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

Select LotNo @ AE0909N (2016-01-01 ~ 2100-12-31)  Change
Print Table
| Lab032 |
‘ ‘ Control N ] Control D
\ QC Control Lot No. | AEO0909N | AE0909D
Duration of the Analyzin Month cuMm Month cuMm
y2ing (2017/05) (2016/02/01~2017/05/31) (2017/05) (2016/02/01~2017/05/31)
y Runs (N) 6| 6 |6 \ 6
\ Mean (U/gHb) | 124 | 12.4 | 48 | 4.8
y SD |06 | 0.6 03 | 0.3
| CV (%) | 48 | 4.8 | 63 | 6.3
| TargetValue (UigHb) | 115 | 1.5 | 45 | 4.5
| Total Error (%) . 175 | 175 |192 | 19.2
\ TEa (%) 20 | 20 |20 | 20
y o 25 | 25 24 2.1
Bias (%) = [ (| Mean - Target| ) / Target ] x 100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)
Month : 2017 05 Change ; Cumulative:from 2016 02 01 to 2017 05 31 Change
[TOP]
Control N SDI QC Chart
Lot No.: AEO909N ; Duration : 2016-02-01 to 2017-05-31 ; Target : 11.5; SD : 0.6 Lab032
Lab032
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250 |2 .
+1 5.0,
L
Target ry
-1 5.D.
-2 5.D.
-3 5.D.
Date 05-02 05-04 05-09 05-11 05-16 05-18
Month : 2017 05 Change ; Cumulative : from 2016 02 01 to 2017 05 31 Change
[TOP]
Control D SDI QC Chart
Lot No.: AE0909D ; Duration : 2016-02-01 to 2017-05-31 ; Target : 4.5 ; SD : 0.3 Lab032
Lab032
+3 5.0,
o
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+1 5.0, a
=]
Target =] =
-1 5.D.
-2 5.D.
=3 5.D.
Date 05-02 05-04 05-09 05-11 05-16 05-18
Month : 2017 05 Change ; Cumulative:from 2016 02 01 to 2017 05 31 Change
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Control N and Control D SDI

QC Chart

Lot No.: AEO909N ; Duration : 2016-02-01 to 2017-05-31 ; Target: 11.5;SD: 0.6  ( e)
Lot No.: AE0909D ; Duration : 2016-02-01 to 2017-05-31 ; Target: 4.5;SD: 0.3  (0) Lab032
Lab032
+3 5.0,
250, |2 o 8
#5008
Target E ﬁ
-1 5.D.
-2 5.0,
-3 5.0,
Date 05-02 05-04 05-09 05-11 05-16 05-18

Month : 2017 05 Change ; Cumulative:from 2016 02 01 to 2017 05 31 Change
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Peer Group Statistics (Table 1)

Select LotNo : AE0909N (2016-01-01 ~ 2100-12-31) Change

Select Reagent Kit : 2-AMP  Change

Print Table 1
Monthly |
Month : 2017 05 Change
| ] ] Control N (Lot No.: AE0909N) [ Control D (Lot No.: AE0909D)
- Reagent Klt Target | Mean |nfor | |CV|TE TEa| || Target | Mean | nfor TEa|
UnitiD = | code) ¢ |(UlgHb) |(UigHb) [Mean |7 (%) | (%) | (%) (U/gHb) | (UigHb) |Mean |° % % (%)
| Labo18 | 2 | 115 | 105 | 5 [02(1.9[125/20 59/ 45 | 41 | 5 ’7]24\138\20 46
[Lab032 | 2 115 [ 124 | 6 [06[48[175/20 25[[ 45 | 48 | 6 [0.3]6.3[19.2]20 [21
| Total | - - [ ns 11 [1ajee| - [ - [-[[ - | 45 | 11 Jo4[so| - [ - |-
Bias (%) = [ (| Mean - Target| ) / Target ] x 100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)
TOP
Cumulative |
Cumulative : from 2016 02 01 to 2017 05 31 Change
| | | Control N (Lot No.: AE0909N) ] Control D (Lot No.: AE0909D)
. 4 |ReagentKit | Target | Mean | n for sp|CV | TE TEa Target | Mean | n for TEa
UnitiD £ | oo4e) £ | (U/gHb) | (U/gHb) |Mean |SP (%) | (%) | (%) | © | |(UigHb) |(UigHb) Mean |° % % %) | °
| Labo18 | 2 115 [ 105 | 5 [02[1.9[125]20 59 45 | 41 | 5 ]_|24\138\20 46
[Lab032 [ 2 | 115 [ 124 | 6 [06/48[175/20 25 45 | 48 | 6 ’7|63]192]20 21
| Total | - - 15 [ 11 [tjes| - [ - |- - | 45 | 11 |0o4[89] - -
Bias (%) = [ (| Mean - Target| ) / Target ] x 100%
TE : Total Error(%) = Bias (%) + 2 x CV (%)
o (Sigma) = [TEa% - Bias (%)] / CV (%)
[TOP]
. Reagent
Reagent Kit Code

AMP 2




Peer Group Statistics (Table 2)

Select LotNo : [AEO909N (2016-01-01 ~ 2100-12-31) | Change |

Select Reagent Kit : [2-AMP v ’W‘

Print Table 2

Control N Month vs. Cumulative

| | | Control N (Lot No.: AE0909N) |

Month (2017/05) CUM (2016/02/01~2017/05/31)

Uni DE Reagent Kit|| Target | Mean | n for D CV/| TE ||TEa - Target | Mean || n for SD CV|| TE ||TEa -
nitl (Code)E] (U/gHDb)||(U/gHb)|[Mean][> "~ |[(%)|| (%) || (%) (U/gHb)||(U/gHb)|[Mean]|> "~ |[(%)|| (%) || (%)

Lab018 2 115 | 105 [ 5 Jo2fr.ofiz.s| 20 5.9l 11.5 || 105 | 5 Jo.2][1.9][12.5] 20 ][5.9

Lab032 2 115 [ 124 [ 6 Jo6l[48]i7.s]20|25|[[ 115 | 124 [ 6 Jo.6|4.8][17.5] 20 |]2.5]

Total - - s [ Jeaffos] - - T-M0 - 115 [ 11 Jfraffoel - I - -]

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

Month: Cumula‘cive:ﬁrom|2016 V||02 V||01 V|to|2017 V||05 V||31 v| Change

[TOP]
Control D Month vs. Cumulative
Control D (Lot No.: AE0909D)
Month (2017/05) CUM (2016/02/01~2017/05/31)
Reagent Kit|| Target | Mean | n for CV|| TE |[TEa Target | Mean || n for CV|| TE ||TEa
uniupl 2] (Code) L] ||(Urgtb) |(Urgt) [Mean|| Pl 6)|| @) || @) || © | [[urgtv) |(Urgtib) Mean| >l )] ) |26 ©
Lab018 2 4.5 4.1 5 |[0.1])2.4|13.8| 20 {[4.6 4.5 4.1 5 ]|0.1]2.4||13.8]|| 20 |[4.6
Lab032 2 4.5 4.8 6 [0.3]16.3{/19.2] 20 [[2.1 4.5 4.8 6 |0.3]16.3([19.2 20 ||2.1
Total - - 4.5 11 10.4{8.9] - - - - 4.5 11 {[0.4] 8.9 - - -

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

Month : [2017 v|[05 V| Cumulative : from [ 2016 Vv|[02 V][01 V|0 [2017 V|[05 Vv|[31 V]| Change

[TOP]

Reagent

Reagent Kit Code

AMP 2
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