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Safety Signal: WHO Definition

NReported I nformation o
relationship between an adverse event and

a drug, the relationship being unknown or

l ncompl etely document ed

Biriell, I. E. (1994 ). Harmonisation in
Pharmacovigilance. Drug Safety , 10:93-102.
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SAS Patient Safety

Relevant features:

A Provides automated drug safety signal generation at
product-event level

A Provide guided analysis to understand signals
A Provides further analysis on product-AE pair
A Provides alerts through customizable dashboard

A Exports for ad hoc analysis
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Four Keys to Safety Analysis

Alntegration ASignal algorithms
AQuality data AData mining
ABatch analysis AText mining
AMonitoring AExploration
AMonitoring AGuided analysis
ATriage AAd hoc analysis
AAuditing AMedical review

AOptimization APlanned studies
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Signal Detection Web Interface

Currently:

A Zero footprint interface

A Personalized dashboards

A Easy review of signal results

A Drill-down to supporting analysis and detail

A Supports post-marketing and clinical adverse event
signal detection for both human and animal data

A Grouped analysis using terminologies such as
MedDRA.

A Data exploration
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( SAS Patient Safety Web User Interface Workflow — Signal Results Analysis
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SAS Pati ent Safetyé

Is based on SAS 9.2 technology

>

Utilizes a model-view-controller pattern of workflow

>

Depends on WIP services and SAS foundation services

>

Is registered in the metadata server

>

Generates web contents using data from safety detail data
store (DDS) and data marts

Uses the JDBC driver to connect to the SAS Workspace
server to retrieve the data

>

A Generates some reports and output using SAS stored
processes in the SAS stored process server

A Authenticates through SAS Logon Manager to direct a
successful logon to the appropriate page



Architecture Topology



