P Preventive Medicine Foundation QAP Center

External Quality Assurance (EQA) of G6PD Quantitative Test

Doc No. R408010104G6Ren

Survey No. : RH2023-03 Sample sent on : 2023/09/18 Reporting deadline : 2023/09/25

Sample sent : 31 set

Results reported (%) : 31 (100%)

1.Long term observation of inter laboratory CV vs. surveys

2.Long term observation of inter laboratory CV vs. G6PD activities

3.Deviation graph for individual laboratory

4.The distribution of G6PD reported in this survey

5.The distribution of Hb reported in this survey

6.0Others

Summary Report of G6PD and Hemoglobin (Hb) Quantitative Test Results

b Referral | Report RGe:;’;t Sample 1 Sample 2 Sample 3 Hb1 | Hb2 Hb3
HOSp. (day) Code (U/igHb)| D% |z score|SDI |(U/gHb)| D% |z score|SDI |(UigHb)| D% |z score|SDI| (g/dL) (g/dL) (g/dL)
F02 F02 3 5 47 | 22% | 03 |0.0]/16.8|24% | 0.3 [0.5/11.4|09% | 0.1 [0.2] 2.0 1.9 1.7
FO3 FO3 7 5 48 | 43% | 0.6 |0.6/16.8|2.4% | 03 |0.5]|11.8|4.4% | 0.6 [0.8| 2.0 2.0 1.8
F04 Fo4 6 5 4.6 | 0.0% | 0.0 |-0.6|16.2 |-1.2% | -0.2 |-0.2| 11.3 | 0.0% | 0.0 [0.0| 2.1 2.1 1.9
F05 FO5 6 5 4.6 | 0.0% | 0.0 |-0.6/16.2 |-1.2% |-0.2 |-0.2| 11.2 | -0.9% | -0.1 |-0.2| 2.1 2.1 1.9
FO07 Fo07 7 5 47 | 22% | 03 |0.0]16.7 | 1.8% | 0.3 [0.3|11.6 | 2.7% | 0.4 |0.5] 2.2 2.1 1.9
F09 F09 7 5 4.6 | 0.0% | 0.0 |-0.6/15.0 |-8.5% |-1.2 |-1.6| 10.6 | -6.2% | -0.9 |-1.2| 2.2 22 2.0
F10 F10 8 5 42 |-87% |-1.2 |-3.1|13.7 |-16.5%| -2.4 |-3.1/ 10.0 |-11.5%| -1.6 |-2.2| 2.1 2.1 1.8
F11 F11 7 5 4.8 | 43% | 0.6 |0.6]17.5|6.7% | 1.0 [1.3|11.4|09% | 0.1 [0.2] 1.9 2.0 1.8
F12 F12 7 5 49 | 65% | 09 |13]17.6|73% | 1.0 [1.4/12.1 | 7.1% | 1.0 |14 2.1 1.9 1.8
F13 F13 4 5 4.1 |-10.9%| -1.6 |-3.8| 15.7 | -4.3% | -0.6 |-0.8/ 10.2 | -9.7% | -1.4 |-1.9] 1.9 1.8 1.6
Fl14 F14 7 5 49 | 65% | 09 |1.3/17.1|43% | 0.6 |0.8]11.9 | 53% | 0.8 [1.0| 2.1 2.0 1.8
F15 F15 7 5 4.6 | 0.0% | 0.0 |-0.6|16.1 |-1.8% |-0.3 |-0.3| 11.3 | 0.0% | 0.0 [0.0| 2.0 1.9 1.8
F17 F17 4 5 4.6 | 0.0% | 0.0 |-0.6/16.5| 0.6% | 0.1 |0.1]11.1|-1.8% |-0.3 |-0.3| 2.0 2.0 1.8
F18 F18 3 5 4.6 | 0.0% | 0.0 |-0.6|16.4 | 0.0% | 0.0 (0.0 11.1 |-1.8% |-0.3 |-0.3| 2.1 2.0 1.8
F19 F19 7 5 50 | 87% | 1.2 |1.9|17.7 | 7.9% | 1.1 [1.5]12.3|8.8% | 1.3 |1.7| 2.1 1.9 1.8
F20 F20 7 5 4.6 | 0.0% | 0.0 |-0.6|15.9 |-3.0% | -0.4 |-0.6| 11.6 | 2.7% | 0.4 |0.5] 1.9 2.1 2.0
F21 F21 7 5 4.6 | 0.0% | 0.0 |-0.6|16.2 |-1.2% | -0.2 |-0.2| 11.1 | -1.8% | -0.3 |-0.3] 2.0 1.9 1.9
F22 F22 2 5 48 | 43% | 0.6 |0.6/16.4|0.0% | 0.0 [0.0]|11.5] 1.8% | 0.3 [0.3| 2.0 1.9 1.7
F24 F24 4 5 43 |-6.5% | -0.9 |-2.5/13.6 |-17.1%| -2.4 |-3.2/10.2 | -9.7% | -1.4 |-1.9] 2.3 24 | 2.1
