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INSTAND

CERTIFICATE OF PARTICIPATION

Survey of 25 October 2024

You have participated in the External Quality Assessment with the following analysis

Allergy Diagnostic (720):

Aspergillus fumigatus (Allergen-cl.) - m03 (R: B2)
Aspergillus fumigatus (quant) - m03
Celery (Allergen-cl.) - f85 (R: B2)

Celery (quant) - 85

Common wasp (Allergen-cl.) - i03 (R: B2)
Common wasp (quant) - i03

Hazel nut (Allergen-cl.) - f17 (R: B2)

Hazel nut (quant) - f17

Honey bee (Allergen-cl.) - i01 (R: B2)
Honey bee (quant) - i01

Horse epithelia (Allergen-cl.) - e03 (R: B2)
Horse epithelia (quant) - e03

IGE

(R) analysis is subject to the RiliBAK

Customer:

10066716

Szpital Uniwersytecki nr 2 im. dr. Jana Biziela
Pracownia Immunologiczno-Alergologiczna
ul. Ujejskiego 75

85-168 Bydgoszcz

Qualitatskontrolle

( DAKKS o S

Deutsche
Akkreditierungsstelle
D-EP-15027-02-00

Disseldorf, 29 November 2024

QC Ctk(rﬁ\(

Prof. Dr. med. Michael Spannagl Prof. Dr. rer. nat. Ingo Schellenberg
(Head of Reference Institution) (Adviser)

INSTAND
Gesellschaft zur Férderung der Qualitatssicherung
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2 INSTAND

Listing and evaluation of the results

10066716: Szpital Uniwersytecki nr 2 im. dr. Jana Biziela
Pracownia Immunologiczno-Alergologiczna

Adviser:

Ubierstraf3e 20
40223 Dusseldorf

7“0 Allergy Diagnostic

Survey of 25 October 2024

Prof. Dr. rer. nat. Ingo Schellenberg
INSTAND e.V.

Tel.: +49 2111592 13 120

Mail: schellenberg@instand-ev.de

Analyte Sam- Unit Your Target V- Lower | Upper |Deviation|Z-Score| Meets
ple value value Typ limit limit criteria
Horse epithelia (quant) - e03 61 ku/t 14.9 Y 5.96 23.8 61.1% | 0,892 - o (0]
62 0.224 ET 0.000 | 0.560 0 -
Hazel nut (quant) - f17 m| e1 ku/t 30.7 NY 12.3 49.1 0
m| e2 0.270 0.473 ET 0350 | 0.757 | -42.9% | -1,07
Celery (quant) - f85 61 ku/L 9.99 NY% 4.00 16.0 0 -
62 0.150 0.177 ET 0.000 | 0.560 | -15.3% | -0,218 (e}
Aspergillus fumigatus (quant) - m03 m| e1 kU/L 230 2.97 NY 1.19 475 | -22.6% |-0,948 + O
m| e2 0.130 ET 0.000 | 0.560 0
Honey bee (quant) - i01 61 ku/L 5.01 4.87 Y% 1.95 7.79 2.9% | 0,275 + ()
62 0.110 0.116 ET 0.000 | 0.560 -5.2% | -0,375 + ()]
Common wasp (quant) - i03 61 ku/L 3.98 4.11 N 1.64 6.58 -3.2% |-0,306 + (]
62 0.110 0.106 ET 0.000 | 0.560 3.8% 0,16 + ©
IGE 61 1U/ml 134 129 SV 90.3 168 3.9% | 0,442 + O
Analyte Sam- | Yourunit | Stated value Conversion Method | Manu- Device | Lot number | Standard
ple factor facturer
Horse epithelia (quant) - e03 61 24.0 64 PC Q18X158
62
Hazel nut (quant) - f17 61 64 PC Q10X1046
62 0.270
Celery (quant) - f85 61 64 PC
62 0.150
Aspergillus fumigatus (quant) - m03 61 2.30 64 PC Q18X158
62
Honey bee (quant) - i01 61 5.01 64 TFS 389C2
62 0.110
Common wasp (quant) - i03 61 3.98 64 TFS CVAB2
62 0.110
IGE 61 134 1.00 64 TFS
Analyte Sam- | Method | Manu- | Device | Your specification(s) Correct specification(s) TV- | Meets
ple facturer Type | criteria
Horse epithelia (Allergen-cl.) - e03 61 64 PC 4 3,4 M +
62 0,1 M -
Hazel nut (Allergen-cl.) - f17 61 64 PC 4 M -
62 0 0,1 M +
Celery (Allergen-cl.) - f85 61 64 PC 2,3 M -
62 0 0,1 M +
Aspergillus fumigatus (Allergen-cl.) - m03 61 64 PC 2 2,3 M +
62 0 M -
Honey bee (Allergen-cl.) - i01 61 64 TFS 3 2,3 M +
62 0 0,1 M +
Common wasp (Allergen-cl.) - i03 61 64 TFS 3 2,3 M +
62 0 0,1 M +
(1) Inindividual cases is a statistically valid valuation with consensus value not given, because size of the collective < 8 values.
Additional information on the evaluation is available for download in the RV-Online system in the column "Report".
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2 INSTAND

