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An Attempt of a New Site Evaluation Method Utilizing

Monitoring Reports in Clinical Trial
- Reproduction of Qualitative Site Evaluation by Clinical Research Associate
Leveraging Machine-learning Classification Models -

Shintaro Tsuji*!, Daisuke Kobayashi*?, Tamaki Ogino™
*1 IQVIA Solutions Japan K.K., *2 IQVIA Services Japan K.K.

Background and Objectives Pharmaceutical companies are paying attention to qualitative site evaluations,
including site compliance and smoothness of clinical trial. Against such a background, IQVIA conducted
surveillance for CRAs (Clinical Research Associates) to gather insights. However, this does pose a challenge, given
this is significantly time consuming for the CRAs to provide their feedback, leading to operational delays. Our
research aims to expand CRA's qualitative site evaluations for sites with no feedback, by leveraging
machine-learning models on the monitoring reports and questionnaires in IQVIA. Methods 2,116 records in 116
studies identified by CRAs were used. Nine categories, including monitoring reports, site management organization
availability, and therapeutic area, were used for modeling based on Random Forest. CRA's judgments were defined
as binary classification. The models were reviewed by stakeholders, who used the results from this model in actual
projects. Results and Discussion Performance of models by the test was AUC=0.940, accuracy=97.7%,
precision=0.959, recall=0.886, and F1 score=0.921. The reviewer's feedback showed that it is necessary to show
evidence-based data to get agreements for utilizing machine-learning-based CRA qualitative evaluation by the users.
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