PMIF Preventive Medicine Foundation QAP Center

External Quality Assurance (EQA) of G6PD Quantitative Test
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Survey No. : RH2021-02

Sample sent : 28 set

Sample sent on : 2021/06/14

Results reported (%) : 28 (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

Reporting deadline : 2021/06/21

4.The distribution of G6PD reported in this survey

5.The distribution of Hb reported in this survey
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Summary Report of G6PD and Hemoglobin (Hb) Quantitative Test Results

Lab Referral Report R(;gge?lt Sample 1 Sample 2 Sample 3 Hb1 Hb2 Hb3
Hosp. (day) Code |(Ueb)| D% |z score|SDI |(Uighb)| D% |z score|SDI [(Ughb)| D% |z score|SDI | (gdl) | (L) | (g/dL)
F02 F02 4 5 4.5 10.0% | 0.0 |0.0(16.6|1.8% | 0.3 |0.5|4.6 |22% | 03 |1.1| 2.0 | 22 | 2.1
FO03 F03 6 5 4.6 |12.2%| 0.3 |0.5/16.1 |-1.2%| -0.2 |-0.3| 4.5 | 0.0% | 0.0 |0.5| 2.0 | 22 | 2.0
F04 F04 4 5 4.3 |-4.4%|-0.6 |-0.9/16.0 |-1.8%| -0.3 |-0.5| 4.4 |-2.2% | -0.3 |0.0| 2.1 24 | 23
FO5 F05 2 5 4.1 |-8.9%|-1.3 |-1.8]15.6 |-4.3%| -0.6 |-1.2| 42 |-6.7% | -1.0 |-1.1| 2.1 22 | 2.1
F07 FO7 5 5 4.3 |-4.4%|-0.6 |-0.9|15.1 |-7.4%| -1.1 |-2.0| 42 |-6.7% | -1.0 |-1.1| 2.2 | 24 | 2.2
F09 F09 7 5 4.6 |22%| 0.3 |0.5(17.1 |49% | 0.7 |1.4| 4.7 | 44% | 0.6 |[1.6| 2.0 1.9 | 2.0
F10 F10 7 5 4.1 |-8.9%|-1.3 |-1.8/14.8 |-9.2%| -1.3 |-2.5| 4.0 |-11.1%| -1.6 |-2.1| 2.0 | 22 | 2.0
F11 Fl1 7 5 4.6 |12.2%| 0.3 |0.5/16.61.8% | 0.3 |0.5| 44 |-22% |-0.3 00| 2.0 | 22 | 22
F12 F12 7 5 4.8 16.7%| 1.0 |1.4[16.1 |-1.2%| -0.2 |-0.3| 4.7 | 44% | 0.6 |1.6| 2.0 | 2.7 | 2.1
F13 F13 7 5 4.1 |-8.9%|-1.3 |-1.8/15.4|-5.5%| -0.8 |-1.5| 4.1 |-8.9% | -1.3 |-1.6| 2.0 | 2.2 | 2.1
Fl14 Fl14 7 5 4.5 10.0% | 0.0 |0.0[16.61.8% | 0.3 |0.5| 4.5 |0.0% | 0.0 |0.5] 2.1 2.1 2.0
F15 F15 3 5 4.6 |12.2%| 0.3 |0.5/16.1 |-1.2%| -0.2 |-0.3| 44 |-2.2% |-0.3 |0.0| 2.2 | 22 | 22
F17 F17 4 5 4.5 10.0% | 0.0 |0.0[16.4]0.6% | 0.1 |0.2|4.6 |22% | 03 |1.1| 2.1 22 | 2.1
F18 F18 5 5 44 |-2.2%(-0.3 |-0.5/16.3 |0.0% | 0.0 |0.0| 4.5 | 0.0% | 0.0 |0.5| 2.0 | 2.0 | 2.0
F19 F19 7 5 4.3 |-4.4%|-0.6 |-0.9|16.1 |-1.2%| -0.2 |-0.3| 44 |-2.2% | -0.3 |0.0| 2.1 22 | 2.1
F20 F20 5 5 4.5 10.0% | 0.0 |0.0[16.2 -0.6%| -0.1 |-0.2| 4.6 | 2.2% | 0.3 |1.1| 2.1 2.3 2.1
F21 F21 4 5 4.5 10.0% | 0.0 |0.0(16.4[0.6% | 0.1 |0.2| 4.3 |-44% |-0.6 |-0.5| 2.0 | 2.1 2.0
