22.4 (20 [16[[ 52 [ 46 [ 37 [02]43 [202] 20 [2.0
| Lab037 | 5 o522 [ ae [ 2 [ - - -T2 [-[] s2 | 47 [ 49 [02]43 [181]20 [24
| Lab040 | 5 Cs2 [ - o [ - - | f20 [ -] 52 [ 56 [ 10 [04]71 [220]20 [1.7
| Lab043 | 5 52 | 43 | 4 Jo2/47266[20 [o6|[ 52 [ 43 | 4 [02[47 [266] 20 [06
| Lab047 | 5 a0 [ - [ o - - -T2 [-[] 40 | 40 [ 13 [o1[25[50][20 [>6
| Lab049 | 5 49 [ a7 [ 5 Jo2[43 12620 [37[] 49 | 47 [ 34 [o4[85 [211]20 [1.9
| Lab050 | 5 43 | as [ s Jor[22[91 20 [>6[[ 43 | 44 | 16 [03[68 [160] 20 [26
ot - C a3 s oales| - - - - | 43 | s 0siiel - | - |-
Bias (%)=[(|Mean—Target|)/Target]x100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)
Month : Change Cumulative : from to Change

‘ Reagent Kit |Reagent Code

‘Medicon |5
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