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IR | FeBbE |l RGesggt Sample 1 Sample 2 Sample 3 Hb1 |Hb2 [Hb3
{tEE’ fhﬁ% (9%) Code |UeHb)| D% |zscore|SDI |(UgHb)| D% |z score|SDI [(UgHb)| D% |z score|SDI | (g/dL) (g/dL) (g/dL)
RHO1 gg; 3 3 10.7 | 7.0% | 1.0 |[1.4|169 | 7.0% | 1.0 |1.2| 8.0 | 8.1% | 1.2 [0.9| 3.1 22 2.8
RHO02 RHO02 7 4 8.9 |-11.0%| -1.6 |-1.8| 15.2 |-3.8% | -0.5 |-1.1| 6.3 |-14.9%| -2.1 |-1.7| 3.2 23 29
RHO04 RH04 7 3 10.1 | 1.0% | 0.1 |0.4|15.8 | 0.0% | 0.0 |-0.3| 8.4 |13.5% | 1.9 [1.5| 3.1 22 2.8
RHO06 RHO06 7 3 10.0 | 0.0% | 0.0 (0.2 |15.5|-1.9% | -0.3 |-0.7| 7.4 | 0.0% | 0.0 |0.0| 2.9 2.1 2.8
RHO7 RHO7 4 3 10.0 | 0.0% | 0.0 (0.2 |15.5|-1.9% |-0.3 |-0.7| 7.5 | 1.4% | 0.2 |0.2| 3.0 2.1 2.7
RHO8 RHO8 7 3 10.1 | 1.0% | 0.1 [0.4|15.8|0.0% | 0.0 |-0.3| 7.6 | 2.7% | 0.4 |0.3| 3.0 22 2.6
RHO09 RHO09 3 4 10.5| 5.0% | 0.7 [1.1[16.5 | 4.4% | 0.6 |0.7| 7.3 |-1.4% |-0.2 |-0.2| 2.8 2.0 2.6
RH10 RH10 3 4 9.6 |-4.0% | -0.6 |-0.5/16.7 | 5.7% | 0.8 |0.9| 7.6 | 2.7% | 0.4 |0.3| 2.7 2.0 2.6
RH12 RH12 3 4 10.0 | 0.0% | 0.0 [0.2|16.8 | 6.3% | 09 |1.1| 7.1 |-4.1% | -0.6 |-0.5| 2.8 2.0 2.7
RH13 RH13 3 4 10.0 | 0.0% | 0.0 |0.2|16.3 |3.2% | 0.5 [0.4| 7.4 | 0.0% | 0.0 [0.0| 3.1 22 29
RH14 RH14 4 3 104 | 4.0% | 0.6 [09[16.0 | 1.3% | 0.2 [0.0| 83 |122% | 1.7 |1.4| 3.2 22 3.1
RH19 RH19 7 4 10.3 | 3.0% | 0.4 [0.7|15.6 |-1.3% | -0.2 |-0.5| 6.6 |-10.8%| -1.5 |-1.2| 3.0 22 2.9
A0189 | A0189 5 4 [100]0.0% 00 02171 82% |12 |15 75 | 14% |02 |02 27 | 20 | 27
A0203 é{llj)lz% 3 3 10.1 | 1.0% | 0.1 [0.4|15.7 |-0.6% | -0.1 |-0.4| 7.1 |-4.1% | -0.6 |-0.5| 3.0 2.2 2.8
G026 G026 3 9.8 |-2.0% | -0.3 |-0.2/ 17.4 |10.1% | 1.4 |1.9| 8.6 |16.2% | 2.3 |1.8| 3.4 2.1 3.0
CL001 CL001 4 9.0 -10.0%| -1.4 |-1.6] 15.7 | -0.6% | -0.1 |-0.4| 6.8 |-8.1% | -1.2 |-0.9| 2.9 22 2.8
RHO3
RH11
RH17
G031
CL002 B005 1 1 7.9 |-21.0%| -3.0 |-3.5] 14.0 |-11.4%| -1.6 |-2.7| 5.5 |-25.7%) -3.7 |-2.9| 2.8 1.9 2.6
CLO016
AO0511
CL021
CL022
CL003 RH16 3 4 10.7 | 7.0% | 1.0 |[1.4|17.0 | 7.6% | 1.1 |1.4| 7.8 | 54% | 0.8 [0.6| 3.1 22 3.1
CL004 CL004 5 3 9.2 |-8.0% | -1.1 |-1.2] 14.5 | -8.2% | -1.2 |-2.0| 6.6 |-10.8%) -1.5 |-1.2| 3.0 22 2.8
CLO014 CLO14 4 3 9.8 |-2.0% | -0.3 |-0.2] 15.8 | 0.0% | 0.0 |-0.3| 7.6 | 2.7% | 0.4 |0.3| 3.0 2.1 2.7
CLO15B CLO15B 4 3 10.0 | 0.0% | 0.0 (0.2 |15.5|-1.9% | -0.3 |-0.7| 7.4 | 0.0% | 0.0 |0.0| 3.0 2.2 2.8
CLO17 CLO17 3 4 6.3 |-37.0%| -5.3 |-6.3|15.8 | 0.0% | 0.0 |-0.3| 5.3 |-28.4%| -4.1 |-3.2| 2.9 2.1 2.8
CLO018 CLO018 4 3 9.6 |-4.0% | -0.6 |-0.5/15.8 | 0.0% | 0.0 |-0.3| 7.9 | 6.8% | 1.0 [0.8| 3.0 2.1 2.7
CLO019 CL019 7 3 10.3 | 3.0% | 0.4 [0.7[16.2|2.5% | 0.4 |0.3]| 7.4 | 0.0% | 0.0 |0.0| 2.9 2.1 2.8
CL023 CL023 7 3 10.1 | 1.0% | 0.1 [0.4|15.7 |-0.6% | -0.1 |-0.4| 8.0 | 8.1% | 1.2 |0.9| 3.0 2.1 2.7
Total participating laboratories = 25
(szﬁan) - 4 - 10.0 15.8 7.4 30 | 21 | 28
Uxa - - - 0.125 0.163 0.143 - - -
Sp - - - 0.700 1.106 0.518 - - -
(sp’ - - - - - - - - -
Range - 1-7 - 6.3-10.7 14.0-18.2 5.3-8.6 2.7-3.4(1.9-2.3|2.6-3.1
n - - - 25 25 25 25 25 25
Mean - - - 9.9 16.0 7.4 3.0 2.1 2.8
SD - - - 0.57 0.74 0.65 0.15 | 0.10 | 0.13
(6% - - - 5.8% 4.6% 8.8% 5.0% | 4.8% | 4.6%
Note:
1. D% Pl (X)) PIEEE (Xa) Z 2R EEELEME SRR - D% =[ (X -Xa)/Xa]x 100%
2. uxa RREE BRI HEERE © uxa=1.1xSD/n!2
3. BEEEAER (op) B 7% x Xa » {HZ Xa <2.9 U/g Hb B » H o, = 0.2 U/g Hb
4 BT (o) )= (0p2 +uxa® )2 » & uxa 2 030, WEEF o) R
5.z score FSIRERIEZZIE (D = X — Xa ) BIEFEREAESE (o) ) ZIL{H © (zscore=D/op) »
B FITREETERAEE (op') BURSTAEIEAERS > 2 score =D /oy’ ©
6. SDI Ryt (B B {E R ZE B2 2 EE(H © [ SDI=(X ~Mean)/SD ] < & SD {H /% 0 i » SDI R FitE -
7. $%IE(H (Assigned value; Xa ) Ry inE AR E TR E TSR 2 7% (Median ) -
8. “FHI{H (Mean ) BLEAEE (SD ) BRATE(E (Robust) &t /77ARTE (#H5 1SO 13528 4551 » (£ Algorithm A JHEDE ) -
9. F—{liRAE ) GOPD falH{E 45 5 HIE Al © Acceptable © |z | = 2; Caution : 2 <|z|< 3; Unsatisfactory : |z| 23
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Long Term Observation of Blood G6PD Quantitative Test EQA Survey Results

