352 Patients were assessed for eligibility

221 Were excluded

/

inclusion criteria

158 Were ineligible owing to meeting
> exclusion criteria or not meeting

63 Were eligible, but were not enrolled

131 Underwent randomization

2 Withdrew

A4

64 Were assigned to receive BFHX
1 Had adverse event
5 Withdrew
1 Had other reason

\ 4

57 completed the study
7 Received <80% doses

A4

64 were included in FAS and SS
50 were included in PPS

Fig. 1. Study flow chart.

v

65 Were assigned to receive placebo
1 Had adverse event
6 Withdrew

\

58 completed the study
7 Received <80% doses

A4

65 were included in FAS and SS
51 were included in PPS

BFHX : Bufei Huoxue Capsule; FAS: full analysis set; PPS: per

protocol set; SS:safety set.
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