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Analysis of reasons of blood sample collection time beyond the specified time
range in early phase clinical trial
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Abstract: Objective To analyze the causes of beyond the specified time range of blood sample collection in early phase clinical trial
based on the intelligent sample management system and propose improvement measures. Methods The data of blood sample
collection in 23 early phase clinical trials were carried out by Phase | Clinical Research Center of Xuanwu Hospital Capital Medical
University and Chinese PLA General Hospital from May 2019 to October 2021. The blood samples beyond the specified time range
were counted, and the reasons were analyzed. Results There were 911 participants involved in 23 clinical trials , the total numbers
of blood sample collection were 34 096 times, and the number of over time window was 101 (0.30%). The reasons were mainly
difficulty in blood collection, insufficient negative pressure in blood collection tubes, subject non-compliance with protocol, and
research staff factors. And difficulty in blood collection was the main reason (51.49%). Conclusion Improving investigators
operational skills and using intelligent sample management system can reduce the occurrence of beyond the specified time range of
blood sample collection, and improve the quality of clinical trial.
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Table 1 Occurrence of blood sample collection exceeding
scheduled time
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Table 2 Reasons of the blood sample collection exceeding
schedule time
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Table 4 Occurrence rate of blood collection over windows

in different time range due to difficulties in blood

collection
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