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Abstract: Objective To investicate the risk factors of subject dropout in Phase [l clinical trials of preventive vaccines.
Methods Data were selected from 3 468 subjects enrolled in three Phase Il clinical trials of preventive vaccines conducted at a
vaccine clinical trial site from April 2021 to June 2025. The reasons for dropout were analyzed, and univariate and multivariate
Logistic regression analyses were performed to identify independent risk factors for dropout, with corresponding recommendations
proposed. Results Among the 256 subjects who dropped out,voluntary withdrawal accounted for the highest proportion (222 cases,
86.72%) , including leaving the trial site area (75 cases,29.30%) and unwilling to continue participation (67 cases,26.17%) ,
among which 18 cases (7.03%) voluntarily withdrew due to adverse events. There were statistically significant differences in age,
places of residence at enrollment, number of follow — up visits, visit compensation standards, and the status of immunopersistence

studies between dropout and non — dropout subjects (P < 0.05). Multivariate Logistic regression analysis showed that age > 18
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years, place of residence outside the city at enrollment, undergoing immunopersistence studies, and total number of follow - up

visits = 9 times were independent influencing factors for subject dropout. Conclusion Voluntary withdrawal is a prominent issue

among dropout subjects in Phase Il clinical trials of preventive vaccines. It is recommended to implement reasonable recruitment

and screening strategies targeting the place of residence of the target population,as well as the willingness of subjects and their

families, through science popularization and education; emphasize full informed consent and respect for subjects’ autonomous

participation rights at enrollment;appropriately increase subject compensation;enhance the comprehensive capabilities of investigators

at disease control institutions; and strengthen subject training. Furthermore, tailored post — enrollment retention strategies and

management models should be explored based on differences in subjects’ age,trial grouping,and total number of follow — up visits

to reduce the occurrence of dropout.
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Tab.1 Composition of reasons for subject dropout (n = 256)

W& R A HE HA(%) WERE #i HA(%)
EXELE W 86T |HHRE n 8.59
BRSEMER 75 29.30 ZEARR 14 5.41
ARERSEAR 61 2617 FERFNARE) 2 0.78
23 1Mk 54 2109 N EZ 6 2.3
TRFH 18 .03 |49 12 4.69
YR 8 3.3

2.2 BERSH

HEBRAT A 7 S B 09 b 1k 10 o 3R G 22 491, A
I 234 ) VE R IRTE A, ok 3 212 BilAE S AR
TEHVEAT R R AT A5 R BoR , Z iR E R 2t
BN N A S, DL R 56 PR 2R R Y B T OB
GRYE 7 E TR ED) e B AT R R APERF 5T U5
M2 (S5 ST A (P <0.05) JEILE 2,

17



AEEIE-
Pharmaceutical Administration

&%

China Pharmaceuticals

2026 47 A 20 H %5 35 %455 14 )
Vol. 35,No. 14, July 20,2026

®2 BRRSWHER[F(%)]

Tab.2 Results of univariate analysis [case (%) ]
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