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FHEZBBEGOPD Kl (13K (Hb)E B ERmEGER —HR

WoEsEEfr | MEsRiE | [EEERk Sample 1 Sample 2 Sample 3 Hb1|Hb2 || Hb3
(ASE (A5 R Nwem| 2% |- score| spifwem| Do |- score| spifwem| D2 |- score]spi| @ | @on | wan
RHO1 gg; 1 9.1 | -7.1% | -1.0 ||-1.2] 4.7 | -4.1% | -0.6 ||-0.7| 14.7 | -1.3% || -0.2 [-0.3| 2.3 22 || 24
RHO02 RHO02 7 100] 2.0% || 0.3 ||0.6] 5.1 | 41% | 0.6 [0.7] 14.6 | -2.0% || -0.3 |-04] 22 | 22 | 24
RHO3 RHO3 2 8.5 |-13.3%| -1.9 [[-2.4] 3.7 [-24.5%| -3.5 |-4.0f 12.9 [|-13.4%]|| -1.9 |-2.3| 2.3 2.3 2.4
RHO04 RHO04 7 9.6 | -2.0% | -0.3 ||-0.2{ 5.1 | 41% | 0.6 [[0.7] 15.8 | 6.0% || 0.9 [0.9| 2.3 2.3 24
RHO06 RHO06 7 98 1 0.0% | 0.0 0.2 4.8 | -2.0% | -0.3 ||-0.3] 16.2 || 8.7% || 1.2 |1.3| 2.3 2.3 2.3
RHO7 RHO7 4 9.8 | 0.0% || 0.0 02| 53 | 82% || 1.2 [[1.3]14.7]-1.3% || -0.2 |-0.3] 2.4 | 2.3 2.4
RHO8 RHO8 7 8.8 [|-10.2%| -1.5 [[-1.8] 4.7 | -4.1% || -0.6 |-0.7| 149 0.0% || 0.0 |-0.1f 2.2 | 2.2 | 2.3
RH09 RHO09 4 9.5 [-3.1% | -0.4 -0.4| 4.4 |-102%]| -1.5 |-1.7] 14.8 | -0.7% | -0.1 |-0.2| 2.2 | 2.4 | 2.6
RH10 RH10 7 94 | -41% | -0.6 |-0.6| 4.7 | -4.1% || -0.6 [|-0.7| 14.8 [ -0.7% || -0.1 |-0.2[ 2.2 | 2.3 24
RH12 RH12 7 93 | -51% | -0.7 ||-0.8] 4.6 | -6.1% | -0.9 ||-1.0] 15.4 || 3.4% || 0.5 |04 22 | 2.2 | 2.3
RH13 RH13 1 10.1] 3.1% || 0.4 | 0.8 4.8 | -2.0% | -0.3 [-0.3] 15.1] 1.3% || 0.2 |O.1|| 22 | 22 | 24
RH14 RH14 4 100 20% | 0.3 [0.6] 50 | 20% | 03 {0.3]16.7(12.1%| 1.7 |1.9] 2.3 2.3 24
RH18 RH18 2 10.1] 3.1% | 04 [08] 53 | 82% | 1.2 | 1.3 157 54% | 0.8 |0.8] 2.3 22 || 24
RH19 RH19 2 155(582% | 83 [11.6] 5.2 | 6.1% | 0.9 || 1.0] 10.1 |-32.2%] -4.6 |-5.4 2.3 2.1 2.2
A0189 A0189 7 102 4.1% || 0.6 | 1.0] 58 | 18.4%| 2.6 (3.0] 14.1 | -5.4% | -0.8 |-1.0] 2.2 | 22 | 23
A0203 A0203 4 98 ] 0.0% | 0.0 [0.2] 49 | 0.0% | 0.0 |0.0) 149 0.0% || 0.0 |-0.1f 22 | 2.2 | 2.5
G026 G026 4 98 1 0.0% | 0.0 [0.2( 49 | 0.0% | 0.0 0.0 15.7| 54% || 0.8 [|0.8{ 2.3 22 || 24
CLO001 RH16 4 9.6 | -2.0% | -0.3 ||-0.2] 4.8 | -2.0% | -0.3 ||-0.3] 13.9 | -6.7% || -1.0 |-1.2 2.3 2.3 2.4

RHI11
RH17
CL002 G031 1 10.1] 3.1% | 04 [08] 49 | 0.0% || 0.0 [0.0] 153 2.7% | 0.4 [|0.3] 2.1 22 | 22
B005
CLO016
B001 B001 89 [-92% || -1.3 ||-1.6( 4.5 | -82% || -1.2 |-1.3] 14.5]-2.7% || -0.4 |-0.6] 2.4 | 2.3 2.5
CLO14 CLO14 100 20% | 0.3 [0.6] 49 | 00% | 0.0 {0.0]163(9.4% | 1.3 |1.4] 2.3 22 || 23

