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% H{r G6PD JZ I 122 (Hb) & B fgBale s S a e R %

IR | FeRbE |l R(ig;t Sample 1 Sample 2 Sample 3 Hb1 |Hb2 [Hb3
{J‘E% {JQE% (9&) Code (U/gHb)| D% |z score|SDI |(UigHb)| D% |z score|SDI |(UigHb)| D% |z score|SDI | (g/dL) (g/dL) (g/dL)
RHO1 gg; 1 3 3.5 |-5.4%|-0.7 |-0.5| 4.9 -12.5%| -1.8 |-1.3|12.2| 8.9% | 1.2 |0.9| 2.8 | 2.1 | 3.0
RH02 RH02 4 4 3.6 |-2.7% | -0.4 |-0.2| 5.3 |-54% |-0.8 |-0.4| 10.5 |-6.2% | -0.9 |-0.6| 2.9 | 2.2 | 32
RHO04 RHO04 7 3 43 [162%| 2.2 (14| 6.1 | 89% | 1.3 |[1.3|12.9 [152% | 2.1 (1.5 2.7 | 2.1 | 3.1
RHO6 RHO06 4 3 3.5 |-5.4% |-0.7 |-0.5| 5.4 |-3.6% |-0.5 -0.2| 11.0 |-1.8% | -0.2 |-0.2| 2.9 | 2.1 | 3.0
RHO7 RHO7 4 3 39 | 54% | 0.7 05|57 | 1.8% | 0.3 [0.4|11.6|3.6% | 0.5 |04| 2.8 | 2.1 | 3.0
RHO8 RHO8 7 3 34 |-81%|-1.1 |-0.7| 5.2 |-7.1% | -1.0 |-0.7| 11.1 [-0.9% |-0.1 |-0.1| 2.9 | 2.1 | 3.1
RH09 RH09 3 4 3.7 10.0% | 0.0 |0.0| 5.1 |-8.9% |-1.3 -0.9| 9.9 |-11.6%|-1.6 |-1.2| 2.5 | 2.0 | 2.8
RHI10 RH10 3 4 38 |2.7% | 0.4 02|59 | 54% | 0.8 09| 9.9 |-11.6%|-1.6 |-1.2| 2.7 | 2.0 | 2.9
RHI2 RHI2 6 4 40 [8.1% | 1.1 [0.7] 5.6 | 0.0% | 0.0 |0.2| 9.8 |-12.5%|-1.7 |-1.3| 2.8 | 2.1 | 32
RH13 RH13 4 4 3.7 10.0% | 0.0 00|57 | 1.8% | 0.3 |0.4|10.5|-6.2% |-0.9 |-0.6] 2.8 | 2.2 | 32
RH14 RH14 7 3 34 |-8.1%|-1.1 -0.7| 5.6 | 0.0% | 0.0 [0.2|11.9|6.3% | 0.9 |0.6 32 | 23 | 34
RHI9 RHI9 5 4 3.7 10.0% | 0.0 00|55 |-1.8% |-0.3 [0.0|11.2|0.0% | 0.0 |0.0| 2.7 | 2.1 | 32
A0189 A0189 4 4 3.3 -10.8%)| -1.4 |-0.9| 5.2 |-7.1% | -1.0 |-0.7| 10.9 | -2.7% | -0.4 |-0.3| 2.7 | 2.0 | 2.9
A0203 gﬁg} 7 3 32 |-13.5%)| -1.8 |-1.1| 5.2 |-7.1% | -1.0 |-0.7| 11.6 | 3.6% | 0.5 |0.4| 2.8 | 2.2 | 3.0
G026 G026 7 3 5.0 |35.1%| 4.7 |3.0| 6.2 [10.7% | 1.5 [1.5]12.7 |13.4%| 1.8 |1.4| 22 | 1.7 | 2.6
CL0O01 CL001 3 4 4.4 [189%| 2.5 [1.6| 58 | 3.6% | 0.5 |0.7|11.5|2.7% | 0.4 (0.3 2.8 | 2.1 | 3.1
RHO03
RHI1
RH17
G031
CL002 B005 1 1 3.1 |-16.2%)| 2.2 |-1.4| 4.8 |-14.3%)| -2.0 |-1.5| 8.8 |-21.4%| 2.9 |-2.2| 2.8 | 2.2 | 3.1
