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Subject-Related Site Metrics

� Extract Business Intelligence from CTMS on:

� Program, Indication, Project

� Country

� Site

IntroductionIntroduction

� Site

� Investigator

� CRA, CRO, Lab, IRB

� Operational (track progress)
AND Strategic (engage again?)
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Subject-Related Site Metrics

� Enrollment

� Milestone Tracking (FSI, LSI, LSO…)

� Queries

Deviations

Let’s Concentrate on SitesLet’s Concentrate on Sites

� Deviations

� Monitoring Performance
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Subject-Related Site Metrics

� Given the number of expected subjects, and 
the FSI and LSI dates, we can evaluate the 
rate of enrollment

Enrollment ModelingEnrollment Modeling
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Subject-Related Site Metrics

Enrollment Modeling (cont.)Enrollment Modeling (cont.)
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Subject-Related Site Metrics

Enrollment Modeling (cont.)Enrollment Modeling (cont.)
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Subject-Related Site Metrics

Conduct Metrics: QueriesConduct Metrics: Queries
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Subject-Related Site Metrics

Conduct Metrics: DeviationsConduct Metrics: Deviations
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Subject-Related Site Metrics

� Expected schedule known per SVT

� Actual dates entered in CTMS

� Events to be modeled:

Compliance to dates

Subject Visit TrackingSubject Visit Tracking

� Compliance to dates

� Compliance to treatment

� Impact on site LSO
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Subject-Related Site Metrics

� Difference between paper and EDC

� Penalties on missing pages

� Penalties on SDV issues

Impact on interim analysis or database lock 

Conduct Metrics: CRF CollectionConduct Metrics: CRF Collection

� Impact on interim analysis or database lock 
(cost model can incorporate time)
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Subject-Related Site Metrics

CRF Collection Impact MetricCRF Collection Impact Metric
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Subject-Related Site Metrics

� Score a site based on objective measures

� Site’s capability card:

� Cost

Equipment

Operational ImplicationsOperational Implications

� Equipment

� Personnel qualifications

� Operations performance

� Invalidating factors
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Subject-Related Site Metrics

� Evaluate a site within a country

� Aggregate to regions or countries

� Map best locations per indication

“Site X is good for CNS indications and should 

Strategic ImplicationsStrategic Implications

� “Site X is good for CNS indications and should 
be re-engaged, but for oncology it is dominated 
in all categories by site Y”

� “Country A has a better combination of patient 
pools, site capabilities and costs than country B”
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