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3. AR BEAT 7 score, D% & SDI S ffilE{ 51172

BEfrG6PDRIMEE(Hb) EBBBIELEREER—BX

t@%ﬁ%{ﬂ Eﬁ%’z\%[ﬁ% EEE S R(;Z:glt Sample 1 Sample 2 Sample 3 Hb1l |Hb2 |Hb3
fJQE% {JQEEJ (f) Code |UeHb)| D% |z score|SDI |(Uighb)| D% |z score| SDI |(U/ighb)| D% |z score| SDI | (g/dL) (g/dL) (z/dL)
RHO1 ﬁg; 1 3 49 [11.4% | 1.6 |1.8/20.1 12.3%| 1.8 |2.0| 5.5 |25.0% | 3.6 |3.9| 2.2 22 2.2
RHO02 RHO02 4 4 4.3 |-2.3% [-0.3 |-0.4/18.5(3.4% | 0.5 |0.6| 4.5 |23% | 03 (04| 2.2 2.3 2.2
RH04 RH04 7 4 4.3 |-23% [-0.3 |-0.4/16.5 |-7.8%| -1.1 |-1.1| 4.1 |-6.8% | -1.0 |-1.1| 2.2 2.3 2.2
RHO06 RHO06 7 3 4.3 1-2.3% [-0.3 |-0.4/17.90.0% | 0.0 |0.1| 4.6 | 4.5% | 0.6 [0.7| 2.2 2.2 2.1
RHO7 IEH(M%’; 4 4 48 [ 9.1% | 1.3 |1.4|18.639% | 0.6 (0.7 49 |114% | 1.6 |1.8| 1.9 2.0 1.9
RHO8 RHO8 7 3 44 10.0% | 0.0 |0.0[182|1.7% | 0.2 |0.4| 44 | 0.0% | 0.0 [0.0| 2.2 2.2 2.2
RHO09 RHO09 7 4 4.5 123% |03 |04(17.2|-3.9%| -0.6 |-0.5| 4.4 | 0.0% | 0.0 [0.0| 1.9 2.0 2.0
RH10 RH10 2 4 4.1 |-6.8% |-1.0 |-1.1{20.1 [12.3%| 1.8 |2.0| 4.1 |-6.8% |-1.0 |-1.1| 2.0 2.0 2.0
RHI12 RH12 7 4 47 1 6.8% | 1.0 |1.118.5/34% | 0.5 (0.6 4.8 | 9.1% | 1.3 |1.4| 2.1 22 2.1
RH13 RH13 7 4 43 |-23%|-0.3 |-0.4/16.5-7.8%| -1.1 |-1.1| 4.4 | 0.0% | 0.0 |0.0| 2.2 22 22
RH14 RHI14 7 3 4.2 |-4.5% [-0.6 |-0.7(17.7 |-1.1%| -0.2 |-0.1| 4.2 |-4.5% | -0.6 |-0.7| 2.3 2.3 2.3
RH19 RH19 2 4 4.5 123% | 03 |04]16.7|-6.7%| -1.0 |-1.0| 4.3 |-2.3% | -0.3 |-0.4| 2.2 2.2 2.2
A0203 II:OHZi)i 7 3 44 10.0% | 0.0 |10.0/17.7-1.1%| -0.2 |-0.1| 4.5 | 2.3% | 0.3 |0.4| 2.2 2.3 22
G026 G026 7 4 4.4 10.0% | 0.0 |0.0/18.8/5.0% | 0.7 10945 |23% | 03 |04 22 22 2.1
CLO001 RHI16 1 4 44 10.0% | 0.0 |0.0[182|1.7% | 0.2 |0.4| 44 | 0.0% | 0.0 [0.0]| 2.1 2.2 2.1

