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1. AR ZHE{r G6PD Jeihz (Hb) = Siabndfi ik

[ E(EE=R) 21 (100%)

A EARFEE L ERE T A ) BT e C.V. ) orffilE

2. 878 G6PD i Bt tgads o (lE 5 EAREFE LB T GOPD SEYE(E | B T EEy=R C.V. | Sy{fifE
AR KB 7z score, D% K¢ SDI 41 filiE 51155
% B GOPD 22 (Hb)E B kp b f i HEas R —ER
WMEREAr | FEBRlE | [EIEY Sample 1 Sample 2 Sample 3 Hb1 | Hb2 | Hb3
R % (R)  |wen)| D% |zscore| SDI |wety| D% |zscorc| SDI || D% |zscore| SDI | (gL (g/dL) (g/dL)
RHO1 RHO1 3 174 | -0.6% | -0.1 |-0.2| 41 | 51% | 0.7 |[0.8|10.9|2.8% | 04 |05 24 2.3 23
RHO02 RHO02 7 16.4| -6.3% | -09 |-1.0| 3.8 | -2.6% |-0.3 |[0.0[10.8|1.9% | 0.3 |0.3| 23 2.3 2.1
RHO04 RHO04 4 19.9|13.7% | 20 |[16|4.0 | 26% | 03 |[06|11.2|57% | 0.8 |09 | 23 2.3 23
RHO5 RHO5 4 19.6 | 12.0% | 1.7 |14 | 3.7 | -51% | -0.7 |-0.3|12.7 |19.8% | 2.8 |3.2| 21 2.3 1.9
RHO06 RHO06 4 17.2| -1.7% | -0.2 |-0.4| 41 | 51% | 0.7 |0.8|10.2|-3.8% | -0.5 |-0.6| 2.3 2.2 23
RHO7 RHO7 4 16.9| -3.4% | -0.5|-06| 39 | 0.0% | 00 |[03|11.2|57% | 0.8 |09 23 2.2 2.1
RHO8 RHO8 4 178| 1.7% | 02 |[01|42 | 7.7% | 1.0 |1.1]10.3|-28% |-0.4 |-0.5| 24 2.3 2.2
RHO09 RH09 1 16.9 | -3.4% | -0.5 |-0.6| 3.9 | 0.0% | 0.0 [0.3|10.1|-4.7% | -0.7 |-0.8| 2.3 2.3 2.2
RHI10 RHI10 3 176| 0.6% | 0.1 |-0.1| 4.0 | 26% | 0.3 |[06|11.5(85% | 1.2 |14 | 24 2.2 2.1
RH12 RH12 4 19.6 | 12.0% | 1.7 |14 |41 | 51% | 0.7 |08 |11.3|6.6% | 0.9 |1.1| 21 2.2 21
RHI13 RH13 5 18.0| 29% | 04 (02|42 | 77% | 1.0 [1.1]109|2.8% | 04 |05 23 2.3 2.2
RH14 RH14 3 178| 1.7% | 0.2 |0.1| 4.4 [ 128% | 1.7 |1.7|10.1 |-4.7% | -0.7 |-0.8| 2.4 2.3 2.3
RHI18 RHI18 4 174 | -0.6% | -0.1 |-0.2| 3.5 [-10.3% | -1.4 |-0.8(10.4 |-1.9% | -0.3 |-0.3| 24 2.5 24
RHI19 RHI19 5 16.6 | -5.1% | -0.7 |-0.8| 3.3 [-15.4% | -2.1 |-1.4|10.1 |-4.7% | -0.7 |-0.8| 2.3 2.3 2.2
A0189 A0189 4 219(251% | 3.6 [3.1] 34 |-12.8% |-1.7 |-1.1/ 96 |-94% | -1.3 [-1.5| 23 2.2 21
A0203 A0203 4 16.7 | -4.6% | -0.7 |-0.7| 3.7 | -5.1% | -0.7 |-0.3|10.2 |-3.8% | -0.5 |-0.6| 2.4 2.4 23
G026 G026 4 15.6 |-10.9% | -1.6 |-1.5| 3.4 |-12.8%|-1.7 |-1.1| 9.9 |-6.6% | -0.9 |-1.1| 23 2.3 2.2
CLO001 RHI16 2 17.5| 0.0% | 0.0 |-0.1| 4.0 | 2.6% | 0.3 |[06|10.8|1.9% | 0.3 |0.3| 24 2.3 2.2
RHO3
RH11
RH17
CL002 G031 1 192 97% | 14 |[11]|41 | 51% | 0.7 |08 |11.1|4.7% | 0.7 |0.8| 22 2.2 2.2
B005
CLO16
A0511
CLO14 CLO14 7 16.7 | -4.6% | -0.7 |-0.7| 3.2 [-17.9% | -2.4 |-1.7| 9.8 |-7.5% | -1.1 |-1.2| 24 2.3 2.2
CLO15B CLO15B 3 17.7| 11% | 0.2 |0.0| 3.7 | -5.1% | -0.7 |-0.3|{10.6 | 0.0% | 0.0 |0.0| 2.3 2.3 21
Total participating laboratories = 21
(M:j?an) - 4 17.5 3.9 10.6 23 23 2.2
Uxa - - 0.326 0.086 0.158 - - -
Op - - 1.225 - 0.742 - - -
op’ - - - 0.286 - - - -
Range - 1-7 15.6-21.9 3.2-44 9.6-12.7 21-2.412.2-25(1.9-24
n - - 21 21 21 21 21 21
Mean - - 17.7 3.8 10.6 23 2.3 2.2
S.D. - - 1.36 0.36 0.66 0.08 0.00 0.10
C.V. - - 7.7% 9.5% 6.2% 3.5% | 0.0% | 4.5%
Note:
D% RtpfpiE (X)) Bl (E ( Xa ) ZAEEERUEEMELEMEIEFRR - D% = [ (X -Xa )/ Xa]x 100%
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FeZ B RN E RbimE

