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3. B AR BT z score, D% I SDI S MilE5IF5 6.EH =

% HL G6PD (i1 1 22 (Hb) & B falple i & HEEE R — 8%k

i LW | R(:gggn Sample 1 Sample 2 Sample 3 Hb1 |Hb2 Hb3
E5 E5 R Code |(UeHb)| D% |z score|SDI |(UigHb)| D% |z score|SDI|(U/ghb)| D% |z score|SDI| (gdl) | (gdl) | (gfdL)
RHO1 Egg; 4 3 17.419.4% | 1.3 |1.2] 8.6 |3.6% | 0.5 |0.8(5.6 | 3.7% | 0.5 |[1.0| 22 | 2.1 22
RHO02 RHO02 1 4 14.41-94%|-1.3 |-1.4| 7.6 |-8.4% | -1.2 |-1.2| 4.6 |-14.8%|-2.1 -2.3| 2.4 22 24
RHO04 RHO04 5 4 15.8-0.6%| -0.1 |-0.2| 8.5 |2.4% | 0.3 |0.6| 59 | 9.3% | 1.3 |2.0| 2.2 2.0 1.6
RHO06 RHO06 4 3 16.85.7% | 0.8 |0.7| 8.6 |3.6% | 0.5 (0.8 5.5 | 1.9% | 0.3 |0.7| 2.1 20 | 21
RHO7 E(I){I%Z 7 4 17.419.4% | 1.3 |12 8.7 |4.8% | 0.7 [1.0| 5.6 | 3.7% | 0.5 |[1.0| 2.0 1.9 | 20
RHO8 RHO8 4 3 16.5|3.8% | 0.5 |0.4| 8.2 |-1.2%| -0.2 (0.0 | 5.2 |-3.7% | -0.5 |-0.3| 2.3 2.1 2.3
RHO09 RHO09 5 4 16.1|1.3% | 0.2 |0.1| 8.6 |3.6% | 0.5 (0.8 5.4 | 0.0% | 0.0 |0.3| 1.9 1.8 | 2.0
RH10 RH10 3 4 15.0|-5.7% -0.8 |-0.8| 7.9 |-4.8% -0.7 |-0.6| 5.0 |-7.4% | -1.1 |-1.0| 2.0 1.8 | 2.0
RH12 RH12 7 4 16.00.6% | 0.1 |0.0| 8.0 |-3.6%|-0.5 |-0.4| 5.5 | 1.9% | 0.3 |0.7| 2.2 | 2.1 22
RH13 RH13 3 4 14.41|-94%|-1.3 |-1.4| 7.7 |-7.2%| -1.0 |-1.0| 5.2 |-3.7% | -0.5 |-0.3| 2.2 | 2.1 2.3
RH14 RH14 8 3 15.7|-1.3%| -0.2 |-0.3| 8.2 |-1.2%| -0.2 |0.0 | 4.9 |-9.3% |-1.3 |-1.3| 2.3 20 | 24
RH19 RH19 3 4 14.6 |-8.2% | -1.2 |-1.2| 7.7 |-7.2%| -1.0 |-1.0| 5.1 |-5.6% | -0.8 |-0.7| 2.2 | 2.1 2.3
A0203 [I:(I;;lofé 4 3 17.016.9% | 1.0 |0.8| 8.2 |-1.2%|-0.2 (0.0 5.2 |-3.7% | -0.5 |-0.3] 2.2 | 2.0 | 2.2
G026 G026 4 4 17.2182% | 1.2 |1.0] 9.3 [12.0%| 1.7 |2.2| 5.6 | 3.7% | 0.5 |[1.0| 23 | 22 | 23
CL001 RH16 2 4 14.8 1-6.9% | -1.0 |-1.0| 7.8 |-6.0% | -0.9 |-0.8| 5.5 | 1.9% | 0.3 |0.7| 2.2 2.1 2.2

RHO3
RHI11
RH17
CL002 G031 2 1 14.8 1-6.9%| -1.0 |-1.0| 7.5 |-9.6% | -1.4 |-1.4| 5.1 |-5.6% |-0.8 |-0.7| 2.2 2.1 2.2
B005
CLO016
A0511

CL004 CL004 4 3 17.5/10.1%| 1.4 |1.3| 8.7 |48% | 0.7 |1.0| 5.7 | 5.6% | 0.8 |1.3| 2.2 2.0 2.2
CL014 CL014 4 3 15.5|-2.5%| -0.4 |-0.4| 7.6 |-8.4%| -1.2 |-1.2| 5.1 |-5.6% | -0.8 |-0.7| 2.2 | 2.0 | 2.2
CL015B | CLO15B 4 3 16.4|3.1% | 0.4 |0.3| 8.5 |2.4% | 0.3 (0.6 54 | 0.0% | 0.0 |0.3| 22 | 2.0 | 22
CL017 CLO017 8 4 15.1|-5.0%| -0.7 |-0.8| 8.7 |4.8% | 0.7 (1.0 5.3 |-1.9% | -0.3 |0.0| 2.1 20 | 22
CLO018 CLO018 4 3 17.016.9% | 1.0 |0.8| 8.7 |4.8% | 0.7 (1.0 5.7 | 5.6% | 0.8 |1.3| 2.3 2.1 22
CLO019 CL019 8 3 15.8|-0.6% | -0.1 |-0.2| 8.4 |1.2% | 0.2 |0.4| 53 |-1.9% (-0.3 |0.0| 2.2 | 2.0 | 2.2
Total participating laboratories = 22

