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The slides to be stained for Pax8comprised : 
1. Fallopian tube 
2. Thymoma 
3. Kidney 
4. Renal cell carcinoma 

All tissues sent were fixed in 10% neutral buffered formalin. 

Criteria for assessing staining as optimal were: 

Fallopian tube Thymoma Kidney 
Majority of the tubal epithelial cells-
ciliated and intercalated secretory 
cells take up moderate to intense 
nuclear staining. Some cytoplasmic 
hue is exprected. No other cells of 
the tubal wall should stain. 

The epithelial cells in the tumor take 
weak to moderate nuclear staining 
(50% to 60% of them). The 
lymphoid cells should not stain. 

An at least weak to moderate, distinct 
nuclear staining reaction in the 
majority of epithelial cells of the 
proximal, distal/collecting renal 
tubules, loops of Henle and the 
parietal epithelial cells of Bowman’s 
capsule in the kidney  

 
Renal cell carcinoma failed to take up staining in the peer run and majority of the participants, hence that was 
excluded from the assessment. 

Participants’ overall performance was assessed based on following criteria: 
1. Selection of proper antibody 
2. Label 
3. Integrity of sections 
4. Artifacts affecting overall staining in all tissues 
5. Intensity of staining reaction in each tissue in the set. 
6. Proportion of staining reaction in each tissue in the set 
7. Non-specific staining reaction and background staining. 

Participants’ performance specific for the antibody related critical parameters was assessed separately based on 
following criteria: 

1. Intensity of staining reaction in each tissue in the set and 
2. proportion of staining reaction in each tissue in the set. 

 
The background and non-specific staining is usually the attribute of dilution of antibody/blocking steps etc. 
Therefore, we have restricted the performance character of the antibody to be judged by intensity and 
proportion of staining reaction (critical score). This may help one choose proper antibody clone/vendor. 
However the performance of the laboratory as far as technique of IHC is concerned, should be judged by 
overall score. 

Participation: 
Total 14laboratories submitted stained sections. 
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Results: 
The performance of the group was averaging 50%.The median score was 50%. This is irrespective of the clone, 
vendor and methodology. The results were assessed based on following cut offsfor the overall score (antibody & 
technical attributes): 

 Cut off No. of labs (total ) 
Optimal >90% 02 
Good >80%,<90% 01 
Borderline >70%,<80% 00 
Poor <70% 11 
 
Antibody details and performance analysisbased on critical parameter score (antibody attributes): 

RTU Conc Vendor N Clone Optimum 
(100%) 

Good 
(90-99) 

Borderline 
(80-89) 

Poor 
(<80) 

9  

Pathnsitu 02 PAX8 
/1491+PAX8/1492 

1   1 

Biocare 04 BC12   1 3 
CellMarque, 363A 02 Polyclonal    2 
Ventana 01 MRQ50    1 

 4 CellMarque, 363M 01 MRQ50 1    
Biocare, AC1438 03 BC12    3 

* 1 out of 14 laboratories did not submit protocol. (excluded) 

Comments: 
CellMarque, 363M, cloneMRQ50 is the best performing clone. Clone PAX8 /1491+PAX8/1492of Pathnsitu 
yielded optimum result in 1 of 2 users. The users typically used the antibody with ER at alkaline pH around 
9. Both the laboratories used manual technique. 

CellMarque has other clone and polyclonal antibodies too. The polyclonal antibody used by one participant 
did not yield good result. 

Clone BC12in any format did not yield satisfactory result. 

Since not majority of the laboratories had poor score, it is not possible to comment on the other factors. 
However, we assume that the clone is the only and the most important factor in case of this marker. 
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