Individual summary of results

10066716: Szpital Uniwersytecki nr 2 im. dr. Jana Biziela

Pracownia Immunologiczno-Alergologiczna

Survey of 25 October 2024
7“0 Allergy Diagnostic
Val;esgutswdeo? - - -

Horse epithelia (quant) - e03 (kU/L, N = 419)
Collective Sam- | Target Target range Participants collective Rate (%)

ple | value AVG CV  Num. | Sam. total
ol tandard Diagnosics C Kassel 61 3.23 129 - 577 3.23 334 45 82.2 71.1

62 0.407 0.000 - 0.560 0.407 48.6 45 80.0
8DL- Labordiagnoste Muenster 61 133 5.32 - 213 133 10.8 27 100 92.6 P

62 0.000 0.000 - 0.560 | 0.000 27 92.6
Siemens 61 347 139 - 555 347 424 1 909 | 909 A
Healthineers 62 | 0730 | 0350 - 117 | 0730 | 795 | 11 | 909 .
Euroimmun 61 18.5 7.40 - 29.6 18.5 53.9 10 90.0 80.0

62 0.233 0.000 - 0560 | 0.233 | 0.000 10 90.0 e .
Fooke 61 5.57 223 - 891 5.57 1.3 222 97.7 95.9

62 0.233 0.093 - 0373 0.233 19.3 222 96.4 0 42 84 128 m.gamﬁe 5125‘2 294 33F W78
Hycor (1) 61 713 2.85 - 1.4 713 8.40 6

62 0.162 0.000 - 0.560 | 0.162 19.8 6
Thermo Fisher 61 10.5 420 - 168 10.5 1.0 85 97.6 97.6 s,
Scientific (Phadia) | g2 | 0314 | 0.000 - 0560 | 0314 | 111 | 85 | 988 g
Radim mf e1 12.8 5.12 - 20.5 12.8 28.1 4

62 0.600 0240 - 0.960 | 0.600 | 0.000 4 &y«@
other provider 61 14.9 596 - 238 14.9 68.5 9 66.7 66.7 ¥

62 0.224 0.000 - 0.560 0.224 83.0 9 77.8
(1) In individual cases is a statistically valid valuation with consensus value not given, because size of the Rate of success: 92,4%
collective < 8 values.

