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EUE(EEE) : 20 (100%)

e El L H 3 2 2020 07 H 06 H

B E(rG6PDRIMEE (Hb)EBRBIIE L EREER —ER
fﬁ%ﬁﬁfﬂ g/?/\%lg;f EEE S Ri:gglt Sample 1 Sample 2 Sample 3 Hb1l |Hb2 |Hb3
{JCE% {JQEEJ (f) Code |UgHb)| D% |z score| SDI |(U/ghb)| D% |z score|SDI ((Uighb)| D% |z score| SDI | (g/dL) (g/dL) (g/dL)
RHO1 gg; 1 3 5.9 193%| 1.3 [1.38.9 [11.3%| 1.6 |1.4|147|3.5% | 0.5 |0.7| 2.2 2.0 2.0
RHO02 RHO02 4 54 10.0%| 0.0 |-0.3| 7.9 |-1.3% | -0.2 |-0.2|14.5| 2.1% | 0.3 |0.4| 2.1 2.0 2.0
RH04 RH04 4 5.0 |-7.4%)| -1.1 |-1.6| 8.9 |11.3% | 1.6 |1.4[149|49% | 0.7 |1.1| 2.2 2.0 2.0
RHO06 RHO06 3 55 (1.9%| 0.3 |0.0| 85 | 6.3% | 09 |0.8[14.0|-1.4% [-0.2 |-0.5| 2.2 2.1 2.1
RHO7 IEHOIOS’; 3 4 5.9 193%| 1.3 |13 7.5 |-63% |-0.9 |-0.8/14.8| 42% | 0.6 09| 1.8 1.9 1.8
RHO8 RHO8 5 3 5.7 |5.6%| 0.8 |0.6| 82 |25% | 04 |03[144|14% | 0.2 [0.2]| 2.0 2.0 2.0
RHO09 RHO09 7 4 5.8 |74%| 1.1 |1.0| 85 | 6.3% | 0.9 |0.8|14.1|-0.7% |-0.1 |-0.4| 1.9 1.9 1.7
RH10 RH10 3 4 54 10.0%| 0.0 |-0.3| 6.8 |-15.0%| -2.1 |-1.9/14.1 |-0.7% | -0.1 |-0.4| 2.0 1.9 1.9
RHI12 RHI12 7 4 5.8 174% | 1.1 [1.0] 8.6 | 7.5% | 1.1 |0.9|158|11.3% | 1.6 |2.7| 2.1 2.0 2.0
RH13 RH13 4 4 5.1 |-5.6%)| -0.8 |-1.3| 7.8 |-2.5% | -0.4 |-0.3|/14.0|-1.4% | -0.2 |-0.5| 2.2 2.1 2.0
RHI14 RH14 7 3 54 10.0%| 0.0 |-0.3| 8.7 | 8.7% | 1.3 |1.1[14.2| 0.0% | 0.0 |-0.2| 2.3 2.1 2.1
RH19 RH19 4 4 5.2 |-3.7%| -0.5 |-1.0| 7.5 | -6.3% | -0.9 |-0.8|13.7 | -3.5% | -0.5 |-1.1| 2.2 2.1 2.0
A0203 [I\{(I)-;t)i 7 3 54 10.0% | 0.0 |-0.3| 7.6 |-5.0% | -0.7 |-0.6/14.0|-1.4% | -0.2 |-0.5| 2.2 2.1 2.0
G026 G026 4 4 5.3 |-1.9%)| -0.3 |-0.6/ 8.0 | 0.0% | 0.0 |0.0|14.6| 2.8% | 0.4 |05 2.2 2.1 2.1
CLO001 RHI16 3 4 5.8 |74% | 1.1 |1.0| 7.7 |-3.8% | -0.5 |-0.5/14.8 | 4.2% | 0.6 [0.9| 2.2 2.0 2.0
RHO3
RHI11
RH17
CL002 G031 3 1 5.1 |-5.6%)| -0.8 |-1.3| 7.0 |-12.5%| -1.8 |-1.6|13.2-7.0% | -1.0 |-2.0| 2.3 22 2.1
B005
CLO16
A0511
CL004 CL004 7 3 54 10.0%| 0.0 |-0.3| 8.4 | 5.0% | 0.7 |0.6(149|49% | 0.7 |1.1| 2.2 2.0 2.0
CLO014 CLO14 5 3 54 10.0%| 0.0 |-0.3| 7.7 |-3.8% | -0.5 |-0.5/11.8 |-16.9%| -2.4 |-4.5| 2.2 2.0 2.0
CLO15B CLO15B 3 3 54 10.0% | 0.0 |-0.3| 8.5 | 6.3% | 0.9 |0.8/14.0|-1.4% |-0.2 |-0.5| 2.2 2.1 2.0
CLO017 CLO17 5 4 54 10.0% | 0.0 |-0.3| 7.8 |-2.5% | -0.4 |-0.3|/13.9|-2.1% | -0.3 |-0.7| 2.1 2.0 1.9
Total participating laboratories = 20
(M:j;an) - 45 - 5.4 8.0 14.2 22 | 20 | 20
Uxa - - - 0.076 0.157 0.138 - -]
Op - - - 0.378 0.560 0.994 - - -
op’ - - - - - - - - -
Range ; 17 - 5.0-5.9 6.8-8.9 11.8-15.8 1.823/1.9-2.2/1.7-2.1
n ; R R 20 20 20 20 | 20 | 20
Mean R - - 55 8.0 143 22 | 20 | 20
SD. - R - 031 0.64 0.56 0.00 | 0.09 | 0.00
c.v. ; - - 5.6% 8.0% 3.9% 0.0% | 4.5% | 0.0%
Note:
1. D% Fohabi{d (X ) BlegE(E (Xa ) Z BB E EELEIE /bR R - D% =[ (X -Xa )/ Xa]x 100%
2. Uxy B EHTEDIIRFEERE  uxa=1.1xSD/n!?2
3. BPEREAE (o)) B 7% x Xa » 35 Xa <2.9 U/gHb B » 1 6, = 0.2 UlgHb
4. SRR (0,) = (0p2 + Uxa?)V2 > 8 Uy 2 0.30, B o URSPEE -
5.2 scote FHRER(AEFE (D = X - Xa ) BEEERIAER (o) ZEL{E * (2score=D/op) -
6. SDI Fs SR (A BV E A2 EBTEE 72 7 EL{E » [ SDI= (X ~Mean)/SD] - & SD {H/ 0 I » SDI R T&1H -
7. 5% EAE (Assigned value; Xa ) FoiZ i ERHE N E R IEbEmE FHEEE 5 2 7% (Median ) -
8. PH9{H (Mean ) BfFEAEZE (SD ) FRAIFE(E (Robust ) GixtI77ASTH (B3 1SO 13528 #55] » (A Algorithm A JEEDE ) -
9. H—{EiaHEHY G6PD faba{E4ss R HIEFEHI © 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
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Long Term Observation of Blood G6PD Quantitative Test EQA Survey Results

