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PD-L1 IHC 28-8 pharmDx

Squamous Cell Carcinoma of the Head and Neck (SCCHN)

More personalized cancer results.
One test makes it possible.

Personalized medicine option for patients with squamous cell carcinoma of the head and neck

Head and neck carcinomas are the sixth most common cancer worldwide with approximately 550,000 new cases and 300,000 deaths annually."?® 10% of patients
present with Stage |V metastatic disease at the time of diagnosis requiring immediate treatment, and approximately 50% develop recurrent or refractory disease.”
Patients who progress after platinum-based treatment (platinum-refractory or resistant disease) have a poor prognosis, with a median Overall Survival (0S) of
approximately 4-6 months.¥

PD-L1 IHC 28-8 pharmDx: The first fully validated and clinically relevant test for OPDIVO® (nivolumab) in
squamous cell carcinoma of the head and neck

Detection of PD-L1 expressing tumor cells in SCCHN patient specimens may indicate an enhanced survival benefit to OPDIVO (nivolumab) treatment for the patient.(®)

The CHECKMATE-141 study demonstrated a statistically significant improvement in OS for subjects randomized to nivolumab as compared to investigator’s choice at a
pre-specified interim analysis (78% of the planned number of events for final analysis). The median OS was 7.5 months for nivolumab subjects compared to 5.1
months for investigator's choice subjects with a hazard ratio (HR) of 0.70 (95% ClI 0.53, 0.92).

Summary of 0S by PD-L1 IHC 28-8 pharmDx expression level and treatment group®
Data from a pre-specified exploratory analysis (N=260) of CHECKMATE-141 (N=361).

Tumor PD-L1 Expression <1% 21%

Nivolumab Investigator’'s Choice Nivolumab Investigator's Choice

Median 0S 5.7 mos. 5.8 mos. 8.7 mos. 4.6 mos.

Hazard Ratios 0.89 (95% ClI: 0.54, 1.45) 0.55 (95% ClI: 0.36, 0.83)

Abbreviations: Cl = confidence interval
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nsNSCLC PD-L1 expression as detected by PD-L1 IHC 28-8 pharmDx in non-squamous NSCLC and SCCHN may be

SCCHN

associated with enhanced survival from OPDIVO® (nivolumab).
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PD-L1 expression as detected by PD-L1 IHC 28-8 pharmDx in UC may be associated with enhanced response
rate from OPDIVO®.
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Melanoma

*For details on staining interpretation

Positive PD-L1 status as determined by PD-L1 IHC 28-8 pharmDx in melanoma is correlated with the
magnitude of the treatment effect on progression-free survival from OPDIVO®.

, refer to section 13 of the product

sert and indication specific PD-L1 IHC 28-8 pharmDx Interpretation Manuals
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PD-L1 IHC 28-8 pharmDx delivers clinically validated results
Frequency of Tumor PD-L1 Expression in Quantifiable* Samples from SCCHN - CHECKMATE-141

Tumor PD-L1 Expression N(il\\llo=I;1g11a)b Investig(]ﬁt:;'gs)(:hoice (J‘;t;‘lio)
; .
21% PD-L1 Expression 88 (54.7%) 61 (61.6%) 149 (57.3%)
Subjects
<1% PD-L1 Expression
Lo 73 (45.3%) 38 (38.4%) 11 (42.7%)

*260 of 327 samples were PD-L1 quantifiable from study CHECKMATE-141.

PD-L1 IHC 28-8 pharmDx offers robust performance

PD-L1 IHC 28-8 pharmDx is fully validated for analytical performance, having met stringent acceptance criteria for ultimate quality results.

Selected Analytical Results for SCCHN
validation parameters

= Demonstrated specificity to clone 28-8 for PD-L1 detection
Analytical specificity m PD-L1 primary antibody displays no cross-reactivity for PD-L2
= Detection in normal tissues restricted to immune cells and infrequently to cells of epithelial origin

= Broad dynamic range of PD-L1 expression (0-95% of positive tumor cells, 0-3 staining intensity)

SR exhibited in study of 236 unique cases of SCCHN FFPE specimen stages | to IV

= Demonstrated lot-to-lot repeatability

Rl = 100% overall agreement for >1% expression level

= >96.2% overall agreement for >1% expression level
= Reproducibility testing of day-to-day, site-to-site and observer-to-observer
in a blinded study in three certified clinical labs
= 95% confidence intervals from >91.5% to 99.4% agreement for both ANA and APA

External reproducibility

ANA= Average Negative Agreement | APA= Average Positive Agreement | 0A= Overall Agreement
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Include PD-L1 IHC 28-8 pharmDx in your squamous cell carcinoma head and neck cancer
panel to provide more personalized cancer results for these patients.
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