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e | Run 75-77 Overview

AMACR CyD1 Podop SATB2 SOX10

N participants last time I participants run 75

| ast pass rate = Pass rate run 75

e Number of optimal

Keynotes:

High number of well preforming RTU
except for:

Podoplanin (Podop) and SATB2

Calret CDX2 MLH1 PAX5

N participants last time I participants run 76
= | ast pass rate = Pass rate run 76

e Number of optimal

Keynotes:

High number of well preforming RTU.
MLH1 and PAX5 low number of
optimal

EMA MSH2 MUM1 NKX3.1 PAX8

N participants last time I participants run 77

= | ast pass rate = Pass rate run 77

e Number of optimal

Keynotes:
A big run with exciting markers and
different problems.
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Podoplanin — Run 75

Purpose: To identify seminomas in CUP and differentiate between malignant melanomas and NSCLCs

Table 3. Proportion of sufficient and optimal results for Podop for the most commonly used RTU IHC systems

Table 1b. Concentrated antibodies and assessment marks for Podop, run 75

RTU systems

Recommended protocol settings*

Laboratory modified
protocol settings**

Sufficient

COptimal

Sufficient

Optimal

Dako AS
mAb clone D2-40, IR0O72

100% (16/16)

25% (4/16)

57% (4/7)

14% (1/7)

VMS GX, XT, Ultra, Ultra plus
mab clone D2-40,
760-4395

44% (21/48)

Graph 1. Proportion of sufficient results for Podop in the four NordiQC runs performed

Podop performance in NordiQC assessments
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mm Number of participants e Pass rate

0% (0/48)

86% (83/97)

45% (44/97)

Table 1c. Ready-to-use antibodies and assessment
Ready-To-Use antibodies n

mab clone D2-40
PM266

mAb clone D2-40
322M

mAb clone D2-40
IRO72 (VRPS)?

mab clone D2-40
IRD72 (LMPS)*

mAb clone D2-40
MAD-000402QD

mAb clone D2-40
8515-C010

mAb clone D2-40

Pass rate

760-4395 (VRPS)®

mAb clone D2-40

760-4395 (LMPS)*

1 |Origene Technologies 0
4 Zytomed Systems 0

Vendor
3 BioCare Medical 0
22 Cell Margue 7
16 Dako/fAgilent 4
Dako/Agilent
Master Diagnostica
Sakura Finetek

Ventana/Roche

100 Ventana/Roche

—_— — e e —————

| Good Borderine

Mﬁﬁmﬁl—ll—lﬁl—lz

marks for Podop, run 75
Optimal

Good Borderline
2 1

8 7




v ®c | Podoplanin — Ventana RTU




worgtac | Podoplanin — AS + Bond challenges

Ventana RTU 760-4395,

Appendix
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SATB2 - Run 75

SATB2 performance in NordiQC assessments

w B 4]
o o o
o o o

Number of participants
N
o

/75%

58%

Run 58
2020

Table 2. Proportion of optimal results for SATB2 for the most commonly used antibody as concentrate on the

four main IHC systems*

mmmm Number of participants

Run 64
2022

Run 75
2025

e Pass rate

Pass rate

Concentrated
antibody

Dako/Agilent
Autostainer®

Dako/Agilent
Omnis

Ventana/Roche
BenchMark?

Leica Biosystems
Bond?

TRS TRS

TRS | TRS

pH 5.0

pH 6.1 pH 5.0

pH 6.1

CC1 CC2
pH 8.5 pH 6.0

BERS2 BERS1

pH 5.0

pH 6.0

rméb clone

EP281 0/2**

12/21
(57%)

27745

(60%)

Table 1c. Ready-To-Use antibodies and assessment marks for SATB2, run 75

Ready-To-Use
antibodies

rmAb clone EP281
760-6075 (VRPS)?