Values outside: 7
o

Hazel nut (quant) - f17 (kU/L, N = 443)
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Collective Sam- | Target Target range Participants collective Rate (%)
ple value AVG CV  Num. | Sam. total
Gold Standard iagnostis CD Kessel 61 6.30 252 - 10. 630 | 37.0 52 885 | 731
62 0357 | 0.000 - 0560 | 0357 | 493 52 | 80.8
BDL-Labodiagnosti Musrste 61 7.27 291 - 116 727 | 204 24 917 | 917
62 0.000 | 0.000 - 56.0 | 0.000 24 100
Biocheck M 61 30.7 123 - 491 30.7 15.4 4
(Polycheck) 62 | 0473 | 0350 - 0757 | 0473 | 400 4
Siemens (DPC) 61 3.80 152 - 608 | 380 | 853 14 929 | 929
62 0119 | 0.000 - 0560 [ 0119 | 36.1 14 100
Euroimmun 61 10.0 400 - 160 100 | 889 9 556 | 55.6
62 0.233 | 0.000 - 0.560 | 0.233 | 0.000 9 100
Fooke 4-class  (1)| 61 477 191 - 763 477 55.8 5
system 62 0248 | 0.000 - 0560 | 0248 | 222 5
Fooke 61 3.10 124 - 49 | 3.0 10.8 217 | 995 | 97.2
6-class system 62 0239 | 0000 - 0560 | 0239 | 30.1 217 | 977
Hycor M 61 6.79 272 - 109 6.79 323 7
62 0251 | 0.000 - 0560 | 0251 | 315 7
Phadia, 61 8.60 344 - 138 | 860 10.1 94 | 96.8 | 96.8
Thermo Scientific | > | 0285 | 0.000 - 0560 | 0285 | 119 | 94 | 989
Radim M 61 2.21 0.884 - 354 2.21 22.4 6
62 0240 | 0.000 - 0560 | 0.240 | 0.000 6
R-Biopharm M e1 17.3 692 - 277 17.3 19 6
62 0.145 | 0.000 - 0560 | 0.145 | 137 6
other provider  (1)| 61 26.7 107 - 427 26.7 97.8 5
62 0.624 | 0350 - 0.998 | 0.624 | 89.9 5

(1) In individual cases is a statistically valid valuation with consensus value not given, because size of the

collective < 8 values.

10066716

Rate of success: 90,7%
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2 INSTAND

Values outside: 4

Celery (quant) - f85 (kU/l, N =398)
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Collective Sam- | Target Target range Participants collective Rate (%)
ple value AVG CV  Num. | Sam. total

Gold Standard Diagnostics CD Kassel 61 1.56 0.624 - 250 1.56 448 22 909 | 727
62 0398 | 0159 - 0.637 | 0398 | 53.0 22 77.3

0L ebordagrosiMuenster 61 176 0704 - 282 176 39.2 27 815 | 815
62 0.000 | 0.000 - 0.560 | 0.000 27 100

Siemens 61 3.16 126 - 506 3.16 9.78 12 917 | 917

Healthineers 62 | 0117 | 0000 - 0560 | 0.7 | 197 | 12 | 100

Euroimmun 61 5.66 226 - 906 | 566 | 69.4 8 375 | 375
62 0.233 | 0.000 - 0.560 | 0.233 | 0.000 8 100

Fooke 4-class  (1)| 61 3.35 134 - 536 3.35 30.1 4

system 62 0360 | 0.000 - 0560 | 0360 | 35.8 4

Fooke 61 2.50 100 - 400 | 250 | 896 | 218 | 100 | 936

6-class system 62 0335 | 0.000 - 0560 | 0335 | 26.0 218 | 936

Hycor 61 1.59 0636 - 254 1.59 12.0 8 100 | 100
62 0.111 0.000 - 0560 | 0.111 9.01 8 100

Thermo Fisher 61 4.55 1.82 - 728 4.55 12.5 85 97.6 97.6

Scientific (Phadia) | > | 0202 | 0.000 - 0560 | 0202 | 119 | 8 | 100

Radim M| e1 1.82 0728 - 291 1.82 15.1 5
62 0240 | 0.000 - 0560 | 0.240 | 0.000 5

other provider 61 9.99 400 - 160 9.99 108 9 222 | 222
62 0177 | 0.000 - 0560 | 0177 | 70.1 9 88.9

collective < 8 values.