RHO3
RHI11
RH17
CL002 G031 7 1 4.1 |-6.8% | -1.0 |-1.1/16.2-9.5%| -1.4 |-1.4| 4.2 |-4.5% | -0.6 |-0.7| 2.2 22 2.2
B005
CLO16
A0511
CL004 CL004 7 3 39 |-11.4%) -1.6 |-1.8|17.6 |-1.7% -0.2 |-0.2| 4.4 | 0.0% | 0.0 |0.0| 2.2 2.1 2.1
CLO014 CLO14 7 3 3.7 [-15.9%)| -2.3 |-2.5/18.3|2.2% | 0.3 |0.4| 3.9 |-11.4%| -1.6 |-1.8| 2.2 22 2.2

CLO15B CLO15B 7 3 45 123% | 03 |04/17.8-0.6%|-0.1 |10.0| 4.5 |23% | 0.3 |04| 2.2 2.3 2.3
CLO017 CLO017 3 4 47 1 6.8% | 1.0 |1.1/16.2-9.5%|-1.4 |-1.4/ 4.7 | 6.8% | 1.0 |1.1| 2.1 2.1 2.1
Total participating laboratories = 20

(Mz(de}an) - 7 - 44 17.9 44 22 | 22 | 22
Uxa - - - 0.069 0.280 0.069 - - -

Sp - - - 0.308 1.253 0.308 - - -
op’ - - - - - - - - -
Range ) 17 ) 3.7-49 16.2-20.1 3.9:5.5 1.9-232.0-2.3]1.92.3
n ; R ; 20 20 20 20 | 20 | 20
Mean - - - 44 17.8 44 22 | 22 | 21
S.D. - - - 0.28 1.14 0.28 0.00 | 0.10 [ 0.10
C.V. - - - 6.4% 6.4% 6.4% 0.0% | 4.5% | 4.8%

Note:

1. D% A BRI (X ) SR (Xa ) 2 A HRSE AL AL E LR © D% =[ (X—Xa)/ Xa]x 100%

2. uxa BF%E A RRIRFEER - ux, = 1.1xSD/n!2

3. BEEEEERE (o) £ 7% x Xa » {75 Xa <2.9 U/gHb i » H 6, = 0.2 U/gHb

4. FEEPERAEE (o)) = (02 + Uxe? )2+ 3 Uy 2 0,30, BF(EFT o RSP -

5.z score RSB {E7ERE (D = X — Xa) BIFFERAER (op ) ZEL{E © (zscore =D /op ) ©

6. SDI s SR (A BV E A2 E R 72 7 EL{E » [ SDI= (X ~Mean)/SD] - & SD {H5 0 » SDI R T&15 -

7. S EAE (Assigned value; Xa ) By i ERHE N E R IEhEmE FHEEE 5 2 7% ( Median ) -

8. PH9{H (Mean ) BFEAEZE (SD ) FRFHAR(E (Robust ) st J77ASTH (KhE 1SO 13528 #55] » (A Algorithm A JEEDE)

9. H—{EiaHEHY G6PD faba{EsSs R HIEHEHAI © Acceptable @ | z| = 2; Caution : 2 <|z| = 3; Unsatisfactory : |z|>3
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G6PD
Reagent Kit Reagent Lab
Code
A0203, CL004, CLO14,
Innovation 3 CL015B, RHO1, RHO6,
RHOS, RH14
CL001, CLO17, G026,
Lanner 4 RHO02, RH04, RHO7, RH09,
RH10, RH12, RH13, RH19
Trinity ’ 1 ’CLOOZ

E LB GOPD R M ¢ 22 (Hb) & RARBRS B R R
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Long Term Observation of Blood G6PD Quantitative Test EQA Survey Results

’Survey No : RH2020-03 (in green .)‘

- Total participants' CV result ploted against surveys
40%

304
C.v.
20%

10%

BatchNo RH2017-04 RH2018-01 RH2018-02 RH2018-03 RH2018-04 RH2013-01 RH2019-02 RH2019-03 RH2019-04  RH2020-01  RH2020-02  RH2020-03
Fig RH-2.1

