LABQUALITY

External Quality Assessment Scheme
Faecal Occult Blood, quantitative
Round 1, 2023

Specimens
Please find enclosed 2 liquid ready-to-use preparations, samples S001 and
S002, each 0.5 mL.

Caution
Samples contain material of human origin that has been tested and found

negative for HIV1&2 antibodies, HCV antibodies and HbsAg but should be
handled as if it is capable of transmitting infectious agents. Disposal of
material should be in accordance with national and local law.

Examinations
F -hHb (quantitative)

Storage and use

Specimens are artificial liquids that may contain human hemoglobin (hHb) in
buffer containing <0.1% sodium azide. Analysis is requested to be done
immediately after arrival of the samples. If this is not possible, please store
the samples at +2 ... +8 °C before use. Please mark the date of analysis to
LabScala eForm.

NOTE: Please read the separate sample handling instructions carefully before
proceeding with the analysis (page 2/2).

Result reporting
Please enter the results and methods via LabScala. If you can’t find your
method from the dropdown registry, please contact the EQA Coordinator.

S001:

LO747723011

S002:

LO74FF23012

Results are to be reported in unit yg/g. Note: If possible, please choose the
unit ug/g on your analyzer. If your analyzer reports the result in ng/mL the
results must be converted to ug/g using the method specific conversion factor.
If you don’t know the conversion factor of your method, please contact the
manufacturer or Labquality.

To calculate your result from ng/mL to pg/g:
Result in ng/mL x Method specific conversion factor = Result in ug/q
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INSTRUCTIONS

Product no. 2749
LQ747723011-012/FI

If the kit is incomplete or contains
damaged specimens, please report
immediately to info@labquality.fi.

The results should be
reported no later than
April 11, 2023.
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satu.eklund@labquality fi
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Instructions for sample handling (2749 1, 2023)

Sample handling for all POCT methods except immunochromatographic methods:

Using the pipette included, pipet 100 pL of EQA sample directly in your test cuvette, test tube or test strip.
Proceed according to your test instructions.
Note: If your analyzer reports the result in ng/mL please calculate the final result to be reported in ug/g using your

method specific conversion factor.

Sample handling for immunochromatographic POCT methods:

Perform a 1:2 dilution of the provided liquid EQA sample and the buffer of you test collection tube according to
the instructions:

Pipet 100 pL of the EQA sample with the included pipette into a clean, empty microtube.

Pipet 100 uL of the buffer from a new collection tube of your test and transfer it to the same microtube as the EQA
sample material.

Mix the EQA sample material and the buffer by inverting the microtube several times.

Pipet 100 pL of the mixed dilution from the inverted microtube to the sample well of your test cassette.

Proceed according to your test instructions.

Note: The test result obtained should be multiplied by the dilution coefficient 2 to obtain the correct
result.
Note: If your analyzer reports the result in ng/mL please calculate the final result to be reported in ug/g using your

method specific conversion factor.

Sample handling for automatic laboratory analyzers:

Transfer the EQA sample to a clean cup to be placed on your analyzer, do not dilute the sample
Present the EQA sample to your analyzer in the same way as your internal control samples
Note: If your analyzer reports the result in ng/mL please calculate the final result to be reported in ug/g using your

method specific conversion factor.

How to use the pipette (see fig): Squeeze the upper bulb of the pipette (A), then insert the tip into the control liquid and
release the bulb so that the liquid fills the entire tip (C), lift the pipette from the control liquid and transfer it to your test
cuvette/test tube/test strip by squeezing the upper bulb (A) firmly. All of the liquid from the tip should be released. Do not
squeeze the lower bulb (B) at any time. If some liquid is in the lower bulb it should remain there.
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LABQUALITY

F -hHb
Sample S001-F -hHb
150 |
larget area

100 .
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I All method groups

I Aidian (Orion Diagnostica) QuikRead Go iFOBT
Own result: 17.00 (04.04.2023)
Diff%: -17.14 | xp: 20.52

Target area: 14.36-26.67 | Target: £30%

Xpt sd SEM CV% n
Aidian (Orion 20.52 245 0.18 119 179
Diagnostica) QuikRead pg/g
Go iFOBT
All methods 28.83 2645 1.73 91.8 246
Hg/g
Sample S002
Methodics