(1) In individual cases is a statistically valid valuation with consensus value not given, because size of the

Rate of success: 89,9%

<.
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Yalues outside: 23

Aspergillus fumigatus (quant) - m03 (kU/L, N = 428)
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Collective Sam- | Target Target range Participants collective Rate (%)
ple value AVG CV  Num. | Sam. total

Immunolab Clinical | 61 224 | 0896 - 358 | 224 | 374 | 48 | 833 | 708
62 | 0324 | 0000 - 0560 | 0324 | 438 | 48 | 833

oL sbrdgooetk Huente 61 125 | 0500 - 200 | 125 | 388 | 26 | 846 | 846
62 | 0000 | 0.000 - 0560 | 0.000 26 | 100

Biocheck 0 e 297 119 - 475 | 297 | 238 4

(Polycheck) 62 | 0130 | 0000 - 0560 | 0130 | 231 4

Siemens (DPC) 61 106 | 424 - 170 | 106 | 176 | 13 | 923 | 923
62 | 0298 | 0000 - 0560 | 0298 | 168 | 13 | 100

Euroimmun 61 357 143 - 571 | 357 | 672 | 10 | 60.0 | 40.0
62 | 0391 | 0000 - 0560 | 0391 | 440 | 10 | 700

oimasren ([ g1 3.02 121 - 483 | 302 | 288 4
62 | 0263 | 0000 - 0560 | 0263 | 41.8 4

Fooke 61 251 100 - 402 | 251 | 861 | 217 | 995 | 995

6-Klassen System 62 | 0194 | 0000 - 560 | 0194 | 186 | 217 | 100

Hycor 61 136 | 0544 - 218 | 136 | 177 8 | 100 | 100
62 | 010 | 0000 - 0560 | 0110 | 127 8 | 100

Phadia, 61 670 | 268 - 107 | 670 | 117 | 86 | 100 | 100

Thermo Scientific 62 | 0281 | 0000 - 0560 | 0.281 | 135 | 8 | 100

Radim 0| 61 426 170 - 682 | 426 | 105 5
62 | 0240 | 0000 - 0560 | 0240 | 0.000 | 5

andere 0 e 149 | 0596 - 238 | 149 | 899 7

Hersteller 62 | 0060 | 0000 - 0560 | 0.060 | 137 7

(1) In individual cases is a statistically valid valuation with consensus value not given, because size of the

collective < 8 values.

10066716

Rate of success: 93%
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2 INSTAND

Values outside: 85

(1) In individual cases is a statistically valid valuation with consensus value not given, because size of the

collective < 8 values.

