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26%
Of data quality 
issues found 
across 10 
studies had 
potential to 
delay drug 
approval

Prevent Data Quality Issues That 
Derail Drug Approvals  

The Challenge 
Nearly 50 percent of new molecular entities (NME) submissions fail their �rst 
FDA approval, and 32 percent of these failures are attributed to data quality, data 
integrity and data inconsistency issues. 1 Avoidable data quality issues have clear 
scienti�c and economic implications. NMEs with �rst-cycle approvals beat others 
to regulatory approval by a median 17.9 months. The delay to market represents 
an enormous loss in revenue and keeps drugs from patients who are waiting. 

The Solution 
A Top 25 global pharma company used �5�D�Y�H Trial Assurance on 10 of its 
ongoing trials to identify data quality issues. The results were astounding 
for the sponsor but were typical findings for Trial Assurance. 

Data Quality Issues in 10 Studies
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ANOMALY CATEGORIES 
DETECTED IN 10 
STUDIES

Percent of studies with at least one 
category anomaly
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Trial Assurance By The Numbers