. Uxa B3REEATRHIRFEENE © uxa = 1.1x SD /n'2

. BPEAEAEE (0p ) By 7% x Xa > {235 Xa < 2.9 U/gHb B > H:
ETEREE (0p') = (0p2 + Uxa? )2+ & uxa > 0.30, IHE 0p' kAl -
z score Fyi@Bfi{E7ERE (D = X — Xa ) BigPERE#7E (op ) ZLLfE - (zscore=D /o) ©
SDI Ryl (e B {E Ay 22 FE g2 7 ERfE - [ SDI = (X —Mean )/ SD] -
% E{H ( Assigned value; Xa ) £

Acceptable :

op = 0.2 U/gHb

|z| = 2; Caution : 2 <| z| = 3; Unsatisfactory :

% SD {f % 0 » SDI RFETH -
FHELEF > P ArE (Median ) -
SFHME (Mean ) B2 (SD ) SRR ( Robust ) &t J77ART5 (&Y% 1SO 13528 #55] -
H—{Ef807 G6PD B EAEFHIE FA |
0. A FHRZ (Maximum Allowable Deviation; MAD ) %5 3 x (0p / Xa ) x 100% » &

{1/ Algorithm A JEEE ) -

lz]>3

% Uxa > 0.3 0, B » MAD % 3 x (0,'/ Xa ) x 100%
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Long Term Observation of Blood G6PD Quantitative Test EQA Survey Results

Survey No : RH2017-01 (in green ®)|

- Total participants' CV result ploted against surveys
40%
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10% . R + o

BatchNo pH2014-04 RH2014-07  RH2014-10 RH2015-01  RH2015-04  RH2015-07 RH2015-10 RH2016-01 RH2016-04 RH2016-07  RH2016-10  RH2017-01
Fig RH-2.1

- Total participants’ CV result ploted against G6PD activities
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n: 36 Hedian of C¥: 6.7% Hean of CV: 6.9% SD of CV: 3.8% Range of CV: 3.6%-21.1% {(date: RH2014-84 to RH2017-01)
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 [

A A= D RH2017-01  #48F D p# 120172 027 13 p #2400 p# 12017 & 027 20 p

Bl 4] 28,94 P 4E. B A
by |
M e . (1]
9 r ' I T QTS
8 #x A W A3 {E
7 -
g 6 w1
w20
w il ¥ > (Median) = 17.5 (n=21)
; I T 355 (Mean)* = 17.7 (n=21)
i £ % % (SD)*=1.36
1 - |
0 B . cv=77%
148 15.7 16.6 17.5 184 193 20.2 21.1 22.0 229
G6PD (U/g Hb)
L
o +]
7 -
6 -
a5l w2
= 4 |
w4 | ¢ > #k (Median) = 3.9 (n=21)
5 L I 357 (Mean)* = 3.8 (n=21)
& £ (SD)* =0.36
1r 4 5 .
0 B Cv=95%
3.1 3.3 3.5 3.7 3.9 4.1 4.3 4.5 4.7
G6PD (U/g Hb)
o — ] |
5 -
g 4T ki K
i~ 3 F
)| ¢ =4k (Median) = 10.6 (n=21)
T 3518 (Mean)* = 10.6 (n=21)
1} £ £ (SD)* =0.66
0 . . CV=6.2%