10066716

Rate of success: 90,3%

Honey bee (quant) -i01 (kU/L, N = 461) B 1
Collective Sam- | Target Target range Participants collective Rate (%)
ple value AVG CV  Num. | Sam. total
ColdSantad gt Dk | 670 | 268 - 107 | 670 | 409 | 63 | 841 | 714 o8
62 0368 | 0.000 - 0.560 | 0368 | 522 63 81.0 9
BDL-Labordingros Mucrster 61 2.03 0812 - 3.25 203 | 206 26 | 923 | 923 g 08
62 0.000 | 0.000 - 0.560 | 0.000 26 100 ! 4
Siemens 61 5.69 228 - 910 5.69 14.9 17 100 | 100 04
Healthineers 62 0.079 | 0.000 - 0560 | 0.079 | 354 7 100
Euroimmun M 61 47 167 - 667 417 222 5 - l B 8
62 0.233 | 0.000 - 0.560 | 0.233 | 0.000 5 o | 4 . g
Fooke 4-class  (1)| 61 7.34 294 - 17 7.34 104 4 |_ ¢ “1[’ N
system 62 | 0180 | 0.000 - 0560 | 0180 | 54.4 4 T 28 4z LRI ’
Fooke 61 13.0 520 - 208 | 13.0 10.7 218 | 986 | 986
6-class system 62 | 0097 | 0000 - 0560 [ 0.097 | 299 | 218 | 100 . :
Hycor 61 1.01 0.404 - 162 1.01 18.9 9 889 | 889 — . g
62 0.067 | 0.000 - 0.560 | 0.067 | 0.000 9 100 4 ¢ s ¢ 4
Thermo Fisher 61 4.87 195 - 779 487 | 105 101 | 98.0 | 98.0 .
Scientific (Phadia) | 65 | 0116 | 0000 - 0560 | 0116 | 138 | 101 | 100 FIF B N
Radim 61 | 496 | 198 - 794 | 496 | 252 8 | 100 | 100 L A
62 0240 | 0.096 - 0384 | 0.240 | 0.000 8 100
other provider 61 1.3 452 - 181 13 107 10 30.0 | 30.0
62 0133 | 0000 - 0.560 | 0133 | 102 10 80.0
(1) In individual cases is a statistically valid valuation with consensus value not given, because size of the Rate of success: 92,2%
collective < 8 values.
Yalues outside: 212
[v] [u] O 00
Common wasp (quant) - i03 (kU/L, N = 463) 1,
Collective Sam- | Target Target range Participants collective Rate (%)
ple value AVG CV  Num. | Sam. total
e T Y 539 | 216 - 862 | 539 | 334 | 64 | 859 | 625 |
62 0.431 | 0.000 - 0560 | 0.431 | 65.4 64 719
BDL-Labodiagrosti Muerste 61 4.49 180 - 7.8 4.49 19.2 26 | 923 | 923 08
62 0.000 | 0.000 - 0.560 | 0.000 26 100 o
Siemens 61 5.31 212 - 850 531 121 17 100 | 100 . 04
Healthineers 62 | 0.088 [ 0000 - 0560 | 0.088 | 420 | 17 | 100 %
Euroimmun M| e1 18.7 7.48 - 299 18.7 63.6 5 = s
62 0233 | 0.000 - 0560 | 0.233 | 0.000 5 Gl 'i[*' ‘
Fooke 4-class  (1)| 61 9.40 376 - 150 9.40 73.0 4 N
system 62 0.433 | 0.000 - 0560 | 0433 | 677 4 Za N 72 84 s W@
Fooke 61 13.2 528 - 211 13.2 10.1 218 | 986 | 982
6-class system 62 | 0256 | 0.000 - 0560 | 0256 | 301 | 218 | 995 :
Hycor 61 0989 | 0396 - 158 | 0989 | 449 9 778 | 778 : . — ;
62 0.067 | 0.000 - 0.560 | 0.067 | 0.000 9 100 " * D¢ 4
Thermo Fisher 61 411 164 - 658 411 10.3 102 | 98.0 | 971 - =
Scientific (Phadia) | ¢z | 0106 | 0000 - 0560 | 0106 | 236 | 102 | 99.0 FEI N
Radim 61 2.56 102 - 410 | 256 15.4 8 100 | 100 LA L A
62 0.240 | 0.000 - 0.560 | 0.240 | 0.000 8 100
other provider 61 12.9 516 - 206 | 129 109 10 40.0 | 40.0
62 0155 | 0.000 - 0560 | 0155 | 91.0 10 90.0

z0 aidwes

20 8ldwes
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2 INSTAND

IGE (IU/ml, N = 478)
Collective Sam- | Target Target range Participants collective Rate (%)
ple value AVG CV  Num. | Sam. total
ol standard Diagnostcs €0 Kassell 61 915 64.1 - 119 915 11.8 76 947 947
80 Labordiagnestk Muenster 61 126 88.2 - 164 126 121 25 100 100
Siemens Healthineers 61 120 840 - 156 120 12.9 20 95.0 95.0
Fooke 61 67.2 47.0 - 87.4 67.2 19.5 216 843 843
Hycor mf e1 101 70.7 - 131 101 17.4 7
Tremme fisherscetifc Phad) 61 129 903 - 168 129 8.76 80 | 925 | 925
Radim 61 131 917 - 170 131 14.9 10 100 100
Roche 61 126 88.2 - 164 126 479 25 100 100
other provider 61 105 735 - 137 105 13.9 19 89.5 89.5

(1) In individual cases is a statistically valid valuation with consensus value not given, because size of the

collective < 8 values.

