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Markers assessed in NordiQC 
 
Predictive markers  Estrogen receptor 
    Progesteron receptor 
    HER2 IHC  
    HER2 ISH 
    (Ki67) 
 
Diagnostic markers  GATA3 
    GCDFP15 
    Mammaglobin 
     
    CK high mol. weight. 
    Myosin heavy chain    
    p63 
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HER-2 ISH 

2000      2004            2006     2008        2010          2012         2014
  

App . 600 laboratories  in total  
 

> 60 countries   
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Focus: 
Appropriate technical quality; signal-to-noise, morphology etc 
 
Appropriate analytical sensitivity and specificity ï indicated by 
concordance of ER status in the included tumours to reference    
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Uterine cervix 

Breast carc. high Breast carc. low Breast carc. negative 

Tonsil 
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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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Estrogen receptor; 
 
 
Pass rate influenced by participation 
 
 
 
 
 
 

 
 
 
 
 
 
 

2003      2005      2007      2009     2011      2013        2015  

New participants òOldò participants 

Run 10, 2004 57% (n=61) 71% (n=134) 

Run B15, 2010 70% (n=54) 86% (n=208) 

Run B19, 2015 51% (n=86) 73% (n=259) 
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Estrogen receptor; 
 
 
Pass rate influenced by protocol  
harmonization 

  
 
 
     
 
     
     

2003 

B8 

2013 

B15 

Titre range / average titre 1:10-1.000 / 1:125 1:10-400 / 1:90 

HIER by in-house buffer 88% 6% 

HIER by high pH 70% 94% 

Polymer/multimer kit 56% 93% 

Fully automated system 6% 59% 

2003      2005      2007      2009     2011      2013        2015  
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HIER alk. pH 
2- & 3-step kits 
Carefully calib. 

Uterine cervix ï 
all epithelial cells 
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Estrogen receptor;  
 
85% Weak / False negative          10% False positive       5% Impaired morphology, etc 

     
 
     
     

Suf. 

Ins. 

Too low titre  (SP1, EP1)             
Insufficient HIER (all clones)  
Clone 1D5 

Clone 6F11 by HIER at high 
pH, 3-step pol.              
(not observed on VMS) 

Clone 1D5 at high titre , 
Biotin-based kits, 
HIER in pressure cooker 
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Focus: 
Appropriate technical quality; signal-to-noise, morphology etc 
 
Appropriate analytical sensitivity and specificity ï indicated by 
concordance of PR status in the included tumours to reference    


