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Analysis on the reasons and countermeasures for participant screening
failure in single—centre phase I clinical trials of anti—tumor drugs
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Abstract: Objective To analyze the reasons for the enrollment failure of participating patients in the phase [ clinical
trials of anti—tumor drugs, and to explore the relevant factors affecting the enrollment of participants and countermeasures.
Methods Data from phase [ clinical trial of anti—tumor drugs conducted at the Clinical Trial Research Centre of the First
Affiliated Hospital of Bengbu Medical University between November 2018 and May 2023 were collected. The number of
participating patients and screening results were counted, and the reasons for screening failure were analyzed. Results
Among 854 participating patients, 404 cases failed in the enrollment screening, with a failure rate of 47.31%. The main rea-
sons for the screening failure included that the tumor target or biomarker did not meet the requirements (20.79%), presence
of exclusionary complications (17.33%), and laboratory results beyond the range specified by the study protocol (16.58%).
Conclusion The main reasons for screening failure were not meeting the inclusion and exclusion criteria and voluntary
withdrawal of subjects after signing the consent form. In the future, it is necessary to set reasonable inclusion and exclusion
standards and optimize the screening process to reduce the screening failure rate of phase 1 clinical trials of anti—tumor
drugs.

Keywords: Phase [ clinical trial of anti—tumor drugs; Screening failure; Study design; Inclusion and exclusion crite-

ria; Reason analysis
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Fig. 1 Screening process for phase I clinical trials of anti—

tumor drugs
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Tab. 1  Failure of participants in each project of phase I clinical trial of anti—tumor drugs

gE| (ipeA s G VTR T3/ % i H gy QIR T K3/ %
Trial 1 35 11 31.43 Trial 37 6 5 83.33
Trial 2 5 2 40.00 Trial 38 6 5 83.33
Trial 3 7 3 42.86 Trial 39 4 0 0.00
Trial 4 7 1 14.29 Trial 40 8 2 25.00
Trial 5 23 21 91.30 Trial 41 6 4 66.67
Trial 6 10 8 80.00 Trial 42 4 1 25.00
Trial 7 36 27 75.00 Trial 43 5 2 40.00
Trial 8 9 4 44.44 Trial 44 11 8 72.73
Trial 9 9 6 66.67 Trial 45 6 4 66.67
Trial 10 23 14 60.87 Trial 46 13 2 15.38
Trial 11 4 3 75.00 Trial 47 15 4 26.67
Trial 12 14 3 21.43 Trial 48 13 3 23.08
Trial 13 5 0 0.00 Trial 49 21 16 76.19
Trial 14 51 30 58.82 Trial 50 31 16 51.61
Trial 15 5 0 0.00 Trial 51 5 2 40.00
Trial 16 13 4 30.77 Trial 52 34 20 58.82
Trial 17 4 2 50.00 Trial 53 16 3 18.75
Trial 18 12 4 33.33 Trial 54 2 50.00
Trial 19 20 12 60.00 Trial 55 3 50.00
Trial 20 4 1 25.00 Trial 56 2 33.33
Trial 21 19 6 31.58 Trial 57 10 2 20.00
Trial 22 11 1 9.09 Trial 58 49 12 24.49
Trial 23 7 6 85.71 Trial 59 5 1 20.00
Trial 24 10 5 50.00 Trial 60 4 2 50.00
Trial 25 9 4 44.44 Trial 61 14 9 64.29
Trial 26 9 8 88.89 Trial 62 13 7 53.85
Trial 27 4 3 75.00 Trial 63 3 75.00
Trial 28 7 1 14.29 Trial 64 2 33.33
Trial 29 7 1 14.29 Trial 65 15 6 40.00
Trial 30 7 2 28.57 Trial 66 20 7 35.00
Trial 31 8 3 37.50 Trial 67 13 5 38.46
Trial 32 5 3 60.00 Trial 68 11 5 45.45
Trial 33 4 0 0.00 Trial 69 18 8 44.44
Trial 34 5 3 60.00 Trial 70 9 7 77.78
Trial 35 5 1 20.00 Trial 71 10 6 60.00
Trial 36 9 7 77.78 Trial 72 11 8 72.73
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Xof Ui 16 2R I ) D PR AT VA A0 S 285, 4 R R XF 7240 25 1 i R 56200 B Y 4F 0y
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Tab.2 The enrollment of participants with or without targets/
markers in all projects of phase I clinical trials of anti—tumor

drugs [n (%)]
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Tab. 3 Reasons for participants failed in the screening of phase I clinical trials of anti—tumor drugs [n (%)]

i M S A SEL TR R0 S A s ) A R R s A R s

RS 58 A S AR

i e 0 A s A PR A AT B R 84(20.79) 0(0.00) 84(71.19)

B IHERR TR A HAE 70(17.33) 67(23.43) 3(2.54)

AELEHR BRI Ml 72 23(5.69) 22(7.69) 1(0.85)

NN S E RN 14(3.47) 12(4.20) 2(1.69)

PRI T AR R 8(1.98) 8(2.80) 0(0.00)
SR SRR AR A O 1Y S R
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AR ) 45(11.14) 37(12.94) 8(6.78)
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Tab. 4 Distribution of the enrolling years of participants in all

projects of phase I clinical trials of anti—tumor drugs [n (%)]

£y AL FHL 7 195 490 &t
20194F 57(53.27) 50(46.73) 107(100.00)
2020 4F 111(64.91) 60(35.09)  171(100.00)
2021 4F 173(47.40) 192(52.60)  365(100.00)
2022 4F 93(51.96) 86(48.04)  179(100.00)
2023 4F 16(50.00) 16(50.00) 32(100.00)
P 0.0059
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