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2023 ¥ G6PD E Bk — Kbt E R EE R RS

ALK : RH2023-02

feRE i H - 2023 4205 A 29 H AL F 3 < 2023 5 06 H 05 H

A 24 00

BT EL(LL) : 24 (100%)

HEAIG6PD I M A (Hb)E BRI mEREGR —HER

*ﬁ%ﬁﬁfﬂ Eﬁ%%ﬁ% BRI Rczggglt Sample 1 Sample 2 Sample 3 Hb1 |Hb2 Hb3
{—tﬁ% {tﬁ% (%) Code |(WeHb)| D% |zscore|SDI |(UigHb)| D% |z score| SDI |(UgHb)| D% |z score|SDI | (g/dL) (g/dL) (g/dL)
RHO1 gg; 2 3 16.5 [13.8% | 1.9 |1.2| 43 |-8.5% | -1.2 |-0.8/ 11.0 | 2.8% | 0.4 [0.6| 2.5 2.4 2.0
RHO02 RHO02 7 4 15355% | 0.7 [04] 48 |2.1% | 0.3 [0.5(10.9| 1.9% | 0.3 (04| 2.6 2.5 22
RHO04 RHO04 4 3 16.6 [14.5% | 2.0 |13 | 44 |-6.4% | -0.9 |-0.5/10.7 | 0.0% | 0.0 [0.1| 2.5 24 2.1
RHO06 RHO06 7 3 142 |-2.1% | -0.3 |-0.3| 4.2 |-10.6%| -1.5 |-1.110.4 | -2.8% | -0.4 |-0.3] 2.4 2.4 2.0
RHO7 RHO7 4 3 12.8 |-11.7%| -1.6 |-1.3| 4.0 |-14.9%| -2.1 |-1.6| 9.4 |-12.1%|-1.7 |-1.7| 2.4 2.4 2.0
RHO8 RHO8 4 3 14.41-0.7% | -0.1 |-0.2| 4.2 |-10.6%| -1.5 |-1.1| 9.9 |-7.5% | -1.1 |-1.0| 2.5 2.4 2.1
RH09 RHO09 3 4 145 0.0% | 0.0 |-0.1| 4.7 | 0.0% | 0.0 [0.3(10.9| 1.9% | 0.3 (04| 2.2 2.1 1.9
RHI10 RHI10 4 4 142 |-2.1% [ -0.3 |-0.3| 4.5 |-4.3% | -0.6 |-0.3| 11.2 | 4.7% | 0.7 [0.9| 2.2 22 2.0
RHI12 RHI12 7 4 16.6 |14.5% | 2.0 [1.3] 52 [10.6% | 1.5 |1.6[11.8 |10.3% | 1.5 |1.7| 2.3 2.3 2.0
RHI13 RHI13 4 4 13.5 [-6.9% [ -0.9 |-0.8| 5.1 | 8.5% | 1.2 |1.3]| 9.9 |-7.5% |-1.1 |-1.0| 2.3 2.4 2.1
RH14 RH14 7 3 16.6 |14.5% | 2.0 [1.3] 5.1 | 85% | 1.2 |1.3|11.2|47% | 0.7 |09 2.5 2.6 2.1
RH19 RH19 4 4 13.3 [-8.3% [-1.1 |-0.9| 4.3 |-8.5% | -1.2 |-0.8| 9.1 |-15.0%|-2.1 |-2.1| 2.4 2.4 1.9
A0189 A0189 4 4 133 |-8.3% | -1.1 |-0.9| 4.7 | 0.0% | 0.0 [0.3[10.7 | 0.0% | 0.0 |0.1| 2.2 2.1 1.9
A0203 55)12% 4 3 153 5.5% | 0.7 |04 4.6 |-2.1%|-0.3 |0.0|11.1 | 3.7% | 0.5 [0.7| 2.5 2.4 2.0
G026 G026 4 15819.0% | 1.2 [0.7]| 47 | 0.0% | 0.0 [0.3(10.8] 0.9% | 0.1 (03| 2.4 2.4 22
CL001 CL001 4 14.5]0.0% | 0.0 |-0.1| 5.3 |12.8% | 1.8 |1.8|11.3 | 5.6% | 0.8 [1.0| 2.4 2.3 2.1

