Supplementary

Table S1 Classification of adverse events

Causal categories

Description

Unrelated
Not related
Unlikely related
Related
Possibly related
Probably related

Definitely related

The AE is clearly NOT related to the trial intervention/measures

The AE is doubtfully related to the trial intervention/measures

The AE may be related to the trial intervention/measures
The AE is likely related to the trial intervention/measures

The AE is clearly related to the trial intervention/measures
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