CLO16
A0511
CLO021
CL022
CL003 RHI16 5 4 3.7 10.0% | 0.0 00|52 |-7.1% | -1.0 |-0.7| 10.5 [-6.2% | -0.9 |-0.6| 2.8 | 2.1 | 3.1
CL004 CL004 3 3 3.5 |-5.4% |-0.7 |-0.5| 4.9 -12.5%| -1.8 |-1.3| 11.0 |-1.8% | -0.2 |-0.2| 2.8 | 2.1 | 3.0
CLO14 CLO14 7 3 42 [13.5%| 1.8 [1.1| 5.8 | 3.6% | 0.5 |0.7|12.289% | 1.2 (09| 2.7 | 2.1 | 2.9
CLO15B | CLO15B 7 3 3.6 |-2.7% | -0.4 |-0.2| 5.5 |-1.8% | -0.3 [0.0| 11.7 | 45% | 0.6 [0.5| 2.9 | 2.1 | 3.1
CLO017 CL017 4 4 3.6 [-2.7% | -0.4 |-0.2] 6.2 [10.7%| 1.5 [1.5| 7.5 |-33.0%| -4.5 |-3.4] 2.7 | 2.0 | 2.9
CLO18 CLO018 4 3 49 [324% |43 (2.7 6.1 | 89% | 1.3 |[1.3|11.8|54% | 0.7 (0.5 2.7 | 2.1 | 3.1
CL019 CLO019 7 3 3.5 |-5.4% |-0.7 |-0.5| 5.7 | 1.8% | 0.3 [0.4|12.4|10.7%| 1.5 |[1.1| 2.7 | 2.1 | 2.9
CL023 CL023 4 3 42 [13.5%| 1.8 [1.1| 59 | 54% | 0.8 [0.9|11.30.9% | 0.1 (0.1 2.8 | 2.1 | 3.1
Total participating laboratories = 25
(szi?an) - 4 - 3.7 5.6 11.2 28 | 2.1 | 3.1
uxXa - - - 0.097 0.101 0.242 - - -
op - - - - 0.392 - - - -
op' - - - 0.276 - 0.820 - - -
Range - 1-7 - 3.1-5.0 4.8-6.2 7.5-12.9 2.2-3.2|1.7-2.32.6-3.4
n - - - 25 25 25 25 25 25
Mean - - - 3.7 5.5 11.2 28 | 2.1 | 3.0
SD - - - 0.44 0.46 1.10 0.10 | 0.00 | 0.14
cv - - - 11.9% 8.4% 9.8% 3.6% | 0.0% | 4.7%
Note:
1. D% Pl (X)) BIEEE (Xa) 2 2R EELLEME SRR - D% =[ (X -Xa)/Xa]x 100%
2. uxa REEE ERTEHIAHEERE © uxa=1.1xSD/n!2
3. FEEMEAERS (0p) 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 0 & uxa 2 030, B o fURRFAEAE -
5.z score FIRERIEZZIE (D = X — Xa ) BIRPEREAESE (o ) ZIL{H « (zscore =D /oy ) »
&SRB E AR (o)) MR EHEREAERS » 2 score =D /o'
6. SDI Ryt (E B {E R ZE BB A2 7 P © [ SDI= (X ~Mean)/SD ] < & SD {H /% 0 i » SDI R FitE -
7. B E(E (Assigned value; Xa ) FyiZ BT & Kb S A4S 5 2 78 (Median ) -
8. “F5{H (Mean ) BUFEAEE (SD) BRAITE(E (Robust ) 475177745 E (5 1SO 13528 455( » fH Algorithm A JHEIE) -
9. F—(EGHEHT GOPD b {E 45 EEHI ¢ Acceptable ® | z| = 2; Caution : 2 <|z|<3; Unsatisfactory : |z| 23