F22 F22 2 5 4.1 |-8.9%|-1.3 |-1.8/15.5|-4.9%| -0.7 |-1.4| 43 |-44% | -0.6 |-0.5| 2.2 | 22 | 2.1
F24 F24 3 5 4.6 |12.2%| 0.3 |0.5(17.043% | 0.6 |1.2| 4.7 | 44% | 0.6 |[1.6| 22 | 24 | 22
F25 F25 4 5 4.6 |12.2%| 0.3 |0.5]16.61.8% | 0.3 |0.5| 4.5 | 0.0% | 0.0 |0.5| 2.1 2.3 2.2
F26 F26 4 5 4.6 |122%| 0.3 |0.5(16.30.0% | 0.0 |0.0| 4.1 |-8.9% |-1.3 |-1.6|] 2.2 | 2.3 2.3
F27 F27 4 5 4.5 10.0% | 0.0 |0.0[16.5/1.2% | 0.2 |0.3| 4.5 | 0.0% | 0.0 |0.5] 2.1 2.3 2.1
F28 F28 7 5 4.6 |122%| 0.3 |0.5]17.1 49% | 0.7 |1.4|4.6 | 22% | 03 |1.1| 2.1 22 | 2.1
F29 F29 7 5 4.3 |-4.4%|-0.6 |-0.9/16.0 |-1.8%| -0.3 |-0.5| 4.4 |-2.2% | -0.3 |0.0| 2.4 | 2.5 2.3
F30 F30 6 5 4.3 |-4.4%|-0.6 |-0.9/16.1 |-1.2%| -0.2 |-0.3| 4.3 |-4.4% | -0.6 |-0.5| 2.0 | 2.1 2.0
F31 F31 4 5 4.7 |4.4%| 0.6 |0.9]16.9|3.7% | 0.5 |1.0| 45 | 0.0% | 0.0 |0.5] 2.1 2.3 2.2
F32 F32 3 5 4.6 |12.2%| 0.3 |0.5]16.61.8% | 0.3 |0.5| 44 |-2.2%|-0.3 /0.0 2.1 22 | 2.1
F33 F33 4 5 4.8 16.7%| 1.0 |[1.4(17.2|55%| 0.8 |1.5| 4.6 | 2.2% | 03 |1.1| 2.0 | 22 | 2.1
Total participating laboratories = 28
(Mzil?an) - 4.5 4.5 16.3 4.5 2.1 22 | 2.1
Uxa - - - 0.046 0.123 0.039 - - -
Op - - - 0.315 1.141 0.315 - - -
op’ - - - - - - - - -
Range - 2-7 - 4.1-4.8 14.8-17.2 4.0-4.7 2.0-2.4/1.9-2.7|2.0-2.3
n - - - 28 28 28 28 28 28
Mean - - - 4.5 16.3 4.4 2.1 2.2 2.1
S.D. - - - 0.22 0.59 0.19 0.09 | 0.12 | 0.10
C.V. - - - 4.9% 3.6% 4.3% 43% | 5.5% | 4.8%
Note:
1.D%=[(X-Xa)/Xa]x 100% ; X = Your Results , Xa = Assigned value
2. ux, = uncertainty of the assigned value. ux, = 1.1 x SD /n!/2
3. SD for proficiency assessment ( 6 ) = 7% x Xa ; but while Xa < 2.9 U/gHb, 6, = 0.2 U/gHb
4. Adjusted SD for proficiency assessment ( op") = ( rsp2 +uxa? )12, op' is used for proficiency assessment when ux, = 0.30,
5.z score =D /o, ; D =X - Xa, 6, = SD for proficiency assessment
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, F03, F04, F05, FO7,
F09, F10, F11, F12, F13,
. F14,F15,F17,F18,F19,
Medicon 5 F20, F21, F22, F24, F25,
F26, F27, F28, F29, F30,
F31, F32, F33
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Long Term Observation of Blood G6PD Quantitative Test EQA Survey Results

Survey No : RH2021-02 (in green ®)
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n: 36 MHedian of CV: 4.4% Mean of CV: 4,6% SD of CV: 1,1% Range of CV: 3,8%-7.1% {(date: RH2818-81 to RH2821-82)
Fig RH-2.2

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

Kwang-Jen Hsiao, Ph.D.