(szla;an) - 4 - 15.9 8.3 5.4 22 2.0 2.2
Uxa - - - 0.277 0.120 0.070 - - -
op - - - 1.113 0.581 0.378 - - -
cp' - - - - - - - - -
Range - 1-8 - 14.4-17.5 7.5-9.3 4.6-5.9 1.9-2.4/1.8-2.2|1.6-2.4

n - - - 22 22 2 2 | 2 | 2
Mean - - - 16.0 8.2 53 22 2.0 2.2
S.D. - - - 1.18 0.51 0.30 0.00 | 0.09 | 0.13
C.V. - - - 7.4% 6.2% 5.7% 0.0% | 4.5% | 5.9%

Note:

1. D% FstabpfE (X) BIE(E (Xa) Z 2R E ENELEM A RN - D% =[ (X -Xa)/Xa]x 100%

2. uxa FoREE EATRHIARHEER © uxa=1.1xSD/n!2

3. %ﬁﬁﬁ%é’%%(op) By 7% x Xa » {HF; Xa <2.9 U/gHb ¥ » ;E\GP=O.2 U/gHb

4 FEITERPEE (o) = (op? + uxa® )2 »  uxa > 030 FEEFT o HURFTIEETE «

5.z score RyfRBR{EEME (D =X - Xa ) BIrPEREAEE (op ) ZEL(E © (zscore=D /oy ) ©

6. SDI Rt R E B {E Ay 2B 72 7 PR [ SDI= (X ~Mean)/SD] - & SD {H 5 0 B » SDIAFHTE -

7. BETE (Assigned value; Xa ) Ry s E R & IR E &S R 2 P8 (Median ) ©

8. “FI9{H (Mean ) EAFEAEE (SD ) $RAIAR(E ( Robust ) &faT777ASTH (i 1SO 13528 #55( » ] Algorithm A JHELE ) -

9. FF—{Ei%EER) GOPD s {E4E S HIEHEA © 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 CLO015B, CL018, CLO019,
RHO1, RHO6, RHO8, RH14
CL001, CL017, G026,
Lanner 4 RHO02, RHO4, RHO7, RHO09,
RH10, RH12, RH13, RH19
Trinity ‘ 1 ‘CLOO2
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Long Term Observation of Blood G6PD Quantitative Test EQA Survey Results

Survey No : RH2021-01 (in green @)

- Total participants' CV result ploted against surveys
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BatchNo RH2018-02 RH2018-03 RH2018-04 RH2019-01 RH2019-02 RH2019-03 RH2019-04  RH2020-01  RH2020-02  RH2020-03  RH2020-04  RH2021-01
Fig RH-2.1

- Total participants' CV result ploted against G6PD activities

40%
304
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*
104
* ’¢‘ “‘ * 0‘ . 1 . ’. bod * ‘. .
* hg .

Svom L 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 Median of CV: 6,72 Mean of CV: 7.,1% SD of CV: 2,4% Range of CV: 3,2%-17,9% (date: RH2018-82 to RH2021-81)
Fig RH-2.2

* Mean and SD are calculated by Robust method according to ISO 13528 since 2014
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# ¢ i # (Median) = 15.9 (n=22)
2r T 357 (Mean)* = 16.0 (n=22)
1+ £ % % (SD)*=1.18
0 . CV=174%
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Lr CV=57%
0 I
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G6PD (U/g Hb)

