Adverse Events Common Form
Header Information – Adverse Events; Page _ of _; Study Name/ID (pre-filled on CRF); Site Name; Subject ID

Leading Question - Has the subject had any adverse events during the study? (Choose one of the following: Yes, No; if Yes, follow instructions below)

Directions for completing CRF - Record diagnoses (if known) or signs/symptoms the subject experienced during the study that qualify as adverse events.

Adverse Events Table (7 rows by 8 columns):

Header Row – Line #; Adverse Event; Start Date; End Date; Severity; Relatedness; Outcome; Serious Adverse Event

Row 1 – Line #1; Adverse Event (record description of the event); Start Date (mm/dd/20yy); End Date (mm/dd/20yy); Severity (choose one of the following: Mild, Moderate, or Severe); Relatedness (choose one of the following: Not Related, Possibly Related, or Probably Related); Outcome (choose one of the following: Resolved without effects, Resolved with effects, Unresolved, Death, Unknown); Serious Adverse Event (choose one of the following: No, Yes*)

Row 2 – Line #2; Adverse Event (record description of the event); Start Date (mm/dd/20yy); End Date (mm/dd/20yy); Severity (choose one of the following: Mild, Moderate, or Severe); Relatedness (choose one of the following: Not Related, Possibly Related, or Probably Related); Outcome (choose one of the following: Resolved without effects, Resolved with effects, Unresolved, Death, Unknown); Serious Adverse Event (choose one of the following: No, Yes*)
Row 3 – Line #3; Adverse Event #3; Adverse Event (record description of the event); Start Date (mm/dd/20yy); End Date (mm/dd/20yy); Severity (choose one of the following: Mild, Moderate, or Severe); Relatedness (choose one of the following: Not Related, Possibly Related, or Probably Related); Outcome (choose one of the following: Resolved without effects, Resolved with effects, Unresolved, Death, Unknown); Serious Adverse Event (choose one of the following: No, Yes*)
Row 4 – Line #4; Adverse Event (record description of the event); Start Date (mm/dd/20yy); End Date (mm/dd/20yy); Severity (choose one of the following: Mild, Moderate, or Severe); Relatedness (choose one of the following: Not Related, Possibly Related, or Probably Related); Outcome (choose one of the following: Resolved without effects, Resolved with effects, Unresolved, Death, Unknown); Serious Adverse Event (choose one of the following: No, Yes*)
Row 5 – Line #5; Adverse Event (record description of the event); Start Date (mm/dd/20yy); End Date (mm/dd/20yy); Severity (choose one of the following: Mild, Moderate, or Severe); Relatedness (choose one of the following: Not Related, Possibly Related, or Probably Related); Outcome (choose one of the following: Resolved without effects, Resolved with effects, Unresolved, Death, Unknown); Serious Adverse Event (choose one of the following: No, Yes*)
Row 6 – Line #6; Adverse Event (record description of the event); Start Date (mm/dd/20yy); End Date (mm/dd/20yy); Severity (choose one of the following: Mild, Moderate, or Severe); Relatedness (choose one of the following: Not Related, Possibly Related, or Probably Related); Outcome (choose one of the following: Resolved without effects, Resolved with effects, Unresolved, Death, Unknown); Serious Adverse Event (choose one of the following: No, Yes*)
Row 7 – Line #7; Adverse Event (record description of the event); Start Date (mm/dd/20yy); End Date (mm/dd/20yy); Severity (choose one of the following: Mild, Moderate, or Severe); Relatedness (choose one of the following: Not Related, Possibly Related, or Probably Related); Outcome (choose one of the following: Resolved without effects, Resolved with effects, Unresolved, Death, Unknown); Serious Adverse Event (choose one of the following: No, Yes*)
Footer Information – * Yes should be answered when the adverse event results in death, is life-threatening, requires in-patient hospitalization or prolongation of existing hospitalization, results in persistent or significant disability/incapacity, or is a congenital anomaly/birth defect.; Core Version 3.0
Annotated Adverse Events Common Form

This document looks identical to the Adverse Events Common Form except that it includes superimposed labels of the names of the common data elements.  These are the annotations: Has the subject had any adverse events during the study? = AE_ANY_EVENTS; Line # = AE_SEQUENCE; Adverse Event = AE_EVENT_DESCRIPTION; Start Date = AE_START_TIME; End Date = AE_END_TIME; Severity = AE_SEVERITY; Relatedness = AE_RELATEDNESS; Outcome = AE_OUTCOME; Serious Adverse Event = AE_SERIOUS
