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\/ Center For Drug Evaluation And Research, Mapp 6010.3 Rev. 1
Attachment B: Clinical Safety Review of an NDA or BLA
Dec.10, 2010

7.4 Supportive Safety Results
7.4.1 Common Adverse Events
Identifying Common and Drug-Related Adverse Events

| between drug and placebo rate that would be considered sufficient to establish that an

| event is drug-related (e.g., for a given dataset, events occurring at an incidence of
at least 5 percent and for which the incidence is at least twice, or some other percentage,
greater than the placebo incidence would be considered common and drug-related).

I The reviewer should be mindful that such criteria are inevitably arbitrary and sensitive

| to sample size.
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