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Exploration of subjects management model in phase I clinical trial of
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Abstract: Objective To explore the management model of subjects in phase I clinical trial of anti—cancer drugs from a
multidisciplinary whole process management perspective, and analyze its application effects, in order to provide a reference
for the standardized management of subjects in phase I clinical trials of anti—cancer drugs. Methods A multidisciplinary
full-process management model was established to provide comprehensive management for subjects in phase I anti—cancer
drug clinical trials, from pre—admission to post—discharge. Results Following the implementation of the multidisciplinary
management approach, the rate of clinical trial protocol violations decreased from 10.3% to 2.1%, and the incidence of ad-
verse nursing care events dropped from 8.5% to 1.1%. The satisfaction levels among patients’ family members were also im-
proved. Conclusion The implementation of a multidisciplinary whole process management model can effectively reduce the
rate of protocol violation in phase I clinical trials of anti—cancer drugs, and improve the satisfaction and follow—up compli-
ance of tumor subjects, which is worthy of clinical application and promotion.
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Tab. 2 Comparison of the incidence rate of clinical trial pro -

tocol violations between the two groups [n (%)]

UES

9 5 %
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7% *Fisher #3057 AF 5 4 PAR

Note:* P-values corresponding to Fisher's exact test.
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events between the two groups [n (%)]
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P 1.000* 0.030* 0.006 0.123* <0.001

7 : *Fisher # M 5 & T 3F . 4 PAAL,

Note: * P-value corresponding to Fisher's exact test.
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Tab. 4 Comparison of subjects' satisfaction between the two groups
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nW xdsl 280 4.87+0.34 4.80+0.42 4.80+0.42 4.85+0.37 4.90+0.32 4.85+0.26 265(94.7%) 15(5.3%)
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