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1 AR E L BB GOPD Rneaz (Hb) EStainiEE R B 4 EARRFE T E R 4R T C.V. S {filiE]
2 ATHEL B GOPD S B R BRIhs /s 4 {1 5 EAKEE S G6PD SEI(EEIEE S C.V. Sl
3AXIEZ B R (Hb) 7 S5 b2 i A 45 5L 57 {1 & 6. B EHMERE 2 score, D% Fx SDI 7l 512
L2 BHEGOPD Kl e E(Hb) E BT EERE —HER
WEREr | FEZSENE || [alEEER Sample 1 Sample 2 Sample 3 Hb1|Hb2 | Hb3
fbﬁ% {JQE% (%) (U/ighb)|| D% ||z score||SDI |[(U/gHb)|| D% ||z score| SDI|[(U/gHb)|| D% ||z score||SDI|| (g/dL) (g/dL) (g/dL)
RHO1 gggé 3 16.0 [ -7.5% || -1.1 [-1.9] 6.9 [-15.9%| -2.3 [-3.3|| 3.0 [[66.7%| 6.0 [|2.8] 2.5 2.3 2.1
RHO02 RH02 3 16.7(-3.5% | -0.5 {09 7.9 | -3.7% || -0.5 |-0.7]f 2.0 | 11.1%| 1.0 [|0.3] 2.3 2.2 1.9
RHO03 RHO03 7 155 [-10.4%]| -1.5 {-2.6] 8.1 | -1.2% || -0.2 |-0.2|| 1.4 {-22.2%| -2.0 ||-1.3| 2.4 24 2.1
RHO04 RHO04 7 170 -1.7% || -0.2 [-0.4] 8.6 | 4.9% || 0.7 [ 1.0]| 1.7 ||-5.6% || -0.5 ||-0.5] 2.4 2.3 2.1
RHO06 RHO06 3 1731 0.0% || 0.0 [|0.0] 84 | 2.4% || 0.3 [0.5] 2.1 [[16.7%| 1.5 [|0.5] 2.3 2.2 2.0
RHO7 RHO7 4 17.3] 0.0% | 0.0 {0.0) 9.3 |13.4%| 1.9 [2.8] 2.0 |11.1%| 1.0 [|0.3] 2.5 2.3 2.1
RHO08 RHO08 7 1741 0.6% | 0.1 (0.1 85 | 3.7% | 0.5 |0.8] 2.6 (44.4%| 4.0 |1.8] 2.4 2.3 2.1
RH09 RHO09 3 1731 0.0% || 0.0 [10.0] 7.6 |-7.3% || -1.0 |-1.5] 2.2 [[22.2% || 2.0 |0.8] 2.4 24 2.2
RH10 RH10 7 16.8[-2.9% || -0.4 [-0.7] 7.9 | -3.7% || -0.5 [-0.7] 2.0 [11.1% | 1.0 |0.3] 2.4 2.3 2.0
RH12 RH12 4 183[ 58% || 0.8 ||1.4] 8.6 || 49% || 0.7 |10 1.6 ||-11.1%] -1.0 [|-0.8] 2.3 2.1 1.9
RH13 RH13 2 176 1.7% || 0.2 (04] 81 | -1.2% || -0.2 |-0.2] 1.8 | 0.0% | 0.0 |-0.3] 2.2 2.3 2.0
RH14 RH14 4 169 -23% || -0.3 [-0.6] 85 | 3.7% || 0.5 [0.8] 2.1 [[16.7%| 1.5 [|0.5] 2.5 2.2 2.1
RH18 RH18 4 181 4.6% || 0.7 [|[1.1] 82 | 0.0% || 0.0 [0.0] 1.8 || 0.0% || 0.0 |-0.3] 2.4 2.3 2.1
RH19 RH19 7 1891 92% | 1.3 23] 83 | 1.2% || 0.2 03] 1.4 [-22.2%| -2.0 |-1.3| 2.2 2.2 2.0
A0189 A0189 7 186 7.5% | 1.1 |1.9] 83 | 1.2% || 0.2 03] 2.4 |33.3%| 3.0 |1.3] 2.4 2.3 2.0
A0203 A0203 4 17.1]-12% | -0.2 [-0.3] 87 | 6.1% || 0.9 [1.3] 2.0 [[11.1% | 1.0 |0.3] 2.4 2.2 2.0
G026 G026 4 1731 0.0% || 0.0 [10.0] &1 | -1.2% || -0.2 [-0.2| 1.3 [[-27.8%] -2.5 ||-1.5] 2.4 2.3 2.1
CL001 RH16 4 16.7(-3.5% | -0.5 |09 7.8 | -4.9% || -0.7 |-1.0] 1.8 || 0.0% | 0.0 |-0.3] 2.4 2.3 2.1
RHI11
RH17
CL002 G031 5 1790 3.5% | 0.5 [09] 7.8 | -4.9% | -0.7 |-1.0) 1.8 || 0.0% | 0.0 (-0.3] 2.2 2.1 1.9
B005
CLO16
B001 B001 16.8 [ -2.9% || -0.4 -0.7] 7.3 |-11.0%| -1.6 |-2.3|| 1.6 |-11.1%] -1.0 |-0.8] 2.4 2.3 2.1
CL014 CLO014 180 4.0% || 0.6 [|1.0] 81 | -1.2% || -0.2 |-0.2] 1.4 [-22.2%] -2.0 ||-1.3] 2.4 24 2.1
CLO15B CLO015B 2 17.2]-0.6% | -0.1 |-0.1) 83 || 1.2% || 0.2 |03} 1.6 ||-11.1%| -1.0 [|-0.8] 2.3 2.3 2.1
Total participating laboratories = 22
Xa (Median) - 4 17.3 8.2 1.8 2.4 2.3 2.1
I - 1.211 0.574 0.2 -
Range - 2-7 15.5-18.9 6.9-9.3 1.3-3.0 2.2-2.5(2.1-2.4{1.9-2.2
n - 22 22 22 22 22 22
Mean - 17.3 8.2 1.9 2.4 2.3 2.1
S.D. - 0.7 0.4 0.4 0.0 0.0 0.0
C.V. - 4.0% 4.9% 21.1% 0.0% [ 0.0% | 0.0%
Note:
1. D% FstdlgfE (X)) BE% e E (Xa ) 2 2R EEMELEM A EFER - D%=[(X - Xa)/Xa]x 100%
2. zscore Fofglp{EARE (D=X - Xa) EFEEREAEZE ( 0.) ZEEAE © (zscore =Dlo )
3. SDI Fyheliged e BFIE HI 7= PEET R RS AE #2  LRAE » [ SDI=(X - Mean)/SD]
4. B E{E (Assigned value; Xa ) FoiZ onE R HS Y E KBTS S E A4S R 2 T 78 (Median ) ©
5. FEEREAEE (0 ) By 7% x Xa > (B8 Xa<29 Ulghb B > H 0 =02
6. FIIME (Mean ) BIEFASAEE S (SD ) BRAIFE(E (Robust ) &ET77EFTE (ficfE 1SO 13528:2005 455 » {#A Algorithm A JHEDE ) -
7. Acceptable ¢ | z| = 2; Caution : 2 < |zl = 3; Unsatisfactory : | z1>3
8. T A EHmZE ( Maximum Allowable Deviation; MAD ) & 3 x (o 5 /Xa) x 100%