‘Survey No : RH2020-02 (in green .)‘

- Total participants' CV result ploted against surveys
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BatchNo RH2017-03 RH2017-04 RH2018-01 RH2018-02 RH2018-03 RH2018-04 RH2019-01 RH2019-02 RH2019-03 RH2019-04  RH2020-01  RH2020-02
Fig RH-2.1

- Total participants' CV result ploted against G6PD activities
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rempy® 1 2 3 ¢ 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¥: 6.8% Hean of CV: 7.4% SD of CV: 2,9% Range of CV: 3.2%-17.9% {(date: RH2017-83 to RH2020-82)
Fig RH-2.2
* Mean and SD are calculated by Robust method according to ISO 13528 since 2014
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G6PD Tt [x'% & 3% & GOPD /&2 szt & 7 [

S A RH202002  ARZ 410 8 2020 & 06 * 29 f FFL A pE2020# 07 % 06 P
ol > #3120 5 (100%)

Bl 15 3284 P 4E. B A
T |
o . — T}
8 I I Q3
il BOME b
i g 1
[hadl 4t
i 5 | ¢ > #k (Median) = 5.4 (n=20)
’;’;’;"‘ .
2t 0% T 351g (Mean)* = 5.5 (n=20)
aiatese! 3 % =
1k . Lo 55055 #% Z (SD)* =0.31
o LB Rk . CV=5.%
49 50 51 52 53 54 55 56 57 58 59 6.0
G6PD (U/g Hb)
l
5 -
e 4F % 2
=3 F
w | ¢ (= # (Median) = 8.0 (n=20)
I 328 (Mean)* = 8.0 (n=20)
1 f & % (SD)* = 0.64
0 ., CV=8.0%
6.5 6.8 7.1 7.4 7.7 8.0 8.3 8.6 8.9 9.2
G6PD (U/g Hb)
L I
10 . *
9 -
8 -
7 -
¥ 6| %3
= 5t
W 4| ¢ = (Median) = 14.2 (n=20)
i T35 (Mean)* = 14.3 (n=20)
I & % (SD)* =0.56
1 - 5 1
o B . R . CV=3.9%

