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o8 20 (7 B E(EEER) : 20 (100%)
1AXEEL B G6PD RFinth# (Hb) EERBLEER ¥R 4 EEREE SR E SR TR ZR C.V. il
2R HEZ BT GOPD E B ERliE mE SR o il 5.EAREE HEREE GOPD /S {EHATERER C.V. 21iE
3EKEEZRIEMEE Hb) FRIGRETIE S E R iE 6. 24K EMHE 2 score, D% J SDI s fiiE5 %=

£ gL BT GOPD R M B3R (Hb)E BB R — R

|
|

RHO3 ) ‘ N \
RHI1 1
RH17

WREREN | TEZEk @ﬁﬁ;&{ Sample 1 1 Sample 2 I Sample 3 IHbl leZ iHbS
ﬁ% R (9&) ‘(U/gHb)l D% 12 score SDII(U/gHb)’ D% zscore(g[(ll/gﬂb)l D% zscore'SDI! (g/dL) 1 (g/dL) ’ (g/dL)
| RHOL | ROl 2 '147'13% 02 |4)3] 36 W 00 ]05)95 33% 05 03] 24 23 ; 22
| RH02 | RH02 3 [135]94% -13 [-14[ 36 [00% 00 [05] 87 ‘-54% 0.8 ‘4).9{ 25 | 23 | 22
| RHO4 | RHO4 | 1 [154(34% 05 [04]36[00% 00 [05/96 [43% 06 04| 22 24 g 20
| RHO6 | RHO6 5 [138[-74% -11 |11 35 [-28% -04 [0.0] 89 \-33% 05 06 24 24 | 22
| RHO7 RHO7 4 [148[07% -0.1 [02] 36 [00% 00 ﬁ[lo:s‘mo% 17 14| 24 23 [ 20
| RH08 RHO8 7 [138-74% -11 [-11] 35 [-28% -04 [00[ 89 |-33% -0.5 06 24 | 24 | 22
RH09 | RHO09 3 [161[81% 12 [10]37 [28% 04 (1o|102‘109% 16 [13[ 22 [ 22 [ 20
RHIO | RHIO 7 [149]00% 00 [0.1] 34 [-56% -08 -05[93 [11% 02 00] 24 24 Ffz
RHI2 | RHI2 | 4 [143[40% -06 06|30 [-167% -24 [25]85 [-76% -L1 -11| 23 23 | 21
RHI3 | RHI3 3 [149]00% 00 [-0.1[ 36 [00% 00 [05]86 -65% -09 -10[ 23 23 |22
RHI4 | RHI4 3 [140[-60% -09 0933 [-83% -12[-1.0[ 89 -33% -05 -06] 25 | 24 | 22
RHI8 | RHI8 4 [152]20% 03 [02]34 [-56% -08 0591 |-11% -02 03 24 25 [ 23
RHI9 | RHI9 | 2 [160[74% 11 [09]36[00% 00 [05/97 [54% 08 [06] 22 23 ;'21
A0189 | A0I189 | 7  [I86[248% 35 [33[40 [1L1% 16 [25]94 [22% 03 [01] 22 22 | 20
A0203 | A0203 3 [146[20% -03 [04] 32 [1L1% -16 [-15] 87 |-54% -08 -09) 23 23 | 22
G026 | G026 7 [164[101% 14 [13[39 [83% 12 [20[101/98% 14 [11] 23 23 | 21
CL001 | RHI6 7 [139]67% -10 [-10] 32 |- -16 [15[ 85 [-76% -11 [L1[ 23 [ 23 [ 22

cLow | Gl | 7 |158(60% 09 (07| 34 |-56% -08 05 9.0 1-22% 03 5-0.4‘ 22 | 23 | 21
cLot | | , j -
| AOSIL | ! | ’ | | :
CLoi4 | CLOM4 | 2 [169[134% 19 [17]37 [28% 04 [10[106 | 152% 22 (19| 24 22 | 20
CLOISB | CLOISB | 2 [148|07% -01 0233 |-83% -12 [10[99 7.6% L1 [09] 24 24 | 20
Total participating laboratories = 20
XaMedian)| - | 35 | 149 1 36 ] 9.2 |24 [ 23 [ 22
o |- | - 1.043 | 0.252 ] (X7
Range | [ 17 ] 13.5-18.6 i 3.0-4.0 \ 8.5-10.6 22-2.5[22-2.520-2.3
no | B 20 20 L2 | 20 [ 20 | 20
Men | - | - | 150 [ 35 | 93 |23 23|21
sb. [ - [ - | 11 1 0.2 ! 0.7 fol [or o1
cy. | - | - | 7.3% | 5.1% L 15% | 4.3% | 4.3% | 4.8%
Note:

L. D% RiBRfE (X ) BB (Xa ) Z 2R EEALLE M E A ERR - D% =[(X - Xa)/Xa]x 100%

2. zscore AMREREZIE (D=X - Xa) P EiZaE ( 0,) ZEfE - (zscore=D/o ) °

3. SDI R BR{E SR B AT PEERTE 22 LE{H » [SDI= (X - Mean)/SD]

4, BEME (Assigned value; Xa ) Ri% B E RS M HEER 2 P8 (Median ) -

5. AEEIEAERE ( Up)?%7%xXa » B35 Xa < 2.9 U/gHb B » E 0p=0.2

6. JEGME (Mean ) BEAFAEZE (SD ) $RFITBIR (Robust ) #Ea1 7774518 (ki 1SO 13528:2005 #55( » {7 Algorithm A BHE. )
7. AR e RZE (Maximum Allowable Deviation; MAD ) % 3 x ( o, /Xa)x 100%

8. F—{EMRAEHT G6PD tﬁﬁﬁ'&fﬁﬂ%ﬁﬂu Acceptable IzI < 2 Caution : 2< | zl <3 Unsatlsfactory [z1>3
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Long Term Observation of Blood G6PD Quantitative Test QA Survey Results
]S-u’r?éﬁc;kﬁz‘ﬁi@? (in ¢ g@ri ) }

- Total participants' CV result ploted against surveys
40%

30%
C.V.
20% >

10% +

BatchNo RH2013-11  RH2014-01  RH2014-04  RH2014-07  RH2014-10  RH2015-01 RH2015-04  RH2015-07 RHZ015-10  RH2016-01L  RH2016-04  RH2016-07
Fig RH-2.1

- Total participants' CV result ploted against G6PD activities

40%
30%
C.V.
207 *
10% | St n ==y
o.'ﬁ' ‘.: ":.:‘
. ° © . °

Wy 1 2 3 4 5 6 7 8 9 10 11 12 13 14 15 16 17 18 19 20 20 22 23 4 25 26 27
n: 36 Hedian of CV: 6.7Z2 Hean of CV; 7,04 SD of CV: 3.1% Range of CV: 3,6%4=21,1% (date; RH2013-11 to RH2016-87)
Fig RH-2.2

* Mean and SD are calculated by Robust method according to ISO 13528:2005 since 2014
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GOPD % & ¥ s & F 3% & GOPD /& {25t~ i

FH 5 D RH2016-07 %% Jip ¥ 12016 # 07 % 04 p LA p P 2016 #0707 11 P
%y i He(rt F) 120 5 (100%)

& 17| 22,84 34 48, A
Q1
| |
| N | HEE
1
81 I I QTS
7 F %’J‘{E ‘P‘ﬁl'ﬁ-
6 -
¥ 5 f %1
= 4
# 3 | ¢ > # (Median) = 14.9 (n=20)
5 L I 357 (Mean)* = 15.0 (n=20)
1t #% % (SD)*=1.1
. OB ov=13%

12.8 13.5 142 149 156 163 17.0 17.7 184 19.1 19.8
G6PD (U/g Hb)

[ [
7 - I 1
6 -
3T %2
Tat
w3l ¢ > # (Median) = 3.6 (n=20)
2 L I35 (Mean)* =3.5 (n=20)
L I £ % £ (SD)* =0.2
. e RSB CV=5.1%
29 30 3.1 32 33 34 35 36 3.7 3.8 39 40 4.1
G6PD (U/g Hb)
_ ]
> |_ + 1
4 L
wsl W 3
o | ¢ i+ ¥ (Median) = 9.2 (n=20)
T35 (Mean)* = 9.3 (n=20)
Lr & £ (SD)* =0.7
o . CV=175%

