PIME BN TR S BB E L SR R408010104G6Rzh
2021 5% G6PD E B igknss = Rk E s R
FHA L - RH2021-03 TR st H I - 2021 4508 H 09 H Wl R H g - 2021 A 08 H 16 H
% 23 10 [ E(EEER) « 23 (100%)
3. B ARREFEAL z score, D% Jr SDI 4 [E 512
& HAIGOPD J (2 (Hb) & EfalalfE mE i a st R —E%R
fﬁ%ﬁ?ﬁfﬁ e Es | [EEE R Rceigg f]:?lt Sample 1 Sample 2 Sample 3 Hb1 |Hb2 |Hb3
(e (v xR Code |(UgHb)| D% |z score|SDI |(Uighb)| D% |z score|SDI |(U/ghb)| D% |z score| SDI | (g/dL) (g/dL) (z/dL)
RHO1 ggé 7 3 44 [-22% |-0.3 |-0.5/11.1 | 7.8% | 1.0 [{0.9|10.8| 5.9% | 0.8 |0.7| 24 | 2.6 | 2.6
RHO02 RHO02 2 4 4.7 | 44% | 0.6 [0.3| 8.5 |-17.5%| -2.3 |-1.3| 8.6 |-15.7%| -2.1 |-1.0| 2.5 | 2.8 | 2.8
RHO04 RHO04 7 3 44 [-2.2% |-0.3 |-0.5/10.1 |-1.9% | -0.3 |0.1|10.2] 0.0% | 0.0 |0.2] 2.5 27 | 27
RHO06 RHO06 4 3 46 [22% | 0.3 [0.0/10.3]0.0% | 0.0 [03]9.9 |-29% |-0.4 |00 24 | 24 | 25
RHO7 15(1)_11%79 5 4 4.7 |1 44% | 0.6 03|95 |-7.8% | -1.0 |-0.4| 7.5 |-26.5%) -3.5 |-1.8| 2.2 2.4 2.4
RHO8 RHO8 4 3 48 [ 6.7% | 1.0 [0.5]12.7|23.3% | 3.1 |2.3|13.0|27.5%| 3.6 |24| 23 | 2.5 | 24
RH09 RH09 3 4 50 [11.1% | 1.6 [1.1]| 9.4 |-8.7% |-1.2 |-0.5| 9.5 |-6.9% | -0.9 |-0.3| 2.2 2.4 23
RH10 RH10 3 4 5.1 |133%| 1.9 [1.3| 8.9 |-13.6%|-1.8 |-0.9| 9.2 |-9.8% | -1.3 |-0.5| 2.1 25 | 25
RHI12 RHI12 4 4 50 |11.1% | 1.6 |1.1|10.4| 1.0% | 0.1 [0.3[10.7|4.9% | 0.6 |[0.6| 24 | 26 | 2.5
RH13 RH13 2 4 48 [ 6.7% | 1.0 [0.5| 8.8 |-14.6%| -2.0 |-1.0| 8.8 |-13.7%| -1.8 |-0.8| 2.4 | 2.7 | 2.6
RH14 RH14 4 3 42 [-6.7% |-1.0 |-1.1/11.0 | 6.8% | 0.9 [0.9|11.2] 9.8% | 1.3 |1.0| 2.6 | 2.7 | 2.7
RHI19 RHI19 4 4 44 |-22% | -03 |-0.5| 8.4 |-18.4%| -2.5 |-1.4| 6.5 |-36.3%| -4.8 |-2.6| 2.4 2.7 2.6
A0203 11:(1);105; 4 3 43 [-44% |-0.6 |-0.8/10.7| 3.9% | 0.5 |0.6|10.7| 4.9% | 0.6 |0.6| 24 | 2.6 | 2.6
G026 G026 4 4 52 |15.6%| 2.2 |1.6|10.3|0.0% | 0.0 |0.3]10.3| 1.0% | 0.1 |0.3| 2.3 25 | 25
CLO001 CL001 4 4 49 [89% | 1.3 |0.8| 8.7 |-15.5%| -2.1 |-1.1| 8.6 |-15.7%| -2.1 |-1.0| 2.4 | 2.6 | 2.6
RHO3
RH11
RH17
CL002 G031 0 1 4.5 10.0% | 0.0 |-0.3] 9.1 |-11.7%| -1.6 |-0.8| 9.0 |-11.8% -1.5 |-0.7| 2.3 2.5 2.5
B005
CLO16