1.2 11.8 124 13.0 13.6 142 148 154 160 16.6
G6PD (U/g Hb)

*T 3ofE (Mean ) 228 £ (SD) # * 1SO 13528 4& it (Robust) se3t = 23 4
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GOPD % k5% 53 # & Hb % 532 2+

W APt D RH2020-02 88 %F p#p 12020% 06 % 29 p 3R2 40 pHp :2020# 07 % 06 P
w T > Be(P ) 120 i (100%)

12 1
10
8 -
1
i~ 6 F
Al ¥ % (Median) = 2.2 (n=20)
T 35 (Mean)* = 2.2 (n=20)
2T £ & £ (SD)* =0.00
0 CV=0.0%
1.6 1.7 1.8 1.9 2.0 2.1 2.2 2.3 2.4 2.5
Hb (g/dL)
10 1
8 -
i 6t A 2
L ¥ = # (Median) = 2.0 (n=20)
oL I 35t (Mean)* = 2.0 (n=20)
£ £ (SD)* = 0.09
0 - - - - . CV=4.5%
1.6 1.7 1.8 1.9 2.0 2.1 2.2 2.3 2.4 2.5
Hb (g/dL)
14
12
10
¥ gt w3
=
i ¢ i+ & (Median) = 2.0 (n=20)
4 T 355 (Mean)* = 2.0 (n=20)
2t 1% £ (SD)* = 0.00
0 CV=0.0%

1.6 17 18 19 20 21 22 23 24 25
Hb (g/dL)

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

G6PD EE12ExRmERE Hb BERAFT D1 E 1/1 Verl.0_20161128



VMF gE#f BrEEE e Ed) XA TE R1I08010108G6Rzh

G6PD & B AREaRt i mm E fReEat &
External Quality Assurance ( EQA ) Program for G6PD Quantitative Test

FEAALA : RH2020-02  ffSarth O8] 1 2020 5£ 06 H 29 H  fek(HlE b BET © 2020 5 07 A 06 H

mepm Az S 1 e 5% (n =6 ; Survey / Sample No. ) :
RH2016-01/S2 ; RH2016-04/51 ; RH2017-02/51 ; RH2018-02/52 ; RH2019-03/52 ; RH2020-02/S1

ZEBEALZ R G6PD & BB EFEER S

Survey : RH2020-02 / Sample 1 Period : 2016 ~ 20202
e UigHb sprl Mean n SD Ccv CVR
RHO1 5.9 0.9 5.7 6 0.23 4.0% 0.58
RHOZ2 5.4 -04 5.6 6 0.46 8.2% 1.17
RHO4 5.0 -1.1 5.7 6 0.62 10.9% 1.55
RHO6 5.5 -0.5 56 6 0.20 3.6% 0.51
RHO7 59 0.5 5.7 6 0.38 6.7% 0.95
RHOR 5.7 0.7 55 6 0.27 4.9% 0.70
RHO9 58 0.5 56 6 0.38 6.8% 0.97
RH10 5.4 -0.8 5.7 6 0.37 6.5% 0.93
RH12 58 0.6 55 6 0.51 9.3% 132
RHI13 5.1 -0.9 54 6 0.34 6.3% 0.90
RH14 5.4 -0.3 | 55 6 0.33 6.0% 0.86
RH19 5.2 -04 5.4 6 0.45 8.3% 1.19
AO0203 5.4 -0.6 56 6 0.35 6.3% 0.89
G026 53 -1.0 6 6 0.71 11.8% 1.69
CLOO01 58 0.3 5.7 6 0.29 5.1% 0.73
CL0OO02 5.1 -0.1 52 6 0.78 15.0% 2.14
CLOO4 5.4 - — 2 - - -
CLO14 5.4 -0.7 5.6 6 0.30 5.4% 0.77
CLOI5B 5.4 0.0 5.4 6 0.31 5.7% 0.82
CLO17 5.4 - — 2 - - .
Total participating laboratories = 20
Median 5.4 -0.4 5.6 - 0.36 6.4% 0.91
Range 50~59 -1.1-0.9 52~6.0 . 0.20~0.78 3.6% ~15.0% 0.51 ~2.14
Mean of All participating laboratories CV 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 laboratories CV

