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When reporting SAEs in CTEP-AERS,

please add the date of discovery into <

CTEP-AERS Section 3: Describe Event.

Without this date, SWOG may assume

> the SAE was reported late, and this can

lead to major deficiencies during audits.
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Describe Event

Instructions  This is one of the most critical sections of the report. Provide detailed information within the Description & treatment of

event(s) field, including the presentation of the event, the treatment of the event, clinical findings, and the timing of the
event in relation to study interventions. Be as complete as possible. DO NOT INCLUDE Personally identifiable information

(PlN). PIl includes information that directly identifies an individual (e.g., name, address, social security number, or other
identifying number such as medical record number or hospital 1D.)

* Description & treatment of event(s) | Date of discovery was MM,/ DD/ YYYY.

Questions: ADR@swog.org



