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The application practice of PDCA cycle in the initiation of clinical trials for ALS
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Abstract: bjective: Introducing the PDCA cycle method in the initiation of the Phase II clinical trial of the new drug TBN
for the treatment of ALS to achieve the goal of continuous improvement in project quality management. Methods: Data
from three sites over two quarters were used to evaluate the changes in the trial execution and quality of the site initiation
process before and after the intervention of the PDCA cycle method. Results: After the intervention, the project initiation
standard operating procedures and the document management system were further optimized, and the personnel training
model became more diversified. Increased the number of training sessions for site personnel , the error rate of trial
document filing was reduced; the reporting of subject safety events became more timely, and the situation of
under-reporting or missing reporting of subject visit items was reduced. Conclusions: The intervention of PDCA cycle
method has improved the quality level of the project. By strengthening the management ability of ALS project team, the
quality of trail data and subject safety management work has been effectively guaranteed.
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