A0511
CL003 RH16 3 4 5.6 |124.4% | 3.5 |2.6/10.5| 1.9% | 0.3 (04103 | 1.0% | 0.1 |[03| 22 | 25 | 26
CL004 CL004 7 3 43 [-4.4% |-0.6 |-0.8/10.2 | -1.0% | -0.1 [0.2|10.2| 0.0% | 0.0 |0.2| 24 | 2.6 | 2.6
CLO014 CLO014 7 3 4.5 10.0% | 0.0 |-0.3/11.2|8.7% | 1.2 |1.0[10.6| 3.9% | 0.5 (0.5 2.3 2.4 2.5
CLOI5B | CLOLSB 4 3 43 [-44% |-0.6 |-0.8/10.7| 3.9% | 0.5 |0.6|11.0| 7.8% | 1.0 |0.8| 24 | 2.5 | 25
CLO017 CLO017 7 4 45 [0.0% | 0.0 |-0.3] 8.1 |-21.4%| -2.9 |-1.6| 7.6 |-25.5%| -3.4 |-1.8] 2.3 24 | 25
CLO018 CLO018 3 3 3.8 |-15.6%) -2.2 |-2.1|10.8 | 4.9% | 0.7 |0.710.6 | 3.9% | 0.5 |0.5]| 2.5 26 | 2.6
CLO019 CLO019 4 3 42 [-6.7% |-1.0 |-1.1/10.7 | 3.9% | 0.5 |0.6[10.9| 6.9% | 0.9 |0.8| 24 | 2.6 | 2.6
Total participating laboratories = 23
(Miﬁan) - 4 - 45 10.3 10.2 24 | 26 | 26
Uxa - - - 0.087 0.266 0.300 - - -
Op - - - 0.315 - - - - -
op’ - - - - 0.769 0.775 - - -
Range - 0-7 - 3.8-5.6 8.1-12.7 6.5-13.0 2.1-2.62.4-2.82.3-2.8
n - - - 23 23 23 23 23 23
Mean - - - 4.6 10.0 9.9 24 | 26 | 26
S.D. - - - 0.38 1.16 1.31 0.12 | 0.13 | 0.10
C.V. - - - 8.3% 11.6% 13.2% 5.0% | 5.0% | 3.8%
Note:
1. D% FytwBafE (X) BEEE (Xa ) ZEBBEEEIELEME TR - D% =[ (X ~Xa)/Xa]x 100%
2. uxa BEEEEARENFIEEE  uxa=1.1xSD/n!”?
3. FEEMEAER (op ) B3 7% x Xa o {HF5 Xa <2.9 U/gHb B > H o, =0.2 U/gHb
4 RSV ERREE (o) = (op? +uxa® )2 0 & uxa =030, ET@EFH oy’ fif Ry TG
5. z score FsMRERIEAEEE (D = X — Xa ) BIGPEREAERE (0 ) ZEHL{HE © (zscore=D /o) ©
6. SDI Kyt SR (B St P A 2R BTAE 2 7 Lh(E - [ SDI= (X ~Mean)/SD ] - & SD /% 0 5 » SDI A a5 -
7. 8E{E (Assigned value; Xa ) Fyaz it AR & Kﬁmﬁrunéuﬁ%‘ﬁ%zqﬂm%ﬁ(Medlan)
8. “FH9{E (Mean ) BEEAEZZ (SD ) £RFHTE(E (Robust ) 451 J7EASTHE ({9 180 13528 #551 » (] Algorithm A JHELE ) -
9. H—{EieRER GOPD faka{E 45 I E EHI © 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, CL018, CLO019,
RHO1, RH04, RHO6, RHOS,
RH14
CL001, CL003, CLO17,
Lanner 4 G026, RH02, RHO7, RHO09,
RH10, RH12, RH13, RH19
Trinity 1 cLoo
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Long Term Observation of Blood G6PD Quantitative Test EQA Survey Results

