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Markers assessedin NordiQC

Predictive markers Estrogen receptor
Progesteron receptor
HER2 IHC
HER2 ISH
(Ki67)

Diagnostic markers GATA3
GCDFP15
Mammaglobin

CKhigh mol. weight.
Myosin heavy chain
P63



EQA ofbreast markers o e
2000 2004 2006 2008 2010 2012 2014
350
50 | | ___ [
O+ ifal] LI 1/

1l

1 4 7 10 16 19 22 25 28 31 34 37 40
i Generel Be DBreast B HER-2 IsH

App. 600 laboratories in total

300

> 60 countries

250

200
150

100




EQA of breast markers

090 Assessment Run B19 2015
NordiQC Estrogen receptor (ER)

Recommended ER protocols Recommended ER control tissue

Material
The slide to be stained for ER comprised:

No. Tissue ER-positivity* ER-intensity*
. Uterine cervix 80-90% Moderate to strong
. Tonsil < 2-5% Weak to strong
. Breast carcinoma 0% Negative
. |Breast carcinoma 40-60% Weak to moderate

. |Breast carcinoma 60-80% Weak to strong
. |Breast carcinoma S90-100% Moderate to strong

Focus
Appropriate technical quality; signal-to-noise, morphology etc

Appropriate analytical sensitivity and specificity T indicated by
concordance of ER status in the included tumours to reference
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Estrogen receptor;

14 runs - 2.267 slides assessed/ protocols analyzed

Sufficient  Optimal 49% (n=1.111 slides)
Good 29% (n=665 slides)

Insufficient Borderline 13% (n=286 slides)
Poor 9% (N=205 slides)

85% Weak / False negative
10% False positive
5% Poor signal/noise, imp. morph., etc
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Fig. 1. Participant numbers and pass rates for ER during 14 runs
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Fig. 1. Participant numbers and pass rates for ER during 14 r
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JOURNAL OF CLINICAL ONCOLOGY ORIGINAL REPORT .
for detection of oestrogen receptor o

Svlvia Hernandez.' Lisa Bird-Turner oce Dod
Immunohistochemical Detection Using the New Rabbit
Monoclonal Antibody SP1 of Estrogen Receptor in Breast J Clin Pathol 2013:66:1051-1057.
Cancer Is Superior to Mouse Monoclonal Antibody 1D5 in

Predicting Survival




Table 1. Antibodies and assessment marks for ER, run B19 0.0
Concentrated antibodies n  Vendor Optimal Good Borderline Poor . ) : NordIQC

7 Dako
mAb clone 1D5 2 | Immunologic
1 Zytomed

mAb clone 6F11 36 Leica/Novocastra

rmAb clone EP1 17 |Dako 9 @ HIER alk pH

30 Tt /N kers .

2 Immonologie 2- & 3-step kits
3

2

1

rmAb clone SP1 Cell Marque

Spring Bioscience CaI'EfU”y Callb

Unknown

Unknown
Ready-To-Use antibodies

mAb clone 1D5
IR/IS657

mAb clones
1D5 + ER-2-123 Dako
K4071

mAb clone 6F11
PAO151

mAb clone 6F11
PDMO048

rmAb EP1
IR/IS084

rmAb clone EP1
AN710-5M

rmAb clone SP1
790-4324/5

rmAb clone SP1
IR151%

rmAb clone SP1
ILM30142-R25

rmAb clone SP1
KIT-0012

rmAb clone SP1
MAD-000306QD

rmAb clone SP1
RM-9101-R7

Dako

Leica/Novocastra
DBS

Dako 48% 63%
Biogenex
Ventana 93% 95%
Dako
Immunologic
Maixin

Master Diagnostica
Thermo/Neomarkers 0

Total 345 107 127 61 -

Proportion | 31% @ 37% 18% | 68%

1) Proportion of sufficient stains (optimal or good)
2) Proportion of sufficient stains with optimal protocol settings only, see below.
* Product discontinued from vendor
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Estrogen receptor;

85% Weak / False negative 10% False positive 5% Impaired morphology, etc
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Too low titre (SP1, EP1) Clone 6F11 by HIER athigh Clone 1D5 at high titre,
Insufficient HIER (all clones) pH, 3-step pol. Biotin-based kits,
Clone 1D5 (not observed on VMS) HIER in pressure cooker
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Focus
Appropriate technical quality; signal-to-noise, morphology etc

Appropriate analytical sensitivity and specificity T indicated by
concordance of PR status in the included tumours to reference