Long Term Observation of Blood G6PD Quantitative Test QA Survey Results

Survey No : RH2014-04 (in green ®)

- Total participants' CV result ploted against surveys
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- Total participants' CV result ploted against G6PD activities
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Fig RH-2.2

* Mean and SD are calculated by Robust method according to ISO 13528:2005 since 2014
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External Quality Assurance (EQA) for Neonatal G6PD Screening

Phgfitsk - RH2014-04  fggartti b - 2014 204 H 14 H e [m Bk HIE - 2014 5204 H 21 H

JEAFEfE AR S2 fafie 2 2 (n = 7; Survey / Sample No.) :
RH2009-11/S1 ; RH2010-01/S2 ; RH2011-03/S2 ; RH2011-07/S1 ; RH2012-09/S2 ; RH2013-05/S2 ; RH2014-

04/S2
BEBREARI G6PD EEREREHE (TRIFEE)
Survey : RH2014-04 / Sample 2 Period : 2009 ~ 20134
Lab U/gHb SDI2 Mean n SD Cv

RHO1 6.9 -0.7 7.6 7 1.0 13.2%
RHO02 7.9 -0.4 8.2 7 0.8 9.8%
RHO03 8.1 -0.3 83 7 0.8 9.6%
RHO04 8.6 0.5 8.4 7 0.4 4.8%
RHO06 8.4 0.0 8.4 7 0.4 4.8%
RHO7 9.3 1.5 8.4 7 0.6 7.1%
RHO8 8.5 0.4 8.3 7 0.5 6.0%
RHO09 7.6 -1.2 8.2 7 0.5 6.1%
RHI10 7.9 -1.0 8.2 7 0.3 3.7%
RHI2 8.6 0.3 8.4 7 0.6 7.1%
RH13 8.1 -0.7 83 7 0.3 3.6%
RHI14 8.5 0.5 8.3 7 0.4 4.8%
RH18 8.2 -0.1 8.3 7 0.8 9.6%
RH19 8.3 -0.5 8.7 7 0.8 9.2%
A0189 8.3 -0.1 8.4 7 1.1 13.1%
A0203 8.7 0.5 8.4 7 0.6 7.1%
G026 8.1 -1.0 8.6 7 0.5 5.8%
CL001 7.8 -0.5 8.1 7 0.6 7.4%
CL002 7.8 -1.3 83 7 0.4 4.8%
B001 7.3 -2.4 8.5 7 0.5 5.9%
CLO14 8.1 -0.8 8.5 5 0.5 5.9%

CLO015B 8.3 0.5 8.0 2 0.6 7.5%

Total participating laboratories = 22

Median 8.2 -0.3 8.3 - 0.6 6.6%
Range 69~93 24~15 7.6 ~8.7 - 03~1.1 3.6% ~13.2%

2). Standard Deviation Index (SDI) = (Individual Result - Individual Mean) / Individual SD

3). Survey / Sample No. : RH2009-11/S1 ; RH2010-01/S2 ; RH2011-03/S2 ; RH2011-07/S1 ; RH2012-09/S2 ;
RH2013-05/S2 ; RH2014-04/S2

* L2 E: Intermediate Measurement Precision (ISO 3534-2:2006)

** Mean and SD are calculated by Robust method (Algorithm A) according to ISO 13528:2005
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