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Purpose of this Session

• ISCTM and many of the members here have pioneered much of the blinded 
analytics work being done in CNS trials. 
• ISCTM Algorithms/Flags to Identify Clinical Inconsistency in the Use of Rating Scales in 

Clinical RCTs Working Group led by Jonathan Rabinowitz and Nina Schooler have 
published articles on flags that can be used to analyze potentially anomalous trial data.

• Current work builds upon the foundation of risk-based data monitoring 
(RBDM) and extends to other methodologies (e.g., advanced outlier analyses, 
differentiation indicators, independent eligibility confirmation and sample 
enrichment, interim analysis).

• Importantly, both the benefits AND risks of using blinded analytics in-study to 
drive decision making will be discussed, as there are no silver bullets. 
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