Nal von Minden Colibri

Sentinel FOB Gold/SentiFIT 270

Eiken Chemical OC-Sensor 10/iO

Aidian (Orion Diagnostica) QuikRead Go iFOBT

Boditech iChroma iFOB Neo/iChromalll
SD Biosensor Standard F100, F200
Veda-Lab iFOB Veda-Lab Easy Reader / Easy Reader+
CERtest FOB Turbilatex

Eiken Chemical OC-Sensor Pledia
Sentinel FOB Gold/Abbott Architect
EXDIAiFOB

Sentinel FOB Gold/Siemens Atellica
Eurospital SpA FOB-Test Turbo
Sentinel FOB Gold/Roche cobas

Total

Sample S001

Methodics

Nal von Minden Colibri

Sentinel FOB Gold/SentiFIT 270

Eiken Chemical OC-Sensor 10/iO

Aidian (Orion Diagnostica) QuikRead Go iFOBT
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Faecal occult blood, quantitative, March, 1-2023
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Results
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I All method groups
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Sample S002-F -hHb

get area

il
100

200
Ha/g

300

I Aidian (Orion Diagnostica) QuikRead Go iFOBT

Own result: 35.00 (04.04.2023)
Diff%: -11.93 | xpe: 39.74

Target area: 27.82-51.66 | Target: £30%

Aidian (Orion

Diagnostica) QuikRead

Go iFOBT
All methods

Xpt

39.74 4.08 0.30 10.3 181

ug/g

5841 49.01 3.16 839 246

ug/g

sd

SEM CV% n

Negative

N =N

Negative
2

1
2
4

History
diff%
-30% 0%
23/1 | Sample S002 v :
23/1 | Sample s001 v :
22/4 | Sample S002 ¥ i
22/4 | Sample 5001 b :
22/3 | Sample S002 ‘":
22/3 | Sample s001 "":
22/1 | Sample S002 v :
22(1 | Sample S001 h/ i
21/3 | Sample s002 :
21/2 | Sample S001 ¥ :
21/1 | Sample S002 "2
21/1 | Sample S001 L
-2 0
zZ-score
diffse
¥ z-score
Round Sample Xpt Result diff%
23/1  SampleS002 39.74 35.00 -11.93%
23/1 Sample S001 20.52 17.00 -17.14%
22/4 Sample S002 19.12 14.00 -26.78%
22/4 Sample S001 41.04 36.00 -12.28%
22/3 Sample S002 19.62 19.00 -3.18%
22/3 Sample S001 41.84 41.00 -2.00%
22/1 Sample S002 3491 29.00 -16.92%
22/1 Sample S001 34.84 27.00 -22.50%
21/3 Sample S002 19.47 35.00 79.76%
21/3 Sample S001 38.40 20.00 -47.92%
21/1 Sample S002 47.41 46.00 -2.97%
21/1 Sample S001 29.79 26.00 -12.74%
Positive No interpretation
3 -
6 -
3 -
® 177 2
9 -
26 1
4 -
2 -
3 -
3 -
3 -
1 -
4 -
244 3
Positive No interpretation
1 -
5 -
1 -
® 175 2

XXXX

30%

Z-score

-1.16
-1.44
-2.17
-0.94
-0.26
-0.16
-1.39
-1.69
5.01

-3.20
-0.16
-0.69

Total

181
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LABQUALITY Faecal occult blood, quantitative, March, 1-2023 XXXX

Boditech iChroma iFOB Neo/iChromalll 2 8 - 10
SD Biosensor Standard F100, F200 2 27 - 29
Veda-Lab iFOB Veda-Lab Easy Reader / Easy Reader+ - 4 - 4
CERtest FOB Turbilatex - 2 - 2
Eiken Chemical OC-Sensor Pledia 5 - - 5
Sentinel FOB Gold/Abbott Architect - 3 - 3
EXDIAiFOB - 3 - 3
Sentinel FOB Gold/Siemens Atellica - 1 - 1
Eurospital SpA FOB-Test Turbo - - - 1
Sentinel FOB Gold/Roche cobas - 4 - 4
Total 18 234 2 254
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LABQUALITY