Survey No : RH2021-03 (in green ®))

- Total participants' CV result ploted against surveys
40%

304
C.v.
20%

10% *

BatchNo RH2018-04 RH2019-01  RH2019-02  RH2019-03  RH2019-04  RH2020-01  RH2020-02  RH2020-03  RH2020-04  RH2021-01  RH2021-02  RH2021-03
Fig RH-2.1

- Total participants' CV result ploted against G6PD activities
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30%4
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+ R +

'Eﬁﬁg"b)o 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 MHedian of CV: 6,72 MHean of CV: 7,44 SD of CV: 2,8% Range of CV: 3,2%-17,9% {(date: RH2018-84 to RH2021-83)
Fig RH-2.2

* Mean and SD are calculated by Robust method according to ISO 13528 since 2014
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G6PD % & & % & 3% & GOPD #2534 7 [

s D RH2021-03 e R8E 9 p# 12021 2 08 7 09 p  4F2 4k p# :2021 £ 08" 16 P

1B 47 3.9 o P fh W AME
x |
— | — T
10 [ | g
9ot B o Ao 4t
8 L
7 -
i 6 | w1
= 5|
# 4t ¢ * ¥k (Median) = 4.5 (n=23)
31 I 321 (Mean)* = 4.6 (n=23)
e st vl
0 ] . CV =8.3%
36 39 42 45 48 51 54 57 60
G6PD (U/g Hb)
|
l— +
8 - |
7 L
6 L
% 5 A 2
=4t
oy | ¢ > #ic (Median) = 10.3 (n=23)
5 | I 33 (Mean)* = 10.0 (n=23)
1} — # % £ (SD)* = 1.16
0 BEEl . cv=11.6%
75 82 89 96 103 11.0 11.7 124 13.1 13.8
G6PD (U/g Hb)
L J
10 ¢ ! + !
9 -
8 L
T Al 3
¥ 6|
w ol ® =% (Median) = 10.2 (n=23)
3L I 35 (Mean)* = 9.9 (n=23)
2t £ % £ (SD)* =1.31
1t CV=13.2%
! = B

57 66 75 84 93 102 1.1 120 129 138 14.7
G6PD (U/g Hb)

*T 35i (Mean ) %2 3 £ (SD) 4 * ISO 13528 48 i (Robust) 43+ = % 3+ &
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= El >~ > ‘.L 4L eJ. N\
G6PD ’L&*ﬁl%gfm,‘r PE»' \z% E‘E pé"é)"ﬂj Ly AV 7"': @]
# A # = ¢ RH2021-03 A E D P E 12021 & 08 7 09 p sFL A p 2021 087 16 F
w T > (v F) 123 > (100%)
CEER o o A
T}
Sample 1 rerrn IEANINR
Kit3{ | |
| 1 ‘s /s T 102 * ok e 22,
- Reagent H i=#c 7 ik TiaE* B L* %R G
2 Kit (n) (Median) (Mean) (SD) (CV)
£ Kitdy — — 3 1 43 44 021  4.8%
g 4 1 4.9 4.9 0.34 6.9%
)
€ oaly p— — Al 23 45" 46 0.38  8.3%
T T T T T T T 1 * M 1
16 30 42 45 48 51 54 57 60 **Czlcqlated by ro?ust method ( ISO 13528 ; Algorithm A )
ssigned value; Xa
G6PD (U/g Hb) Reagent kit 3 © Innovation
Reagent kit 4 : Lanner
n<s5#4 fu;J‘
Sample 2 A2
Kit 31 H — Reagent ¥ nffc ¢ g Tiopr RELC Pk
§ Kit (n) (Median) (Mean) (SD) (CV)
0,
£ Kitdd |_ _| 3 1 10.7 10.8 0.49 4.5%
g 4 1 8.9 9.2 0.97 10.5%
«
() All 23 10.3** 10.0 1.16 11.6%
€ af — I -
* Calculated by robust method (ISO 13528 ; Algorithm A )
' ' ' ' ' ' \ ' \ ** Assigned value; Xa
75 82 89 96 103 1.0 117 124 131 138 gne >
Reagent kit 3 : Innovation
G6PD (U/g Hb) Reagent kit 4 : Lanner
n<57+ %t
Sample 3 A3
Kit 3 _| Reagent ¥ =#ic ¥ =ik TiaE* RBELY RPNk
§ l_ Kit (n) (Median) (Mean) (SD) (CV)
- 3 1 10.7 10.7 0.52 4.9%
c Kit4- |_
S Kitd _| 4 1 8.8 8.9 1.44 16.2%
§ All 23 102 99 131 97%
all | | * Calculated by robust method ( ISO 13528 ; Algorithm A )
T T T T T T T T T 1 ** Assigned value; Xa
57 66 75 84 03 102 11.1 120 129 138 147 Reagent kit 3 : Innovation
G6PD (U/g Hb) Reagent kit 4 : Lanner
n<s5#-3= fu“.fj'
G6PDEERHEIEmEREERAB AT D HE 1/1 Verl.l 20201118
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GOPD % £ 2% 54 #4 & Hb 5% k3t & 4 )

