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Causes and Risk Factors for Screening Failure in Drug Clinical Trials Targeting Healthy Subjects
LUO Erdan,FAN Li,YUAN Wei,ZHOU Xiaoyu,DIAO Haoyang ,XING Shasha
(Affiliated Women and Children's Hospital School of Medicine ,University of Electronic Science and Technology of China + Chengdu Women and
Children's Central Hospital ,Chengdu,Sichuan ,China 611731)

Abstract: Objective To investigate the causes and risk factors for screening failure in drug clinical trials targeting healthy
subjects. Methods The information was collected and analyzed from the volunteers screened in the clinical trials targeting healthy
subjects conducted by the Good Clinical Practice (GCP) Institution of the hospital from January 2018 to December 2021. The
causes for screening failure were described and the effects of different demographic characteristics and trial characteristics on
screening results were compared through the univariate factor analysis, and the risk factors of screening failure were screened
through the Logistic regression analysis. Results A total of 899 healthy subjects were included,and 491 subjects (54.62%) failed
to screen. Among the 514 failed screening cases, the main cause for screening failure was laboratory examination (28.02%) ,
followed by individual history (18.29%) , physical examination (16.54%) , auxiliary examination (16.34%) , and withdrawal of
informed consent (10.89%). Univariate analysis results showed that the screening failure rate was higher in the elderly among
subjects aged 19 — 42 years old (3 = 11.549,P = 0.003) ,the screening failure rate was higher in males than that in females (}* =
15.467,P = 0.000) , and the screening failure rate of the test with fewer than or equal to 18 blood collection frequencies was
higher than that of the test with more than 18 blood collection frequencies (}* = 6.729, P = 0.009). Logistic regression analysis
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results showed that age growth [OR =1.036,95%CI (1.007,1.066),P =0.016],males [OR = 1.783,95%CI (1.332,2.388),
P =0.000],and fewer blood sample collection frequencies [OR =0.925,95%CI (0.868,1.986) ,P =0.017] might be risk factors

for screening failure. Conclusion Demography and trial characteristics have an impact on the screening results. It is suggested to

optimize the recruitment process and strengthen informed communication to reduce the screening failure rate and improve the

quality of drug clinical trials targeting healthy subjects.

Key words:healthy subjects;drug clinical trial;screening failure;risk factor;bioequivalence trial
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Tab.1 Composition of causes for screening failure (n = 514)
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different demographics
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Tab.3 Causes for screening failure among subjects with

different ages and genders [case (%) ]
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Tab.5 Independent variable coefficients of Logistic regression

equation for screening failure risks
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