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FIGURE 3

N=063

Enrolled*

Not randomized n=270
Eligibility criteria not met n=225
Subject decision n=35

2:1 Randomization n=713

Death n=6
Other n=4

Allocated to durvalumab n=476
Received treatment n=473
Did not receive treatment n=3

Treatment ongoing n=30
Completed 12 mo. treatment#n=202
Discontinued treatment n=241
Subject decision n=14
Adverse event n=73
Severe non-compliance to protocol n=1
Disease progression n=148
Development of study specific
discontinuation criteria n=1
Other n=4

Efficacy n=476
Safety n=475

Allocation #

Allocated to placebo n=237
Received treatment n=236
Did not receive treatment n=1

Treatment ongoing n=12
Completed 12 mo. treatment#n=71
Discontinued treatment n=153
Subject decision n=12
Adverse event n=23
Severe non-compliance to protocol n=1
Disease progression n=116
Development of study specific
discontinuation criteria n=1
Other n=0

Efficacy n=237
Safety n=234
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FIGURE 5

Durvalumab Placebo
New lesion site* (N=476) (N=237)
Any new lesion, n (%) 97 (20.4) 76 (32.1)
Lymph nodes 27 (5.7) 27 (11.4)
Brain 26 (5.5) 26 (11.0)
Lung 56 (11.8) 41 (17.3)
Liver 9(1.9) 8 (3.4)
Adrenal 3 (0.6) 5(2.1)
Bone 8(1.7) 6 (2.5)
Other? 9(1.9) 5(2.1)
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