Survey No : RH2024-03 (in green ®))|

- Total participants' CV result ploted against surveys
40%

30%
Ccv *
20%

104 + + + - -

BatchNo RH2021-02 RH2021-03 RH2021-04 RH2022-01 RH2022-02 RH2022-03 RH2023-01 RH2023-02  RH2023-03 RH2024-01 RH2024-02  RH2024-03
Fig RH-2.1

- Total participants' CV result ploted against G6PD activities

40%
30%
Ccv *
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N 3. * . % *
10% — s -~ o
. * ” o ** % S .

‘(;ﬁﬂgub)o 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27
n: 36 Hedian of CV: 8.4% MHean of CV: 9.8% SD of CV: 6.3%Z Range of CV: 4,6%-48% {(date: RH2821-82 to RH2824-83)
Fig RH-2.2
* Mean and SD are calculated by Robust method according to ISO 13528 since 2014
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¥ 57 B3
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1t % £ (SD)* = 0.65
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49 54 59 64 69 74 79 84 89 94
G6PD (U/g Hb)
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NN,
I ®
Sample 1 Bl M ek
Reagent ¥ ix#c ¢ =@  TioEr fREX* R B Gk
';i Kit 3 1 |—D]—| Kit (n) (Median) (Mean) (SD) (cv)
2 ita . :D—l 3 14 10.1 10.0 0.30 3.0%
s ' 4 10 10.0 9.8 083  85%
(U LE3
& Al : I | | | All 25 10.0 9.9 0.57 5.8%
58 64 70 76 82 88 04 100 106 112 118 ;Czlcglateg byl rOb‘;(St method (1SO 13528 ; Algorithm A )
ssigned value; Xa
Reagent kit 3 : Innovation
G6PD (U/g Hb) Reagent kit 4 : Lanner
n<57% 4 %3t
Sample 2 %2
Reagent & ~#c ¢ e TiEr R LY R Gk
5 Kit 3- I I | I i Kit (M) (Median)  (Mean) (SD) (cv)
— 3 14 15.8 15.8 0.38 2.4%
c itd-
2} Kitd l_:D_| 4 10 16.4 16.3 074  45%
S All 25 158  16.0 0.74  46%
138 143 148 153 158 163 168 173 17.8 183 :*C':ls‘;li’gljfsg \?;/ILZ?L;; method (150 13528 ; Algorithm A )
Reagent kit 3 : Innovation
G6PD (U/g Hb) Reagent kit 4 : Lanner
n<5 % 3 fe,)J‘
Sample 3 %3
) Reagent ¥ =fic ¢ =@k  TidE* HRELY FE Gk
z Kit 31 : I | I : Kit () (Median) (Mean)  (SD)  (CV)
- 3 14 7.6 7.7 0.56 7.3%
C Kit4 |—| | |_|
g 4 10 7.2 7.0 0.66 9.4%
S ad EI:'_| Al 25 7.4 7.4 0.65  8.8%
@ )
49 54 50 64 60 74 70 84 se o4  Calculated by robustmethod (1SO 13528 5 Algorithm A)
** Assigned value; Xa
Reagent kit 3 : Innovation
G6PD (U/g Hb) Reagent kit 4 : Lanner
n<5 % = f‘u’;J'
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