*T 35 (Mean) 2% Z (SD) # * ISO 13528 #£ = (Robust ) se3t = 23+ 5
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B | o i ﬁi‘iﬁ
Sample 1 | |
P Bl R bk
Kit 3 —|
- |_ Reagent H ixdc ¢ ixfc  FidiE* {FELT %R Gk
¥ Kit (n)  (Median)  (Mean)  (SD) (CV)
£ Kit4) M — 3 10 167 166 080  4.8%
§ 4 1" 151 15.5 1.19 7.70%
o all- |_ _| All 22 15.9** 16.0 1.18 7.4%
T T T r T . . . ) * Calculated by robust method ( ISO 13528 ; Algorithm A )
13.9 144 149 154 159 164 169 174 179 184 ** Assigned value; Xa
G6PD (U/g Hb) Reagent kit 3 : Innovation
Reagent kit 4 : Lanner
n<57%+ %+
Sample 2 W2
Kit 31 |— —| Reagent ¥ ~#c ¥ ¥ TioEt ERLY R R Gk
§ Kit (n) (Median) (Mean) (SD) (CV)
et . . . . - 9
2 Kita- |_ | 3 10 8.5 8.4 0.28 3.30%
g 4 1 8.0 8.2 0.59 7.2%
I
< All 22 8.3** 8.2 0.51 6.2%
€ af p— R d
* Calculated by robust method ( ISO 13528 ; Algorithm A )
' ' ' ' ' ' ' ' ' ' ' ** Assigned value; Xa
73 75 1.7 79 81 83 85 &7 89 91 93 935 gned value, Aa
Reagent kit 3 * Innovation
G6PD (U/g Hb) Reagent kit 4 : Lanner
n<57% 4 %3t
Sample 3 K3
ol | Reagent H =% ° ik Tiopr HEI* R Gk
§ Kit3 _| Kit (n) (Median) (Mean) (SD) (CV)
= 3 10 54 54 0.30 5.6%
g Kitd; P — 4 11 5.4 5.4 034  63%
é All 22 5.4** 53 0.30 5.7%
ally I | * Calculated by robust method ( ISO 13528 ; Algorithm A )
T T T T T T T T \ ** Assigned value; Xa
44 46 48 50 52 54 56 58 60 6.2 Reagent kit 3 : Innovation
G6PD (U/g Hb) Reagent kit 4 : Lanner
n<5%# 3 %3t
GoPDEERBIRmEREERAT Ao mE 1/1 Verl.l 20201118
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s # i #& (Median) = 2.2 (n=22)
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0 CV =0.0%
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0 A .. . CV=45%
1.5 1.6 1.7 1.8 1.9 20 2.1 22 23 24 25
Hb (g/dL)
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= 6r
1 ¢ = d (Median) = 2.2 (n=22)
I 357 (Mean)* = 2.2 (n=22)
2r £ % 1 (SD)* =0.13
0 A - CV =5.9%
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Hb (g/dL)

*T 350 (Mean ) %7 3 £ (SD ) 4 * ISO 13528 48 i (Robust ) 553+ = j# 3+ &
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G6PD & B WERbefE mE (et =T
External Quality Assurance ( EQA ) Program for G6PD Quantitative Test

ﬁﬁﬁt:k :RH2021-01 mﬁ%ﬂjﬂﬂ - 2021 fIEOZ H 22 H ﬁ%@qﬁﬁ_ﬂ:aﬂ 12021 EIEOB HolH
BRI AR S2 > FE MK (n=6; Survey / Sample No. ) :
RH2010-07/81 ; RH2012-07/S1 ; RH2018-04/82 ; RH2019-01/81 ; RH2020-02/82 ; RH2021-01/82

FERAIZ =} GOPD EERBT R EE®R S

" Survey : RH2021-01 / Sample 2 Period : 2010 ~ 20213
L U/gHb spi! Mean n SD cv CVR2
RHO1 8.6 0.5 83 6 0.57 6.9% 0.92
RHO02 7.6 -0.7 79 6 0.42 5.3% 0.71
RH04 8.5 0.0 8.5 6 0.65 7.6% 1.02
RHO06 8.6 0.6 8.2 6 0.69 8.4% 1.12
RHO07 8.7 0.6 82 6 0.85 10.4% 1.38
RHO8 8.2 0.0 8.2 6 0.65 7.9% 1.06
RHO09 8.6 0.8 83 6 0.38 4.6% 0.61
RHI10 7.9 0.0 7.9 6 0.72 9.1% 1.22
RH12 8.0 0.2 79 6 0.65 8.2% 1.10
RHI13 1.7 -0.3 7.9 6 0.59 7.5% 1.00
RH14 8.2 0.0 8.2 6 0.68 8.3% 1.11
RHI19 1.7 0.6 8.0 6 0.51 6.4% 0.85
A0203 8.2 0.9 7.8 6 0.47 6.0% 0.80
G026 93 1.4 7.8 6 1.11 14.2% 1.90
CL001 7.8 1.0 7.5 6 0.29 3.9% 0.52
CL002 7.5 0.0 5 6 0.44 5.9% 0.78
CL004 8.7 - - 3 - - -
CLO014 7.6 - - 4 —_ - -
CL015B 8.5 - - 4 - - -
CLO17 8.7 - - 2 - - -
CL018 8.7 - - 1 - - -
CLO019 8.4 - - 1 - - -
Total participating laboratories = 22
Median 8.3 0.1 8.0 — 0.62 7.6% 1.01
Range 7.5~93 0.7~14 75~85 — 0.29 ~1.11 3.9% ~14.2% 0.52~1.90
Mean of All participating laboratories CV 7.5% =

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. : RH2010-07/81 ; RH2012-07/S1 ; RH2018-04/S2 ; RH2019-01/S1 ; RH2020-02/82 ; RH2021-01/82

* HRGAEZEE: Intermediate Measurement Precision ( 7R 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.
0 <5 ZEHRIBEES s
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