Sample S001 | F-hHb

Faecal occult blood, quantitative, March, 1-2023

Median

10.00
23.75
17.60
20.00
28.06
121.80
52.90
19.40
14.60
213.56

14.74
20.50

200

Methodics Xpt
Nal von Minden Colibri 10.53
Sentinel FOB Gold/SentiFIT 270 23.75
Eiken Chemical OC-Sensor 10/i0 17.80
Aidian (Orion Diagnostica) QuikRead Go iFOBT 20.52
Boditech iChroma iFOB Neo/iChroma Il 28.19
SD Biosensor Standard F100, F200 124.22
Veda-Lab iFOB Veda-Lab Easy Reader / Easy Reader+  52.65
CERtest FOB Turbilatex -
Eiken Chemical OC-Sensor Pledia 19.24
Sentinel FOB Gold/Abbott Architect 14.87
EXDIAFOB 211.56
Sentinel FOB Gold/Siemens Atellica -
Eurospital SpA FOB-Test Turbo -
Sentinel FOB Gold/Roche cobas 14.81
All 28.83
Nal von Minden Colibri
150 .
Target area
100
0
[
50
0 ——— —
50 100 150
Ha/g
I All method groups [l Nal von Minden Colibri (xps 10.53 |
Target area: 7.37-13.69 | Target: £30%)
Eiken Chemical OC-Sensor 10/i0
150 |
Brget area
100
1
[
50

50 100
Ha/g

150

200

I All method groups [l Eiken Chemical OC-Sensor 10/i0 (xp:

17.80 | Target area: 12.46-23.14 |

Target: £30%)
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sd

1.29
10.95
0.53
2.45
1.46
17.29
2.02

0.79
0.74
10.70

0.99
26.45

Results

Results

150

100

50

150

100

50

CV%

12.2
46.1
3.0
11.9
5.2
13.9
3.8

4.1
5.0
5.1

6.7
91.8

[ All method groups

Aidian (Orion Diagnostica) QuikRead Go iFOBT

@ All method groups

ar

SEM

0.74
7.75
0.31
0.18
0.46
3.33
1.01

0.35
0.43
6.18

0.49
1.73

Sentinel FOB Gold/SentiFIT 270

arget area
:
1
1
1

50

et area

min

9.60
16.00
17.40
14.00
26.20
81.00
50.00
26.10
18.00
14.30
200.00
16.16
45.00
13.77
9.60

100

Il Sentinel FOB Gold/SentiFIT 270 (xp:

Ha/g

max

12.00
31.49
18.40
27.00
31.25
152.10
54.80
26.10
20.00
15.70
221.12
16.16
45.00
16.00
130.90

150

Outliers

23.75 | Target area: 16.62-30.87 |
Target: £30%)

100

M Aidian (Orion Diagnostica) QuikRead Go
iFOBT (xp: 20.52 | Target area: 14.36-

Ha/g

150

26.67 | Target: £30%)

200

200
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LABQUALITY

Boditech iChroma iFOB Neo/iChroma Il
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Eiken Chemical OC-Sensor Pledia
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19.24 | Target area: 13.47-25.01 |
Target: £30%)
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Faecal occult blood, quantitative, March, 1-2023

SD Biosensor Standard F100, F200

Target areai

1:3
=1

-

100 150
Ha/g

50

I All method groups |l 5D Biosensor Standard FL00, F200 prt:

124.22 | Target area: 86.95-161.48 |
Target: £30%)

CERtest FOB Turbilatex

100 150
Ha/g

50

¥ All method groups [l CERtest FOB Turbilatex

Sentinel FOB Gold/Abbott Architect

get area

-

100 150
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[ All method groups

14.87 | Target area: 10.41-19.33 |
Target: £30%)

200

200

200

I Sentinel FOB Gold/Abbott Architect (xp:



LABQUALITY

EXDIA iIFOB
150 |
Target area :
100 |
o N
L : ¢
E e
50 !
0 —— e S O e I _:_
50 100 150 200 250
Ha/g
I All method groups [l EXDIA iFOB (xp: 211.56 | Target area:
148.09-275.03 | Target: £30%)
Eurospital SpA FOB-Test Turbo
150
100
2
QU
o
50
0 e e —
50 100 150 200
Ha/g
@ All method groups [l Eurospital SpA FOB-Test Turbo
Methodics