Z 2R IEGOPD R I (3R (Hb)E B igbadn i 4R — R
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https://g6pd.qap.tw/MIS/RH202402Others.htm
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G6PD
Reagent Kit Reagent Lab
Code

A0203, CL004, CLO14,

Inovation ;  (CLOISB,CLOIS, CLOIY,
CL023, G026, RHO1, RHO4,

RHO06, RHO7, RHOS, RH14

A0189, CL0O01, CL003,

Lanner 4 |CLO17, RH02, RH09, RHI0,
RH12, RH13, RH19
Trinity 1 cLoo
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Long Term Observation of Blood G6PD Quantitative Test EQA Survey Results

Survey No : RH2024-02 (in green ®))

- Total participants' CV result ploted against surveys
40%

304
cv *
20%

10% . . . . . N

BatchNo RH2021-01  RH2021-02  RH2021-03  RH2021-04  RH2022-01  RH2022-02  RH2022-03  RH2023-01  RH2023-02  RH2023-03  RH202d4-01  RH2024-02
Fig RH-2.1

- Total participants' CV result ploted against G6PD activities

40%
30%4
CV *
20%
, s ¢ . * :
10% — s - T
R . . : .

'Eﬁﬁg"b)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: 8.3% MHean of CV: 9.8% SD of CV: 6.3%2 Range of CV: 5.1%-48% (date: RH2821-81 to RH2824-82)
Fig RH-2.2

* Mean and SD are calculated by Robust method according to ISO 13528 since 2014

D A IREEE A AR TP e e <https://gbpd. qap. tw>
. FF ERNAHE THFEALE PR
10699 % A 2 agikh % 624 1% 4
T3 ¢ (02) 2703-6080

B2 :(02) 2703-6070
(Report generated at 2024-06-03 17:25:27)

Long Term Observation of Blood G6PD Quantitative Test EQA Survey Results 1/1 Ver 1.1 20240326
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G6PD % & & % & 3% & GOPD #2534 7 [

2 hs t RH2024-02  JeA8E 4 p 8 12024 & 053 27 P 4R2 8. p 8 2024 & 06 ° 03 f

[l 173, B o T3 i

12
11 ¢ MM o 4 #
10
9 -
H g I A1
= 6 r
w 5 f ¢ i+ #k (Median) = 3.7 (n=25)
ol S * 391 (Mean)* = 3.7 (n=25)
-
0 % e b e v ot ot ] . CV=11.9%
2.8 3.1 3.4 3.7 4.0 4.3 4.6 4.9 5.2 5.5
G6PD (U/g Hb)
5 L
4t A2
=3t
# ¢ i+ #k (Median) = 5.6 (n=25)
2r T 357 (Mean)* = 5.5 (n=25)
1t & L (SD)*=0.46
0 . CV=84%
4.6 4.8 5.0 5.2 54 5.6 5.8 6.0 6.2 6.4
G6PD (U/g Hb)
s I
8 L
7 L
6 L
¥ s | %3
[hadt 4l
e ¢ i #k (Median) = 11.2 (n=25)
5 L I 391 (Mean)* = 11.2 (n=25)
L %% £ (SD)* = 1.10
o REERREEY . CV=9.8%

72 80 88 96 104 112 120 128 13.6 144
G6PD (U/g Hb)

*T 35i (Mean ) %2 3 £ (SD) 4 * ISO 13528 48 i (Robust) 43+ = % 3+ &

G6PD EERERIR R ERE GOPD EUMET D mE 1/1 Verl.1 20201118
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WEERRB S oA B

FE L=k  RH2024-02 e F 4 8# 2024 %05 4278

B A E(tb F) 1 25 4 (100%)

FEA B HR 2024 506 A 03 8

Sample 1

P
-
w

Reagent Kit
o)
-

HAM

BFRY | e
="
—{T]
| @
HrBE 1 b S £ S
Reagent Bz  Fiit T3 BREY BAGHK
Kit (n) (Median) (Mean) (SD) (CV)
3 14 3.6 3.8 0155 14.5%
4 10 ChT 3.7 0.21 5.7%
All 25 ST 37 0.44 11.9%

28 31 34 37 40 43 46 49

G6PD (U/g Hb)

Sample 2

P
-
©

All

* Calculated by robust method ( ISO 13528 ; Algorithm A )
** Assigned value; Xa

Reagent kit 3 : Innovation

Reagent kit 4 : Lanner

n<5 KT &%zt

A2
Reagent B ol Ffr¥r  Pifr BREEY S EGH
Kit () (Median) (Mean) (SD) V)
3 14 5.7 56 0.48 8.6%
4 10 56 5.6 0.40 7 1%
All 25 564 5.5 0.46 8.4%

G6PD (U/g Hb)

Sample 3

Kit 3 }—ED———-{
e =l
ol [T1—

Reagent Kit
=
N

Reagent Kit
1L
[T

* Calculated by robust method ( ISO 13528 ; Algorithm A )

72 80 88 06 104 112 120 128

G6PD (U/g Hb)

G6PDEERER mEREERABRET D HE

136

** Assigned value; Xa

Reagent kit 3 : Innovation

Reagent kit 4 : Lanner

n<5 KT %K

e 3

Reagent Bfr#t P  FHEY FEE L ELHHR
Kit ) (Median) (Mean) (SD) (CV)
3 14 11.8 11.8 0.68 58%
4 10 10.5 104 0.80 7.7%
All 25 il 2 1.2 1.10 9.8%

144 * Calculated by robust method ( ISO 13528 ; Algorithm A )

1/1

** Assigned value; Xa
Reagent kit 3 : Innovation
Reagent kit 4 : Lanner
n<5RKF &%t

Verl.1_20201118
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G6PD % B ths 1% &8 1 & Hb 5 % 3t A % [