F25 F25 4 5 48 | 43% | 0.6 |0.6/16.6| 1.2% | 0.2 |0.2]11.8 | 4.4% | 0.6 |[0.8| 2.0 2.0 1.7
F26 F26 7 5 4.6 | 0.0% | 0.0 |-0.6|15.6 |-4.9% | -0.7 |-0.9| 11.0 | -2.7% | -0.4 |-0.5| 2.2 22 1.9
F27 F27 7 5 47 |22% | 03 |0.0/16.1 |-1.8% |-0.3 |-0.3| 11.4 | 0.9% | 0.1 [0.2| 2.1 1.9 1.8
F28 F28 2 5 4.6 | 0.0% | 0.0 |-0.6|16.5 | 0.6% | 0.1 [0.1|11.2 |-0.9% |-0.1 |-0.2] 2.1 2.0 1.8
F29 F29 7 5 4.7 | 22% | 03 |0.0/16.9|3.0% | 0.4 [0.6|11.3|0.0% | 0.0 [0.0] 2.0 1.9 1.8
F30 F30 4 5 4.6 | 0.0% | 0.0 |-0.6]16.0 |-2.4% | -0.3 |-0.5/10.9 | -3.5% | -0.5 |-0.7| 1.9 1.8 1.6
F31 F31 3 5 47 | 22% | 03 |0.0/16.2 |-1.2% | -0.2 |-0.2| 11.0 | -2.7% | -0.4 |-0.5| 2.1 2.0 1.8
F32 F32 4 5 4.6 | 0.0% | 0.0 |-0.6/15.7 | -4.3% | -0.6 |-0.8| 11.1 | -1.8% | -0.3 |-0.3| 2.0 2.1 2.0
F33 F33 2 5 47 | 22% | 03 |0.0]17.5|6.7% | 1.0 [1.312.2| 8.0% | 1.1 |1.5] 2.0 2.0 1.8
F34 F34 7 5 3.7 |-19.6%)| -2.8 |-6.3| 14.6 |-11.0%| -1.6 |-2.0| 9.0 |-20.4%| -2.9 |-3.9| 2.0 1.6 | 2.0
F35 F35 4 5 50 [87% | 1.2 |19|17.7]79% | 1.1 |1.5/12.0| 6.2% | 0.9 |1.2] 2.1 2.0 1.8
F36 F36 2 5 47 |22% | 03 |0.0/16.5| 0.6% | 0.1 |0.1]|11.8|4.4% | 0.6 [0.8| 2.1 2.0 1.8
Total participating laboratories = 31
(M;Z?an) - 6 46 16.4 113 21 | 20 | 18
Uxa - - - 0.032 0.174 0.117 - - -
Sp - - - 0.322 1.148 0.791 - - -
csp’ - - - - - - - - -
Range - 2-8 - 3.7-5.0 13.6-17.7 9.0-12.3 1.9-2.3/1.6-2.4|1.6-2.1
n - - - 31 31 31 31 31 31
Mean - - - 4.7 16.4 11.3 2.1 2.0 1.8
SD - - - 0.16 0.88 0.59 0.10 | 0.12 | 0.00
Ccv - - - 3.4% 5.4% 5.2% 4.8% | 6.0% | 0.0%
Note:
1.D%=[(X-Xa)/Xa]x 100% ; X = Your Results , Xa = Assigned value
2. ux, = uncertainty of the assigned value. uxa = 1.1 x SD /n!/2
3. SD for proficiency assessment ( 6, ) = 7% x Xa ; but while Xa <2.9 U/g Hb, 6,,=0.2 U/g Hb
4. Adjusted SD for proficiency assessment ( 6" ) = ( 0p2 +uxa2 )12, G’ is used for proficiency assessment when ux, > 0.30p
5.z score = D /oy ; D =X - Xa, 6, = SD for proficiency assessment. When adjusted SD (6" ) is used for proficiency assessment, z score = D /o)’
6. SDI = ( X - Mean ) / SD ; SD = standard deviation of peer group ; SDI is not calculated when SD equals 0
7. The assigned value ( Xa ) is the median of all the results reported of this EQA sample
8. Robust results ( Mean and SD ) were calculated by Algorithm A according to ISO 13528
9. The evaluation criteria for measurement result of each specimen : Acceptable : | z | <= 2; Caution : 2 <| z | < 3; Unsatisfactory : |z | >=3
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G6PD
Reagent Kit Reagent Lab

