List of Data Tables for Routine Surveillance
· Summary of Participation Status to Date
· Enrollment date by institution

· Subject terminations, by case

· Termination date

· Reason for termination

· Baseline demographics and relevant clinical characteristics
· Interim Report of Outcomes
· Adverse Experiences
· Case by case

· ID#

· Event

· Severity

· Related to Device or Tx

· Resolution/Outcome

· Eligibility violations
· Protocol violations
· Relevant new findings
· Include copies of publications
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