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6.2 R4 BEAT 7 score, D% K SDI i [E5IF=
& B GOPD R 165 3 (Hb)E R BIEIS S B EGR— 0%

Tﬁ%ﬁ%m e E | [EE R(;gg é?lt Sample 1 Sample 2 Sample 3 Hb1 |Hb2 |Hb3
(A¥C (A¥C R Code |(Wighb)| D% |z score|SDI |(Uighb)| D% |z score| SDI |(U/ghb)| D% |z score| SDI | (g/dL) (g/dL) (g/dL)
RHO1 gg; 7 3 20.5(102% | 1.4 |1.3] 2.5 |-10.7%)| -1.3 |-0.8| 11.5| 5.5% | 0.8 |1.2| 2.5 1.9 2.1
RHO02 RHO02 2 4 18.6| 0.0% | 0.0 [0.2] 3.2 [143%| 1.7 |0.6|11.5|55% | 0.8 |[1.2| 2.4 1.8 2.0
RH04 RH04 3 4 15.9 |-14.5%| -2.0 |-1.3| 2.7 |-3.6% | -0.4 |-0.4| 9.7 |-11.0%| -1.6 |-1.4| 2.4 2.0 2.1
RHO06 RHO06 7 3 189 1.6% | 0.2 |04 2.7 |-3.6% |-0.4 |-0.4/ 11.1 | 1.8% | 0.3 |0.6| 2.5 1.9 2.1
RHO7 EHO]%; 3 4 16.3 |-12.4%| -1.7 |-1.0| 3.0 | 7.1% | 0.8 |0.2/10.9| 0.0% | 0.0 |0.3| 2.2 1.7 1.9
RHO8 RHO8 7 3 18.6| 0.0% | 0.0 [0.2] 2.8 | 0.0% | 0.0 |-0.2/11.0| 0.9% | 0.1 [0.4]| 2.4 2.0 2.0
RHO09 RHO09 3 4 18.4|-1.1% | -0.1 [0.1 | 3.5 [25.0% | 3.0 |1.2|10.4|-4.6% | -0.7 |-0.4| 2.2 1.7 1.9
RHI10 RHI10 4 4 17.2|-7.5% | -1.0 |-0.5| 3.4 [21.4% | 2.5 |[1.0|11.1| 1.8% | 0.3 |0.6| 2.2 1.7 2.0
RH12 RH12 4 4 18.5[-0.5% | -0.1 |0.2 | 2.4 |-14.3%| -1.7 |-1.0/ 11.2 | 2.8% | 0.4 |0.7| 2.3 1.7 2.0
RH13 RH13 1 4 16.7 |-10.2%| -1.4 |-0.8| 3.5 [25.0% | 3.0 [1.2]10.2|-6.4% | -0.9 |-0.7| 2.4 1.8 2.1
RH14 RH14 7 3 19.12.7% | 0.4 |0.5| 3.2 [143%| 1.7 |0.6|11.2| 2.8% | 0.4 [0.7| 2.4 2.0 2.1
RHI19 RHI19 2 4 17.8-43% | -0.6 |-0.2| 2.9 | 3.6% | 0.4 |0.0|10.0|-8.3% | -1.2 |-1.0| 2.4 1.8 2.1
A0203 E(I)—IZIOE; 7 3 19.7159% | 0.8 |0.8| 2.2 |-21.4%)| -2.5 |-1.3/10.7 | -1.8% | -0.3 |0.0| 2.4 1.9 2.1
G026 G026 7 4 198 6.5% | 0.9 |09 3.4 |21.4% | 2.5 [1.0/10.8/-0.9% | -0.1 |0.1| 2.4 1.9 2.2
CL001 RH16 7 4 16.7 |-10.2%| -1.4 |-0.8| 3.4 |21.4% | 2.5 [1.010.3 |-5.5% | -0.8 |-0.6| 2.4 1.8 2.1

RHO3
RH11
RH17
CL002 G031 0 1 15.8 |-15.1%| -2.0 |-1.3| 2.5 |-10.7%)| -1.3 |-0.8| 9.5 |-12.8%| -1.8 |-1.7| 2.4 1.8 2.1
B005
CLO16
A0511
CL004 CL004 7 3 19.8]6.5% | 0.9 |09 2.8 | 0.0% | 0.0 |-0.2|/11.5| 5.5% | 0.8 |1.2| 2.4 1.9 2.1
CLO14 CLO14 7 3 19.8| 6.5% | 0.9 |09 2.2 |-21.4%| -2.5 |-1.3/11.0| 0.9% | 0.1 [0.4| 2.5 1.9 2.1