Aidian (Orion Diagnostica) QuikRead Go iFOBT
Boditech iChroma iFOB Neo/iChromalll
CERtest FOB Turbilatex

Eiken Chemical OC-Sensor Pledia

Eiken Chemical OC-Sensor 10/iO

Eurospital SpA FOB-Test Turbo

EXDIAIFOB

Nal von Minden Colibri

SD Biosensor Standard F100, F200

Sentinel FOB Gold/Abbott Architect

Sentinel FOB Gold/Roche cobas

Sentinel FOB Gold/SentiFIT 270

Sentinel FOB Gold/Siemens Atellica

Veda-Lab iFOB Veda-Lab Easy Reader / Easy Reader+
Total
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Results

Results

150

100

50

150

100

50

Faecal occult blood, quantitative, March, 1-2023

Sentinel FOB Gold/Siemens Atellica

100 150
Ha/g

[ All method groups [l Sentinel FOB Gold/Siemens Atellica

Sentinel FOB Gold/Roche cobas

arget area

50 100 150
Ha/g

I All method groups [l Sentinel FOB Gold/Roche cobas (xp:
14.81 | Target area: 10.37-19.26 |

Target: £30%)

Negative Positive No interpretation
4 175 2
2 8 -
- 2 -
5 - -
2 1 -
1 - -
- 3 -
2 1 -
2 27 -
- 3 -
- 4 -
1 5 -
- 1 -
- 4 -
19 234 2

200
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Total
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LABQUALITY

Sample S002 | F -hHb

Faecal occult blood, quantitative, March, 1-2023

sd

1.55
1.05
0.90
4.08
12.85
18.69
2.80
1.02
0.53
10.93

1.60
49.01

Results

Results

Methodics Xht Median
Nal von Minden Colibri 24.00 24.10
Sentinel FOB Gold/SentiFIT 270 30.75 30.75
Eiken Chemical OC-Sensor 10/i0 34.33 34.40
Aidian (Orion Diagnostica) QuikRead Go iFOBT 39.74 39.25
Boditech iChroma iFOB Neo/iChromalll 103.10 104.15
SD Biosensor Standard F100, F200 199.28 197.70
Veda-Lab iFOB Veda-Lab Easy Reader / Easy Reader+  79.78 78.75
Eiken Chemical OC-Sensor Pledia 38.60 38.80
Sentinel FOB Gold/Abbott Architect 29.70 29.90
EXDIAFOB 354.24 350.09
Sentinel FOB Gold/Siemens Atellica - -
Sentinel FOB Gold/Roche cobas 29.44 29.62
All 58.41 40.50
Nal von Minden Colibri
150 |
Target area

100
0
o

50
0 e — || | —
50 100 150 200 250 300 350
Ha/g
M All method groups [l Nal von Minden Colibri (xp: 24.00 |
Target area: 16.80-31.20 | Target:
£30%)
Eiken Chemical OC-Sensor 10/i0O
150 |
arget area

100
!
o

50
0 omBlN____ — [ | —
50 100 150 200 250 300 350

Ha/g

I All method groups [l Eiken Chemical OC-Sensor 10/i0 (xp:
34.33 | Target area: 24.03-44.63 |

Target: £30%)
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150

100

50

150

100

50

CV% SEM
6.5 0.90
3.4 0.75
2.6 0.52
10.3 0.30
12.5 4.06
9.4 3.67
3.5 1.40
2.6 0.46
1.8 0.31
3.1 6.31
5.4 0.80
83.9 3.16

i

@ All method groups

Sentinel FOB Gold/SentiFIT 270

roet area

[ .
50 100

min

22.40
30.00
33.40
29.00
85.63
165.30
77.70
37.60
29.10
346.00
29.64
27.54
22.40

150

max

25.50
31.49
35.20
50.00
132.70
232.10
83.90
40.00
30.10
366.64
29.64
31.00
220.60

— ||
200 250

Ha/g

Outliers

300

I Sentinel FOB Gold/SentiFIT 270 (xp:

30.75 | Target area: 21.52-39.97 |
Target: £30%)

Aidian (Orion Diagnostica) QuikRead Go iFOBT

[ All method groups

a'rg t area

ol
50 100

150

e N e
200 250

Ha/g

300

[ Aidian (Orion Diagnostica) QuikRead Go
iFOBT (xp: 39.74 | Target area: 27.82-

51.66 | Target: £30%)