A s D RH2021-03 #4841 p 8 2021 £ 08 % 09 p 2L A0 p 3y 02021 £ 08 * 16 f
w T > B F) 123 5 (100%)

12 ¢
10
8 L
i ki
= 6
S| ¥ = # (Median) = 2.4 (n=23)
351 (Mean)* = 2.4 (n=23)
20 % £ (SD)* = 0.12
0 CV =5.0%
2.0 2.1 2.2 2.3 2.4 2.5 2.6 2.7 2.8 2.9
Hb (g/dL)
8 -
6 L
¥ A 2
=4t
L # i3k (Median) = 2.6 (n=23)
2t I 2 (Mean)* = 2.6 (n=23)
8 £ (SD)* =0.13
0 CV =5.0%
2.0 2.1 2.2 2.3 2.4 2.5 2.6 2.7 2.8 2.9
Hb (g/dL)
10 r
8 L
6 w3
4 # = #k (Median) = 2.6 (n=23)
5 1 I 33 (Mean)* = 2.6 (n=23)
28 £ (SD)* =0.10
0 CV =3.8%

20 21 22 23 24 25 26 27 28 29
Hb (g/dL)

*T 35 (Mean) 2% Z (SD) # * ISO 13528 &4 (Robust ) 3= 23+ &
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G6PD i EtgBab b an B fRat at &
External Quality Assurance ( EQA ) Program for G6PD Quantitative Test

SEECHE YT  RH2021-03 #REESHHER - 20214208 B 09 § H4EqEh- HES : 2021 2208 E 16
=]

mrEEmAs S > 5Ea8 5 (n=6; Survey / Sample No. ) :
RH2015-01/83 ; RH2017-03/S3 ; RH2018-03/S1 ; RH2019-04/S1 ; RH2020-04/S1 ; RH2021-03/S1

5 Hifir 7 23] GOPD & Hhgig | g A

Lab \ Survey : RH2021-03 / Sample 1 || Period - 2015 ~ 20213
. Uems | spit || Meam | n | SD | o | o
| RHOL | 44 | 13 [ 48 | 6 | 0.32 | 67% | 1.01
| RHO2 | 47 | 09 [ 5.0 | 6 | 0.33 | 66% | 1.00
RH04 44 0.9 4.7 6 0.32 6.8% 1.03
RHO06 46 02 4.7 6 0.44 9.4% 1.42
RHO7 47 -1.1 49 6 0.19 3.9% 0.59
RH08 48 0.3 4.7 6 0.36 7.7% 1.16
RH09 5.0 0.0 5.0 6 0.49 9.8% 1.48
RHI10 5.1 1.0 4.7 6 0.41 8.7% 132
RHI12 5.0 0.7 48 6 0.28 5.8% 0.88
RHI3 48 0.0 48 6 0.33 6.9% 1.04
| RH14 | 42 | -1 [ 45 | 6 | 0.27 | 60% | o091
| RHI9 | 44 | 22 [ 46 | 6 | 0.09 | 20% | 030
| A0203 | 43 | 07 [ 45 | 6 | 0.30 | 67% | 1.01
G026 5.2 0.5 5.1 6 0.22 13% 0.65
CL001 49 12 5.2 6 0.26 5.0% 0.76
CL002 453 0.6 48 6 0.47 9.8% 1.48
CL003 5.6 — — 1 — — —
CL004 43 — - 3 — — —
CL014 45 0.5 46 6 0.22 1.8% 0.72
CLO15B 43 0.8 16 6 0.37 8.0% 1.22
CL017 45 — - 3 — — —
RTINS | I I3 I R R
ICTIEN - T D | I I D R
‘ Total participating laboratories = 23
| Median | 45 | 07 [ 48 | — | 0.32 | 67% | 1.01
| Range | 38-~56 | -22~10 || 45-52 | — | 009-049 [20%-~98-% | 030~148
| Mean of all participating laboratory CVs|  6.6% | —

