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R | TER Sl | [ElsnE RﬁggPeDnt Sample 1 Sample 2 Sample 3 Hb1l | Hb2 | Hb3
(%] (%] (3%) Code |(WeHb)| D%  |zscore| SDI (Uighb)| D% |zscore| SDI |(U/ghb)| D% |z score| SDI | (z/dL) (g/dL) (g/dL)
RHO1 ﬁgg; 7 3 4.8 |-4.0% -0.5(-0.2/11.5| 6.5% | 0.9 |0.9(14.2|-2.1%|-0.3 |-0.4| 2.4 21 2.4
RHO02 RHO02 7 4 5.0 0.0% | 0.0 [0.2|11.5|/6.5% | 0.9 |0.9(16.4{13.1%| 1.9 |[1.7| 24 21 2.3
RHO04 RHO04 4 4 51]20% | 0.3 [05(125(15.7% | 2.1 |[1.9|16.9(16.6%| 2.4 |2.1| 2.5 21 25
RHO06 RHO06 7 3 51]20% | 0.3 (05114 5.6% | 0.8 |0.8/15.1/4.1% | 0.6 |0.5| 2.6 2.2 2.6
RHO7 | 07 5 4 51 20% 0305103 -4.6% -0.6-0.31589.0% 1.3 1.1 22 | 1.9 | 22
RHO8 RHO8 7 3 4.4 |-12.0%-1.6 |-1.1/11.3| 4.6% | 0.6 |0.7 |14.3|-1.4%|-0.2 |-0.3| 2.6 21 25
RHO09 RHO09 4 4 54 |80% |11 (1.1|104|-3.7% |-0.5|-0.2|14.2|-2.1% |-0.3 |-0.4| 2.2 1.9 2.2
RH10 RH10 5 1 4.9 |-2.0% -0.3|0.0/ 9.8 |-9.3% |-1.3 |-0.8/14.5/0.0% | 0.0 |-0.1| 2.5 21 25
RHI2 RHI2 7 1 4.4 -12.0%-1.6 |-1.1, 9.6 |-11.1%|-1.5 |-1.0/13.5|-6.9%|-1.0 |-1.0| 2.4 2.0 24
RHI13 RHI13 7 4 5.2 |4.0% |05 (0.7({10.2|-5.6% |-0.8 |-0.4|15.2|4.8% | 0.7 |0.6| 2.1 1.9 2.2
RH14 RH14 7 3 4.5 |-10.0%|-1.4 |-0.9/10.9| 0.9% | 0.1 |0.3|13.5|-6.9%|-1.0 |-1.0| 2.6 21 2.6
RH19 RH19 4 4 46 |-8.0% -1.1]-0.7/11.0| 1.9% | 0.3 |0.4|14.1|-2.8%|-0.4 |-0.5| 2.1 1.9 2.3
A0203 §(§{21083 7 1 4.4 -12.0%-1.6 |-1.1) 9.2 |-14.8%|-2.0 |-1.4/13.3|-8.3%|-1.2 |-1.2| 2.5 2.1 2.5
G026 G026 7 4 52| 4.0% |05 (07|95 -12.0%|-1.6 |-1.1/14.5/0.0% | 0.0 |-0.1| 2.5 2.2 2.4
CL001 RH16 4 54 |80% |11 (1.1|10.6/-1.9% |-0.30.0(15.8/9.0% | 1.3 |[1.1| 2.5 2.3 2.6

RHO3
RH11
RH17
CL002 G031 3 6 59 [18.0%| 2.4 [2.3|9.1 -15.7%|-2.1 |-1.5|14.6|0.7% | 0.1 |0.0| 2.4 2.1 24
B005
CLO16
A0511
CLO014 CLO14 7 3 4.9 |-2.0% -0.3|0.0/10.9/ 0.9% | 0.1 |0.3|14.8/2.1% | 0.3 [0.2| 24 2.0 2.4

CLO015B CLO15B 4 3 4.4 |-12.0%|-1.6 |-1.1/11.0| 1.9% | 0.3 |0.4(13.4|-7.6%|-1.1 |-1.1| 2.6 2.1 2.5
Total participating laboratories = 18

(Me)f;?an) - 7 - 5.0 10.8 14.5 25 21 2.4
Uxa - - - 0.114 0.254 0.277 - - -

op . - - - - 1.015 - - -
op' - - - 0.368 0.798 - - - -
Range - 1-7 - 4.4-5.9 9.1-12.5 13.3-16.9 2.1-2.6/1.9-2.3|12.2-2.6

n - - - 18 18 18 18 18 18
Mean - - - 4.9 10.6 14.6 25 21 2.4
S.D. - - - 0.44 0.98 1.07 0.10 | 0.12 | 0.15
C.V. - - - 9.0% 9.2% 7.3% 4.0% | 5.7% | 6.3%