350

350
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LADB QUAL'TY Faecal occult blood, quantitative, March, 1-2023

Boditech iChroma iIFOB NeofiChroma Il SD Biosensor Standard F100, F200
150 | 150 |
Target area Target areg
100 i 100
n I n I
E x ; X
1 t 0 t
& P & P
50 i 50
0 — — T | — 0 emill___ -l —
50 100 150 200 250 300 350 100 150 200 250 300 350
Ha/g Ha/g
[ All method groups [l Boditech iChroma iFOB Neo/iChroma Il I All method groups |l 5D Biosensor Standard FL00, F200 prt:
(xpt: 103.10 | Target area: 72.17-134.03 | 199.28 | Target area: 139.50-259.06 |
Target: £30%) Target: £30%)
Veda-Lab iFOB Veda-Lab Easy Reader [ Easy Reader+ Eiken Chemical OC-Sensor Pledia
150 | 150 i
arget area arget area
100 | 100
b : W
2 g Z
rant
& P &
50 i 50
0 m— e N e — 0 — e o —
50 100 150 200 250 300 350 50 100 150 200 250 300 350
Ha/g Ha/g
[ All method groups [l Veda-Lab iFOB Veda-Lab Easy Reader [ [ All method groups [l Eiken Chemical OC-S5ensor Pledia Ix'._,t:
Easy Reader+ (xps: 79.78 | Target area: 38.60 | Target area: 27.02-50.18 |
55.84-103.71 | Target: £30%) Target: +£30%)
Sentinel FOB Gold/Abbott Architect EXDIA iFOB
150 i 150 |
Tanget area Target area :
100 100 |
i 2 :
2 E |
] U Xt
[ [ i
50 50 i
0 — e s — 0 — e o e
50 100 150 200 250 200 350 100 200 300 400
Ha/g Ha/g
M All method groups [l Sentinel FOB Gold/Abbott Architect (xp:
29.70 | Target area: 20.79-38.61 | M All method groups [l EXDIA iFOB (xp: 354.24 | Target area:
Target: £30%) 247.97-460.52 | Target: £30%)
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LABQUALITY

Sentinel FOB Gold/Siemens Atellica

150
100
0
o
50
0 oemill__ — [T
50 100 150 200 250 300
Ha/g
@ All method groups [l Sentinel FOB Gold/Siemens Atellica
Methodics

Aidian (Orion Diagnostica) QuikRead Go iFOBT
Boditech iChroma iFOB Neo/iChromalll
CERtest FOB Turbilatex

Eiken Chemical OC-Sensor Pledia

Eiken Chemical OC-Sensor 10/i0

Eurospital SpA FOB-Test Turbo

EXDIAFOB

Nal von Minden Colibri

SD Biosensor Standard F100, F200

Sentinel FOB Gold/Abbott Architect

Sentinel FOB Gold/Roche cobas

Sentinel FOB Gold/SentiFIT 270

Sentinel FOB Gold/Siemens Atellica

Veda-Lab iFOB Veda-Lab Easy Reader / Easy Reader+
Total
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350

Results
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100

50

Faecal occult blood, quantitative, March, 1-2023

Sentinel FOB Gold/Roche cobas

Tala et area

il —---
50 100 150 200 250 300
Ha/g

I All method groups [l Sentinel FOB Gold/Roche cobas (xp:
29.44 | Target area: 20.61-38.28 |

Target: £30%)

Negative Positive No interpretation
2 177 2
1 9 -
- 2 -
2 3 -
- 3 -
1 - -
- 3 -
- 3 -
2 26 1
- 3 -
- 4 -
- 6 -
- 1 -
- 4 -
8 244 3

350

Total
181
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LABQUALITY

External Quality Assessment Scheme
Faecal occult blood, quantitative
Round 1, 2023

Specimens

Sample S001 (LQ747723011) and Sample S002 (LQ747723012) were liquid
ready-for-use preparations. Based on the previous tests (pretesting) and the
results of this round, the samples are homogeneous, stable and suitable for
the external quality assessment scheme. The materials were sent without
temperature control packaging.

