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Error Analysis and Countermeasures of Biological Sample Management in Phase I Clinical Trials
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(Shanghai Public Health Clinical Center ,Shanghai,China  201500)

Abstract: Objective
the Key Points of On — Site Verification of Drug Clinical Trial Data issued by former China’s Food and Drug Administration

To improve the management quality of biological samples in phase I clinical trials. Methods According to
(CFDA) and the system documents of the hospital, the error problems of sample management in the quality control inspection
report and on —site verification reports of phase I clinical trials in the hospital from January 2017 to December 2020 were collected,
the typical cases of various error types were analyzed,and the corresponding corrective measures were put forward. Results A total of
253 phase I clinical trial reports were included,of which 87 items of sample management errors were found,which were divided
into thirty — five types in five categories. The causes of errors included human factors, equipment factors, environmental factors and
method factors. According to the error type,the sample processing errors accounted for 40.00% (14 /35) ,in — hospital transfers errors
accounted for 22.86%(8 / 35),daily management errors accounted for 17.14%/(6 / 35) ,sample storage errors accounted for 14.29%
(5/35) and sample export errors accounted for 5.71% (2/35). According to the error factor,the human factors accounted
for 80.00% (28 / 35) , equipment factors accounted for 14.28% (5/ 35) , environmental factors accounted for 2.86% (1/ 35) and
method factors accounted for 2.86%(1/35). Among the sample processing errors,both the placement time of samples exceeding the
time — window before centrifugation and the omission of sample audit occurred nine times, which were frequent human errors, other
errors occur occasionally. After the implementation of corrective measures, the errors did not occur again. Conclusion Human
factors and equipment factors are the main and secondary factors of errors respectively. The types of sample processing errors are
the most, and the causes are the most complex. The implementation of corrective measures can improve the management quality of

samples in phase [ clinical trial.
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Tab.1 Statistics of biological sample management errors in

phase I clinical trials from January 2017 to December 2020
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