83 86 89 92 95 98 101 104 107 11.0
G6PD (U/g Hb)

*T 45 (Mean ) 87 28 £ (SD) 4 * 484 (Robust) 53+ = j# 3+ & ( 1SO 13528:2005 » Algorithm A )
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w T > Be(P ) 120 i (100%)

LA pH2016& 072 11 p

10 1

=

1.8 1.9 20 21 2.2 2.3 2.4 2.5 2.6
Hb (g/dL)

12 ¢

10 1

= 6r

2.7

1.8 19 20 21 2.2 23 24 25 26
Hb (g/dL)

‘s
=

2.7

18 19 20 21 22 23 24 25 26
Hb (g/dL)

*T 15 (Mean) Z % £ (SD) 4 * 24 (Robust ) 53t = 3 %

G6PD EE1R R IR MERE Hb st 0 E 1/1

2.7

B 1

¢ i~ #& (Median) = 2.4 (n=20)
T 35 (Mean)* = 2.3 (n=20)
# % £ (SD)*=0.1

CV =4.3%

& 2

? > #& (Median) = 2.3 (n=20)
T35 (Mean)* = 2.3 (n=20)
8 £ (SD)* = 0.1
CV=43%

w3

¢ > # (Median) = 2.2 (n=20)
I 357 (Mean)* = 2.1 (n=20)
H% 4 (SD)*=0.1
CV=4.8%

5 ( ISO 13528:2005 - Algorithm A )
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External Quality Assurance (EQA) for Neonatal G6PD Screening

XH#% - R406010118G6R

HRGHESE : RH2016-07 8 HHEE] - 2016 4E 07 H 04 H
FEEMERAR S3 a2 MEH#LK (n=5; Survey / Sample No. ) :

R E AR IE HHA : 2016 £ 07 B 11 H

RH2010-03/S3 ; RH2012-11/S1 ; RH2013-07/S2 ; RH2014-01/S1 ; RH2016-07/S3

FEB=ENRE GoPD EEIBMIFEREE (TRIFEE)

| Survey : RH2016-07 / Sample 3 [ Period : 2010 ~ 2016%
Lab R e — —

| UgHb | spP . Mem [n|  sD | cv
" RHOI | 95 | 0.4 90 s 12 133%
| RHO2 | 87 | -1l Y 5] 08 | 8.6%
| RHM4 | 96 | 00 96 5|00 | 0.0%
| RHO6 | 89 | -1.2 YT 4.5%
| RHO7 | 103 | 21 Y [s] 04 | 4.5%
| RHOS | 89 | -0.9 Y [s] o5 | 5.4%
| RHOY | 102 | 0.6 L 99 5| o5 | 5.2%
. RHIO | 93 | 2.6 L 98 s 02 | 2.0%
| RHI2 | 85 | 2.4 99 (s o6 | 5.9%
. RHBZ | 86 | -1.3 L 98 5] o9 | 9.1%
. RHM4 | 89 | -1.2 95 5] o5 | 4.8%
| RHIB | 91 | -1.0 o100 5] 09 | 8.7%
oRH | 97 | w04 | 100 (5] 07 | 6.8%
| oA0189 | 94 | -0.9 w3 5] 10| 9.7%
L oA0203 | 87 | -1.2 X 5] o9 | 9.0%
G | 101 | 0.5 Y [s] 08 | 8.1%
| cLoot | 85 | 0 [ 92 [s] 07 | 8.0% o
| ocLoo2 | 90 | -0.5 Y 5| 08 [ 85%
o ocLoid | 106 | | 3] |
L cLoisB | 99 | ( B B
‘Total participating laboratories = 20
| Median | 92 | -1.0 Y -] 07 | 7.4%
| Range | 85~106 | -26~21 | 90~103 |-| 00~12 | 0.0% ~ 13.3%

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

2). Survey / Sample No. : RH2010-03/S3 ; RH2012-11/S1 ; RH2013-07/S2 ; RH2014-01/S1 ; RH2016-07/S3

* S AR : Intermediate Measurement Precision 5 1SO 3534-2:2006

** Mean and SD are calculated by Robust method according to ISO 13528:2005, Algorithm A.
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