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Sample Information

Name: Req. Physician: ...
ID/Medical ID: Barcode: ...
Date of Birth: .. ... ... Date Received: ...
Histology From: . Date of Report:  ..........
Histology No: ...

Location:

Sample Details:
Type of sample #1: PARAFFIN EMBEDDED TISSUE Code of sample #1:

Barcode of sample
#1:

* The sample was sent to Medical S.A. by an external collaborating center. Sample analysis took place at Medical S.A.

PD-L1 SP263 Immunohistochemistry by VENTANA in NSCLC

PD-L1 protein expression is determined by using Tumor Proportion Score (TPS), which is the percentage of viable tumor
cells showing partial or complete membrane staining at any intensity. This assay is indicated as an aid in identifying NSCLC patients
for treatment with immunotherapeutic agents.

VENTANA SP263 by IHC (CE IVD) is a qualitative immunohistochemical assay using Monoclonal Mouse Anti-PD-L1, Clone
SP263, intended for use in the detection of PD-L1 protein in formalin-fixed, paraffin-embedded (FFPE) non-small cell lung cancer
(NSCLC) tissue, using VENTANA BenchMark Series automated staining instrument. The specimen submitted for testing should
contain at least 100 viable tumor cells to be considered adequate for evaluation. Normal tonsil tissue was used as positive control.

The test is used to predict immunotherapy response in patients with locally advanced or metastatic cancer.

Material Suitable for Analysis
PD-L1 Positive: TPS=50%
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PD-L1 interpretation and cut-offs

Cancer type Therapy ‘ PD-L1 Cut-off ’ We report

1L TPS 2 50%
Anti-PD-1 (4 VENTANA (5P263) ’ %TPS

2LTPS 2 1%
VENTANA (SP263) 2LTPS 2 1% %TPS
Non-Small Cell Lung Cancer (NSCLC) . VENTANA (SP263) 1LTPS > 50% %TPS
Anti-PD-L1 57
1LTC =2 50% or
VENTANA (SP142) %TC/IC
IC210%
Anti-PD-1 + Anti-CTLA-4 8 VENTANA (5P263) 1LTPS 2 1% %TPS
Anti-PD-1 %) Dako 22C3 1LCPS 2 10 cPs
Urothelial Cancer (UC) Anti-PD-119 VENTANA (SP263) 1LTC= 1% TC
Anti-PD-L1 (1] VENTANA (SP142) 2LIC25% %IC
. . Anti-PD-L1 [ VENTANA (SP142) 1LIC2 1% %IC
Triple Negative Breast Cancer (TNBC) -
Anti-PD-1 12! + chemotherapy Dako 22C3 1LCPS 210 CPS
Cervical cancer Anti-PD-1 1] Dako 22C3 2LCPS21 CPS
1LCPS21 CPS and
Head and Neck Squamous Cell Carcinoma (HNSCC) Anti-PD-1 (14151 Dako 22C3
2LTPS 250% %TPS
Gastric cancer (adenocarcinoma) (HER-2 Positive) Anti-PD-1 113201 Dako 22C3 1LCPS21 CPS
Gastric cancer (adenocarcinoma) (HER-2 Negative) Anti-PD-1 1820 Dako 22C3 1L CPS =5 CPS
Oesophageal (Adenocarcinoma and squamous carcinoma) Anti-PD-1 17 Dako 22C3 1LCPS =10 CPS
Oesophageal (squamous carcinoma) Anti-PD-1 [17] Dako 22C3 1ILTC=1 TC
Oesophageal (Adenocarcinoma) (HER-2 Negative) Anti-PD-1 1171 Dako 22C3 1LCPS 25 CPS
Gastro-oesophageal junction Adenocarcinoma (HER-2 Negative) Anti-PD-1 117201 Dako 22C3 1LCPS25 or®
pheges) § ntl-PD- 1LCPS 2 10 cPs
— *Depending on PD-L1 inhibitor
Gastro-oesophageal junction Adenocarcinoma (HER-2 Positive) ‘ Dako 22C3 1LCPS21
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#PD-L1 positive tumor cells

TPS: Tumor Proportion Score = — -
Total #PD—L1 positive+PD—L1 negative tumor cells

TC: tumor cell

#PD—L1 staining cells (tumor cells lymphocytes,macrophages)

: i iti re= -
CPS: Combined Positive Scare Total # of viable tumor cells

1C: immune cell

***Note : Each analysis has an internal error probability of 0,5-1%. This is due to rare events and factors involved in the production and analysis
of specimens.
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