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Analysis and improvement on the protocol deviation during the

bioequivalence test in the hospital
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Abstract: Objective  Analyze the types of protocol deviations in the bioequivalence test, so as to provide reference for reducing
the occurrence of program deviation and improving the quality of bioequivalence test. Methods The bioequivalence test project
carried out by Wuhan Infectious Disease Hospital from 2018 to May 1919 was analyzed,and the deviation of the program was retro-
spectively studied and classified, and the types and cases of the program deviation were discussed and improvement suggession
were provideds.Results In our hospital from May 20 to 2019, 31 bioequivalence tests were carried out, and 23 projects occurred
in 532 cases.According to the statistics of the project, the deviation of the program occurred was the deviation of the blood sample
collection (51.61%) , the laboratory inspection (38.71%) and the catering program deviation (19.35%).According to the occur-
rence statistics, the occurrence most deviations were protocol deviationsof laboratory tests (58.53%) , irregular informed consent
(15.60% ) andbloodsamplecollection (9.21%). Conclusion It is recommended to design a trial plan that conforms to the clinical
practice, strengthen communication in the training and project in the project, establish a sound quality assurance system, and re-
duce the occurrence of program deviation.
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