Data & Safety Monitoring Committee
Analysis of Adverse Event Data
Total # SAE

Total # SAE where study relationship < 3

Total # SAE where device relationship < 3

% subjects with one or more SAE

% subjects with one or more SAE where study relationship < 3

% subjects with one or more SAE where device relationship < 3

Ration: # SAE/N

Total # SAE where study relationship = 5 (not related to study)

Total #SAE where device relationship = 5 (not related to device)

% subjects with one or more SAE where study relationship = 5

% subjects with one or more SAE where device relationship = 5

Ratio: # SAE/# subject months

Ration:  # SAE where study relationship < 3/N or # subject months

Ration:  # SAE where device relationship < 3/N or # subject months

Investigator recommendations:
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