91 9.6 101 106 11.1 11.6 121 126 13.1 13.6
G6PD (U/g Hb)

*T 3ofE (Mean ) 228 £ (SD) # * 1SO 13528 4& it (Robust) se3t = 23 8
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GOPD % k5% 53 # & Hb % 532 2+

A AP RH2017-01 8 F p# 120172027 13 p 280 pHp 2017027 200P
v i Fe( F) 21 i (100%)
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8 -
H B 1
i 6
S| ¥ % (Median) = 2.3 (n=21)

T 357 (Mean)* = 2.3 (n=21)
2 | £ % % (SD)* = 0.08
0 1 1 1 1 ] CV = 3.5%
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4t X 351 (Mean)* = 2.3 (n=21)

2t 2 £ (SD)* = 0.00

0 - : - - . CV=0.0%

1.8 1.9 2.0 2.1 2.2 2.3 2.4 2.5 2.6 2.7
Hb (g/dL)

10 r

8 -
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B 4T ¢ & (Median) = 2.2 (n=21)

5 L I 357 (Mean)* = 2.2 (n=21)

1% £ (SD)* =0.10
0 - - . CV=4.5%
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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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GO6PD iE Bttt E i atatE
External Quality Assurance { EQA ) Program for G6PD Quantitative Test

FEHIET - RH2017-01 I HAEA 2017 F 0213 #RSEUEENIERER - 2017 FE 02 H 208

FESE{HF A2 52 w9l 7 SR (n =3 ; Survey / Sample No. ) -
FH1013-05/51 ; RH2015-07/51 ; RH2016-07/52 ; EH2016-10/53 ; EH2017-01/52

B AL =] GOPD F el s

Survey - EH2017-01 / Szmple 2 Period : 2013 ~ 2017
b I/'gHb =DI- Blean n D v

EH{1 4.1 1.0 N 5 0.50 13 0%
RH{O2 18 -0.8 41 b 0.47 11.5%
FEHM 4.0 0.0 37 5 0.1g 5.1%
RHO5 37 — — 22 — -
RHIG 4.1 0.7 38 5 0.448 12.1%
BRHOT EX 0.0 ER b 052 B.2%
RHIE 4.1 15 N b .59 10.8%%
FEHID i9 112 37 5 017 4.6%
EHI1O 4.0 1.1 37 5 0.27 T.3%
FEHI12 4.1 13 i4 b 0.53 15.6%
FHI13 4.2 0.7 ERY 5 0.44 11.3%
FEHI14 4.4 13 37 5 055 14086
FEHI1E& 15 0.0 35 5 0.30 B.6%
EHI1% i3 -0.7 35 5 0.30 B.6%
AD13g i4 -0 4.1 5 0.7 19.3%
AD203 T 0.2 N 5 0.52 14 456
G2a 34 -0 37 5 .39 10.5%
CLO1 4.0 0z ER b 058 14 90g
CLODZ 4.1 1.0 38 5 031 B.2%
CLO14 iz -1 35 5 0.31 B.0%

CLO13E 1.7 0.7 i4 b .44 1200

Tatal participating laboratories = 21

hledian EX 0.4 37 — 0.4 11.1%

Fange 1l1~44 08T~ 1.54 441 —| 17070 4.8% ~ 19.3%

1). Standard Deviation Index (SDI) = (Individual Result - Individual Fobust Mean) / Individual Robust SD
2). Survey / Sample No. : RH2013-05/51 ; RH2015-07/S1 ; RH2016-07/52 ; RH2016-10/53 ; RH2017-01/52
3 EST AR TS ER I R

+ RS Intermediate Measurement Precizion : IS0 3534-2:2006, JOGM 200:2012 ( VIM, 3rd ed. } 223

*% Miean and 5D are calculated by Foobust method according 1o IS0 13518, Algorithm A,
*raci - BETPEREETTHE

BFEN R G6PD EEMBRTEBEERS 1/1 Ver 1.0_20161206
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