mAb clone EP281
760-6075 (LMPS)*

rmAb clone EP281
384R-17/18

Total

Proportion

n Vendor

28 Ventana/Roche
53 Ventana/Roche
47 |Cell Marque

160

Optimal
19
17
14

54

Good Borderline

o711

Poor

o/1

Table 1a. Overall results for SATBZ, run 75

n | Optimal

Good

Concentrated antibodies 41

35

Ready-To-Use antibodies 54

71

Total

95

Proportion

Table 1b. Concentrated antibodies and assessment marks for SATBZ, run 75

Concentrated antibodies
mAb clone SATBA4B10

mab clone CLO276
mab clone OTISH7

rméb clone EP281

rmAb clone SP281
rmAb clone QRO23
rméb clone ZR167

rméab clone
EPNCIR130A

pAb clone HPADD1042
Clone GR19

Total
Proportion

n Vendor
2 Zytomed
2 Santa Cruz
1 Abcam
1 MNowvus
1 Z5GB-Bio
0 Cell Margue
Bio SB
BioCare Medical
Mordic Biosite
Master Diagnostica
PathMNSitu
Zeta Corporations

Quartett
Zeta Corporations

Abcam

Sigma-Aldrich
GeneBioSclutions

5
3
2
1
1
1
3 Abcam
5
9
2
2
1

112

|optimal Good Borderline Poor




% | SATB2 - Run 75

rmAb clone EP281, 1:100, HIER CC1 48 min, Ab 32, OptiView
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PAX5 performance in NordiQC assessments

[6)]
o o o o
o o o o

Numbefof participants

o
o

0 -

Run 28
2010

84%

91%

o

67/

Run 41 Run 53
2014 2018

mmmm Number of participants

Run 66 Run 76
2022 2026

= Pass rate

100%

Run 76

Table 1b. Concentrated antibodies and assessment marks for PAX5, run 76

Concentrated antibodies

mAb clone DAK-PAX5
mAb clone 1TEW

mAb clone 24

rmAb clone SP34

Total conc.
Ready-To-Use antibodies
rmAb clone SP34
790-44203

rmAb clone SP34
790-44204

mAb clone DAK-PAXS
GABS03

mAb clone DAK-PAXS
GABS04

mAb clone DAK-PAXS
IR6503

mAb clone DAK-PAXS
IR6504

mAb clone 1EW
PADS523

mAb clone 1EW
PADS524

rmAb clone EP156
8500-C010

Total RTU

Total

Proportion

n

Vendor

Dako/Agilent
Leica Biosystems
BD Biosciences
Cell Marque

Cell Margue
Thermo Fisher

Zytomed Systems

Vendor

Ventana/Roche

Ventana/Roche

Dako/Agilent

Dako/Agilent

Dako/Agilent

Dako/Agilent

Leica Biosystemns

Leica Biosystemns

Sakura Finetek

Optimal

15

Good

5

Borderline  Poor

4




o ®8e | PAX5-Run 76
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PAX5 - Run 76

Table 4. Assessment marks for PAXS, run 76 Ready-To-Use rmAb clone SP34 (790-4420) on Ventana
BenchMark and proportion of aberrant staining reaction for only 2-step or 3-step detection systems.

Detection system

Optimal

Good

Borderline

Poor

Suff.*

m]

Aberrant staining*

2-step
UltraView DAB

61

31

25

5

92%

41% (25/61)

3-step
Optiview DAB
UltraView+amp

59% (42/71)




w8 | MUM1=Run 77

Graph 1. Proportion of sufficient results for MUM1 in the four NordiQC runs performed.

MUM1 performance in NordiQC assessments

Mumber of participants

Run 32 2011 Run 48 2016 Run 58 2020

I Number of participants ss=Pass rate

Run 77 2026

Pass rate

Ready-To-Use antibodies

Vendor

Optimal

Run 58 2020

rmAb clone MRQ-43
760-4529 (VRPS)?