RHO3
RHI1
RH17
G031
CL002 B005 3 1 13.4 |-7.6% | -1.0 |-0.9| 4.7 | 0.0% | 0.0 |0.3|10.1 |-5.6% |-0.8 |-0.7| 2.3 2.3 2.0
CLO16
A0511
CL021
CL022

CL003 RH16 5 4 154 62% | 0.8 [0.5] 48 |2.1% | 0.3 |0.5(11.4 ] 6.5% | 09 |1.1| 2.3 2.3 2.0
CL004 CL004 7 3 14.0 | -3.4% | -0.5 |-0.5| 4.4 |-6.4% | -0.9 |-0.5| 9.4 |-12.1%)| -1.7 |-1.7| 2.4 2.3 2.0
CLO014 CLO14 7 3 155(6.9% | 09 |0.5]| 4.6 |-2.1% | -0.3 |0.0|10.2 |-4.7% | -0.7 |-0.6| 2.4 2.4 2.0
CLO15B CLO15B 7 3 150 3.4% | 0.5 [0.2] 42 |-10.6%| -1.5 |-1.1/10.5 | -1.9% | -0.3 |-0.1| 2.4 2.5 2.1
CLO017 CLO17 7 4 13.0 |-10.3%| -1.4 |-1.1| 4.5 |-4.3% | -0.6 |-0.3| 10.7 | 0.0% | 0.0 [0.1| 2.3 2.3 2.0
CLO18 CLO18 4 3 133 |-83% | -1.1 |-0.9| 5.0 | 6.4% | 0.9 |1.1[10.5|-1.9% | -0.3 |-0.1| 2.4 2.3 2.3
CLO019 CLO19 3 3 19.0 |31.0% | 4.2 |2.9| 48 | 2.1% | 0.3 [0.5|11.3 | 5.6% | 0.8 |1.0| 2.0 2.3 1.9
Total participating laboratories = 24
(Me):f:l?an) - 4 14.5 4.7 10.7 24 2.4 2.0
Uxa - - - 0.332 0.085 0.157 - - -

Sp - - - - 0.329 0.749 - - -
op' - - - 1.068 - - - - -
Range - 2-7 - 12.8-19.0 4.0-5.3 9.1-11.8 2.0-2.6[2.1-2.6/1.9-2.3
n - - - 24 24 24 24 24 24
Mean - - - 14.7 4.6 10.6 24 24 2.0
SD - - - 1.48 0.38 0.70 0.12 | 0.10 | 0.10
CvV - - - 10.1% 8.3% 6.6% 5.0% | 4.2% | 5.0%

Note:

1. D% FyfBafE (X)) PlEtE(E (Xa ) 2 ZEHEGEENELEME SRR - D% =[ (X -Xa)/Xa]x 100%

2. uxa ForkE EHVEMRTEERE - uxa=1.1xSD/nl2

3. BREIEAEE (o) B 7% x Xa o {435 Xa<2.9 U/g Hb I » H 6, =0.2 U/g Hb

4 ETAREER (o)) = (op? +uxa®)'2 » % uxa > 0.30p B o HRTASHESE -

5. z score Syt 7ERE (D =X - Xa ) BIFEEREAEZE (o) ZERfH  (zscore=D /oy )

R E R A (o' ) MURRTAHERAENRS » 2 score =D /o' »

6. SDI Rt (e Bl P r(Ery 22 iR B2 7 LE{E - [ SDI=(X ~Mean)/SD ]~ & SD {&5 0 5 » SDI A FEtH -

7. 5% E{E (Assigned value; Xa ) Fya% /S G & RBebg s A4 R~ TP % (Median ) -

8. FE5{E (Mean ) BAfFEAESE (SD ) $RFHFE(E (Robust ) &t 777AR R (K45 1SO 13528 #5751 » {1/ Algorithm A JHEIE) -

9. F—{Ei%AEHY GOPD KyEa{E 4SS E A © Acceptable © | z| = 2; Caution : 2 <|z|<3; Unsatisfactory : |z | =3

E 2B B GOPD Jy [ (1 25 (Hb) E BAR S s 45 R %
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Reagent Kit

G6PD
Reagent
Code

Lab

A0203, CL004, CLO014,
CLO15B, CL018, CL019,

Innovation 3 |RHOI, RH04, RH06, RHO7,
RHO8, RH14
A0189, CLOO1, CLO03,
Lanner 4 CL017, G026, RH02, RH09,
RH10, RH12, RH13, RH19
Trinity 1 cLooz
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Long Term Observation of Blood G6PD Quantitative Test EQA Survey Results

