Subject Status Workflow

CONSENT

* Participant agrees or expresses permission through affirmative, voluntary

Eligibility

On Study

On Treatment

Off Treatment

On Follow-up

Off Study

words or actions that are mutually understandable to all parties involved.

ELIGIBILE ELIGIBLE (0) 4 NOTELIGIBLE
Subject has been evaluated and meets  Subject has been evaluated and does not Subject has been evaluated and does
all eligibility criteria to be enrolled. meet eligibility but was granted an exception.  not meet criteria to be enrolled.

‘ The date a subject is registered and/or randomized with the sponsor or considered “enrolled” per protocol defined criteria
after meeting all inclusion/exclusion criteria

The date of the first dose of study drug or use of study intervention for treating disease, syndrome or condition. This status is not
required for studies where there are no interventions/treatments of where a permanently implanted device is used.

The last date of the study drug or study inervention for treating disease, syndrome or condition. This status is not required for
studies where there are no interventions/ treatments or where a permanently implanted device is used.

Date the subject begins follow up. This is often the same as the Off Treatment date. This status is not required for all studies.

* ‘ The last day the subject participates in the study.

* Start billing hold ‘ On Study in Cerner
* Stop billing hold 4 Off Study in Cerner