Ventana/Roche

0

rmAb clone MRQ-43
760-4529 (LMPS)*

Ventana/Roche

rmAb clone EP190
760-6082 (VRPS)®

Ventana/Roche

rmAb clone EP190
760-6082 (LMPS)*

Ventana/Roche

1

Run 77 2026

rmAb clone EP190
760-6082 (VRPS)*

Ventana/Roche

MRQ-43, Ventana RTU
Photos from Run 48

rmAb clone EP190
760-6082 (LMPS)*

Ventana/Roche




w8 | MUM1=Run 77

Table 1c. Ready-To-Use antibodies and assessment marks for MUM1, run 77

Ready-To-Use . .
L n Vendor Optimal  Good  Borderline Poor Suff.!  OR? S .
antibodies ~ S‘j iClent wrth no //
rmAb clone EP190 2 T
760-6082 (VRPS)? 53 | Ventana/Roche - a7 6 - 89% | 0% -5 ;ma\ resvlts iS |Ik€ N
b shne FPASD | 47| venanaoche w24 e o | Zegting a melted icecream
rmAb clone MRQ-43 \
760-4529 * 1 Ventana/Roche - 1 - - - - o /
oy T
mAD ﬂ“'{‘ﬁgpl*'s';}" 63 | Dako/Agilent 62 1 - - 100% | 98% /
mAD ﬂ“'{‘fp':f;;}" 20 | Dako/Agilent 18 2 - - 100% | 90%
;’*;;4'30{";;;3;;19 9 | Dako/Agilent 3 6 - - 100% | 33%
2";&‘3‘?&:‘;;‘3" 18 | Dako/Agilent 13 3 2 - 89% | 72%
g‘:gf;";fnﬁgjsig 21 | Leica Biosystems . 20 1 - 95% | 0%
g‘:gg‘;"a'i;ﬁ‘%% 11 | Leica Biosystems . 7 4 - 64% | 0%
rmAb clone EP190 o
358R-17/18 14 | Cell Margue - 11 2 1 79% 0% [
Total 96 153 ¢ e
= Z’A\‘\‘/—\—’,
Proportion 35% 57%

Table 2. Proportion of optimal results for MUM1 on the four main IHC systems by optimal titration settings
as listed above

Concentrated Dako/Agilent Dako/Agilent Ventana/Roche Leica Biosystems
antibodies Autostainer® Omnis BenchMark? Bond®
TRS TRS TRS TRS CC1 ccz BERS2 BERS1
pH 9.0 pH 6.1 pH 9.0 pH 6.1 pH 8.5 pH 6.0 pH 9.0 pH 6.0
e one o i 83% i 87% ) 29% o
o (5/6) (41/47) (4/14)
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MUM1 - Run 77
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Optimal
0% (0/18)
0% (0/28)

protocol settings**

Laboratory modified

Sufficient
B89% (16/18)
9&% (27/28)

T &

Optimal
0% (0/27)
0% (0/25)

Recommended
protocol settings*

Sufficient
03% (25/27)
B4% (21/25)

VMS BenchMark
rmab EP190
760-6082

UltraView
VHMS BenchMark

RTU systems
rmAb EP190
760-6082

TR

t

-
o
O

Suff
EP190 RTU OptiView Ventana

Benchmark

MUM1p conc. OptiView Ventana

Benchmark
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Number of participants

EMA - Run 77

Graph 1. Proportion of sufficient results for EMA in the three NordiQC runs performed.

EMA performance in NordiQC assessments

A7 fun 10 2004

Run 28 2010

I Mumber of participants === Pass rate

Run 77 2026

Table 1b. Concentrated antibodies and assessment marks for EMA, run 77

Concentrated antibodies

Vendor

Optimal

Good

mAb clone E29

70

Dako/Agilent

36

24

10

Cell Margue

5

5

2

BioSB

2

1

Zytomed

mAb clone GP1.4

13

Leica Biosystems

1

B0

Pass rate

2055

BioGenex

Table 1c. Ready-To-Use antibodies and assessment marks for EMA, run 77

Ready-To-Use
antibodies

Vendor

Optimal

Good

mAb clone E2Z9
790-4463 (VRPS)®

45

Ventana/Roche

11

25

mAb clone E29
790-4463 (LMPS)*

Ventana/Roche

55

5

mAb clone E2Z9
GAG29 (VRPS5)*

Dako/Agilent

43

mAb clone E29
GAG29 (LMPS)*

Dako/ Agilent

19

mAb clone E2Z9
IR629 (VRPS)3

Dako/Agilent

14

mAb clone E29
IR629 (LMPS)*

Dako/Agilent

mAb clone GP1.4
PADD35 (VRPS)?

