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1. Cost of developing a new drug has been increasing in the past 2-3 decades.
2. Trial oversight has been and remains to be single largest cost factor in current clinical

trial.
Centralized monitoring can improve quality and efficiency of sponsor oversight. Once it
is applied, on-site monitoring won’ t be necessary.

4. Risk-based monitoring should be a tailored approach for each study.

5. A data-driven approach, based on a study-specific risk assessment, and using a targeted

and adaptive mix of on-site and centralized monitoring, can result in significantly
increased data quality but would be more expensive.

6. A data-driven approach, based on a study-specific risk assessment, and using a targeted

and adaptive mix of on-site and centralized monitoring, can result in significantly
increased data quality but would be more expensive.
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