‘Survey No : RH2023-02 (in green .)‘

- Total participants' CV result ploted against surveys
40%

30%
cv *
20%

10% Py + - Py

BatchNo RH2020-02 RH2020-03  RH2020-04 RH2021-01 RH2021-02 RH2021-03 RH2021-04  RH2022-01 RH2022-02  RH2022-03  RH2023-01  RH2023-02
Fig RH-2.1

- Total participants' CV result ploted against G6PD activities

40%
30%
Ccv *
20%
L g .
10% * * Y
;s X: ': MR o s et e -
*

?853.«»0 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: 7,9% MHean of CV: 9.,5% SD of CV: 6.4% Range of CV: 3,9%-408% (date: RH2820-82 to RH2823-82)
Fig RH-2.2
* Mean and SD are calculated by Robust method according to ISO 13528 since 2014

#3211, RRRBELEREBLERESFI BN ERER <https://gbpd. qap. tw>
). EREMMASES B BE2ASE REA A -
10699 &3tz 4E A% 624 124
F35 0 (02) 2703-6080
2 - (02) 2703-6070
(Report generated at 2023-06-06 15:24:50)

Long Term Observation of Blood G6PD Quantitative Test EQA Survey Results 1/1 Ver 1.0 20161206
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WA= D RH2023-02  #%48F 1 p 12023 205 % 297
w T B F) 1 24 & (100%)
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8.7 9.1 9.5 9.9 103 10.7 11.1 11.9 123

G6PD (U/g Hb)

*T 2@ (Mean ) £ %% X (SD) 4 * ISO 13528 #£ 7 (Robust ) k3t = /2 3+

G6PD EE2REIRIRMERE GOPD EMMT 2 MmE 1/1

' 1

¢ =ik (Median) = 14.5 (n=24)
T 35 (Mean)* = 14.7 (n=24)
E & £ (SD)* =1.48
CV=10.1%

& 2

¢ i+ #k (Median) = 4.7 (n=24)
I 33 (Mean)* = 4.6 (n=24)
#E £ (SD)*=0.38
CV=8.3%

B3

¥ =3k (Median) = 10.7 (n=24)
I 33 (Mean)* = 10.6 (n=24)
# % £ (SD)* =0.70

CV =6.6%

5
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4 4 44 RH2023-02

A E ip 2023205 29

LA pE 2023 E067 05p

Sample 1
Kit3{ p— — |
E
= Kit44 H —]
2
¢ al{ }— |

121 129 137 145 153 161 169 17.7 185 193 20.1

LA o oM RAdL
T}
I o
*ﬁ"ﬂ 1 e fh
Reagent ¥ =#c ¢ ¥k Lot RELT %R G
Kit (n) (Median) (Mean) (SD) (CV)
3 12 15.2 15.2 1.69 11.1%
4 11 14.5 14.5 1.29 8.9%
All 24 14.5%* 14.7 1.48 10.1%

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

G6PD (U/g Hb) Reagent kit 3 © Innovation
Reagent kit 4 : Lanner
n<s5#4 ,f‘ﬁféj‘
Sample 2 A2
Kit 3 1 |_ —| Reagent ¥ =¥ 7 ik TioEr MBI ORR G
§ Kit (n) (Median) (Mean) (SD) (CV)
= Kit4] — — 3 12 4.4 4.5 0.38 8.4%
g 4 1 4.7 4.8 0.35 7.3%
é al{ pb——— | All 24 4.7** 4.6 0.38 8.3%
T 1 1 1 1 1 1 1 £ M 1
3.0 41 43 45 47 49 51 53 55 Calct'llated by robust method ( ISO 13528 : Algorithm A )
** Assigned value; Xa
G6PD (U/g Hb) Reagent kit 3 : Innovation
Reagent kit 4 : Lanner
n<57% 4 k3t
Sample 3 A3
Kit 3 — —] Reagent H ix#ic ¢ =@  ToEr FEL OFR GE
§ Kit (n) (Median) (Mean) (SD) (CV)
-E Kit 4 - : _| 3 12 10.5 10.5 0.74 7.0%
s 4 11 10.9 10.9 067  6.1%
«
¢ all p———— —] All 24 10.7** 10.6 0.70 6.6%
. . r . . . . r : * Calculated by robust method ( ISO 13528 ; Algorithm A )
87 91 95 99 103 107 1M1 115 119 123 ¢ Agsigned value; Xa
R kit3 : 1 i
G6PD (U /g Hb) eagent kit 3 : Innovation

