TABLE S3. Overall Summary of AEs (Safety Set)

N =124

Category
All Grades
n (%)

All deaths® 56 (45.2)
On-treatment deaths” 19 (15.3)
AEs 124 (100)
Suspected to be drug related 122 (98.4)
Serious AEs 50 (40.3)
Suspected to be drug related 15 (12.1)
AEs leading to discontinuation 18 (14.5)
AEs requiring dose interruption 98 (79.0)
AEs requiring dose adjustment 81 (65.3)
AESs requiring dose adjustment/interruption 105 (84.7)
AEs requiring additional therapy 122 (98.4)

Grade 3/4
n (%)
NA
NA
109 (87.9)
81 (65.3)
43 (34.7)
12 (9.7)
11 (8.9)
71 (57.3)
35 (28.2)
83 (66.9)
72 (58.1)

Abbreviations: AE, adverse event; NA, not available.
2All deaths including those that occurred > 30 days after the last dose of study drug.
PDeaths occurring > 30 days after the last dose of study drug are not included.

AEs occurring > 30 days after the last dose of study drug are not summarized.