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

3). Survey / Sample No. : RH2015-01/83 : RH2017-03/83 ; RH2018-03/51 : RH2019-04/81 ;: RH2020-04/51 : RH2021-03/81

* th¥#5% & Intermediate Measurement Precision { T 5 &, within-laboratory precision ) ; 18O 3534-2:2006, JCGM 200-2012 (
VIM, 3rded. ) 2.23

** Mean and SD are calculated by Robust method according to ISO 13528, Algorithm A
=**n<5 FEMFENEEET THE
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GO6PD = & 2% 58 3+ 2 €47 12 (Repeatability) i3+ (1)
# & =0 1 RH2021-03 WA E 4op g - 2021/08/09 3¢ 4w gk p #p 0 2021/08/16

AP A ¢ ehSample 2 #2 Sample 3 # * - FELenEE A 0 M3 S B ik L EE
8- —?5 T 3BE 2 F A E ) UFER A eS%kE k% E 48 1 (Repeatability ) o

a b
LabID (U/Zsz) (U/Z3Hb) (Ul\//I; Hb) (Ué Hb) A%*
RHOI1 1.1 10.8 10.95 0.30 2.7%
RH02 8.5 8.6 8.55 0.10 1.2%
RHO04 10.1 102 10.15 0.10 1.0%
RH06 103 9.9 10.10 0.40 4.0%
RH07 95 75 850 2.00 23.5%
RHO8 127 13.0 12.85 0.30 2.3%
RH09 9.4 95 9.45 0.10 1%
RH10 8.9 9.2 9.05 0.30 3.3%
RHI2 104 107 10.55 0.30 2.8%
RH13 3.8 8.8 8 80 0.00 0.0%
RH14 1.0 12 11.10 0.20 1.8%
RH19 8.4 6.5 745 1.90 25.5%
A0203 107 10.7 10.70 0.00 0.0%
G026 103 103 10.30 0.00 0.0%
CLOO1 8.7 8.6 8.65 0.10 1.2%
CLO02 9.1 9.0 9.05 0.10 1%
CL003 10.5 103 10.40 0.20 1.9%
CL004 10.2 10.2 10.20 0.00 0.0%
CLO14 12 10.6 10.90 0.60 5.5%
CLOISB 10.7 1.0 10.85 0.30 2.8%
CLO17 8.1 76 7.85 0.50 6.4%
CLOIB 10.8 10.6 10.70 0.20 1.9%
CLO19 10.7 10.9 10.80 0.20 1.9%
Xa (Median) _ 10.20 0.20 1.9%
Range — 745~1285 | 000~2.00 | 0.0%~255%
Mean _ 9.91 0.36 4.0%
#3r

a) Mean=(S2+S3)/2
b) A=] S2-S3 |
c) A%=A/(Mean)

G6PD T2l mERE ZEE M (Repeatability ) #5t 1/2 Ver 1.2_.20201118
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G6PD % # thsk i 5% 9 & 2 £ 4§ 1% (Repeatability)

# 4= 1 RH2021-03 WA F D p @0 2021/08/09

X4#aE R408010114G6Rzh

i
WL ?

(1)

4wk p #p 0 2021/08/16

EEX

40 *J:nu’
Kit 3 Reagent 8 A% ° =3k A% TiE A%
- Kit (n) (Median) (Median) Range
E
Kitd | 3 11 1.9% 2.2% 0.0% ~ 5.5%
bt I
D
% 4 11 1.9% 6.1%  0.0% ~25.5%
el E |
All 23 1.9% 4.0%  0.0% ~25.5%
00 50 10 150 200 250 300 Rogont Kit3 * Inmovati
A%

G6PD EE£ @Bl amER

B E®M (Repeatability) #tzt

Reagent kit 4 : Lanner

n<5 %4 st
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