GePDEEMRRMIEmEREERABRT D HE

1/1

Reagent kit 4 : Lanner
n<s5 %3 #3t

Verl.1 20201118



FIELZA B & B R £ B g & /0 XH#HER408010107G6Rzh

GOPD % £ 2% 54 #4 & Hb % % k3t & 4 )

A f s D RH2023-02 #4890 41 p #) 12023 £ 05 % 29 p 244 #2023 & 06 * 05 f
w T > B F) 1 24 5 (100%)

10
8 -
i 6 w1
¥ 4 ¥ (- (Median) = 2.4 (n=24)
5 | T 3578 (Mean)* = 2.4 (n=24)
& £ (SD)*=0.12
0 CV =5.0%
1.8 1.9 2.0 2.1 2.2 2.3 2.4 2.5 2.6 2.7
Hb (g/dL)
12 ¢
10 |
8 L
¥ w2
> 6 r
', ¢ {*# (Median) = 2.4 (n=24)
I ¥2E (Mean)* = 2.4 (n=24)
2r £ % £ (SD)* =0.10
0 CV =4.2%
1.8 1.9 2.0 2.1 2.2 2.3 2.4 2.5 2.6 2.7
Hb (g/dL)
12 ¢
10
8 -
i w3
= 6 r
| ¥ = # (Median) = 2.0 (n=24)
I 33ig (Mean)* = 2.0 (n=24)
2} & £ (SD)*=0.10
0 CV =5.0%

1.8 19 20 21 22 23 24 25 26 27
Hb (g/dL)

*T 3ois (Mean ) %7 3 £ (SD) 4 * ISO 13528 48 i (Robust) 553+ = j# 3+ &

G6PD EE1@ B mERE Hb ERAFT 2 1HE 1/1 Verl.0_20161128
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External Quality Assurance ( EQA ) Program for G6PD Quantitative Test

FER  RH2023-02

M EHE 2023405 §H 29 H

&R IR HHE - 2023406 H 05 H

A S 1 8y 592K (n=10 ; Survey / Sample No. ) :
RH2007-01/82 ;RH2007-07/82 ; RH2007-11/S3 ; RH2008-01/83 ; RH2008-07/82 ; RH2009-01/S81 ;

RH2010-05/83 ; RH2011-07/82 ; RH2021-02/83 ; RH2023-02/81

ZEfr 7 R G6PD ERRRTRREERE

Lab Survey : RH2023-02 / Sample 1 Period : 2007 ~ 20233
U/gHb SDI! Mean n SD cv CVR2
RHO1 16.5 1.1 144 10 1.86 12.9% 1.40
RHO2 15.3 3.9 12.9 10 0.61 4.7% 051
RH04 16.6 2.3 13.1 10 1.55 11.8% 1.29
RHO06 14.2 0.9 134 10 0.86 6.4% 0.70
RHO7 12.8 0.1 12.7 10 0.87 6.9% 0.74
RHO8 14.4 0.9 13.6 10 094 6.9% 0.75
RHO09 145 1.5 12.9 10 1.07 8.3% 0.90
RHI10 14.2 0.6 135 10 1.08 8.0% 0.87
RHI12 16.6 1.7 133 10 1.93 14.5% 1.58
RHI13 135 0.3 13.2 10 1.13 8.6% 0.93
RH14 16.6 1.3 13.8 10 2.16 15.7% 1.70
RH19 133 0.5 12.9 10 0.73 5.7% 0.62
A0189 13.3 0.1 13.2 9 141 10.7% 1.16
A0203 15.3 1.3 13.3 10 1.59 12.0% 1.30
G026 15.8 1.1 14.1 10 1.60 11.3% 1.23
CL001 14.5 2.4 12.7 10 0.75 5.9% 0.64
CL002 13.4 0.4 13.1 10 0.82 6.3% 0.68
CL003 15.4 - - 2 - - -
CL004 14.0 — - 2 — - -
CL014 155 - - 2 - - -
CLO15B 15.0 - - 2 - - -
CL017 13.0 - - 2 - - -
CL018 133 - - 2 - - -
CL019 19.0 - - 2 - - -
Total participating laboratories = 24
Median 145 1.1 132 - 1.08 83% 0.90
Range 12.8 ~19.0 0.1~3.9 12.7~14.4 — 0.61 ~2.16 47%~15.7% 0.51 ~1.70
Mean of All participating laboratories CV 92% —

