REPORTABLE NEW INFORMATION

Report the information items that fall into one or more of the following categories to the IRB within 5 business days
using this form:
Information that does not fall under any of the categories does not require reporting to the IRB.

1) Information that indicates a new or increased risk. For example:
a. New information (e.g., an interim analysis, safety monitoring report, publication in the literature, sponsor
report, or investigator finding) indicates an increase in the frequency or magnitude of a previously known risk,
Or uncovers a new risk.



