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Introduction: Two pivotal phase III trials demonstrated that addition of bevacizumab to first-line chemotherapy
improves outcomes in patients with advanced or recurrent NSCLC (E4599 and AVAIL). The international,
multicentre, single-arm SAiIL study was aimed at further assessing the safety profile of bevacizumab-based therapy
in first-line advanced NSCLC in a real-life clinical population (n=2,166). We present a subanalysis of SAiL
performed in Chinese patients (August 2009 final cut-off).

Methods: Chemonaive patients with inoperable stage I1IB or IV or recurrent nonsquamous NSCLC were enrolled if
they had ECOG PS 0-1, life expectancy >3 months and adequate bone marrow, hepatic and renal function. Patients
were excluded for having evidence of CNS metastases, even if previously treated, major blood vessel invasion,
haemoptysis, history of coagulation disorders, uncontrolled hypertension, clinically significant cardiovascular
disease or history of abdominal fistula, gastrointestinal perforation or intra-abdominal abscess within 6 months of
enrolment. Eligible patients received bevacizumab (15mg/kg every 3 weeks) plus carboplatin (AUC 6.0, every 3
weeks) paclitaxel (175mg/m’every 3 weeks) for up to 6 cycles (to ensure homogeneity and comparability with the
E4599 trial), followed by bevacizumab monotherapy until progression. Primary endpoint was safety; secondary
endpoints included TTP and OS.
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>3 wound-healing complications or congestive heart failure events were reported. Seven serious AEs occurred
that were deemed by the investigator to be related to bevacizumab: 2 haemoptysis, 1 epistaxis, 1 angle closure
glaucoma, 1 pyrexia, 1 neutropenia and 1 headache. Bevacizumab was temporarily interrupted due to AEs in 25.3%
of patients, most frequently because of haematological AEs. One death was related to a haemoptysis AE. Overall,
the safety profile of bevacizumab used in combination with chemotherapy in this Chinese population is consistent
with that reported for the global SAiIL population and for the E4599 and AVAIL trials. Among Chinese patients in
the SAIL study, median TTP was 8.8 months (95% CI 6.0-12.5) and median OS was 18.5 months (95% CI 10.8-NR;
conservative estimate owing to high censoring: 49.5% of patients were still alive at final analysis). Overall response
and disease control rates were: 68.7% and 96.4%, respectively.

Conclusions: This study shows that addition of bevacizumab to carboplatin-paclitaxel is well tolerated and
effective in Chinese patients with advanced/recurrent nonsquamous NSCLC. Importantly, no unexpected toxicity or
new safety signals were identified in this analysis of Chinese patients. Furthermore, the efficacy of bevacizumab in
this population appears consistent with that reported in E4599 and AVAIL.





