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Todayôs Agenda

É Background / Context

ïSystematic Analysis of Observational Data

É Observational Screening Method

ïOverview

ïCalculating a Screening Rate

ïOptions and Parameters

ïSignal Detection:  Comparing Screening Rates

É Preliminary Research 

ïOutcomes of Interest Definitions

ïParameter Combinations

ïResults



Disclosure

É In 2005, GlaxoSmithKline (GSK) initiated a large-

scale R&D project (SafetyWorks) to research and 

develop methodologies to enable the systematic 

use of observational data

É GSK and ProSanos® worked in partnership to 

implement the methodologies in web based 

software for access by GSK Safety Scientists, which 

was implemented in 2008  

É Observational Screening is one of the 

methodologies implemented as part of this research

É ProSanos markets a commercial version of this 

software
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ÉData for all conditions (not just AEôs)

ïUnspecified Outcomes ïall by all analysis

ïOutcomes of Interest ïspecified drug / outcome pairs

É Data is longitudinal

ïOne patient can have multiple exposures

ïExposure length is available

ïTemporal patterns can be analyzed

É No standardization of data format / 

organization

Characteristics of Observational Data
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Systematic Observational Analysis
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Application of analytic 

methods to disparate 

observational databases 

without requiring custom 

programming or 

intervention for each 

data source

Observational Screening is part of 

the OMOP Analysis Methods Library