Leica Biosystems

mAb clone GP1.4
PADD35 (LMPS5)*

Leica Biosystems

mAb clone E29
8233-C010

Sakura Finetek

mAb clone E29
247M-90/97 /98

Cell Margque




o8| EMA-Run77

GA629 E29, Dako
Omnis VRPS
EnVision Flex+

denoc
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w8 | EMA -Run 77

Lung adenocarcinoma
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Table 2. Proportion of optimal results for EMA on the four main IHC systems by optimal titration settings as
listed abowve

P N T s
i NSO NS i

Concentrated Dako/Agilent Dako/Agilent Ventana/Roche Leica Biosystems
antibodies Autostainer! Omnis BenchMark?® BOND 3
TRS TRS TRS TRS CC1 CCc2 BERS2 BERS1
pH 9.0 pH 6.1 pH 9.0 pH 6.1 pH B.5 pH 6.0 pH 9.0 pH 6.0
mAb clone E29 100 % ~ 63 % 1/2 18% ~ 85% 100%
(6/6)
: N
b y_‘,&,
A

Optimal
GA629 E29, Dako Omnis VRPS
EnVision Flex+




o ®8e | PAX8 —Run 77

PAX8 performance in NordiQC assessments

Run 56 Run 60 Run 62
2019 2020 2021

mmmm Number of participants  e===Pass rate
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Concentrated antibodies

[N

mAb clone BC12*

mAb clone MRQ-50
mAb clone PAX8R1
mAb clone ZM28
mAb clone 4H7B3

rmAb clone SP348%*

rmAb clone QRO16*
Total conc.

Ready-To-Use
antibodies

mAb clone MRQ-50,
760-4618 (VRPS)3
mAb clone MRQ-50,
760-4618 (LMPS)*
rmAb clone, EP331%*
760-6077 (VRPS)3
rmAb clone, EP331%*
760-6077 (LMPS)?
rmAb clone SP348
790-7263 (VRPS)?
rmAb clone SP348
790-7263 (LMPS)*
rmAb clone RM436*
8257-C010

mAb clone MRQ-50,
363M-10/17/18
mAb clone, BC12#*
API438

rmAb clone SP348%*
363R-30/37/38
rmAb clone QRO16*
P-P0OOS8

Total RTU

102
36

11
184

16

46

36

18

30

14

231

Vendor

Biocare
Zytomed Systems
Cell Marque

Abcam
Zeta Corporation
BD scientific

Abcam

Cell Marque
Sanbio
Unknown

Quartett

Vendor
Ventana/Cell Marque
Ventana/Cell Marque
Ventana/Cell Marque
Ventana/Cell Marque
Ventana/Roche
Ventana/Roche
Sakura Finetek

Cell Marque

Biocare Medical

Cell Marque

Quartett

Optimal

62
21

88

Optimal

17

21

60

Good

29
10

55

Good

63

Borderline

W = = = RO

1
35

Borderline

12

43

11

15

100

Poor

1

Poor

Suff.?

0%

60%

89%

91%

78%

Suff.?

0%

2%

67%

67%

100%

100%

17%

80%

87%

93%

53%

OR2

0%

0%

60%

27%
48%

OR*

0%

0%

0%

3%

77%

67%

0%

40%

70%

57%

26%

Concentrated antibodies
mab clone BC12*

mab clone MRQ=-50
rmAb clone EP298%*

rmiAb clone EP331%
rmiAb clone SP348%

miAb clone ZR=-1%

rmiAb clone BPE15T*
rmiAb clone QRO16*
pAb, 10336-1-AP
pAb, 363A-15

pAb, CP3T9 AK

pAb, REKO47

Conc total
Ready-To-Use antibodies
mab clone MRQ=-50,
760-4618 (VRPS)?

mAb clone MRQ=50,
760-4618 (LMPS)*
rmiAb clone, EP331%_
TEO-6077(VRPS)®
rmiAb clone, EP331%*
760-6077(LMPS)*

mAb clone, BC12*
APIA3B

rmiAb clone SP348%
MG481

rmiAb clone GRODZ*
GT210202

rmiAb clone QRO16*
P-PODS

rmiAb clone EP331%
363M/ACO33E

rmiAb clone SP348%
363R-38

rmiAb clone RM436%*
8257-C010

Clone MXRO13*
RMA-1024

Clone HEAS
DTELO220101

RTU total

Taotal

Proportion

49

11

Vendor

Biocare
Zytomed Systems

Cell Margue
Epitomics®

Cell Margue
Epitomics

Abcam

Gennova

Spring Bioscience

Zeta Corporation
BioSite

Biolynx
Quartett
Proteintech
Cell Margue
Biocare

Zytomed Systems
Diagomics

‘Ventana/Roche
‘Ventana/Roche
Ventana/Cell Margue
Ventana/Cell Margue
Biocare Medical
Spring Bioscience
GeneTech