A H =t D RH2024-02 48 % 4 p #p 12024 & 05 % 27 p LA pH 2024067 03 p
® T > He (Pt F) L 25 i (100%)

12 ¢
10
8 -
- w1
= 6
o ¥ i+ #& (Median) = 2.8 (n=25)
I 321 (Mean)* = 2.8 (n=25)
o #4 £ (SD)* =0.10
0 Titit , Lot ceriririiiipratie , SR , CV=3.6%
21 22 23 24 25 26 27 28 29 30 31 32 33
Hb (g/dL)
16
14 t
12
= 8|
% 6 ® & (Median) = 2.1 (n=25)
4 r I 2 (Mean)* = 2.1 (n=25)
21 i #-3F £ (SD)* = 0.00
0 ] S Ry I CV =0.0%
14 15 16 1.7 1.8 19 20 21 22 23 24 25 26
Hb (g/dL)
10
8 I « e
v ol o 3
#w 4 ¢ i+ #& (Median) = 3.1 (n=25)
I 33ig (Mean)* = 3.0 (n=25)
> EE L (SD)* =0.14
0 CV=3.1%

24 25 26 27 28 29 3.0 31 32 33 34 35 36
Hb (g/dL)

*L 350 (Mean ) 2 4R £ (SD) 4 * ISO 13528 #£iE (Robust ) 43 = 23+ ¥

G6PD EE2 &R mERE Hb &RAT D 1HE 1/1 Verl.0_20161128
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External Quality Assurance ( EQA ) Program for G6PD Quantitative Test

FAEALK : RH2024-02

pEeEERIAR S2 138 MK (n=7; Survey / Sample No. ) :

RS HEEE 2024405 H27H

HEOEuE B - 2024 5206 H 03 H

RH2016-01/52 ; RH2016-04/S1 ; RH2017-02/S1 ; RH2018-02/82 ; RH2019-03/S2 ; RH2020-02/S1 ; RH2024-02/S2
BH{r 2 R G6PD E BB RIEEE
Lab Survey : RH2024-02 / Sample 2 Period : 2016 ~ 20243
i U/gHb spit Mean n SD cv CVR?
RHO1 4.9 -2.5 5.7 7 0.32 5.6% 0.79
RHO2 53 -0.5 55 7 0.43 7.8% 1.10
RH04 6.1 0.5 5.8 7 0.61 10.5% 1.48
RH06 5.4 -1.1 5.6 7 0.19 3.4% 0.48
RHO7 5.7 0.0 5.7 7 0.35 6.1% 0.86
RHO8 52 -1.1 55 7 0.28 5.1% 0.72
RHO09 5.1 -1.0 55 7 041 7.5% 1.05
RH10 59 0.6 5.7 7 0.34 6.0% 0.84
RH12 5.6 0.2 5.5 7 0.46 8.4% 1.18
RH13 5.7 0.6 5.5 7 0.33 6.0% 0.85
RH14 5.6 0.0 5.6 7 0.25 4.5% 0.63
RH19 55 0.2 54 7 0.41 7.6% 1.07
A0189 5.2 — - 4 - - -
A0203 5:2 -1.3 6.0 7 0.61 10.2% 1.43
G026 6.2 0.3 6.0 7 0.61 10.2% 1.43
CL001 5.8 0.4 57 7 0.26 4.6% 0.64
CL002 4.8 -0.4 51 7 0.73 14.3% 2.02
CL003 52 = - 1 = = -
CL004 4.9 = — 3 — — —
CL014 5.8 0.7 5.6 T 0.29 5.2% 0.73
CL015B S:5 0.4 5.4 T 0.28 2% 0.73
CLO017 6.2 — - 3 — — -
CLO018 6.1 — = 1 — — —
CL019 5.7 — - 1 - - -
CL023 59 = - 1 - - -
Total participating laboratories = 25
Median 5.6 0.1 5.6 - 0.35 6.1% 0.85
Range 4.8~6.2 -2.5~0.7 51~6.0 0.19~0.73 3.4% ~14.3% 0.48 ~2.02
Mean of all participating laboratory CVs 71% —

1). Standard Deviation Index ( SD I) = ( Individual result - Individual mean ) / Individual SD
2). Coefficient of Variation Ratio ( CVR ) = Individual CV / Mean of all participating laboratory CVs

3). Survey / Sample No. : RH2016-01/82 ; RH2016-04/S1 ; RH2017-02/S1 ; RH2018-02/S2 ; RH2019-03/S2 ; RH2020-02/81 ;
RH2024-02/82

* chi#E % Intermediate Measurement Precision ( 7% £ within-laboratory precision ) ; 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.
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