3). Survey / Sample No. : RH2016-01/52 ; RH2016-04/81 ; RH2017-02/51 ; RH2018-02/52 ; RH2019-03/82 ; RH2020-02/51

* thE#E RS Intermediate Measurement Precision { 7-fE & within-laboratory precision ) ; SO 3534-2:2006, TCGM 200:2012
( VIM, 3rd ed. ) 2.23

** Mean and SD are calculated by Robust method according to ISO 13528, Algorithm A.
“*n<S - B PEEERET TEET

BEMNZ R GO6PD EEMBRPEEEEHRES
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G6PD & BARERGEIE S B (RALETE
External Quality Assurance ( EQA ) Program for G6PD Quantitative Test

ALK RH2020-02  ffS3riHE] © 20204206 H 29 H  siede[olicEe b HEY - 20204E 07 5 06 H

ﬁﬁi{éﬁﬁﬁiﬁt& g > HEHL R (n=5; Survey / Sample No. ) :
RH2010-07/S1 ; RH2012-07/S1 ; RH2018-04/S2 ; RH2019-01/51 ; RH2020-02/S2

FEAZ RE G6PD BB TR EE SRS

Survey : RH2020-02 / Sample 2 Period : 2016 ~ 20202
bab UrgHb soit || Mean n SD cv CVR
RHO1 8.9 0.7 I 8.1 5 1.13 14.0% 1.68
RHO2 7.9 - [ 7.9 5 0.00 0.0% 0.00
RH04 8.9 0.5 i 8.5 5 0.73 8.6% 1.03
RII06 8.5 0.6 I 8.1 5 0.72 8.9% 1.07
RII07 7.5 0.6 [ 8 5 0.89 11.1% 1.34
RHOZ 8.2 0.0 | 8.2 5 0.72 8.8% 1.06
RI09 8.5 0.8 I 8.2 5 0.37 4.5% 0.54
RH10 6.8 1.3 i 7.9 5 0.82 10.4% 1.25
RII12 8.6 1.1 [ 7.8 5 0.72 9.2% 1.11
RH13 7.8 0.2 I 7.9 5 0.66 8.4% 1.01
RH14 8.7 0.7 | 8.2 5 0.76 93% 1%
RI19 7.5 1.1 [ 8.1 5 0.53 6.5% 0.79
A0203 7.6 0.0 I 7.6 5 0.70 9.2% 111
G026 8.0 0.6 I 75 5 0.79 10.5% 1.27
CLO01 9 0.7 | 75 5 0.27 3.6% 0.43
CLO02 7.0 1.0 I 7.5 5 0.49 6.5% 0.79
CLO04 8.4 - [ - 2 - = =
CLO14 7 - | — 3 — — —
CLO15B 8.5 — I - 3 — = =
CLO17 7.8 = i = 1 = = =
Total participating laboratories = 20
Median 8.0 0.5 [ 8.0 — 0.72 8.8% 1.06
Range 6.8~8.9 13~11 || 7.5~85 — 0.00~1.13 0% ~ 14.0% 0.00~1.68
Mean of All participating laboratories CV 8.3% =

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 laboratories CV

3). Survey / Sample No. : RH2016-01/52 ; RH2016-04/51 ; RH201 7-02/81 ; RH2018-02/52 ; RH2015-03/52 ; RH2020-02/51

* thiEE R E: Intermediate Measurement Precision ( 75 5 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.

*RE 5,

ZBA TR EE S THGET

BEMNZ R GO6PD EEMBRPEEEEHRES
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G6PD & B teBilE m B Rkt &
External Quality Assurance ( EQA ) Program for G6PD Quantitative Test

sEEAL K : RH2020-02  ffBrthiHI - 2020 206 H 29 5 e ElyiaEi HET - 20204 07 B 06 H

FEEFEAA ﬁ Faal AT (n = 6 ; Survey / Sample No. ) :
RH2016-01/83 ; RH2016-04/S3 ; RH2017-02/S2 ; RH2018-02/53 ; RH2019-03/S3 ; RH2020-02/53