Allergy Diagnostic

Rate of success: 90,2%

Horse epithelia (Allergen-cl.) - e03 (N = 422, Rate of success: 96,7%)

Collective Sample Allergen-class
0 1 2 3 4 5 6
Gold Standard Diagnostics CD Kassel 61 1 7 39 1
62 26 16 5 1
BDL - Labordiagnostik Muenster 61 2 25
62 25 2
Siemens Healthineers 61 1 8
62 3 5
Euroimmun 61 1 11 4
62 16
Fooke 61 220 2
62 30 | 191
Hycor 61 6
62 6
Thermo Fisher Scientific (Phadia) 61 79 2
62 70 11
Radim 61 4
62 4
other provider 61 1 4 3 1
62 5 2 1

10066716
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2 INSTAND

Hazel nut (Allergen-cl.) - f17 (N = 446, Rate of success: 95,5%)

Collective Sample Allergen-class
0 1 2 3 4

Gold Standard Diagnostics CD Kassel 61 1 53 2
62 37 12 6 2

BDL - Labordiagnostik Muenster 61 23 1
62 24

Biocheck (Polycheck) 61 3
62 1 3

Siemens (DPC) 61 1 10
62 10 1

Euroimmun 61 2 9 4
62 11 4

Fooke 4-class system 61 1 3 1
62 2 3

Fooke 6-class system 61 8 | 208
62 45 | 169 1

Hycor 61 1 6
62 7

Phadia, Thermo Scientific 61 88
62 85 3

Radim 61 7
62 7

R-Biopharm 61 4 1
62 3 3

other provider 61 1 3
62 2 1 3

Celery (Allergen-cl.) - f85 (N =399, Rate of success: 93,5%)

Collective Sample Allergen-class
0 1 2 3 4
Gold Standard Diagnostics CD Kassel 61 1 17 4
62 13 6 3 1
BDL - Labordiagnostik Muenster 61 26 1
62 27
Siemens Healthineers 61 9 1
62 10
Euroimmun 61 1 7 5
62 13
Fooke 4-class system 61 1 3
62 2 2
Fooke 6-class system 61 20 | 194
62 12 | 188 | 15
Hycor 61 1 7
62 8
Thermo Fisher Scientific (Phadia) 61 3 79
62 82
Radim 61 5
62 5
other provider 61 1 3 4 1
62 9 2 1

10066716
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2 INSTAND

Aspergillus fumigatus (Allergen-cl.) - m03 (N = 432, Rate of success: 95,6%)

Collective Sample Allergen-class
0 1 2 3 4 5 6
Immunolab Clinical 61 27 | 23 1
62 39 6 5
BDL - Labordiagnostik Muenster 61 1 25
62 26
Biocheck (Polycheck) 61 3 1
62 3
Siemens (DPC) 61 11
62 8 3
Euroimmun 61 1 3 9 3
62 7 6
Fooke 4-Klassen System 61 1 3
62 2 2
Fooke 6-Klassen System 61 19 | 197
62 57 | 157
Hycor 61 1 7
62 8
Phadia, Thermo Scientific 61 82
62 80 2
Radim 61 5
62 5
other provider 61 2 6 1
62

Honey bee (Allergen-cl.) - i01 (N = 467, Rate of success: 95,5%)

Collective Sample Allergen-class
0 1 2 3 4 5 6
Gold Standard Diagnostics CD Kassel 61 5 63 3
62 50 n 6 3 1
BDL - Labordiagnostik Muenster 61 24
62 25 1
Siemens Healthineers 61 14
62 14
Euroimmun 61 3 6 1
62 10
Fooke 4-class system 61 2 1 1
62 3 1
Fooke 6-class system 61 1 20 | 197
62 209 8
Hycor 61 1 8
62 8
Thermo Fisher Scientific (Phadia) 61 6 91
62 96 1
Radim 61 8
62 8
other provider 61 1 8 2 3 1
62 8 1 1
10066716
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2 INSTAND

Common wasp (Allergen-cl.) - i03 (N = 468, Rate of success: 94,9%)

Collective Sample Allergen-class
0 1 2 3 4

Gold Standard Diagnostics CD Kassel 61 3 66 2
62 44 13 12 3

BDL - Labordiagnostik Muenster 61 26
62 26

Siemens Healthineers 61 1 13
62 13 1

Euroimmun 61 1 5 4
62 10

Fooke 4-class system 61 3 1
62 3 1

Fooke 6-class system 61 17 | 201
62 46 | 172

Hycor 61 1 1 7
62 8

Thermo Fisher Scientific (Phadia) 61 10 | 87
62 96 1

Radim 61 8
62 8

other provider 61 1 1 1 3 3
62 8 1 1

10066716
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