Quartett

Cell Margue

Cell Margue

Sakura Finetek

Fuzhou Maixin

DaTe Bicenginesring
Technology

Optimal Good Borderline
3 7
8 &
1 -
5 ]
102 31 ]
1 2
1 1
3 3 1
1 3
1
1
3

106 54 43

3 34
1 2
4 &
2 4
2 1 -
1 .
1 1 -
3 7
2 1 1
1 1 -
2 -
1 ; .
10 27 77
116 81 120

32% 22% 32%

Poor

20

12

31

51

14%

Suff.? OR2
23%
50%
36%
91% 70%:
BE% 4 3%
9%
72% 48%
Suff.? OR.2
0% 0%
6% 0%
36% 0%
33% 0%
25%, 0%
26% 8%
54%



LNora.zacJ PAX8 - Not an easy antibody

Table 2. Proportion of optimal results for PAXE on the four main IHC systems by optimal titration settings

as listed above

Concentrated
antibodies

Dako/Agilent
Autostainer!

Dako/Agilent
Omnis

Ventana/Roche

BenchMark?

Leica Biosystems
Bond®

TRS
pH 9.0

TRS
pH 5.0

TRS
pH 6.1

TRS
pH 6.1

CcC1
pH B.5

P3+CC1
pH 8.5

cc2
pH 6.0

BERS2
pH 9.0

BERS1

rmab clone
SP348*
1:10-1:2000

2/2

80%
(41/51)

54 %

0/1

21%

(37/68)

1/3

(3/14)

rmab clone
QRO16*
1:100

2/3

1/1

Table 4. Overview of the assessment marks for mAb clone MRQ-50 on the four main IHC instruments in

runs 62, 64, 68 and 77 (cumulated data for both RTU and concentrate).

MRQ-50 score

Dako/Agilent
Autostainer

Dako/Agilent
Omnis

Ventana/Roche
BenchMark

Leica Biosystems
Bond III /
Max/Prime

Optimal

GX / XT / Ultra

Good

26

13

46

Borderline

7

15

177

10

Poor

3

66

Total

33

18

256

56

Sufficient %

79%

0%

5%

82%




w&c | PAX8 - Kidney as control




. % | PAX8 - Fallowpian tube as control

EP331 Ventana




e | PAX8 —clear cell renal cell carcinoma




o e | PAX8 - Run 77

MRQ-50 - 760-4618 RTU pro.
WA I nsufficient BEEREE:




NordiQC

systems

PAX8 — RTU in sight

Table 3. Proportion of sufficient and optimal results for PAXE for the most commonly used RTU IHC

Polymer Refine Detection.

HRP Detection:

(includes Leica BOND-MAX system and Leica BOND-IIl system) in combination with BOND

Recommended Staining Protocols for PADS0S
PAX-8 (MRQ-50) primary antibody was developed for use on the automated BOND system

3%

The recommended HRP staining protocol for PAX-8 (MRQ-50) primary antibody is IHC

Protocol F.

50%

Heat induced epitope retrieval is recommended using BOMD™ Epitope Retrieval Solution 2 for

10 minutes.
_OntiView

73%

0% (0/11)

Recommended Laboratory modified
Leica Bond sufficient Optimal

Code #

0% (0/11)

Dako Omnis

Product Protocol Name Date Released

GA78961 | Chromogranin 4, Clone LK2ZH10 Chromogranin A LK2ZH10 September 8,
GADS9467 Cytokeratin 8/18, Clone EP17/EP30 CK8/18 EP17/EP30 2026
GAT9361 Desmin, Clone DAK-Desmin Desmin DAK-Desmin

GA79061 | Mapsin A, Clone DAK-Naph MNapsin A DAK-Mapa

GA791761 PAXS, Clone DAK-PAXS PAXE DAK-PAXE

GAD7261 | Podoplanin, Clone D2-40 Podoplanin D2-40

GAD9361 | Terminal Deoxynucleotidyl Transferase, Clone EP266 TdT EP266

GAT7BE61

TTF-1, Clone DAK-TTF-1

TTF-1 DAK-TTF-1

VMS BenchMark
mAb SP348
790-7263
UltraView

100% (5/5) 60% (3/5)

(1/1)

(1/1)

VMS BenchMark
mAb SP348
790-7263
OptiView

100% (17/17)

82% (14/17)

(4/4)

(3/4)
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