CL0O15B CL0O15B 7 3 20.2| 8.6% | 1.2 [1.1] 2.1 |-25.0%)| -3.0 |-1.5]/10.5|-3.7% | -0.5 |-0.3| 2.4 2.0 2.2
CLO017 CLO017 1 4 13.3 |-28.5%| -3.8 |-2.7| 2.8 | 0.0% | 0.0 |-0.2| 9.7 |-11.0%| -1.6 |-1.4| 2.3 1.8 2.0
Total participating laboratories = 20

(Mijﬁan) - 5.5 - 18.6 2.8 10.9 2.4 1.9 2.1
Uxa - - - 0.448 0.128 0.170 - - -

o - - - - - 0.763 - - -
Sp’ - - - 1.377 0.237 - - - -
Range - 0-7 - 13.3-20.5 2.1-3.5 9.5-11.5 2.2-2.5/1.7-2.0{1.9-2.2
n - - - 20 20 20 20 20 20
Mean - - - 18.2 2.9 10.7 2.4 1.9 2.1
S.D. - - - 1.82 0.52 0.69 0.00 | 0.09 | 0.00
C.V. - - - 10.0% 17.9% 6.4% 0.0% | 4.7% | 0.0%

Note:

1. D% Fsf@bifE (X) BlEtE E (Xa ) Z 2 EBEE EVELEIE 2 HEFRIR D% = [ (X -Xa)/ Xa]x 100%

2. Ux, BEEEEAENFHEERE  ux,=1.1xSD/n!?

3 a¥i4‘f‘l§$?(cp)7% 7% x Xa > {H35 Xa <2.9 U/gHb I » H o, = 0.2 U/gHb

4. PHESEPERTESE (0 )= (0p% + Uxa? )12 > & Uxa > 0.30, BT o' AT LA -

5. zscore FulgER{E 7R (D =X — Xa ) BLEEEEAES ( Sp) ZEE{H ° (zscore=D Iop ) ©

6. SDI Ftli{E BV A2 R4 22 > LhfE - [ SDI= (X -Mean)/SD ] - & SD {f 5 0 i% > SDI R FEfE -

7. BLEME (Assigned value; Xa ) Ry i ETRES N E XIS E R ELE R 2 PALE (Median )

8. qzi’-ﬂﬁ (Mean ) BUFEREE (SD ) FRAIFR{H# (Robust ) 457774515 (#k#E 1SO 13528 455 » {1 Algorithm A JHEE ) -

9. F—{EIREEHT G6PD bR {EsS EHIEH A ¢ Acceptable : |z | = 2; Caution : 2 <|z| = 3; Unsatisfactory : |z|>3

10. e AR LR 7E (Maximum Allowable Deviation; MAD ) £ 3 x (op / Xa ) X 100% » & ux, > 0.3 o, Bf » MAD £ 3 x (o, / Xa ) x 100%

# 2 EHEGOPD K Il G122 (Hb)/E B g &SR — R 12 Ver 1.1_20180308
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G6PD
Reagent Kit Reagent Lab
Code

A0203, CL004, CLO14,
Innovation 3 |CLO15B, RHOI, RHO6,
RHOS, RH14

CL001, CLO17, G026,
Lanner 4 |RHO2, RHO4, RHO7, RHO9,
RH10, RHI2, RH13, RH19

Trinity ’ 1 ‘CLOOZ

EhifE2 B G6PD e M Z (Hb) i BRI B4R —FE % 2/2 Ver 1.1_20180308
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Long Term Observation of Blood G6PD Quantitative Test EQA Survey Results

’Survey No : RH2020-01 (in green .)‘

- Total participants' CV result ploted against surveys
40%

304
C.v.
204

10% v *

BatchNo pH2017-02  RH2017-03  RH2017-04  RH2018-01 RH2018-02 RH2018-03  RH2018-04  RH2019-01 RH2019-02 RH2019-03  RH2019-04  RH2020-01
Fig RH-2.1

- Total participants' CV result ploted against G6PD activities

40%
30%
C.V.
20%
L
. -
10% - . . , T
VAR SR vy .