Note:

1. D% Fsi@lnfd (X)) BistE(E (Xa ) 2 Z RS e ENLEMLE LR - D% =[ (X -Xa )/ Xa]x 100%

2. Uxa BRREEATRAIFHEEY © uxa=1.1xSD/n'2

3. FREfEMEE (op) B 7% x Xa » {3 Xa < 2.9 U/gHb B% > H o = 0.2 U/gHb

4. ERPERAERE (0p') = (0p? + uxa® )2 & uxa 2 0.30p I op' kT -

5. zscore Rl 7EE (D = X - Xa ) BIPEfEAEZE (op ) ZLL{E - (zscore =D /op ) -

6. SDI EfpSn{E il Vg a2 E e 2 th{g - [SDI = (X~ Mean )/ SD ] - & SD {E5 0 i - SDI A P55

7. F%EE ( Assigned value; Xa ) FyikinE e it E Rl mE JHE SR 2 2% ( Median ) -

8. FHIfH (Mean ) BAffAE (SD ) £RFHTE(E ( Robust ) 4t J77AR & ({ici 1ISO 13528 #55( » {#H Algorithm A JHEE ) -

9. T (Ef&henT G6PD kS {E45E HIFE =M © Acceptable : | z| < 2; Caution : 2 < |z | < 3; Unsatisfactory : | z| >3

10. Fe K SeFFmZ (Maximum Allowable Deviation; MAD ) £ 3 x (0p / Xa ) X 100% > & uxa 2 0.3 0 5 » MAD % 3 x (0p'/ Xa ) x 100%
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Reagent Kit Reagent Lab
Code
Innovation 5 (CLO14, CLO15B, RHOT,
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Instruchernie | 6 [cLoo2
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Lanner 4 |RHO04, RHO7, RH09,
RH13, RH19
Trinity |1 |A0203, RH10, RH12
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Long Term Observation of Blood G6PD Quantitative Test EQA Survey Results

|Survey No : RH2018-03 (in green @)

- Total participants’ CV result ploted against surveys
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BatchNo RH2015-10 RH2016-01 RH2016-04  RH2016-07 RH2016-10 RH2017-01 RH2017-02 RH2017-03 RH2017-04 RH2018-01 RH2018-02  RH2018-03
Fig RH-2.1

- Total participants’ CV result ploted against G6PD activities
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l(sﬁf;gﬂh 30 1 2 3 4 5 6 7 g 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27
n: 36 Hedian of CV: 7.2 Hean of CV: 7.3% SD of CV: 2.3% Range of CV: 3.6%-15.8% (date: RH2015-18 to RH2818-83)
Fig RH-2.2

* Mean and SD are calculated by Robust method according to ISO 13528 since 2014

Bt D). AFBREEEN B REERL TP eEer <ttp://gbpd. qap. tw>
2).FF W AGE P ??%&ﬁ € TE Qo
10699 % a2 @R fh % 624 %4
T3 1 (02) 2703-6080
Be :(02) 2703-6070
(Report generated at 2018-07-24 12:48:24)

Long Term Observation of Blood G6PD Quantitative Test EQA Survey Results 171 Ver 1.0_20161206



FIBZA FE & BB £ B &P/

G6PD % % #h % 1o &3

XH#HR408010106G6Rzh

# & GOPD & 4 izt o 7 [

ol > #2118 7 (100%)

HBEp Y 2018 #F 07 % 16 p

LA p 2018 # 077 23 p

Bl 5] 35 B4 o 4l A
H : | | i
| [+
°T T | d
Q3
5r T Al
g 4T 1
3t
L ? i+ #k (Median) = 5.0 (n=18)
35 (Mean)* = 4.9 (n=18)
Lr £ £ (SD)* = 0.44
0 . | CV=5.0%
42 44 46 48 50 52 54 56 58 60 6.2
G6PD (U/g Hb)
I
6 o — + .
5 -
g 4T %2
i~ 3 F
w | ¢ (=¥ (Median) = 10.8 (n=18)
I 3538 (Mean)* = 10.6 (n=18)
1 f & % (SD)* =0.98
0 ., CV=9.7%
8.8 9.3 9.8 103 108 11.3 11.8 123 128 133
G6PD (U/g Hb)
I
6 -
5 -
| %3
w3 T ¢ =¥ (Median) = 14.5 (n=18)
2 F I 332{g (Mean)* = 14.6 (n=18)
1F #%& £ (SD)* =1.07
0 CvV=173%
13.0 135 140 145 150 155 160 165 17.0 17.5
GG6PD (U/g Hb)
*T 45 (Mean) £ 452 £ (SD) 4 * ISO 13528 £ 4% ( Robust ) 463+ % 3+ ¥