Code
F02, FO3, F04, FO5, FO7,
F09, F10, F11, F12, F13,

Medicon 5 F14,F15,F17,F18, F19,

F20, F21, F22, F24, F25,
F26, F27, F28, F29, F30,
F31, F32, F33, F34, F35, F36
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PUMF’ Preventive Medicine Foundation QAP Center Doc No. R408010105G6Ren

Long Term Observation of Blood G6PD Quantitative Test EQA Survey Results

’Survey No : RH2023-03 (in green .)‘

- Total participants' CV result ploted against surveys
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Fig RH-2.1

- Total participants' CV result ploted against G6PD activities
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n: 36 Hedian of CV¥: 5.8% MHean of CV: 5.1% SD of CV: 1,6% Range of CV: 3.4%-12,5% {date: RH2028-81 to RH2823-83)
Fig RH-2.2

* Mean and SD are calculated by Robust method according to ISO 13528 since 2014
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Preventive Medicine Foundation QAP Center Doc No. R408010106G6Ren

RH2023-03 Distribution of G6PD Test Results

Survey No. : RH2023-03 Sample sent on : 2023/09/18 Reporting deadline : 2023/09/25
Results reported (%) : 100%

Graphic Mean Max
illustration Qll
L I EH:! H
13 ! * | | ’ {
12t I bod
11 f Min Median
10
=9 r
581 Sample 1
55 ample
Sol
= i i Median = 4.6 (n = 31)
3t Mean* =4.7 (n =31)
% r SD* =0.16
0 oo CV =3.4%
36 38 40 42 44 46 48 50 52
GG6PD (U/g Hb)
L
1 | T —
10 }
9 L
8 L
> 7|
o 7 Sample 2
g 6r
S 5t
2 .
= 4t Median =16.4 (n = 31)
3t Mean* = 16.4 (n = 31)
il m SD* = 0.88
0 ReSeteSeitatesd] . CV=54%
134 140 146 152 158 164 17.0 17.6 182 18.8
G6PD (U/g Hb)
L
13 ' 1 —
12t
T
11 F S50505L0
10 | et
I tetelsl
_. 9 F5II5
25 B8 Sample 3
g 6 Hagsees
s atelelel
= a0 e Median = 11.3 (n = 31)
s | — 2edecss Mean* = 11.3 (n = 31)
I ST atelele
% S SD* = 0.5
0 PEEES] et NN Nttty CV=5.2%

88 93 98 103 108 11
G6PD (U/g Hb)

W

*Robust results ( Mean and SD ) were calculated by Algorithm A according to ISO 13528
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Preventive Medicine Foundation QAP Center

Doc No.R408010107G6Ren

RH2023-03 Distribution of Hb Test Results

Survey No. : RH2023-03

Results reported (%) : 100%

Sample sent on : 2023/09/18

Reporting deadline : 2023/09/25
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*Robust results ( Mean and SD ) were calculated by Algorithm A according to ISO 13528

Distribution of Hb Test Results
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Sample 1

Median = 2.1 (n =31)
Mean* = 2.1 (n=31)
SD* =0.10
CV=4.8%

Sample 2

Median = 2.0 (n =31)
Mean* =2.0 (n =31)
SD* = (.12
CV=6.0%

Sample 3

Median = 1.8 (n =31)
Mean* = 1.8 (n = 31)
SD* = 0.00
CV=10.0%
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