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Serious Adverse Event Reports on SWOG CTP Trials

Following complete submission of a Serious Adverse Event (SAE) in CRAB Nebula™, SWOG will conduct
a multi-level review of the report. Site staff will not receive a copy of the SAE report until the SWOG
review is complete and the report has been finalized.

Once the SAE report has been finalized by SWOG, the CTP Site Coordination Team will file the report in
the site-specific electronic Investigator Site File (elSF) eBinder in Florence.

SAE reports will be filed under Section 15.2 — Serious Adverse Events. A Florence Announcement will
be sent when the report is filed, which will trigger an email notification to site staff that the SAE report is
available.

Questions regarding SAE reports may be directed to ADR@swog.org or 210/614-8808.
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