- Total participants' CV result ploted against G6PD activities

40%
304
C.V.
20%
-
. -
10% prs K . . . . * e .
S 4 . e -~ ,} .. * *

Cvemp)0 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 2 22 23 24 25 26 27
n: 36 Hedian of CV¥: 6.8% Hean of CV¥: 7.4% SD of CV: 2,9% Range of CV: 3.2%-17.9% (date: RH2817-84 to RH2826-83)
Fig RH-2.2
* Mean and SD are calculated by Robust method according to 1SO 13528 since 2014

At D ASBREREEA BRERL TP e R e <http://gbpd. qap. tw>
2. %7 ERKEAGHE TP FEALEE AL
10699 £ # 3 mn % 624 4
T % 1 (02) 2703-6080
BE :(02) 2703-6070
(Report generated at 2020-09-01 10:25:49)

Long Term Observation of Blood G6PD Quantitative Test EQA Survey Results 1/1 Ver 1.3_20200513
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G6PD 2 & k%% & 7 & GOPD i f2 syt » % [

A At RH2020-03  tedRF dip 12020 08 7 24 AR £ L Py 12020 £ 08 7 31 A
¥ i Bt %) 1 20 i (100%)

Bl 17329 4l A
7 |
: 1 : HEE
or t
8 I T Q3
| BB A
i g Bl
[t 4 b
al ¢ i+ #& (Median) = 4.4 (n=20)
oL I 5% (Mean)* = 4.4 (n=20)
1t o %% £ (SD)*=0.28
0 ! CV =6.4%
36 38 40 42 44 46 48 50 52
G6PD (U/g Hb)
|
6 . — + .
5 -
g 4T w2
= 3}
| ¢ > #& (Median) = 17.9 (n=20)
I 35E (Mean)* = 17.8 (n=20)
1t £ & % (SD)*=1.14
0 | CV =6.4%
6.1 167 173 179 185 191 197 203 209
G6PD (U/g Hb)
— |
. 1
6 -
5 -
H %3
[ 4 i
# 3T ¥ =¥k (Median) = 4.4 (n=20)
2 + I 33 (Mean)* =4.4 (n=20)
1t ; o T % 1 (SD)* =0.28
B | iy

38 40 42 44 46 48 50 52 54 56 58
G6PD (U/g Hb)

*T 35 (Mean) 2R3 £ (SD)# * 1SO 13528 ££ i (Robust) #3+ 3 % 3+ &

G6PD E 2128 mERE GoPD JAMHMET 0 MhE 1/1 Verl.0_20161128
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G6PD Z & B[ &3t & .5 % @t~ 7 [

# A4 1 RH2020-03 &% % d1p #p 12020 # 08 * 24 p FFL A pH 12020 082 31 P
w e > Bi(bt %) ¢ 20 i (100%)
EEEL RAM
m
Sample 1 Y ol w‘mt;"
Kit 31 I— —|
- Reagent H i=# ¢ @& Tramr EEI* FR Gk
97 Kit (n) (Median) (Mean) (SD) (CVv)
£ Kitdq — — 3 8 4.4 43 042  9.8%
% 4 11 4.4 4.5 0.24 5.3%
[J]
o | : Al 20 4.4% 4.4 028  6.4%
T T T T T T T , * Calculated by robust method ( 1SO 13528 ; Algorithm A)
36 3.8 4.0 4.2 44 4.6 4.8 5.0 5.2 ** Assigned value; Xa
G6PD (U/gHDb) Reagent kit 3 : Innovation
Reagent kit 4 : Lanner
n<5 %= ,,f"J‘
Sample 2 2
Kit 3 H : Reagent H iz#c ¢ ixfE — L35E* JREL R Gk
= Kit (n) (Median) (Mean) (SD) (cv)
~
. 17. 18. . 2.2%
= Kitad |_ | 3 8 9 8.0 0.39 ()
g 4 11 18.2 17.9 1.36 7.6%
5 Al 20 17.9%  17.8 114  6.4%
g ——
* Calculated by robust method ( 1SO 13528 ; Algorithm A)
164 167 173 179 185 104 107 203 209 Rea’;iﬂ?ﬂﬁdg"f"fner;oﬁﬁon
G6PD (U/gHb) Reagent kit 4 : Lanner
n<5 %= ff_.;J'
Sample 3 3
Kit3{ p— ' Reagent ¥ i~#c ¢ =@  TioE* HRF L $E Ak
= ! Kit (N (Median) (Mean) (SD)  (CV)
- 3 8 4.4 4.3 0.42 9.8%
c i 4
g Kitd | i 4 11 44 45 024  53%
©
& All 20 4.4%* 4.4 0.28 6.4%
| |_ |
all ! * Calculated by robust method ( 1SO 13528 ; Algorithm A)

