ARUP LABORATORIES | aruplab.com PATIENT REPORT
500 Chipeta Way, Salt Lake City, Utah 84108-1221

phone: 801-583-2787, toll free: 800-522-2787

. . . Patient Age/Sex: 12 hours Female
Jonathan R. Genzen, MD, PhD, Chief Medical Officer

Speci nmen Col |l ected: 13-Mar-24 12:47

PD-L1 22C3 I HC | Recei ved: 13- Mar-24 12:47 Report/Verified: 13-Mar-24 12:48
Procedure Resul t Units Ref erence | nterval
Adequacy of Speci nen Adequat e

PD-L1 dient Block ID ABC 123

PDL1 Ti ssue Source Ti ssue

PD-L1 22C3 Conbi ned Positive | Recei ved: 13- Mar-24 12:47 Report/Verified: 13-Mar-24 12:49
Scor e

Procedure Resul t Units Ref erence | nterval
Adequacy of Specinmen Adequat e

PD-L1 Cient Block ID ABC 123

PDL1 Ti ssue Source Ti ssue

Conbi ned Positive Score 11- 20

PDL1 22C3 | HC Resul t Expression ftil

PD-L1 22C3 I HC | Recei ved: 13- Mar-24 12: 47 Report/Verified: 13-Mar-24 12:49
Procedure Resul t Units Ref erence | nterval
PDL1 Scoring Method CPS

Result Foot note

f1: PDL1 22C3 | HC Resul t

These results have been reviewed and approved by | Controls performed as expected.

Test | nfornation
i1 PDL1 22C3 | HC Resul t
| NTERPRET! VE | NFORVATI ON: PDL1 22C3 Conbi ned Positive Score

PD-L1 22C3 by IHC with interpretation is an FDA-approved i mmunohi st ocheni cal assay
usi ng nonocl onal mouse anti-PD-L1, clone 22C3 intended for use in the detection of
PD-L1 protein in formalin-fixed, paraffin-enmbedded (FFPE) tissue using the EnVision
FLEX vi sual i zati on system on Autostainer Link 48 in gastric, esophageal, or GEJ
adenocar ci nonas, cervical carcinonma, esophageal squanmous cell carcinoma, head and
neck squarous cell carcinoma, and triple-negative breast cancer

PD-L1 protein expression is determ ned by using conbined positive score (CPS), which
is the number of PD-L1 staining cells (tunor cells showi ng partial or conplete

i near nenbrane staining greater than or equal to 1+ plus |ynphocytes and

macr ophages within tunor nests and adj acent supporting stroma, show ng partial or

conpl ete |inear menbranous staining and/or cytoplasm c staining greater than or

equal to 1+) divided by the total nunmber of viable tunmor cells, nultiplied by 100.

The tabl e bel ow sunmarizes how CPS is used to assess PD-L1 expression in certain

tunmor types.

Primary Tunmor Type:

Gastri c/ Esophageal / GEJ Adenocarci noma, Head/ Neck Squamous Cel
Carci noma, Cervical Cancer

PD- L1 Expression Cutoff:

*=Abnormal, #=Corrected, C=Critical, f=Result Footnote, H-High, i-Test Information, L-Low, t-Interpretive Text, @=Performing lab
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Test Information

i1 PDL1 22C3 | HC Result
CPS <1: No PD-L1 expression
CPS >=1: PD-L1 expression

Primary Tunor Type:
Tripl e-Negative Breast Cancer, Esophageal Squanous Cell Carcinona
PD- L1 Expression Cutoff:

CPS <10: No PD-L1 expression

CPS >=10: PD-L1 expression

The speci nen submitted for testing nust contain at |east 100 viable, invasive tunor
cells to be considered adequate for evaluation. This assay is indicated as an aid in

identifying gastric, esophageal, or GEJ adenocarcinona, cervical carcinoms,
esophageal squanous cell carcinoma, head and neck squanobus cell carcinoma, and
triple-negative breast cancer in patients considered for treatnent with
penbrolizumab (KEYTRUDA). Please refer to the full prescribing information for
tunor-specific indications and PD-L1 expression | evel cutoff.

Submi ssion of slides that have been oven baked is not recommended as staining may be

af fected by overbaki ng or prolonged tine between baki ng and staining. The use of
this assay on decalcified tissues has not been validated and is not reconmended.
Testing on specinens fixed in any fixative other than 10 percent neutral buffered
formalin has not been validated and is not reconmended.

Controls were run and perforned as expected.

*=Abnormal, #=Corrected, C=Critical, f=Result Footnote, H-High, i-Test Information, L-Low, t-Interpretive Text, @=Performing lab

Unless otherwise indicated, testing performed at: ARUP Accession: 24-073-900119
ARUP Laboratories Report Request ID: 19129199
500 Chipeta Way, Salt Lake City, UT 84108 Printed: 13-Mar-24 12:50

Laboratory Director: Jonathan R. Genzen, MD, PhD Page 2 of 2



	  



