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Deliverable: Model flow diagram for signal
management for a pharma company




Tasks

Classification system for the types of information
received

Verification of accuracy and veracity of
information

When information should be directed to other
agencies

When investigation is warranted

Results expected from investigations

Actions to be taken on completion of
investigations

Integrated Risk Management Approach
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Model for Evaluation and Response of Potential Signals
Identified through Risk Management Surveillance and Monitoring

Internet i Federal Poison Control Pharmacovigilance
monitoring itoril i Surveys Centers
Database that can house
Key Informants quantitative and qualitative data Treatment
RM team monitors data Programs

Team recommends potential
signals requiring further evaluation

Recommendation made to external
and or internal panels

Decision made on intervention

Apply |nten/ent|0n

Classification System for Source Data

Is Source X...
Formal or Informal?
Qualitative?
Quantitative?
Verifiable?
Passive or Active?
Timely?
Sensitive?
Specific?




Classification System for Source Data

Classification System for Source Data




Signal Management

Internet&media Company Federal Poison Control Pharmacovigilance
monitoring reps/surveys Surveys Centers

I Classification of data and
Key Informants Identification of potential signals Treatment
Programs
Law enforcement
Verification: Field investigation
starting with phone calls; local
investigation when warranted

Report/intervention

Implementation of intervention based
on field report

Evaluation of intervention

Positive data report

Unverified Verified

No further action Weighting of problem
identified

. X Intervention initiated
No intervention needed

Data included in reports to FDA Report to FDA on reason for
intervention and nature of
intervention

Intervention ineffective Intervention effective

Consider new intervention and Report positive results to FDA
report to FDA




