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6. BRI EMERE 7 score, D% J% SDI 43 i [El%115=

# gL BBEGOPD K 3R (Hb) E BB EGER —HE

WEREERT | MEZERE | [EERNER ‘ Sample 1 ‘ Sample 2 ‘ Sample 3 ‘Hbl ‘HbZ ‘Hb3

(AC % ) ‘(U/gHb)‘ D% |z score SDI‘(U/gHb)‘ D% |z score a‘(U/gHb)‘ z score SDI‘ (g/dL) ‘ (¢/dL) ‘ (g/dL)

RHOI ROl 1 ‘108 ‘ 169% 24 ‘ ‘ 6.5 ‘-7.1% 1.0 ‘-10 74 ‘ 63% ‘ 23 ‘ 20 24
. RHO2 | RHO2 | 3 127-23% -03 01 70 00% 00 00 73 76%\ 1.1 \ 1322 [ 19 23
| RHO3 | RHO3 | 8 |82 [-369%|-53 5173 [43% 06 06 138[747%|10.7 [150) 24 | 19 22
. RHO4 | RHO4 | 7 130/00% | 00 (02 69 |-14% -02 -02 77 |-25% -04 02 23 | 21 26
. RHO6 | RHO6 | 4 130 00% 00 (02 66 -57% -08 -08 84 63% 09 15 23 | 21 25
. RHO7 | RHO7 | 4 127]-23%|-03 01 74 [57% 08 08 79 00% 00 03 24 | 21 26
. RHO8 | RHO8 | 6 127 -23% | -03 01 7.1 |14% 02 02 82 [38% 05 10 23 | 21 25
© RH09 | RH0O9 | 4 119 85% | -12 -1.0 66 |-57% -08 -08 66 -16.5% -24 30 24 | 22 26
.~ RHIO | RHIO | 7 129 -08% -01 |01 66 -57% -08 -08 75 |-51% -07 08 22 | 20 25
. RHI2 | RHI2 | 7 120 -77% | -L1 09 63 |-10.0% -14 -14 70 |-114% -16 20 23 | 20 25
. RHI3 | RHI3 | 4 144 /108% | 15 [18) 74 [57% 08 08 83 [51% 07 |13 22 | 21 25
" RHI4 | RHI4 | 4 [130/00% | 00 (02 65 |-71% -10 -1.0 78 [-13% -02 00 24 | 21 26
| RHI8 | RHI8 | 4 [140[77% L1 [13]76 86% 12 12 81  25% 04 08 23 | 21 25
C RHI9 | RHI9 | 7 136|46% 07 (0973 43% 06 06 78 -13% -02 00 23 | 21 25
 A0189 | A0189 | 3 125/-38% 05 03] 71 14% 02 02 80 | 13% 02 05 21 | 20 24
A0203 | A0203 | 7 112 -138% -20 1.8/ 79 129% 18 18 80 | 13% 02 05 23 | 18 24
G026 | G026 | 4 137)54% 08 [1.0| 74 57% 08 08 80 | 13% 02 05 23 | 21 26
. CL001 | RHI6 | 2 136 46% | 07 [09 69 |-14% -02 -02 76 [-38% -05 05 23 | 21 25

RHI1
RH17

CL002 G031 S 135/38% 05 (0874 57% 08 08 81 25% 04 08 22 | 19 24
cLots
.~ BOOL | BoOl | 3 125/-38% | -05-03/ 70 | 00% 00 00 78 [-13% -02 00 23 | 21 25
| CLOI4 | CLOl4 | 4 [134[31% 04 [07]68 -29% -04 -04 80 | 13% 02 05 24 | 21 26
| CLOISB | CLOISB | 4 131/08% | 01 (03 63 |-10.0% -l4 -14 73 |-76% -1 -13 22 | 21 26
‘ Total participating laboratories = 22
Xa(Median)| - | 4| 13.0 | 7.0 | 7.9 23 |21 |25
o, - 0.91 | 0.49 | 0.553 IR
. Range | 18| 8.2-14.4 | 6.3-7.9 | 6.6-13.8 21-24/182222:26
. n | | | 2 | 2 | 2 2 | 2 |2
. Mean | | | 12.8 | 7.0 | 7.8 23 | 21 |25
. Sh. | | | 0.9 | 0.5 | 0.4 01 00 | 01
A | | 7.0% | 7.1% | 5.1% | 43% | 0.0% | 4.0%
Note:

1. D% FolglgfE (X) Bl E(E (Xa) 2 2B R EHAVELE E 2 tEFoR - D% =

[(X - Xa)/Xa]x100%

2. zscore FyfgBa{E AR (D=X - Xa) SFFERERER (o ») ZERAE o (zscore = Dio )«

3. SDI Kyt {E B I E A 2= B EERE R 22 V LR(E - [ SDI=(X - Mean)/SD ]
4.

5. RPERLERE (0 ) 75 7% x Xa» {235 Xa<29 UlgHb B » H 0 =02

P EMH (Assigned value; Xa ) Fyizin B iR E XS E i ELER 2 L% (Median ) »

6. ‘FI{E (Mean ) ELEHEEIZAE 7 (SD) FRATE(E (Robust ) 4iat AT E (i 1SO 13528:2005 #551 > {4 Algorithm A JHEEE) -

7. Acceptable - | zI = 2; Caution * 2 < | z| = 3; Unsatisfactory = | z1>3
Q. TR F w7 (Maximum Allowable Deviation; MAD ) & 3 x (o . / Xa) x 100%




Long Term Observation of Blood G6PD Quantitative Test QA Survey Results

Survey No : RH2014-10 (in green ®)

- Total participants' CV result ploted against surveys
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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

Pefityt : RH2014-10  fe#G3y i HIg - 2014 209 H 22 H s EldE R H B - 2014 4209 H 29 H

FEFE AR S1 figRg 2 fn B (n = 6 ; Survey / Sample No.) :
RH 2010-07/S3 ; RH 2011-01/S1 ; RH 2011-09/S3 ; RH 2012-01/S1 ; RH 2013-09/S2 ; RH 2014-10/S1 ;

ZERENRY G6PD € BRBHFEE (THBEEE)

Survey : RH2014-10 / Sample 1 Period : 2010 ~ 2014°
L U/gHb spit Mean n SD cVv
RHO1 10.8 -1.0 12.9 6 2.1 16.3%
RHO02 12.7 0.1 12.8 6 0.7 5.5%
RHO3 8.2 -7.0 14.5 53 0.9 6.2%
RH04 13.0 -0.7 13.6 6 0.9 6.6%
RHO06 13.0 0.0 13.2 6 0.5 3.8%
RHO7 12.7 -1.0 12.9 6 0.2 1.6%
RHO8 12.7 -1.0 12.9 6 0.2 1.6%
RH09 11.9 -1.0 13.4 6 15 11.2%
RH10 12.9 -0.4 13.1 6 0.5 3.8%
RH12 12.0 -0.8 12.4 6 0.5 4.0%
RH13 14.4 0.4 13.8 6 15 10.9%
RH14 13.0 -0.6 13.3 6 0.5 3.8%
RH18 14.0 0.0 135 6 0.4 3.0%
RH19 13.6 0.6 13.1 6 0.9 6.9%
A0189 12.5 -1.2 13.2 6 0.6 4.5%
A0203 11.2 -1.9 13.1 6 1.0 7.6%
G026 13.7 0.6 13.0 6 1.1 8.5%
CL001 13.6 0.8 12.9 6 0.9 7.0%
CL002 135 0.8 12.9 6 0.8 6.2%
B001 125 -0.3 12.9 6 1.3 10.1%
CL014 13.4 0.0 13.4 6 0.7 5.2%
CL015B 13.1 — 13.1 2 — —
Total participating laboratories = 22
Median 13.0 -0.4 13.1 — 0.8 6.2%
Range 82~14.4 -7.0~0.8 124~145 | — | 02-~-21 1.6% ~ 16.3%

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

2). Survey / Sample No. : RH 2010-07/S3 ; RH 2011-01/S1 ; RH 2011-09/S3 ; RH 2012-01/S1 ; RH 2013-09/S2 ; RH 2014-10/S1

3). RHO3 £ RH2014-10 #2545 by Mk EL AR B8 A T RRRAE 3 > ORI AT -
* 25 Intermediate Measurement Precision ; 1SO 3534-2:2006
** Mean and SD are calculated by Robust method (Algorithm A) according to ISO 13528:2005
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