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1. AR K E{y G6PD K2 (Hb) iEsinlniif— 8% A EARRFEERES THRANR | B T EE =M C.V. | SrilE
5. ARRFFE S EGES " G6PD JhME(E | Bl T EER=R C.V. | S flE
3 AR A (Hb) 7 S b B o e 6.2 A BN z score, D% J SDI 5HfEFIFE
HHAIGOPD K I 1 Z (Hb) € E 5P mE N E SR — B
WERE | HEDE | Ess R(;‘Sgpgm Sample 1 Sample 2 Sample 3 Hb1 | Hb2 | Hb3
{tﬁ‘% {t;ﬁ% (36) Code |(Ughb)| D%  |zscore| SDI |(U/gHb)| D% |z score| SDI |(Uighb)| D%  |zscore| SDI | (z/dL) (g/dL) (g/dL)
RHOI ﬁﬁg; 3 3 21.9/23.0% 3.1 28|56 | 0.0% 0.0 0.013.9 -2.8% 0.4 02| 20 | 22 | 22
RH02 RH02 2 1 14.6|-18.0%| -2.4 |-1.9/ 5.8 | 3.6% | 0.5 0.5[12.2/-14.7%|-2.0 -1.7| 25 | 24 | 24
RHO04 RHO04 1 4 18.5/3.9% | 0.5 |0.6(59 | 54% | 0.8 [0.8|15.7/9.8% | 1.3 [1.2| 22 | 22 | 20
RH06 RH06 4 3 19.0/ 6.7% | 0.9 (0.9 5.9 | 5.4% | 0.8 |0.8(15.0/ 4.9% [ 0.7 [0.7| 24 | 24 | 22
RHO7 }jé{]‘;; 4 1 15.6-12.4%|-1.7 1.3/ 5.2 | -7.1% -1.0 -1.0113.3| -7.0% 1.0 -0.7| 2.2 | 22 | 20
RHO08 RHO08 4 3 17.8/ 0.0% | 0.0 |0.1]5.8 | 3.6% | 0.5 |0.5|14.3| 0.0% | 0.0 [0.1| 24 | 23 | 2.1
RH09 RH09 3 4 18.3| 2.8% | 0.4 |0.5/6.1 | 8.9% | 1.3 [1.3|16.2(13.3% | 1.8 [1.7| 20 | 2.0 | 1.9
RH10 RH10 7 1 17.8/ 0.0% | 0.0 |0.1/6.0|7.1% | 1.0 |1.0|14.7| 2.8% | 0.4 (04| 23 | 23 | 2.1
RH12 RH12 4 1 17.3(-2.8% |-0.4 |-0.2/ 5.4 |-3.6% |-0.5 -0.5/13.8|-3.5% [-0.5 -0.3| 2.2 | 22 | 2.1
RH13 RH13 7 4 19.1/7.3% | 1.0 [1.0/57 | 1.8% | 0.3 [0.3]155/84% [ 1.1 [1.1] 21 | 21 | 20
RH14 RH14 4 3 17.8/ 0.0% | 0.0 [0.1]5.6 | 0.0% | 0.0 |0.0|145| 1.4% | 0.2 (02| 23 | 23 | 2.1
RHI9 RHI9 7 1 16.2]-9.0% |-1.2 |-0.9| 5.0 |-10.7%|-1.5 |-1.5|12.7-11.2%|-1.5 -1.2| 2.2 | 22 | 21
A0203 f&i 9 1 16.1(-9.6% |-1.3 |-1.0/ 5.4 |-3.6% |-0.5 -0.5/13.8| -3.5% [-0.5 -0.3| 2.4 | 2.3 | 2.1
G026 G026 3 1 16.5(-7.3% |-1.0 |-0.7/ 6.1 | 8.9% | 1.3 [1.3]14.2/-0.7% [-0.1 [0.0| 2.3 | 22 | 21
CL001 RH16 7 4 17.5(-1.7% |-0.2 |-0.1/ 5.6 | 0.0% | 0.0 [0.0|14.9| 42% |06 (06| 25 | 24 | 2.3
RHO03
RHI1
RH17
