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WEREAr | HEsERl | [EIEEER Sample 1 Sample 2 Sample 3 Hb1 | Hb2| Hb3
{_Ui% {Jﬂi% R (U/ghb)|| D% ||z score||SDI||(U/ghb)|| D% ||z score||SDI [[(U/gHb)|[ D% |z scoref SDI|[ (g/dL) (g/dL) (g/dL)
RHO1 ﬁggé 1 7.5 [|-2.6%] -0.4 -0.8| 14.3 || -6.5% || -0.9 [-0.9] 3.5 || 2.9% | 0.4 [0.3] 2.5 2.4 2.3
RHO02 RHO02 7 78 || 1.3% || 0.2 (0.0 15.0 | -2.0% || -0.3 [-0.3| 3.8 [11.8% | 1.7 [ 1.3] 2.5 2.3 2.2
RHO04 RH04 4 83 [ 7.8% || 1.1 |1.3]16.1] 52% || 0.7 {0.7{ 3.7 || 8.8% | 1.3 [1.0[ 2.5 2.3 2.2
RHO06 RHO06 4 7.5 [[-2.6%] -04 -0.8 155 1.3% || 0.2 |0.2] 3.4 || 0.0% | 0.0 0.0 2.4 24 2.2
RHO7 RHO7 4 8.9 [[15.6%]| 2.2 [[2.8) 168 | 9.8% | 1.4 |1.4] 4.3 (26.5% | 3.8 |3.0|| 2.3 2.2 2.2
RHO8 RHOS8 7 7.5 [[-2.6%] -0.4 [-0.8| 14.5 | -52% || -0.7 -0.7| 3.3 | -2.9% | -0.4 {-0.3]| 2.4 2.4 2.3
RHO09 RHO09 4 9.0 [[16.9%]| 2.4 [3.0( 168 9.8% || 1.4 |1.4] 3.7 || 8.8% | 1.3 [1.0|| 24 2.4 2.2
RH10 RHI10 3 79 [12.6% || 0.4 (03149 -2.6% | -0.4 [-0.4] 3.1 ||-8.8% | -1.3 [-1.0[ 2.5 24 2.3
RH12 RHI12 8 7.3 (-52%] -0.7 |-1.3| 14.9 || -2.6% || -0.4 [-0.4{ 3.2 |-5.9% | -0.8 [-0.7] 2.5 2.3 2.2
RH13 RHI13 3 77 110.0% || 0.0 -0.2( 14.1 | -7.8% || -1.1 |-1.1} 3.6 || 5.9% | 0.8 |0.7] 2.7 2.5 2.3
RH14 RHI14 4 7.6 [|-1.3%] -0.2 [-0.5( 154 ]| 0.7% || 0.1 [|0.1] 3.2 ||-59% | -0.8 [-0.7] 2.5 2.4 2.3
RHI18 RHI8 2 7.5 [|-2.6%] -0.4 -0.8( 14.2 || -7.2% || -1.0 [-1.0} 3.1 |[-8.8% | -1.3 |-1.0[ 2.5 2.5 24
RHI19 RHI19 2 83 | 7.8% | 1.1 [1.3]15.7] 2.6% | 0.4 [0.4] 3.5 ]| 29% | 0.4 |03| 2.4 2.3 2.2
A0189 A0189 3 82 [6.5% | 09 (1.0]17.2124% | 1.8 [1.7] 4.0 [|[17.6% | 2.5 |2.0| 2.4 2.3 2.2
A0203 A0203 4 7.7 110.0% | 0.0 [-0.2( 14.9 || -2.6% || -0.4 [-0.4] 3.4 | 0.0% | 0.0 [0.0f 2.5 2.4 2.3
G026 G026 2 81 [52%| 0.7 [0.8]15.6] 2.0% | 0.3 [03] 3.6 || 5.9% | 0.8 [0.7| 2.6 2.4 2.4
CL001 RH16 4 7.5 [[-2.6%] -0.4 [-0.8| 13.7 |-10.5%| -1.5 |-1.5] 3.0 |-11.8%| -1.7 {-1.3] 2.6 2.4 24

RHO3
RH11
CLO02 o 3 79 | 26%| 0.4 [03]160] 46% | 0.7 [0.6] 3.5 | 29% | 0.4 [03] 24 | 22 | 22
B005
CLO16
B001 B001 74 -3.9%] -0.6 -1.0] 15.8 || 3.3% || 0.5 [|0.5] 3.0 |-11.8%| -1.7 {-1.3]| 2.4 2.2 2.2
CLO14 CL014 7.7 [10.0% || 0.0 [-0.2 153 0.0% || 0.0 [|0.0f 3.3 ||-2.9% | -0.4 [-0.3 2.5 2.3 2.3