F -hHb (quantitative):
Sample S001: 25 ug/g
Sample S002: 45 ug/g

The Hb concentrations were quantitated (pretested) by Aidian QuikRead go
method.

The results were grouped according to the method information.

Report info

Please see page 2.

It is important to read the Final report first, because it contains important
information of the samples and results in each round.

Comments - Expert

On this round, there were 249 participants. The major methods used by the
participants were Aidian QuikRead go (179 laboratories), SD Biosensor
Standard F100 or F200 (27), Veda-Lab iFOB (24) and iChroma iFOB Neo or
iChroma Il (10). Only a few participants used other methods.

For sample S001 In the QuikRead go group, the mean hemoglobin of 21 ug/g
and CV of 12% were within the expected, acceptable range. About 98%
reported results within the target limits of +/- 30% of the method mean. While
the quantitative mean values of the other major methods differed from Aidian,
as expected due to differences in methods, all methods with at least ten users
reported acceptable CV of between 5-14%. 92% of the participants interpreted
the sample as positive, with 7% reporting as negative and 1% giving no
interpretation. The lower concentration of hemoglobin in the sample likely
contributes to poorer consensus in the interpretation

For sample S002 In the QuikRead go group, the mean hemoglobin of 40 ug/g
and CV of 10% were within the expected, acceptable range. About 99%
reported results within the target limits of +/- 30% of the method mean. While
the quantitative mean values of the other major methods differed from Aidian,
as expected due to differences in methods, all methods with at least ten users
reported good CV of between 9-13%. 96% of the participants interpreted the
sample as positive, 3% as negative and 1% giving no interpretation.

Laboratories reporting results outside the consensus are asked to check their
methods and procedures of the test they are using.

Copyright © Labquality Oy
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FINAL REPORT

Product no. 2749

Samples sent 2023-03-06
Round closed 2023-04-11
Final report 2023-05-19

Request for correction

Typing errors in laboratory’s result
forms are on laboratory’s responsibility.
Labquality accepts responsibility only
for result processing. Requests must be
notified by writing within three weeks
from the date of this letter.

Authorized by

EQA Coordinator

Satu Eklund

T.+358 45773 107 87
satu.eklund@labquality fi

Expert
MD, PhD, Tuukka Helin
HUSLAB, Helsinki, Finland

Labquality Oy
Kumpulantie 15
FI1-00520 HELSINKI
Finland

Tel. + 358 9 8566 8200
Fax + 358 9 8566 8280

info@labquality.fi
www.labquality.com

Labquality does not permit any reproduction for commercial purposes of any portion of the material subject to this copyright. Labquality prohibits
any use of its name, or reference to Labquality EQA program, or material in this report in any advertising, brochures or other commercial
publications. Labquality EQA data do not necessarily indicate the superiority of instruments, reagents, testing equipments or materials used by
participating laboratories. Use of Labquality EQA data to suggest superiority or inferiority of equipments or materials may be deceptive and
misleading. Proficiency test results are handled confidentially. Labquality will not issue any statements to third parties of the performance of

laboratories in external quality assessment schemes unless otherwise agreed.

1/2



Participants
249 participants from 12 countries.

Report info
Qualitative and quantitative results are presented in the same report. Always compare your results to those
obtained with the same test kit.

The qualitative results are divided into groups according to the method stated by the laboratory and presented in

laboratory-specific tables. Laboratory’s own result with a black radio button O .The quantitative results are
presented as histograms. Quantitative results reported with < or > -signs are not processed.

Assigned values (target values) are mean of the results where results deviating more than +/- 3*standard deviation
from the median are removed. The standard uncertainty (u) of the assigned value is reported as standard error of
the mean (SEM). Additionally, if the measurement uncertainty of the target value is large an automatic text is
printed on the report: “The uncertainty of the assigned value is not negligible, and evaluations could be affected”. In
case the client’s result is the only one in the method group, no assigned value will be calculated, no target area
shown, and no statistics calculated.

In participant specific report your own result is shown with an orange dot. The target area is presented as a yellow
area in the picture.

If you have not reported any results you will get a note: “You have not responded in time, only global report is
available”.

For information on report interpretation and performance evaluation, please see the "EQAS Interpretation
guidelines" in LabScala User instructions. In case you have any questions regarding the reports, please contact the
EQA Coordinator.

End of report
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