CL002 G031 1 6 18.7(5.1% | 0.7 |0.7| 4.1 |-26.8%|-3.8 |-3.8/12.4|-13.3%(-1.8 |-1.5| 21 | 2.2 | 2.1
B005
CLO016
A0511
CLO14 CLO14 7 3 19.3/8.4% | 1.1 |11 56| 0.0% | 0.0 |0.0|14.8/ 3.5% |05 05| 22 | 22 | 20
CLO15B | CLO15B 3 1 16.3(-8.4% |-1.1 |-0.8/ 5.2 | -7.1% |-1.0 -1.0/13.6| -4.9% [-0.7 |-0.5| 2.3 | 2.3 | 2.1
Total participating laboratories = 18
Xa
(Median) - 4 17.8 5.6 14.3 23 | 22 | 21
Uxa - - - 0.402 0.101 0.314 - - -
p - - - - 0.392 - - - -
oy’ - - - 1.309 - 1.049 - - -
Range - 1-9 - 14.6-21.9 4.1-6.1 12.2-16.2 2.0-2.5[2.0-2.4/1.9-2.4
n - - - 18 18 18 18 18 18
Mean - - - 17.6 5.6 14.2 23 | 22 | 21
S.D. - - - 1.55 0.39 1.21 0.17 | 0.1 | 0.10
C.V. - - - 8.8% 7.0% 8.5% 7.4% | 5.0% | 4.8%
Note:
1. D% Aigi(E (X ) B EE (Xa ) 22 EEELED A TtEFRR - D% = [ (X —-Xa )/ Xa ] x 100%
2. Uxa BEREMEAIENATEERE - uxa=1.1xSD/n™2
3. FEEIEAEZE (op) B 7% x Xa » {H3 Xa < 2.9 U/gHb I » H op = 0.2 U/gHb
4. FEGTERERE (0p') = (0p? + uxa® )2 5 & uxa 2 0.30p BT op' fUERTAEIEE «
5. zscore %fﬁ%ﬂffﬁ%&E(D=X—Xa)Eﬁi%%?_ff;%iﬁﬁ( Op) ZEEfE » (zscore=D/op ) »
6. SDI BlaEpE Bl ER 7R P > g - [SDI= (X —Mean )/SD] - & SD {& 5 0 % » SDI R P& -
7. E%E(H (Assigned value; Xa ) FyaZ it E MRS A E RIhE i P8 &4E R 2 ¥ (Median ) -
8. ﬂﬁi’q{ﬁ (Mean ) BifZEE7 (SD ) £¢ S ( Robust ) &iat 75 A1 (ficiE 1ISO 13528 55| - {#F] Algorithm A JEEE ) -
9. F—(Einkany G6PD ixbx{EsEE A EFHA © Acceptable : |z | = 2; Caution @ 2 <| z| = 3; Unsatisfactory : | z| >3
10. A FFHRZ (Maximum Allowable Deviation; MAD ) 7 3 x (0p / Xa ) x 100% » & uxa = 0.3 0p i » MAD /%5 3 x (0p'/ Xa ) x 100%
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G6PD
Reagent Kit Reagent Lab
Code
Innovation 3 CL014, RHO1, RH06,
RH08, RH14
Instruchemie | 6 [cLooz
Lanner 4 CL001, RH04, RHO9,
RH13
A0203, CL015B, G026,
Trinity 1 RH02, RH07, RH10,
RH12, RH19
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Long Term Observation of Blood G6PD Quantitative Test EQA Survey Results

