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— . Nivolumab

e 2015-3-4 The U.S. Food and Drug
Administration expanded the approved use of
Opdivo (nivolumab) to treat patients with
advanced (metastatic) squamous non-small
cell lung cancer (NSCLC) with progression on
or after platinum-based chemotherapy
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Figure 1. Kaplan—Meier Curves for Overall Survival.

The analysis included all the patients who underwent randomization. Symbols indicate censored observations, and
horizontal lines the rates of overall survival at 1 year.

Brahmer, J., et al., Nivolumab versus Docetaxel in Advanced Squamous-Cell Non-Small-
Cell Lung Cancer. N Engl J Med, 2015. 373(2): p. 123-35.
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PACIFIC ClinicalTrials Total No. Median PFS 12-Mo PFS 18-Mo PFS
of Patients (95% Cl) (95% Cl) (95% Cl)
1.0= mo % %
G Durvalumab 214/476 16.8 (13.0-18.1) | 55.9 (51.0-60.4) 44.2 (37.7-50.5)
0.9- Placebo 157237 5.6 (4.6-7.8) | 353 (29.0-41.7) 27.0 (19.9-34.5)
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No. at Risk
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Placebo 237 163 106 &7 52 28 15 4 3 0
Figure 1. Progression-free Survival in the Intention-to-Treat Population.
Shown are Kaplan—Meier curves for progression-free survival (PFS), defined according to the Response Evaluation
Criteria in Solid Tumors, version 1.1, and assessed by means of blinded independent central review. Tick marks indi-
cate censored observations, and vertical lines indicate the times of landmark PFS analyses. The intention-to-treat
population included all patients who underwent randomization.
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Figure 2, Overall Survival in the Intention-to-Treat Population.

Shown are Kaplan—Meier estimates of overall survival, according to treatment
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+ avelumab

Avelumab for patients with previously treated metastatic or
recurrent non-small-cell lung cancer (JAVELIN Solid Tumor): dose-
expansion cohort of a multicentre, open-label, phase 1b trial.

patients with progressive or platinum-resistant metastatic or
recurrent NSCLC were enrolled. Eligible patients had confirmed
stage I1IB or IV NSCLC with squamous or non-squamous histology.
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Between Sept 10, 2013, and June 24, 2014% 577 320 N\ 18441 2 2%,
EPH&’FIU?HTIEHS 8N H .



Progression-free survival (%)
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HR 0-45 (95% C1 0-27-0-75)

PD-L1 positive
— PD-L1 negative

i — ZENSCLC

Number at risk

(number censored)
PD-L1-positive 122 (0) 105 (4)
PD-L1-negative  20(0)  17(0)
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Survival outcomes by PD-L1 expression status (21% tumour cell cutoff)
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Brahmer J, et al. at AACR 2017, Abstract CTO77.