CL015B CLO15B 1 7.1 (-7.8%] -1.1 [-1.8[ 14.0 | -8.5% | -1.2 ||-1.2]f 3.3 [|-2.9% | -0.4 [|-0.3|| 2.4 24 2.2
Total participating laboratories = 21

Xa (Median) 4 7.7 153 34 2.5 24 2.2

95 - 0.539 1.071 0.238 - - -
Range 1-8 7.1-9.0 13.7-17.2 3.0-4.3 2.3-2.7|2.2-2.5(2.2-2.4
n - 21 21 21 21 21 21
Mean - 7.8 153 34 2.5 2.4 2.2
S.D. - 0.4 1.1 0.3 0.1 0.1 0.0
C.V. - 5.1% 7.2% 8.8% 4.0% || 4.2% || 0.0%
Note:




Long Term Observation of Blood G6PD Quantitative Test QA Survey Results

Survey No : RH2015-10 (in green ®)

- Total participants' CV result ploted against surveys
40%

30%
C.V.
20%

10% * * + + * L]

BatchNo RH2013-05 RH2013-07 RH2013-09 RH2013-11  RH2014-01 RH201d4-04  RH2014-07 RH2014-10 RH2015-01 RH2015-04  RH2015-07  RH2015-10
Fig RH-2.1

- Total participants' CV result ploted against G6PD activities
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n: 36 Hedian of CV: 7.8% Hean of C¥: 7.6% sSD of CV: 3.3% Range of CV: 3,9%-21,1% {(date: RH2813-85 to RH2815-18)
Fig RH-2.2

* Mean and SD are calculated by Robust method according to ISO 13528:2005 since 2014

f3x 0 D ARAE SRS FI B @EEES <http://gbpd. qap. tw>
2). ZEREMEAES B BEEEE G LAA A -
10699 & 3t#REr 26-624 1z 48
%% ¢ (02) 2703-6080
128 1 (02) 2703-6070
(Report generated at 2015-10-20 10:44:33)



2015 % 10 * 19 p

.

—

A

318

%

H

21)

7.7 (n=21)

)

1an

(Mean)* =7.8 (n

5.1%

15.3 (n=21)
=21)

)

1an

7.2%

21)

3.4 (n=21)

)

1an

2005 » Algorithm A)

& 1]

#< (Med

+ # (Med
> # (Med

¢
¢
¢

LA p

P
)

F

12 p

)

e [ R

2015 & 10

7

#H% £ (SD)* =03
8.8%

CVv

I 2E (Mean)* =3.4(n

FHEF L (SD)* =11

HALHE £ (SD)*=0.4
I35 (Mean)* =15.3 (n

cVv
3
[l

#

w1
f

L5

cV

w2
f

9.5
17.8

)]

B

4

-

d

WA F

21 i (100%)

.

)

RH2015-10

==

RH2015-10 #+=x G6PD

4

L SCE

¥

-~

7]
52 -
e
e BN !
25 .
s . ~ ——
B (o))
pdads —
oo
%!
St
e
32
e
2%
e
X
2058 o) o0
X
0
2 .
b5 .
esess
b330 O
o o0 Reess
B35 Bese —
R ks
pesesesed poss s
e R
R
g ks
R352 [R3Seeee
e 352505255
R332 [Rssea
NS [0 o 2323200020
e et
R : s
4 K
RS BEEEEEs
s O i
[s0] B pRee0s
RS
ke — BReesss
~~ —— beceess
R S TITIE = o
SRR
BRI
00
e o oo LI
ettt e Tetetatatatedeteteted
e 3
s 3
e, o0 ~ s
R RRRRSS000
00000000000KANIINEN — ~
B BRI
R LSS _— -
e -
e atatatate ~—~ *
I -
SIS
BB SEBBBES
BB EERLLLR o [ap]
tetata st ettt teded .
teEata st tetateteteted S
BB
e [e’e] g
oltatstetatoletutotels!
L —
SEEER
8, o e )
2K ooseaed ( U 2
s KRR
2% Tt L)
23S GBS ~ o0
03035 tetatatatatatetatetetited
55 s .
BB
3 e r~ <t
ODIGOKARR
2 LR
IIIIANINI —
SIIIL IS
| TEEATATATITITeE
2003000
Y
R
RRRRBL0CS -+
B o
$2tetatatetetedel
[$3atetetetesetetes : :
RRRREEEEES ~ <t
B —
serinnnnntte
55
R
X
b5 —
b330 o0
XS - 3
b T o B
22 B E O LR
% — R
—

