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A Method for Improving the Qualified Rate of Subject Screening in Bioequivalence Trial

of Generic Drug
Yl Honghong,JIAO Zhihai,LIU Chengquan,SHU You,YI Rui
(National Drug Clinical Trial Institution,The First Affiliated Hospital of Hunan University of Medicine ,Huaihua ,Hunan ,China 418000)

Abstract: Objective To improve the qualified rate of subject screening in bioequivalence trial of generic drug. Methods The
recruitment and screening information of subjects in two bioequivalence trials of generic drug Aripiprazole Tablets (trial 1 and
trial I ) in the phase I clinical laboratory of the hospital from 2018 to 2020 was collected, with 244 subjects in trial I and
131 subjects in trial II. After the contact methods were obtained, subjects in trial [ were directly made an appointment for the
informed consent time, while subjects in trial I were scheduled to come to the hospital in advance or participate in the
preliminary screening through the Internet, and the qualified subjects would be included in a screening group for unified
management. The qualified rates of subject screening in the two trials were compared, and the reasons for failed screening in the
two trials were analyzed. Results There was no significant difference in demographic characteristics between the two trials (P > 0.05).
The qualified rate of screening in the trial Il was 54.96%,which was significantly higher than 43.44% in the trial 1 (P < 0.05).
The reasons for failed screening included various examinations (such as laboratory examination and 12 — leads electrocardiogram
examination) , personal history, vital signs, body mass index, withdrawal of informed consent and others. The main reason was the
failure of various examination in trial I (27.05%) and trial Il (25.19%),followed by personal history in trial 1 (12.70%) and
vital signs in trial II (11.45%). Conclusion The application of management method of knowing in advance in the recruitment
and screening of subjects in the bioequivalence trial of generic drug is beneficial to improve the qualified rate of subject screening,
but there is still a large room for improvement in the qualified rate of screening.
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