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SIGNAL MANAGEMENT TRACKER

Every Signal.
Fully Documented.

Orbit runs your safety surveillance cycle on a schedule and keeps the
paper trail behind it. Detection cycles, signal assessment reports and
benefit-risk documents all live against the plan that governs them, with
owners, due dates and outcomes recorded as work happens.
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SIGNAL MANAGEMENT SOLUTION

Run surveillance on a defensible cadence

From the Safety Surveillance Plan through detection cycles, signal assessment and benefit-risk
evaluation, Orbit gives every decision a date, an owner and an evidence trail.
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Surveillance oversight

See open signals, active cycles and overdue
assessments across every product in one view.

Cycle automation

Detection cycles open on their schedule and notify
their reviewers without anyone chasing them.

Consistent methodology

Every product follows the same assessment steps,
templates and validation criteria.

Decision evidence

Validation decisions, SARs and BRADs stay linked to
the signal that prompted them.

HOW IT WORKS
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Set the plan Open the cycle

Define the Safety Detection cycles generate on
Surveillance Plan: sources, schedule with activities
cadence, products and routed to their owners.
reviewers.
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WHAT THE TRACKER COVERS

® Signal validation

Detection cycles

Safety Surveillance Plans

® Signal Assessment Reports

o Benefit-Risk Assessments

e Literature review logs

e Product and concern linkage

e Action and commitment follow-up

e Cycle audit history
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Assess and decide

Work the signal through
validation, assessment and
benefit-risk evaluation.
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Record the outcome

File the SAR or BRAD, log the
decision and carry any action
into a commitment.
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About Feith System & Software For over 40 years, Feith has delivered intuitive, versatile, next-generation solutions
to highly regulated industries. That experience is the foundation Orbit is built on.
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