OO~V tTonAl—O
—

o (e
R w8 % whod 3

( 1SO 13528

4.6

44
Fig RH-3

4.0

£

3.8
o o ﬁé; &;

3.6

G6PD (U/g Hb)
(SD)

3.4

HHRE

b

7 (Mean) ¥

pun
1B

=)

2

* T}



RH2015-10 =t G6PD #x ¥ & % I+ "% &8 Hb i3t~ & B

Efe= D RH2015-10 et & p ¥ 22015 # 10 * 129 sf #. pdp 22015 10 * 19 p
vz i@ F) 1 21 > (100%)

10 ¢
8 -
£ 6
fir w1
g 4 ¢ )
? > % (Median) = 2.5 (n=21)
oL T35 (Mean)* =25 (n=21)
#¥HWEE L (SD)*=0.1
0 L CV =4.0%
19 20 21 22 23 24 25 26 27 28 29
Hb (g/dL)
12 r
10 +
i 8 i
h::A
o6t w2
% .
4 | ® > # (Median) = 2.4 (n=21)
51 I35 (Mean)* = 2.4 (n=21)
F#HFEEL (SD)*=01
0 ' ' ' ! ' - CV=42%
19 20 21 22 23 24 25 26 27 28 29
Hb (g/dL)
12 7
10 |
oz 8 i
6} %3
# .
4 r ¢ =¥k (Median) = 2.2 (n=21)
5 | I 33E (Mean)* = 2.2 (n=21)
FHAEEZL (SD)*=0.0
0 1 1 L L 1 1 ) CV:0.0%

L9 20 21 22 23 24 25 26 27 28 29
Hb (g/dL)

*T 35 (Mean) 2 #41E% 1 (SD) # * 84 (Robust) i3t = ;2 3+ & ( 1SO 13528:2005 > Algorithm A)

Fig RH-4



#4252, GOPD A= fiE Bt i B b s R AR B 2 i ' fRalE
External Quality Assurance (EQA) for Neonatal G6PD Screening

AFRALSE : RH2015-10  AefGartfi HT - 2015 42 10 5 12 H  #HeEEUEuk A - 2015 42 10 5 19 H

FEAEE AR S3 fnfs 2 AL EHEZ (n = 8 ; Survey / Sample No.) :
RH2009-09/S3 ; RH2010-01/S3 ; RH2011-05/S1 ; RH2011-07/S3 ; RH2012-05/S2 ; RH2013-01/S3 ; RH2014-
01/S3 ; RH2015-10/S3

ZFEBENRDY G6PD EEREBEEE (THHFEEE)

Survey : RH2015-10 / Sample 3 Period : 2009 ~ 20153
Lab U/gHb SDI2 Mean n SD Ccv
RHO1 35 0.1 34 8 0.7 20.6%
RH02 3.8 1.3 34 8 0.3 8.8%
RHO04 3.7 0.0 3.7 8 0.3 8.1%
RHO06 3.4 0.0 3.6 8 0.2 5.6%
RHO7 4.3 1.7 3.8 8 0.3 7.9%
RHO08 33 -1.0 3.6 8 0.3 8.3%
RHO09 3.7 0.5 3.6 8 0.2 5.6%
RH10 3.1 -0.8 35 8 0.5 14.3%
RHI12 3.2 -0.6 35 8 0.5 14.3%
RH13 3.6 0.5 34 8 0.4 11.8%
RH14 3.2 -2.0 3.6 8 0.2 5.6%
RH18 3.1 -1.0 35 8 0.4 11.4%
RH19 35 0.0 35 8 0.2 5.7%
A0189 4.0 0.7 3.6 8 0.6 16.7%
A0203 3.4 -1.0 3.6 8 0.2 5.6%
G026 3.6 -0.5 3.7 8 0.2 5.4%
CL001 3.0 -2.0 34 8 0.2 5.9%
CL002 35 0.0 3.5 8 0.2 5.7%
B001 3.0 -1.0 3.5 8 0.5 14.3%
CLO014 33 -0.7 3.5 6 0.3 8.6%
CLO015B 33 - 3.5 2 - -
Total participating laboratories = 21
Median 3.4 -0.3 3.5 - 0.3 8.2%
Range 3.0~43 -2.0~1.7 34~38 - 02~0.7 5.4% ~20.6%

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

2). Survey / Sample No. : RH2009-09/S3 ; RH2010-01/S3 ; RH2011-05/S1 ; RH2011-07/S3 ; RH2012-05/S2 ;
RH2013-01/S3 ; RH2014-01/S3 ; RH2015-10/S3

* RS 22 Intermediate Measurement Precision ; 1SO 3534-2:2006

** Mean and SD are calculated by Robust method according to ISO 13528:2005
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