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US-FDA (United States Food and Drug Administration)

The sponsor must notify all participating investigators (i.e., all investigators to whom
the sponsor is providing drug under its INDs or under any investigator's IND) in an
IND safety report of potential serious risks, from clinical trials or any other source,
as soon as possible, but in no case later than 15 calendar days after the sponsor
determines that the information qualifies for reporting as follows:

e (c)(1)(i): Serious and unexpected suspected adverse reaction.

e (c)(1)(ii): Findings from other studies (other than those reported under
paragraph (c)(1)(i) whether or not conducted under an IND, and whether or not
conducted by the sponsor, that suggest a significant risk in humans exposed to
the drug

e (c)(1)(iii): Findings from animal or in vitro testing: that suggest a significant risk
in humans exposed to the drug, such as reports of mutagenicity, teratogenicity,
or carcinogenicity, or reports of significant organ toxicity at or near the expected
human exposure

e (c)(1)(iv): Increased rate of occurrence of serious suspected adverse reactions.

HEALTH CANADA

e Sponsors should refer to ICH Guidance Documents E6: Guideline for Good
Clinical Practice and E2A: Clinical Safety Data Management for safety reporting
requirements to Qualified Investigator(s) and their Research Ethics Board(s).
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