CLO15B CLO015B 3 98 | 0.0% | 0.0 0.2 5.1 | 41% | 0.6 [|0.7] 143 |-4.0% || -0.6 |-0.8| 2.1 22 | 25
Total participating laboratories = 22

Xa (Median) 4 9.8 49 14.9 2.3 22 || 24

9, - 0.686 0.343 1.043 - -
Range 1-7 8.5-15.5 3.7-5.8 10.1-16.7 2.1-2.4{2.1-2.4]2.2-2.6
n - 22 22 22 22 22 22
Mean - 9.7 49 15.0 2.3 22 || 24
S.D. - 0.5 0.3 0.9 0.1 00 || 0.1
C.V. - 5.2% 6.1% 6.0% 43% | 0.0% | 4.2%

Note:

. D% Fotwlpfl (X) B E(E (Xa ) Z 2B EEAVEEELU A EtEFRR « D% =[(X - Xa)/Xa]x 100%

2. zscore FfgBR(EAERE (D=X - Xa) BFEEEEE ( o,) ZHEAE o (zscore = Dlo ).

3. SDI Ryt E B P ERT A PR BL R G AAE2 Z EBfE » [SDI=(X - Mean)/SD]

4. L TEME (Assigned value; Xa ) Ry in B RS E R E P A SR 2~ TP 7% (Median ) -

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

6. FH9{H (Mean ) BEFESIEAESE (SD ) $RFIFRME (Robust ) 4FET777AETE (M&k#5 1SO 13528:2005 #5351 » [ Algorithm A JEEE ) -

7. Acceptable - | zI = 2; Caution - 2 < | z| = 3; Unsatisfactory = | z1>3

Q. A w7 (Maximum Allowable Deviation; MAD ) & 3 x (o . / Xa) x 100%




Long Term Observation of Blood G6PD Quantitative Test QA Survey Results

Survey No : RH2014-07 (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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23+ 3 (1SO 13528:2005 » Algorithm A)
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External Quality Assurance (EQA) for Neonatal G6PD Screening

ffaart A - 2014 52 07 5 14 H

FEAEFEFAR S2 fafs 2 LK (n= 6 ; Survey / Sample No.) :
RH2008-07/S1 ; RH2009-01/S2 ; RH2009-05/S3 ; RH2010-03/S1 ; RH2011-11/S2 ; RH2013-03/S2 ; RH2014-07/S2

s EIE L HH - 2014 52 07 H 21 H

ZEBENRIY G6PD EERBEEE (THHFEEE)

Survey : RH2014-07 / Sample 2 Period : 2008 ~ 20143
bab U/gHb SDIZ Mean n SD CcvV
RHO1 4.7 -0.7 5.1 7 0.6 11.8%
RHO02 5.1 0.0 5.1 7 0.2 3.9%
RHO3 3.7 -1.7 5.4 7 1.0 18.5%
RHO04 5.1 -0.2 5.2 7 0.5 9.6%
RHO06 4.8 0.0 5.1 7 0.3 5.9%
RHO7 53 1.0 5.1 7 0.2 3.9%
RHO8 4.7 -2.0 5.1 7 0.2 3.9%
RHO09 4.4 -1.5 5.0 7 0.4 8.0%
RHI10 4.7 -1.2 5.4 7 0.6 11.1%
RHI12 4.6 -1.0 4.9 7 0.3 6.1%
RHI13 4.8 -1.3 5.2 7 0.3 5.8%
RH14 5.0 -1.0 5.2 7 0.2 3.8%
RHI18 53 0.0 53 7 0.0 0.0%
RHI19 5.2 0.5 5.1 7 0.2 3.9%
A0189 5.8 1.3 4.9 7 0.7 14.3%
A0203 4.9 -0.8 53 7 0.5 9.4%
G026 4.9 -0.6 5.2 7 0.5 9.6%
CL001 4.8 -0.3 4.9 7 0.3 6.1%
CL002 4.9 -0.5 5.0 7 0.2 4.0%
B001 4.5 -0.6 4.8 7 0.5 10.4%
CL014 4.9 -0.8 53 3 0.5 9.4%
CLO15B 5.1 0.0 5.1 2 0.0 0.0%
Total participating laboratories = 22
Median 4.9 -0.6 5.1 - 0.3 6.1%
Range 37~538 20~13 48~54 - 0.0~1.0 0.0% ~ 18.5%

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

2). Survey / Sample No. : RH2008-07/S1 ; RH2009-01/S2 ; RH2009-05/S3 ; RH2010-03/S1 ; RH2011-11/S2 ;
RH2013-03/S2 ; RH2014-07/S2

* thiik5 2% & 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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