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MCRInterpretation

Lung, lower left lobe , specimen for PD-L1 immunohistochemistry studies (clone 22C3, Dako North America, Carpinteria, CA) (GB-19−
6-N9):

100% tumor cells are positive for PD-L1 (membranous positivity).

PD-L1-positive immune cells cover greater than or equal to 25% of tumor area.

Interpretation: Pre-clinical studies suggest that positive PD-L1 immunohistochemistry in tumor cells may predict tumor response to therapy
with immune checkpoint inhibitors. This result should not be used as the sole factor in determining treatment, as other factors (for example,
tumor mutation burden, and microsatellite instability) have been also studied as predictive markers.

Fixation: This test has been validated for non-decalcified paraffin embedded tissue specimens fixed in 10% neutral buffered formalin. This
assay has not been validated on tissues subjected to the decalcification process and/or use of alternative fixatives for bone/bone marrow
specimens or cell blocks.
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MCRMaterial Received

A. GB-19−6: Lung, lower left lobe
2 unstained slides

MCRDisclaimer

This test was developed using an analyte specific reagent. Its performance characteristics were determined by Mayo Clinic in a manner
consistent with CLIA requirements. This test has not been cleared or approved by the U.S. Food and Drug Administration.
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Interpretation                                           MCR



Lung, lower left lobe , specimen for PD-L1

immunohistochemistry studies (clone 22C3, Dako North

America, Carpinteria, CA) (GB-19-6-N9):

 

100% tumor cells are positive for PD-L1 (membranous

positivity).

 

PD-L1-positive immune cells cover greater than or equal to

25% of tumor area.

 

Interpretation: Pre-clinical studies suggest that positive

PD-L1 immunohistochemistry in tumor cells may predict tumor

response to therapy with immune checkpoint inhibitors.

This result should not be used as the sole factor in

determining treatment, as other factors (for example, tumor

mutation burden, and microsatellite instability) have been

also studied as predictive markers.

 

Fixation: This test has been validated for non-decalcified

paraffin embedded tissue specimens fixed in 10% neutral

buffered formalin. This assay has not been validated on

tissues subjected to the decalcification process and/or use

of alternative fixatives for bone/bone marrow specimens or

cell blocks.
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Material Received                                        MCR



A. GB-19-6: Lung, lower left lobe

2 unstained slides
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Disclaimer                                               MCR



This test was developed using an analyte specific reagent.

Its performance characteristics were determined by Mayo

Clinic in a manner consistent with CLIA requirements. This

test has not been cleared or approved by the U.S. Food and

Drug Administration.
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