‘(‘ﬁﬁg"b,o 1 2 3 4 5 6 7 g 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 7

n: 36 Hedian of CV: 6.9% Hean of CV¥: 7.5% SD of CV: 2,9% Range of CV: 3.2%-17.9% (date: RH2017-82 to RH2820-81)
Fig RH-2.2

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

Fir D A RESE R A RBEL T e eRt <http://gbpd. qap. tw>
D.FFEREIGE P FEEAEE FED e o
10699 4 4 2 st g 5 624
T3 0 (02) 2703-6080

22 :(02) 2703-6070
(Report generated at 2020-03-04 15:39:47)

Long Term Observation of Blood G6PD Quantitative Test EQA Survey Results 1/1 Ver 1.0_20161206
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G6PD Tt [x'% & 3% & GOPD /&2 szt & 7 [

A s D RH2020-01 #4841 p 8 2020 2 02 7 24 p 2440 p 8 2020 & 03 ¢ 02 p
ol > #3120 5 (100%)

Bl 15 3284 o P 4E. fijf{ﬁ
}
L
. + — | ]
[ I | d
Q3
6 F - Al
5 -
2l w1
w3 T ¢ 4 (Median) = 18.6 (n=20)
2r T 357 (Mean)* = 18.2 (n=20)
1+ £ % £ (SD)* =1.82
0 m - L CV=10.0%
126 13.6 146 156 166 176 18.6 19.6 20.6 21.6
G6PD (U/g Hb)
— + —
6 —
5 -
g 4T & 1H 2
=3
w | ? i #ic (Median) = 2.8 (n=20)
I 3o (Mean)* = 2.9 (n=20)
1+ £ % 1 (SD)* =0.52
0 . CV=17.9%
2.0 2.2 2.4 2.6 2.8 3.0 3.2 3.4 3.6 3.8
G6PD (U/g Hb)
70 : + —
6 -
5 -
5y | %3
w3 ¢ {*># (Median) = 10.9 (n=20)
2+ I 32 (Mean)* =10.7 (n=20)
1F #® £ (SD)* =0.69
0 . CV=6.4%

9.4 97 100 103 106 109 112 115 118
G6PD (U/g Hb)

*T 3ofE (Mean ) 228 £ (SD) # * 1SO 13528 4& it (Robust) se3t = 23 8

G6PD E21RER iR mERE G6PD JHHAEt 1 hiE 1/1 Verl.0_20161128
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GOPD % k5% 53 # & Hb % 532 2+

# &=t 1 RH2020-01 48 % 2 p 8 2020 # 02 % 24 p LA p 2020 EF 030 02 P
w T > Be(P ) 120 i (100%)

14
12
10
¥ gt B 1
= |
s # i #& (Median) = 2.4 (n=20)
41 T 3518 (Mean)* = 2.4 (n=20)
2t % £ (SD)* = 0.00
0 CV=0.0%
1.6 1.7 1.8 19 20 21 22 23 24 25 26
Hb (g/dL)
8 —
6 -
¥ %A 2
=4
# = # (Median) = 1.9 (n=20)
2 I 33iE (Mean)* = 1.9 (n=20)
1% £ (SD)* =0.09
0 1 1 1 I 1 1 CV = 4.7%
1.6 1.7 1.8 19 20 21 22 23 24 25 26
Hb (g/dL)
12 1
10
8 -
¥ %3
= 6
= # i~ # (Median) = 2.1 (n=20)
I 357 (Mean)* = 2.1 (n=20)
2r £ & £ (SD)* =0.00
0 1 1 1 1 1 1 CV = 0.00/0

16 17 1.8 19 20 21 22 23 24 25 26
Hb (g/dL)

*L 34 (Mean) 2% £ (SD) # * ISO 13528 #£ i+ (Robust ) se3t = 23+ 5

G6PD EE12ExRmERE Hb BERAFT D1 E 1/1 Verl.0_20161128
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G6PD & BRI iRt &
External Quality Assurance ( EQA ) Program for G6PD Quantitative Test

