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Methodological questions being addressed: Site performance has been traditionally assessed 

based on operational metrics, including speed and volume of enrollment. The emphasis on these 

metrics has, in part, derived from the need to inflate patient enrollment, in order to account for a 

certain level of dose non-adherence to demonstrate the necessary effect size. Could the use of 

precise measures of dose adherence using artificial intelligence platforms offer an enriched 

understanding of site performance and potentially enhance site selection during the design and 

execution of clinical trials? 

Introduction: Site performance as measured by dose adherence varies considerably across CNS 

sites. Dosing data across 304 unique sites, 15 countries, 30 trials, and 3,967 participants, were 

logged by an artificial intelligence (AI) platform. Use of a centralized and standardized measure 

of adherence – based on visual confirmation of drug ingestion – allowed for an inter-site 

comparison based on an identical measure consistent across all sites.  

Methods: Dose adherence data were collected from 304 unique CNS sites in six indications 

(Drug Dependence, Attention-deficit/hyperactivity disorder (ADHD), Bipolar Depression 

Disorder, Major Depressive Disorder (MDD), Post-Traumatic Stress Disorder (PTSD), and 

Schizophrenia). Variables included (per site, per trial): geography, average adherence, 

percentage of doses classified as intentionally non-adherent, total number of participants. These 

variables were used to characterize site performance.  

Results: Average adherence across all sites was 83.9%. Most sites, 72.7% (221 of 304), had 

mean adherence of 80% or above adherence. For sites under 80% adherence, mean adherence 

was 63.7%. Highest adherence was concentrated by geography (Germany, 99.7%) and by 

indication (MDD, 89.2%). Mean rate of intentional non-adherence was 4.2%, ranging from 0.3% 

in Spain to 4.6% in the United States. 33 of 304 sites (10.9%) had participated in trials across 

four or more sponsors, with an average of 6.3 participants per trial.  



                                                                                                          

Conclusions: The use of a centralized and standardized method of measuring and collecting 

empirical dose adherence data via an AI platform allowed for a more robust cross-comparison of 

site performance. While overall adherence in CNS sites is high (83.9%), performance varied 

considerably by site, indication, geography, and enrollment volume. Reflecting participant data 

in CNS, sites either performed considerably above or below the mean. Rates of intentional non-

adherence added an additional layer of previously undetected variance. The ability to leverage a 

single measure of adherence allows sponsors to use AI platforms as a benchmarking tool to 

enhance the site selection process during the planning stages, reducing risk, variance and 

optimizing data quality.  

 


