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Agenda and focus areas

AWhat is recommended and best practice for IHC controls in diagnostic IHC?
AWhat are the potentials and limitations for the use of IHC controls ?

AHow can IHC controls be used by laboratories and IHC stakeholders?
AHow to use IHC controls to implement new markers.
AHow to use IHC controls to monitor lld€sayconsistency.

AHow to use IHC controls to adress inter and intra sesturacye.g EQA).

The role and concept behind ICARCs

IHC Critical Assay Performance Controls
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| The right control material will expose right or wrong choices |
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| HC controls to guide reliability
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Can PAX8xpressiorbe seenin breastcarcinom®?

Rightchoice rightuseandresultsreportedin positive and negative
IHCcontroltissuesneededto verify data
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Aberrant Immunostaining of Breast
Carcinoma by MR@G0 PAX8 Antibody

Singh, Kamaljeet; Hansen, Katrine; Quddus, M. Ruhul

Applied Immunohistochemistry & Molecular Morphology28(4)€37
o535, April 5020, vy phology28(4)

doi: 10.1097/PAI.0000000000000682

Photomicrographs from 2 breast
carcinomas with aberrant PAX8 expression
by MRQ@50 clone. On staining with
hematoxylin and eosin (A, D) both tumors
were high grade with necrosis.
Immunohistochemistry for PAX8 with MRQ
50 antibody (B, E) showed nuclear

positivity in tumor cells and lymphocytes
(arrow). PAX8 IHC with BC12 clone (C, F) di
not stain tumor or lymphocytes.




NordiQC Assessments of PAX8 Immunoassays
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| HC controls to guide reliability
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Comparison of PAX8 Expression in Breast Carcinoma Using Unexpected PAX8 Immunoreactivity in Metastatic Metastatic Carcinoma of Unknown Primary:
MRQ50 and BC12 Monoclonal Antibodies High-grade Breast Cancer Diagnostic Approach Using Immunohistochemistry

K ljeet Singh, MD, Linda C. ey, MD, C. James Sung, MD, ’
AmaperS e g Im:“ - James R. Conner, MD, PhD and Jason L. Hornick, MD, PhD

Mark R. Kilgore, MD, Dustin E. Bosch, MD, PhD, Kathi H. Adamson, MD, Paul E. Swanson, MD,
Suzanne M. DintZis H._Rendi, MD PhD

Rightchoice rightuseandresultsreportedin positive and negative
IHCcontroltissuesneededto verify data
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NordiQC data 1 PAXS8

Clone MXRO13*

RMA-1024 2 Fuzhou Maixin || 2 - |

Clone HSAB 1 DaTe Bicengineering 1 R

DTBLO220101 Technology

Unknown 1 | - 1 I

RTU total 145 | 10 27 77 31 | 2% | 8%
Total 368 ” 116 81 120 51 |

Proportion || 22% | z2% | 32% | 14% | sS4

1) Proportion of sufficient stains {optimal or good). {25 assessed protocols).
2) Propartion of Optimal Results (=5 assessed protocols).

3) vendor Recommended Protocol Settings (VRPS) to a specific RTU product applied on the vendor recommended platformis) (=5
assessed protocols).

4) Laboratory Modified Pratocal Settings (LMPS) to a specific RTU product {25 assessed protocols).

5) Ab terminated by vendor.
*Clones that do not show cross reactivity with PAXS.