FAEHM N -RH2020-01 @A HHER 2020 £ 02 5 24 5

FEFEEA AN S feil 2 &L (n =6 ; Survey / Sample No. ) -
RH2007-05/S2 ; RH2010-11/S1 ; RH2012-11/82 ; RH2013-05/S3 ; RH2018-01/52 ; RH2020-01/51

SFL&ErE A 2020 03 H 02 H

HHr 7 &Y GoPD ERBBRTHMEERS

. | Survey:RH2020.01/Sample1 || Period : 2007 ~ 20207
! U/gHb sp1! Mean n SD cv CVR
RHO1 205 09 178 6 298 16.7% 197
RH02 18.6 0.7 16.9 [3 259 15.3% 1.80
RH04 159 04 16.3 6 0.98 6.0% 0.71
RHO6 18.9 09 173 6 1.77 10.2% 1.20
RHO7 16.3 0.0 16.3 6 0.33 2.0% 0.24
RHO2 18.6 09 17.1 6 1.67 9.8% 1.15
RH09 18.4 09 17.1 6 1.44 8.4% 0.99
RHI10 17.2 0.7 16.4 6 1.11 6.8% 0.80
RHI2 18.5 1.7 16.6 6 1.10 6.6% 0.78
RHI3 16.7 0.7 16.2 6 0.67 41% 0.49
RH14 19.1 09 173 6 2.01 11.6% 137
RHI19 17.8 12 16.3 6 121 7.4% 0.87
A0203 19.7 26 16.1 [3 1.38 8.6% 1.01
G026 19.8 15 16.9 6 1.96 11.6% 136
CLO01 16.7 0.6 16.1 6 0.97 6.0% 0.71
CLO02 15.8 08 16.7 6 1.10 6.6% 0.77
CLO04 19.8 — — 2 — — —
CLO14 19.8 05 188 5 1.90 10.1% 1.19
CLO1SB 202 — — 3 — — —
CLO17 133 - ([ — 1| — — —
Total participating laboratories = 20
Median 18.6 09 16.7 — 1.38 8.4% 0.99
Range 133~205 08~26 161~188 | — 033~298 |[20%~167% | 024~197
| Mean of All participating laboratories CV 2.5% —

1). Standard Deviation Index (5DI) = (Individual Eesult - Individual Fobust Mean) / Individual Eobust SD
2). Coefficient of Variation Ratio ( CVR. ) = Individual CV / Mean of All participating laberatories CV

3). Survey / Sample No. : BEH2007-05/52 ; BEH2010-11/51 ; EH2012-11/52 ; EH2013-05/53 ; RH2018-01/52 ; EH2020-01/51

* RS A 2 Intermediate Measurement Precision © IS0 3334-2:2006, JCGM 200:2012 ( VIM, 3rded. ) 2.23
** Mean and 5D are calculated by Fobust method according to IS0 13528, Algonthm A
*ra=5 EEIPREEEFTHE

BEUZ R GOPD EEMBRPEIBEEERS

1/1

Ver 1.3_20200309
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External Quality Assurance ( EQA ) Program for G6PD Quantitative Test

FEH L RH2020-01

feRBd I HET : 20205£02 § 24 H

FEFEER AT S3 taf -~ FEHK (n =7 Survey/ Sample No. ) :

RH2009-07/51 ; RH2012-03/51 ; RH2013-09/51 ;: RH2014-01/52 : RH2016-10/51 ; RH2017-01/53 ;

SELEEYEFHER 2020503 E 02 H

RH2020-01/53

ZHfI 7 R G6PD EREERFHIBERE RS

Survey : RH2020-01 / Sample 3 Period : 2009 ~ 202¢2

Lab UlgHb soit Mean n sD Cv CVE
RHO1 11.5 09 10.0 7 1.73 17.3% 279
RHO2 11.5 1.1 109 7 0.54 5.0% 0.80
RHO4 o7 -1.0 104 7 0.67 6.4% 1.04
RHO6 11.1 09 10.6 7 0.53 5.2% 0.84
RHO7 109 02 10.7 7 1.29 12.1% 1.94
RHO0Z 11.0 1.1 102 7 0.73 7.2% 1.15
RHO09 104 03 103 7 0.37 3.6% 0.58
RHI10 11.1 0.2 109 7 0.82 7.3% 1.21
RHI12 1.2 0.7 103 7 0.97 9. 2% 1.49
RHI3 102 -10 10.6 7 042 4.0% 0.64
RH14 1.2 ] 104 7 0.50 4 8% 0.78
RH19 10.0 -03 101 7 0.29 29% 0.46
A0203 10.7 03 103 7 0.62 5.9% 093
GO26 10.8 0.1 107 7 0.76 7.1% 1.15
CLO01 103 04 101 7 0.47 4.7% 0.73
CLOO02 935 -0.4 99 7 091 9.2% 1.48