38 40 42 44 46 48 50 52 54 56 58

** Assigned value; Xa

Reagent kit 3 : Innovation
G6PD (U/gHDb) Reagent kit 4 : Lanner
n<5 % = /L.;‘L
G6PDEERBRIRmEREERAT AT D ME 1/1 Verl.0_20200309
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G6PD ¥ £ ' & F % & Hb 5 % 53t & # ]

3 A7 RH202003  feH & 17 % : 2020 & 08 * 24 FF4 0 pHp2020# 08 % 31 p
w ol 3 Be(v ) 1 20 1> (100%)

14 r
12 f
10 f
. 8T A1
= |
¢ i+ #& (Median) = 2.2 (n=20)
ar I 33 (Mean)* = 2.2 (n=20)
2t % £ (SD)* = 0.00
0 - CV=0.0%
16 17 18 19 20 21 22 23 24 25
Hb (g/dL)
12
10 |
8 -
i w2
6t
o0 # =¥ (Median) = 2.2 (n=20)
I 33 (Mean)* = 2.2 (n=20)
2 | #% % (SD)*=0.10
0 - - - - . CV=45%
16 17 18 19 20 21 22 23 24 25
Hb (g/dL)
10
8 -
i 6 w3
B 4 # i~ #% (Median) = 2.2 (n=20)
. I 5E (Mean)* = 2.1 (n=20)
#% % (SD)*=0.10
0 L . CV=48%

16 17 18 19 20 21 22 23 24 25
Hb (g/dL)

*T 3o (Mean) 2 4&8 £ (SD) 4 * 1SO 13528 #£ & ( Robust ) sv3t = 3+ &

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

oA - RH2020-03

R A S2 il B AT (n =T ; Survey / Sample No. ) ;
RH?2013-01/S1 ; RH2013-07/83 ; RH2014-04/S1 ; RH2017-01/S1 ; RH2018-02/S1 ; RH2019-01/83 ;

RH?2020-03/52

fRRGeF O HE © 2020 42 08 F 24 0 S EYiEE HHE - 20205 08 5 31

ZEr s RY GoPD E R HEFHBERSE

Survey : RH2020-03 / Sample 2 Period : 2013 ~ 20207

Lab UlgHb Sp1! Mean n SD CV CVR
RHO1 20.1 0.6 18.5 7 2.50 13.5% 2,05
RH02 18.5 1.3 167 7 1.43 8.6% 1.30

RHO4 16.5 A4 17.8 f 1.19 6.7% 1.01
RH06 17.9 0.2 17.7 7 112 6.3% 0.96
RH0O7 18.6 1.4 17.1 7 1.05 6.1% 0.93
RH08 58 0.4 1% g 1.21 6.8% 1.04
RH09 17.2 .06 178 7 1.04 5.8% 0.89
RH10 201 1.5 178 7 152 8 5% 129
RHI2 185 0.5 18.0 7 111 6.2% 0.93
RH13 16.5 1.4 178 7 0.94 5.3% 0.80
RI1 4 17.7 0.3 17.4 7 0.99 5.7% 0.86
RHI19 167 -03 17.0 7 1.08 6.4% 0.96
A0203 177 0.6 17.1 7 0.93 5.4% 0.82
G026 18.8 0.6 17.8 7 154 8.7% 131
CLOOL 18.2 1.2 17.2 7 0.83 4.8% 0.73
CLOO2 16.2 2.0 18.3 7 1.03 5.6% 0.85

