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P e The ‘New’ Monitoring Model

T Fueus resources based on risk

Balanced relationship between on-site and centralized monitoring can
improve delivery and quality. leading to better trial performance

Centralized Monitoring

On-site Monitoring

Informed Consent Pracess & IP

On-Site Relationship

Source Document
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Responsive Action
0 QUINTILES Based on Levsl of Site Risik i
Use Case: Study Oversight Use Case: Study Quality

Screened and randomized trends Protocol deviations
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~Benefits

» Information available in one place Study Quality Benefits

+ View trends and be proactive with recruitment Identify sites with quality risks and implement mitigation strategies
+ Proactive clinical management and course correction Early signaling of site compliance to the protacol, GCP compliance
+ Early visibility into trends of patients screened and enrolled per contractual obligation + Early signaling of study risks in trends; potential protocol adjustments can be identified

» Evaluate and develop projections on course of project to meet contractual obligations s Early signaling of under-reporting
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- Comprehensive view of AE's at program or study level
« Improved patient safety through early awareness of AEs
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- Increased ability to proactively identify uncoded AE data and improved visibility into backlog of
uncoded AE terms
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