G6PD E 28k mERE GoPD EMHMEt N hE

1/1 Verl.0_20161128



FIEZA FE EERZ Ean & P10 XH##R408010107G6Rzh

GOPD % k5% 53 # & Hb % 532 2+

# A3+t 1 RH2018-03 @ F ip i 12018 %07 % 16 P SF2 A0 p 2018 & 07 % 23 p
¥ > Be(v ) 1 18 i (100%)

6 —
4 -
: B 1
51 ¥ i #ic (Median) = 2.5 (n=18)
T 357 (Mean)* = 2.5 (n=18)
% £ (SD)* =0.10
0 CV =4.0%
1.8 1.9 2.0 2.1 2.2 2.3 2.4 2.5 2.6 2.7
Hb (g/dL)
10 1
8 -
i 6} w2
o4 ¥ = # (Median) = 2.1 (n=18)
)| X 351 (Mean)* = 2.1 (n=18)
£ £ (SD)* =0.12
0 1 1 1 ] CV = 2.1%
1.8 1.9 2.0 2.1 2.2 2.3 2.4 2.5 2.6 2.7
Hb (g/dL)
6 —
4 -
. Wt 3
w1 ¢ = # (Median) = 2.4 (n=18)
I 357 (Mean)* = 2.4 (n=18)
£ £ (SD)*=0.15
0 - - - . CV=63%

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

*T 350 (Mean ) %7 3 £ (SD ) 4 * ISO 13528 48 i (Robust ) 553+ = j# 3+ &

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



VMF g Faf B R 2 B &) 1R SE R408010108G6Rzh

GOPD & & faabilFanE frilst=
External Quality Assurance ( EQA ) Program for G6PD Quantitative Test

AR : RH2018-03  ARfGEFtHEHN 1 20184 07 A 16 H sk [EUCE L HIH - 201852 07 A 23 H

BEFEAAR 82 B8 2 B (n =7 ; Survey / Sample No. ) :
RH2010-03/S3 ; RH2012-11/S1 ; RH2013-07/S2 ; RH2014-01/S1 ; RH2016-07/S3 ; RH2017-03/S1 ;
RH2018-03/S2

Z B 2 R GOPD E = iahh i HfE % &

Survey : RH2018-03 / Sample 2 Period : 2010~ 20184
— UgHb | SDI2 Mean | n | SD | cv
RHO1 11.5 1.3 9.6 7 1.52 15.8%
RHO2 11.5 0.8 103 7 1.51 14.7%
RHO4 12.5 176 95 7 0.17 1.8%
RH06 11.4 2.8 9.7 7 0.60 6.2%
RHO7 10.3 0.4 10.1 7 0.48 4.8%
RHO8 113 2.9 95 7 0.63 6.6%
RHO09 10.4 0.9 9.9 7 0.58 5.9%
RHI0 9.8 03 10.0 7 0.60 6.0%
RHI2 9.6 0.6 9.9 7 0.52 5.3%
RHI13 102 0.3 10.0 7 0.58 5.8%
RH14 109 2.0 9.7 7 0.60 6.2%
RH19 11.0 1.2 10.0 7 0.81 8.1%
A0203 9.2 06 9.7 7 0.77 7.9%
G026 9.5 0.1 9.6 7 0.69 7.2%
CLO01 10.6 1.3 95 7 0.85 8.9%
CL002 9.1 0.5 9.5 7 0.78 8.2%
CLO14 109 0.4 10.6 5 0.76 7.2%
CLO15B 11.0 1.1 10.2 5 0.74 7.3%
Total participating laboratories = 18
Median 108 | 08 EE — 0.66 6.9%
Range 91-125 | -06-176 || 95-106 0.17 =152 1.8% - 15.8%

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

2). Survey / Sample No. : RH2010-03/S3 ; RH2012-11/51 ; RH2013-07/32 ; RH2014-01/81 ; RH2016-07/S3 ;
RH2017-03/51 ; RH2018-03/S2

* RS 2R Intermediate Measurement 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.
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