CLO04 11.5 — — 3 — — —
CLO14 11.0 0.6 10.6 6 0.64 6.0% 0.97
CLOI5B 105 -0.5 10.6 5 0.20 1.9% 0.30

CLO17 97 — — 1 — — —

Total participating laboratories = 20
Median 109 03 103 — 0.63 6.0% 0.96
Range 05~115 10~1.6 99-109 — 020~1.73 1.9% ~173% 030~2.79
Mean of All participating laboratories CV 6.2% -

1). Standard Deviation Index (5DI) = (Individual Fesult - Individual Fobust Mean) / Individual Fobust 5D
2). Coefficient of Vaniation Fatio { CVR ) = Individual CV / Mean of All participating laboratories CV

3). Survey / Sample No. : EH2009-07/51 ; RH2012-03/51 ; EH2013-09/51 ; RH2014-01/52 ; EH2016-10/51 ; RH2017-01/53 ;
BH2020-01/53

* chf 55 - Intermediate Measurement Precision : IS0 3334-2:2006, JCGM 200:2012 ( VIM, 3rd ed. ) 2.23
** Mean and SD are calculated by Fobust method according to ISO 13528, Algorithm A.
**o=3 FRUTRBEES TR

BEUZ R GOPD EEMBRPEIBEEERS

1/1

Ver 1.3_20200309
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PR bRt

A % B

# & $+=X 1 RH2020-01

A EF ipE 2020# 027 24 p FFA A pH 120204 037 02 p
w e i (v Z) 120 5 (100%)
ECER] Ak
o
Sample 1 B 1 [ res”
L s H 1 Reagent ¥ indfc ¢ i 0BT RELT BG4
g Kit (n) (Median) (Mean) (SD) (CV)
T Kitdg — —] 3 8 19.8 19.6 074  3.8%
e 4 11 17.2 17.3 159  9.2%
4]
o all{ | —] All 20 18.6** 18.2 1.82 10.0%
T T y y T T T T ! * Calculated by robust method ( ISO 13528 ; Algorithm A )
126 136 146 156 166 176 186 19.6 206 216 ** Assigned value; Xa
G6PD (U/gHb) Reagent kit 3 : Innovation
Reagent kit 4 : Lanner
n<S5%4 %3+
Sample 2 K2
Kit3{ | — Reagent H 8 ¢ i@  TE* HEL* %L Gk
§ Kit (n) (Median) (Mean) (SD) (CV)
= Kit4] |_ _| 3 8 2.6 2.6 0.43 16.5%
S 4 1 3.2 3.1 0.40 12.9%
©
& al{ p——— — All 20 2.8* 29 0.52 17.9%
T T T T T T T T , * Calculated by robust method ( ISO 13528 ; Algorithm A )
20 22 24 26 28 30 32 34 36 38 ** Assigned value; Xa
Reagent kit 3 : Innovation
G6PD (U/gHb) Reagent kit 4 : Lanner
n<S5%4 %3+
Sample 3 83
ol Reagent Hi~fic ¢ =@  TiHE* HELT D Gk
g Kit3 | L Kit ()  (Median) (Mean)  (SD)  (CV)
- 3 8 11.1 11.1 0.40 3.6%
S Kita- |— —|
% 4 11 10.4 10.5 0.70 6.7%
) All 20 10.9** 10.7 0.69 6.4%
o — E— : :
* Calculated by robust method ( ISO 13528 ; Algorithm A )
04 07 100 103 106 109 112 115 118 . Assigned value; Xa
Reagent kit 3 : Innovation
G6PD (U/gHb) Reagent kit 4 : Lanner
n<s5 %4 ,?ft.‘é"‘
G6PDEERRRRREREERAT AT o hE 1/1

Verl.0_20200309
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