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IR | W ﬁﬁi iﬁiﬁg st | s2 | s3 | Hbl | Hb2 | Hb3
{Jcﬁ% {’hﬁ% (9{) (9{) (U/gHb) SDI (U/gHb) SDI (U/gHb) SDI (g/dL) SDI (g/dL) SDI (g/dL) SDI
RHOI | ~0O 0 2 147 06| 26 -0 113 -l6 | 25 10 27 00 | 22 00
 RHO2 | RHO2 | 0 | 2 146 |07 32 20 120 08| 23 | -0 27 00 | 22 00
. RHO3 | RHO3 | 1l | 3 170 |17 31 15 140 |14 23 | -0 26 -l0| 22 00
" RHO4 | RHO4 | 1 | 7 158 |05 27 -05 133 |07 |23 | -0 27 00 | 22 00
| RHO6 | RHO6 | 1 | 7 | 145 |08 28 00 125 |02 22 |20 27 00 | 24 20
 RHO7 | RHO7 | 1 | 4 170 |17 34 30 139 13|25 | 10 28 10 | 24 20
| RHO8 | RHO8 | 1 | 4 | 142 |-L1| 32 20 121 |07 24 [ 00 27 00 | 22 | 00
C RHO9 | RHO9 | O | 3 157 (04 29 (05 132 (06| 24 |00 | 26 -0 22 | 00
. RHIO | RHIO | 1 | 7 154 [01 | 28 00 124 03| 23 | -l0 27 00 | 22 | 00
CRHI2 | RHI2Z | 1 | 5 169 |16 32 (20 142 [ 1723 |10 26 -0 | 21 | -10
C RHI3 | RHI3 | 1 | 1 | 148 [-05] 28 00 130 (03 | 24 | 00 27 00 | 22 | 00
. RHI4 | RHI4 | 1 | 4 149 |04 27 05 125 [02] 24 [ 00 | 27 | 00 | 22 | 00
C RHI8 | RHI8 | O | 3 150 [-03] 27 05 125 02| 24 00 27 00 | 22 | 00
C RHI9 | RHI9 | 1 | 2 144 |09 28 00 124 |03 |25 |10 28 10 | 23 10
CA0189 | A0189 | 1 | 3 170 [ 17| 30 10 147 (22| 23 | -l0 27 00 | 22 | 00
| A0203 | A0203 | 1 | 4 143 -0 27 05 121 |07 24 [ 00 26 | -10 | 22 | 00
Go26 | Go26 | 1 | 7 151 (02 26 (-0 128 [0l 26 |20 | 28 |10 | 23 | L0
. crool | RHI6 | 0 | 4 153 [ 00| 26 -0 125 |02 24 [ 00 27 00 | 22 | 00
=
RH17
CL002 G031 0 1 144 [-09 | 26 10 112 | -17] 22 |20 26 -10 | 21 | -10
B00S
CLO16
~ BoOI | Bool | O | 7 | 148 |05 26 -10 124 03|24 |00 26 -0 22 00
. croi4 | croi4 | 1 | 1 158 |05 27 05 133 (07 24 |00 27 00 | 22 00
CLOISB | cLoisB | 1 | 2 | 141 12 26 -0 112 [-17] 23 | -0 25 20 | 22 00
‘ Total participating laboratories = 22
. Median | 1 | 3 | 150 | 28 | 125 | 24 | 27 | 22
. Range | 01 | 17| 1414170 | 2634 | 112-147 | 2226 | 2528 | 2124
' n for Mean | | | o2 02 | 02 | 2 | 2 | 2
. Mean | | | o183 | 280 127 24 | 27 | 22
. SD. | | | 1w | 02 | 09 | o1 | ol | ol
- Cv. | | | o 63% | 86% | 14% | 42% | 28% | 33%
' Reference | | | o164 | 31 125 | 22 | 28 | 22
Note:
D). : Outlier (this result has been dropped and was not included in calculation of Mean, SD and CV).

2). Standard Deviation Index (SDI) = (Individual Result - Mean) / SD
3). The reference values were determined by using Trinity Biotech 345-UV reagent at the QC reference Lab.




Long Term Observation of G6PD QA Survey for Confirmatory Hosp.

Survey No : RH2013-11 (in green ®)

- Total participants' CV result ploted against surveys
40%

30%
C.V.
20%

10% + -

BatchNo RpH2012-01 RH2012-03 RH2012-05 RH2012-07 RH2012-09  RH2012-11  RH2013-01 RH2013-03 RH2013-05 RH2013-07 RH2013-09  RH2013-11
Fig RH-2.1

- Total participants' CV result ploted against G6PD activities

40%

30%
C.V.

20%

*
+ *
10% ’. ’:v ar * * > *
. A RN s, LIRS
*

?ﬁﬁgub) 0 1 2 3 4 5 6 7 3 9 10 11 12 13 14 15 16 17 18 19 20 21 22 23 24 25 26 27
n: 36 Hedian of CV: 6,6% Hean of C¥: 7.4% SD of Ccv: 2,.7% Range of CV: 3.2%-15.8% {(date: RH2812-81 to RH2813-11)

Fig RH-2.2

fE ). BPE&RERSFIENAEEEE <http://gbpd. qap. tw>
2). B IEMEAEES B ESEL G LEA A -
10699 & 3t#Fren 26-624 1z 4
E3% 1 (02) 2703-6080
128 :(02) 2703-6070

(Report generated at 2013-11-13 09:16:58)



G6PD Fiitte S &8 G6PD i 1+ 5u3 4 i B
&8 Bl 0 RH2013-11

Q1
)