Preventive Medicine Foundation

P.O. Box 624

Taipei Xinwei, Taipei City 10699, Taiwan
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Tel : +886-2-2703-6080
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URL : http://eqa.g6pd.tw
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RH2021-02 Distribution of G6PD Test Results

Survey No. : RH2021-02
Results reported (%) : 100%

Sample sent on : 2021/06/14

Reporting deadline : 2021/06/21
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Sample 1

Median = 4.5 (n = 28)
Mean* = 4.5 (n = 28)
SD* = (.22
CV=4.9%

Sample 2

Median =16.3 (n = 28)
Mean* =16.3 (n = 28)
SD* = 0.59

CV=3.6%

Sample 3

Median = 4.5 (n = 28)
Mean* = 4.4 (n = 28)
SD* =0.19
CV=43%

*Robust results ( Mean and SD ) were calculated by Algorithm A according to ISO 13528
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RH2021-02 Distribution of Hb Test Results

Survey No. : RH2021-02 Sample sent on : 2021/06/14 Reporting deadline : 2021/06/21
Results reported (%) : 100%
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Repeatability of G6PD Quantitative Test (1)

Survey No.: RH2021-02  Sample sent on: 2021/06/14 Reporting deadline: 2021/06/21

In this survey, Sample 1 and Sample 3 used the same lot of quality control sample. To evaluate the
repeatability of each participant, we compared the difference between the test results of the two
samples and its percentage of the mean.

S1 S3 Mean? A®
LabID 0 Hb) | (U/gHb) | (Ure Hb) (Ulg Hb) A%"
F02 45 46 4.55 0.10 2.2%
FO3 46 45 455 0.10 2.2%
FO4 43 44 435 0.10 2.3%
F05 41 42 415 0.10 2.4%
FO7 43 42 425 0.10 2.4%
F09 46 47 465 0.10 2.2%
F10 41 4.0 4.05 0.10 2.5%
Fll1 46 44 4.50 0.20 4.4%
F12 48 47 475 0.10 21%
FI3 41 41 4.10 0.00 0.0%
F14 45 45 4.50 0.00 0.0%
F15 46 44 4.50 0.20 4.4%
F17 45 46 4.55 0.10 2.2%
F18 44 45 445 0.10 2.2%
F19 43 44 435 0.10 2.3%
F20 45 46 4.55 0.10 2%
F21 45 43 440 0.20 4.5%
F22 41 43 420 0.20 4.8%
F24 46 47 4.65 0.10 2.2%
F25 46 45 455 0.10 2.2%
F26 46 41 435 0.50 11.5%
27 45 45 4.50 0.00 0.0%
F28 46 46 4.60 0.00 0.0%
F29 43 44 435 0.10 2.3%
F30 43 43 430 0.00 0.0%
F31 4.7 45 4.60 0.20 4.3%
F32 46 44 4.50 0.20 4.4%
F33 48 46 470 0.20 4.3%
Xa (Median) — 4.50 0.10 2.3%
Range — 405~475 | 000~050 | 0.0%~11.5%
Mean — 445 0.12 2.7%

Note -
a) Mean=(S1+S3)/2
b) A=| S1-S3 |
c) A%=A/(Mean)
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Repeatability of G6PD Quantitative Test ( 11 )

Survey No.: RH2021-02  Sample sent on: 2021/06/14

DocNo. R408010114G6Ren

Reporting deadline: 2021/06/21

A%

Repeatability of GGPD Quantitative Test

n <5, NOT calculated
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