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

2). Coefficient of Variation Ratio { CVR ) = Individual CV / Mean of All participating laboratories CV

3). Survey / Sample No. : RH2007-01/82 ;RH2007-07/52 ; RH2007-11/83 ; RH2008-01/83 ; RH2008-07/52 ; RH2009-01/81 ;

RH2010-05/83 ; RH2011-07/82 ; RH2021-02/83 ; RH2023-02/51

* thiS#E 8% 8 Intermediate Measurement Precision { 7§ /% within-laboratory precision ) ; ISQ 3534-2:2006, JCGM 200:2012
(VIM, 3d ed. ) 2.23

** Mean and SD are calculated by Robust methed according to ISO 13528, Algorithm A.
0 <5 FEAPEEERA TR

HFEMNZRH GOPD EERRPEREEHRS

1/1

Ver 1.5_20221219
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G6PD i & AnBabban B fRalat 28
External Quality Assurance ( EQA ) Program for G6PD Quantitative Test

HHEHLZe : RH2023-02 REEHHE - 2023805529 H REOUREIEHEE - 2023406 505 H
R FIAR S2 il $#7HER (n=7; Survey / Sample No. )

RH2015-01/83 ; RH2017-03/83 ; RH2018-03/51 ; RH2019-04/81 ; RH2020-04/81 ; RH2021-03/81 ; RH2023-02/82

HEAL 7 &3 G6PD EERB T REIHEEE

Lab Survey : RH2023-02 / Sample 2 Period : 2015 ~ 20233
* U/gHb sprt Mean n SD cv CVR?
RHO1 43 -1.1 47 7 0.37 7.9% 1.16
RH02 438 -0.4 49 7 0.26 5.3% 0.78
RH04 44 -0.9 47 7 0.32 6.8% 1.00
RHO06 42 -0.9 4.6 7 0.46 10.0% 147
RHO7 4.0 -3.1 4.8 7 0.26 54% 0.80
RHO8 42 -1.1 4.6 7 0.38 8.3% 121
RH09 47 -0.4 49 7 0.46 9.4% 138
RHI0 4.5 -0.5 4.7 7 0.39 8.3% 122
RHI12 5.2 1.0 49 7 0.31 6.3% 0.93
RH13 5.1 09 4.8 7 0.33 6.9% 1.01
RH14 5.1 1.4 4.6 7 0.36 7.8% 1.15
RHI19 43 -13 45 7 0.15 3.3% 0.49
AO0189 47 — — 2 - - -
A0203 46 04 45 7 0.28 6.2% 0.92
G026 47 -12 5.0 7 0.26 52% 0.76
CL001 5.3 04 5.2 7 0.24 4.6% 0.68
CL002 4.7 03 4.3 7 0.36 7.5% 1.10
CL003 48 - — 2 - - -
CLO04 44 - - 4 - - -
CLO14 46 0.0 4.6 7 0.19 4.1% 0.61
CL015B 42 -0.8 45 7 0.38 8.4% 124
CL017 4.5 — — 4 - - -
CLO18 5.0 - - 3 - - -
CLO1% 48 - - 3 - - -
Total participating laboratories = 24
Median 47 -0.5 47 - 0.33 6.8% 1.01
Range 40~53 31~14 45~52 - 0.15~046 3.3% ~ 10.0% 0.49 ~ 147
Mean of all participating laboratory CVs 6.6% -

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

3). Survey / Sample No. : RH2015-01/83 ; RE2017-03/83 ; RE2018-03/81 ; RH2019-04/S1 ; RE2020-04/81 ; RH2021-03/81 ;
RH2023-02/82

* %5 & Intermediate Measurement Precision { 7§ & within-laboratory precision ) ; ISO 3534-2:2006, JCGM 200:2012 (
VIM, 3rded. ) 2.23

** Mean and SD are calculated by Robust method according to ISO 13528, Algorithm A.
<5 HEATEREES e

FEBEUZ R G6PD EERBRPEIBERERS 1/1 Ver 1.5_20221219
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