8] 5 25 A T J:ﬁi]i!iﬁ

[ ]
N s | T |
THEM  Pam B
5t @ i AZER RTIE 43 RREL R
S5
4l S
¥ oletel el
2 S5
=, S ¢ ¥ (Median) = 15.0 (n=22)
:::::: 351 (Mean) = 15.3 (n=22)
Lt 58 #E L (SD)=10
0 et 2% & (Ref. Value) = 16.4
138 142 146 150 154 158 16.2 166 170 17.4
G6PD (U/g Hb)
|
70 + |
OBRR
5 | el
S
4l Satel %2
o et
w3 G50 ) _
03 ¢ ik (Median) = 2.8 (n=22)
2.t ¢§;§; T 35 (Mean) = 2.8 (n=22)
L RGE #% £ (SD)=02
0 o %% & (Ref. Value) =3.1
25 26 27 28 29 30 31 32 33 34 35
G6PD (U/g Hb)
10 | : + :
9 L
8 L
7 L
¥ 6}
e 5 w3
4t .
e 2l ® ik (Median) = 12.5 (n=22)
5| I 391 (Mean) =12.7 (n=22)
0 , % & (Ref. Value) = 12.5

110 115 120 125 130 135 140 145 150 155
G6PD (Ulg Hb)

Fig RH-3



10 ¢

¥ 6

P
s

14 |
12 |
10 |

{*

G6PD ¢

pou%ﬁ%l}» WCW? Hb “L“F fo /ﬁ[%]
& B Bl3EP = © RH2013-11

w1

¢ ¥k (Median) = 2.4 (n=22)
I 351 (Mean) = 2.4 (n=22)
¥4 (SD)=01

%+ & (Ref. Value) = 2.2

o N OB~ OO

w2

¢ >k (Median) = 2.7 (n=22)
I35 (Mean) = 2.7 (n=22)
#%® 41 (SD.)=0.1

%% & (Ref. Value) = 2.8

w3

¢ = # (Median) = 2.2 (n=22)
I 39 (Mean) = 2.2 (n=22)

#® % (S.D.)=0.1
el s ¥ e (Ref. Value) = 2.2

20 21 22 23 24 25 26 27 28 29 30
Hb (g/dL)

20 21 22 23 24 25 26 27 28 29 30
Hb (g/dL)

8 L

6 L

4_

20 S 53 I

0

20 21 22 23 24 25 26 27 28 29 30

Hb (g/dL)

Fig RH-4



HAE 52 GOPD R = e B b B B e Al < i (AL
External Quality Assurance (EQA) for Neonatal G6PD Screening

ettt - RH2013-11 fefgar i HE - 2013 £ 11 5 04 H e EEIE H 2013 F 11 H 11 H

JEAFE(E AR S2 tdg 2 i Bt (n = 7 ; Survey / Sample No.) :
RH 2007-05/S3 ; RH 2007-11/S2 ; RH 2008-01/S2 ; RH 2008-05/S3 ; RH 2010-09/S1 ; RH 2011-09/S1 ; RH 2013-11/S2 ;

HEBEARY GoPD EEREFEE (TRIFEE)

Survey : RH2013-11 / Sample 2 Period : 2007 ~ 20134
ke U/gHb SDI2 Mean n SD cv
RHO1 2.6 -1.3 3.1 7 0.4 12.9%
RH02 32 1.0 29 7 0.3 10.3%
RHO3 3.1 0.2 3.0 7 0.6 20.0%
RHO04 2.7 -0.2 2.8 7 0.4 14.3%
RHO06 2.8 -0.3 29 7 0.3 10.3%
RHO7 34 0.8 3.1 7 0.4 12.9%
RHO08 32 0.5 3.1 7 0.2 6.5%
RH09 29 0.0 29 7 0.5 17.2%
RH10 2.8 -1.0 3.1 7 0.3 9.7%
RH12 32 1.0 2.8 7 0.4 14.3%
RH13 2.8 0.3 2.6 7 0.7 26.9%
RH14 2.7 0.0 2.7 7 0.3 11.1%
RH18 2.7 -0.3 2.8 7 0.3 10.7%
RH19 2.8 -0.3 29 7 0.4 13.8%
A0189 3.0 0.0 3.0 7 0.5 16.7%
A0203 2.7 -0.2 2.8 7 0.4 14.3%
G026 2.6 -14 33 7 0.5 15.2%
CLO1 2.6 -1.0 2.8 7 0.2 7.1%
CL02 2.6 -0.8 29 7 0.4 13.8%
B001 2.6 -0.8 29 7 0.4 13.8%
CLO014 2.7 -1.3 32 3 0.4 12.5%
CLO15B 2.6 - 2.6 1 - -
Total participating laboratories = 22
Median 2.8 -0.2 29 - 0.4 13.8%
Range 26~34 -14~1.0 26~33 - 0.2~0.7 6.5% ~26.9%
D). . : Ol)ltlier (this result has been dropped and was not included in calculation of Mean, SD and
CV).

2). Standard Deviation Index (SDI) = (Individual Result - Individual Mean) / Individual SD
3). The reference values were determined by reference method at the QC reference Lab.

4). Survey / Sample No. : RH 2007-05/S3 ; RH 2007-11/S2 ; RH 2008-01/S2 ; RH 2008-05/S3 ; RH 2010-
09/S1; RH 2011-09/S1 ; RH 2013-11/S2 ;

* Ak 22 & Intermediate Measurement Precision ; ISO 3534-2:2006
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