|Survey No : RH2018-02 (in green ®)|

- Total participants' CV result ploted against surveys
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Fig RH-2.1

- Total participants' CV result ploted against G6PD activities
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n: 36 Hedian of CV: 7,1% Hean of CV: 7.2%¥ SD of CV: 2.4% Range of CV: 3.6X-15.8% (date: RH2015-87 to RH2818-82)

Fig RH-2.2
* Mean and SD are calculated by Robust method according to ISO 13528 since 2014
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G6PD Tt [x'% & 3% & GOPD /&2 szt & 7 [

A7 RH2018-02  WBHE hp 8 - 2018 % 047 23 7 FFL A pH2018F 047 30P
ol > #2118 7 (100%)
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w4 1
= 3 r
He 5 L ¢ > # (Median) = 17.8 (n=18)
I 5% (Mean)* = 17.6 (n=18)
Lr £ % 1 (SD)* = 1.55
0 ' . CV=8.8%
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|
I T —
7 —
6 -
5 -
., | B2
w3 ¢ > #& (Median) = 5.6 (n=18)
2+ * 351 (Mean)* = 5.6 (n=18)
1+ £ %® % (SD)* =0.39
N B &
3.8 4.1 4.4 4.7 5.0 53 5.6 5.9 6.2 6.5
G6PD (U/g Hb)
[ [
or b | |
5 -
4T %3
[had 3 .
N # = #& (Median) = 14.3 (n=18)
T 351 (Mean)* = 14.2 (n=18)
1k £% % (SD)* =1.21
0 ., CV=85%

1.9 125 131 137 143 149 155 161 167 173
G6PD (U/g Hb)

*T 3ofE (Mean ) 228 £ (SD) # * 1SO 13528 4& it (Robust) se3t = 23 8
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GOPD % k5% 53 # & Hb % 532 2+

W APk I RH2018-02  #He#ZF ip g 12018 & 04 % 23 p A0 pHp :2018# 047 30p
¥ > Be(v ) 1 18 i (100%)
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N %1
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G6PD E B BRbr e fReEsTE

External Quality Assurance ( EQA ) Program for G6PD Quantitative Test

FERLR - RH2018-02 RS HHE] : 20184£04 H23 H

PEAEMER AR S1 7 FEHEI (n =5 ; Survey / Sample No. ) :
RH2013-01/S1 ; RH2013-07/S3 ; RH2014-04/S1 ; RH2017-01/S1 ; RH2018-02/S1

FEEBERIEHEY - 20184204 H30H

FHEAr 2 &3 GoPD EEMER TR ERERE

fo Survey : RH2018-02 / Sample 1 Period : 2013 ~ 2018
U/gHb SDR Mean n SD CV
RHO1 219 22 17.6 5 1.98 11.3%
RHO2 14.6 -1.5 16.1 5 1.00 6.2%
RHO4 18.5 0.2 18.2 5 1.26 6.9%
RHO6 19.0 9.0 17.2 5 0.20 1.2%
RHO7 15.6 -1.4 16.6 5 0.72 4.3%
RHO8 17.8 0.7 172 5 0.84 4.9%
RHO09 18.3 0.9 17.6 5 0.81 4.6%
RHI10 17.8 1.1 1% 5 0.63 3.7%
RHI2 17.3 -0.7 18.1 5 1.13 6.2%
RHI13 19.1 1.6 179 5 0.75 4.2%
RHI14 17.8 0.9 17.1 5 0.80 4.7%
RH19 16.2 -0.6 17.1 5 1.43 8.4%
A0203 16.1 -0.8 17.0 5 1.06 6.2%
G026 16.5 -0.5 17.3 5 1.54 8.9%
CL0O01 17.5 0.8 169 5 0.75 4.4%
CL002 18.7 0.3 18.5 5 0.79 4.3%
CLO014 19.3 0.7 18.4 5 1.31 7.1%
CL015B 16.3 = — 4 = =
Total participating laboratories = 18
Median 17.8 0.7 17.2 = 0.84 4.9%
Range 146~21.9 -1.5~90 161~185 |[—| 0.20~1.98 1.2% ~11.3%

1). Standard Deviation Index (SDI) = (Individual Result - Individual Robust Mean) / Individual Robust SD
2). Survey / Sample No. ¢ RH2013-01/31 ;RH2013-07/S3 ; RH2014-04/S1 ; RH2017-01/51 ; RH2018-02/S1

* HRGFEERE: Intermediate Measurement Precision 5 ISO 3534-2:2006, JCGM 200:2012 ( VIM, 3rd ed. ) 2.23
** Mean and SD are calculated by Robust method according to ISO 13528, Algorithm A.
**n <5 REMATPEREER TR

FENU R G6PD EEMBRTEBEERS 1/1 Ver 1.0_20161206
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