CT.004 176 — — 2 — — —
CLO14 18.3 -0.2 18.6 7 1.29 6.9% 1.05
CLOL5B 178 0.4 17.4 6 1.08 6.2% 0.94

CLO17 16.2 — — 1 — — —

Total participating laboratories = 20
Median | 17.9 | 04 [ 178 [ - | 110 6.3% 095
Range | 162~201 | -20~15 || 167~186 | — | 083~250 |48%~135% [ 073~205
Mean of all participating laboratory CVs 6.6% =

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

2). Coefficient of Variation Ratio ( CVR ) = Individual CV / Mean of all participating laboratory CVs

3). Survey / Sample No. : RH2013-01/81 ;RH2013-07/83 ; RH2014-04/51 ; RH2017-01/81 ; RH2018-02/581 ; RH2019-01/33

RH2020-03/52

* MREB2ERE: 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.

***n <5 ZREAPREREEES T

BEMNZ R GO6PD EEMBRPEEEEHRES 1/1
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GOPD % % W& o' 58 % 42 £ 4712 (Repeatability) 23 (1)
# &= 1 RH2020-03 WA F D op d 1 2020/08/24 472w e f b p ¥ 2020/08/31

Whes 2 BEP( 0] 0 AXIREED AP HSample 1 & Sample 3 # * - #ELOEE R 0 S B
R et B B AL R - —‘F*{ L HE2 f A E 0 iR L ek E k% E 4F 15 (Repeatability ) o )

a b
LabID (U/Sg}{b) (U/?;Hb) ([1};1;?11:)) (IU/gHtl) A%*
RHOI 4.9 55 520 0.60 11.5%
RHO2 43 45 4.40 0.20 4.5%
RHO04 43 4.1 4.20 0.20 4.8%
RHO6 43 46 445 0.30 6.7%
RHO7 48 49 485 0.10 2.1%
RHO8 44 44 4.40 0.00 0.0%
RH09 45 44 4.45 0.10 2.2%
RHI0 4.1 4.1 4.10 0.00 0.0%
RHI2 4.7 48 475 0.10 2.1%
RHI3 43 44 435 0.10 2.3%
RH14 42 42 4.20 0.00 0.0%
RHI9 45 43 4.40 0.20 4.5%
A0203 44 45 445 0.10 2.2%
G026 44 45 4.45 0.10 2.2%
CLOOI 4.4 44 4.40 0.00 0.0%
CL002 4.1 42 415 0.10 2.4%
CLO04 3.9 44 415 0.50 12.0%
CLO14 37 3.9 3.80 0.20 5.3%
CLOISB 45 45 4.50 0.00 0.0%
CLO17 4.7 47 4.70 0.00 0.0%
Xa (Median) 44 4.40 0.10 2.2%
Range 37~55 380~520 | 0.00~0.60 | 0.0%~12.0%
Mean 44 442 0.15 3.3%
%L

a) Mean=(S1+S3)/2
b) A=| S1-S3 |
Q) A%=(S1—S3)/(Mean)

G6PD T2l mERE ZEE M (Repeatability ) #5t 1/2 Ver 1.1_20200610



VN p1E 5 A s BB R 2 B ag & ) X4#aE R408010114G6Rzh

G6PD % % S '% 5 ¢ 3 A2 €481 (Repeatability) i3 (II)

# 4=t RH2020-03 WwAHE D p P 2020/08/24 R4 Wy ok poEp ot 2020/08/31
HHEY 2R ]
i |
bt rlum
Reagent H i=#c A% * =& A% Ti5E A%
Kit 31 _l Kit (n) (Median) (Median) Range
3 8 3.8% 4.7% 0% ~ 12.0%
Kit 4 1 H
Reagent 4 1 22%  23%  0%~4.8%
all{ !
All 20 2.2% 2.8% 0% ~ 12.0%

00 1.0 20 30 40 50 60 7.0 80 9.0 10.0 11.012.0 13.0

0 Reagent kit 3 : Innovation
A% Reagent kit 4 : Lanner
n<s5 # 3 At

G6PD T2l mERE ZEE M (Repeatability ) #5t 2/2 Ver 1.1_20200610
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