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Analysis and discussion on the subject screening failure in Phase 1 clinical trial
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Abstract: Objective To explore and analyze the reasons on the failure of subjects screening in Phase [ clinical trials.
Methods The subjects screening data of 10 Phase I clinical trials conducted from February 2019 to December 2020
were summarized, and the reasons of screening failure were classified and analyzed to explore the possible influencing
factors. Results The reasons of screening failure included laboratory examinations, other auxiliary examinations except
the laboratory, vital signs and physical examination, compliance, etc. The main reasons were unqualified laboratory
examinations( 36.61% ) and other auxiliary examinations (31.35%). Conclusion Scientific judgment of abnormal
values in physical and chemical examinations, emphasis on recruitment, careful screening, establishment of a subject
database, and strengthening of subject compliance management are effective measures to improve the pass rate of subject
screening in Phase | clinical trials.
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Tab. 1 Composition of reasons for failed screening
subjects  (n=1 598)

B 1 2 I A B F R (%)
SEER A R 585 36.61
A4 B AG Ar S 501 31.35
B SR 59 3.69
i F SR CT S5 84 5.26
LR 287 17.96
DR AT S5 4 0.25
IR 7 2 S 67 4.19
A i AT B A A A 313 19.59
JoicHE 85 5.32
I SR 138 8.64
BMI RFF& Ak brif 78 4.89
TRAK A A ST 12 0.75
WEAEH s S A~ Al 40 2.50
W5 BATE A AR 30 1.88
WA AT AERRUE 10 0.63
oA A 159 9.95
) 245 285 5 2R 27 1.69
A i g A A 66 4.13
BRI E ANB W R B R 61 3.82
ZAXE M2 3 0.19
AEIE 2 0.13
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F2 LEEREAFRRHENEL (n=585)
Tab. 2 Abnormal laboratory test results (n=585)

TiH BR (%) || BH HRR (%)

MR WBC D 22(3.76) || MA:AbS%  ALT 94(16.07)
WBC #i% 18(3.08) AST 32(5.47)
Hb 1% 9(1.54) GGT 17(2.91)
NEUT Jgi /> 22(3.76) JEVIIFANS 3(0.51)
NEUT 1% 1(0.17) BPkBERRRE  3(0.51)
EO $#1% 8(1.37) ZWEH 16(2.74)
MONO #4% 9(1.54) SR 24(4.10)
ALCHi% 1(0.17) LDL-c 15(2.56)

REHSEE  WBC 28(4.79) JRER 41(7.01)
RBC 23(3.93) ik 13(0.22)
L 16(2.74) WLEF 3(0.51)
FRT 14(2.39) K% 4(0.68)
REH 39(6.67) T 6(1.03)
IR 2(0.03) K31 3(0.51)
JRANHE 2(0.03) IUEFE B 2(0.03)

gt giE 2N T 21(3.59) MM AR 2(0.03)
WIFLARRYE  1(0.17) LR 2(0.03)
HIV HiRBSE  1(0.17) || B/MEDIRE  JR mAlb 29(4.96)

BEREYA 126/1gM 2(0.03) SR mAlb/ AT 21(3.59)

iR NAG
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I 4 3% HCG 4(0.68)
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F3 ZLHEOHREFENL (n=287)

Tab. 3 Abnormal electrocardiogram of subjects (n=287)
g IR (%) || 5805 IR (%)
T A 75(26.13) || ST Bt 20(6.97)
DR 49(17.07) || B S iy e S i 17(5.92)
O MEAL 5 B 48(16.72) || LAl B3 55 6(2.09)
ST-T S 30(10.45) || Q-T [ajzEf: 1(0.35)
M QRS WIE RE  21(7.32)

PR [E] 3 53 20(6.97)

R4 ZIAE SN EOEL
Tab. 4 Number of subjects participated in screening

SINGFERE  ZRE B SRR IR TS (%)

1 1230 1230 901 73.25
2 172 344 219 63.66
3 50 150 93 62.00
4 19 76 37 48.68
5 2 10 7 70.00
6 2 12 7 58.33
9 1 9 8 88.89
At 1476 1831 1272 69.47
3 i
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