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2. Phase I Clinical Trial

Abstract : Objective
variable drugs. Methods

To explore the application value of standardized whole process management in bioequivalence evaluation of highly
Subjects were divided into a study group and a control group. Both groups were given routine ward manage-
ment. The study group was given standardized whole process management based on the bioequivalence evaluation of highly variable
drugs, and the trial compliance rate, protocol deviation rate, and subject satisfaction, incidence of adverse events were calculated.
Results
events was 18.75% ,which were all significantly better than 75.00% ,75.00% ,43.75% of the control group( P < 0.05);the compli-

The deviation rate of the study group was 50.00% ,the subject satisfaction rate was 96.88% ,and the incidence of adverse

ance rate of the two groups was equivalent( P > 0.05). Conclusion Standardized whole process management applied in the bioequiva-
lence evaluation of highly variable drugs can optimize the management process, improve the quality of bioequivalence test and protect
the rights and interests of subjects in phase I clinical trial ward.
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