ZH 7 R G6PD & ERETRIRE XSS

- | Survey : RH2020-02 / Sample 3 | | Period : 2016 ~ 2020
UlgHb SDIL Mean n SD cv CVR
RHO1 147 0.5 143 6 0.86 6.0% 0.91
RHO2 145 0.6 13.7 6 1.40 10.2% 1.55
RHO4 149 -0.2 151 6 0.99 6.6% 0.99
RHO6 14.0 -0.1 14.1 6 0.97 6.9% 1.04
RHO7 148 0.6 14.2 6 0.97 6.8% 1.03
RHO8 14.4 1.1 13.7 6 0.63 4.6% 0.70
RHO09 141 -0.4 14.6 6 1.24 8.5% 1.29
RH10 14.1 -35 14.7 6 017 1.2% 0.18
RHI12 158 0.8 14.5 6 1.60 11.0% 1.67
RH13 14.0 -0.5 14.5 6 1.08 7.4% 1.13
RH14 142 0.7 13.9 6 0.43 3.1% 0.47
RH19 13.7 0.0 13.7 6 0.88 6.4% 0.97
A0203 14.0 0.3 13.7 6 0.88 6.4% 0.97
G026 14.6 -0.1 14.7 6 0.72 4.9% 0.74
CLO01 148 0.3 14.4 6 1.16 8.1% 1.22
CLO02 132 -0.4 13.7 6 1.19 8.7% 1.32
CLO04 149 = — 2 — - =
CLO14 11.8 -37 143 6 0.67 4.7% 0.71
CLO15B 14.0 -0.2 14.2 6 0.84 5.9% 0.90
CLO17 139 - - 2 - - .
Total participating laboratories = 20
Median 142 -0.1 143 - 0.93 6.5% 0.98
Range 11.8~15.8 -3.7~11 13.7~15.1 = 017 ~1.60 1.2% ~11.0% 0.18~1.67
Mean of All participating laboratories CV 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 laboratories CV

3). Survey / Sample No. : RH2016-01/53 ; RH2016-04/83 , RH2017-02/52 ; RH2018-02/83 ; RH2019-03/583 ; RH2020-02/53

* T EEEE: Intermediate Measurement Precision ( 71 5 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 [SO 13528, Algonthm A.
*rn<s o ZEUPRIEEEAS TG

BEMNZ R GO6PD EEMBRPEEEEHRES
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G6PD % R %o 53 9 & & % BA 5P A+ B

# &40 D RH2020-02 %8 % 21 p 4 2020 # 06 7 29 B
w oz > He(v F) 120 > (100%)

FF2 A0 p 2020 & 07 % 06 P

EEE] RAH
Q1

|

t
Sample 1 e ara ‘HL{ﬁw
Kit 3 —
- Reagent ¥ =#c ¢ =& TioEr ERI* PRk
& | Kit (n)  (Median)  (Mean)  (SD) (V)
£ kitd|  p—— | 3 8 5.4 5.4 000  0.0%
2 4 1 5.4 55 0.36 6.5%
o
o all I— —| All 20 5.4** 55 0.31 5.6%
T T — T L— T — 1 * Calculated by robust method ( ISO 13528 ; Algorithm A )
49 50 51 52 53 54 55 56 57 58 59 6.0 ** Assigned value; Xa
G6PD (U/gHb) Reagent kit 3 : Innovation
Reagent kit 4 : Lanner
n<5 7%+ %3t
Sample 2 R 2
Kit 31 — — Reagent ¥ inffc ¢ inig  Tip* Lt 98 Gk
= Kit (n) (Median) (Mean) (SD) (CV)
X
. 3 8 8.5 8.3 0.52 6.3%
T Kitd4 — —]
g 4 1 7.8 7.9 0.61 7.7%
)
] All 20 8.0** 8.0 0.64 8.0%
o all I— —|
* Calculated by robust method ( ISO 13528 ; Algorithm A )
T T T T T T T T 1 f% . .
65 68 74 74 77 80 83 86 89 92 o AwenedveheXa
eagent kit 3 : Innovation
G6PD (U/gHb) Reagent kit 4 : Lanner
n<57% -+ %3t
Sample 3 B3
Kits{ | — Reagent ¥ iv#ic ¢ i  Tibpt HELT PGk
E Kit (n) (Median)  (Mean) (SD) (CV)
- 3 8 14.1 14.2 0.53 3.7%
S Kit4+ —|
2 |_ 4 1 14.5 14.4 0.56 3.9%
]
& | | All 20 14.2** 14.3 0.56 3.9%
ally I ! * Calculated by robust method ( ISO 13528 ; Algorithm A )

T T T T T T T T 1 ** ASSigned Value; Xa
112 118 124 130 136 142 148 154 160 166  Reagentkit3 : Innovation

G6PD (U/gHb) Reagent kit 4 : Lanner

n<5 74 %3t
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