Memorial Sloan Kettering ~ How Can We Improve Data Integrity in Risk-Based Monitoring?

Cancer Center A Structured TSDV Strategy

Soraya Sanchez-Molero Perez, MD, Adrian Granobles, Kamala Mantha-Thaler, CCRC, Karima Yataghene, MD

BACKGROUND

Targeted source data verification (TSDV) involves selectively reviewing Critical Datapoints (CDPs) within the electronic data capture (EDC) system. As a key component of risk-based monitoring (RBM), TSDV enhances monitoring
efficiency while maintaining data integrity and patient safety. However, the absence of standardized methodology for selecting CDPs leads to variability in oversight.

Two common approaches to TSDV include:
1. Study Participant-Based Selection — A subset of participants undergo full monitoring for all CDPs. This approach may create oversight gaps if deficiencies are not present in the selected participants.
2. Critical Data Point-Based Selection — CDPs are categorized into tiers based on a risk assessment. Higher-risk CDPs are reviewed in a greater number of participants.
At Memorial Sloan Kettering Cancer Center (MSK), we have implemented a funnel approach to CDP-based selection, prioritizing the monitoring of informed consent and eligibility. In studies with numerous CDPs, those with similar risk

levels are grouped into predefined tiers, ensuring a balanced and systematic review throughout the trial.
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