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Abstract: Objective To summarize and analyze the collection of peripheral blood samples from phase I clinical trials of antitumor
drugs, and to provide the basis for the formulation of relevant policy standards. Methods A cross-sectional survey was conducted on
the amount of blood collected in Phase I clinical trials involving the declaration of human genetic resources in the Cancer Hospital
of the Chinese Academy of Medical Sciences. The distribution and influencing factors of total blood collection, safety blood

collection and research blood collection were compared. Results A total of 26 clinical trials were included. The median volume of
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total blood collection was 312 mL, ranging from 148 to 479 mL, and the median volume of safety blood collection was 212 mL,

ranging from 76 to 373 mL, the median volume of research blood collection was 87 mL, ranging from 0 to 193 mL, and the median

proportion of blood collected in the first two cycles was 30.5%, ranging from 9.4% to 59.5%. The total blood collection volume of

most projects is controlled within a reasonable range. The antibody-drug conjugate (ADC) drugs, small molecular target drugs and

the First-in-human trials have more blood samples. Conclusion The collection of peripheral blood samples in phase I clinical trials

of new antitumor drugs should have a clear scientific basis and limit the total amount to a reasonable range. At the same time, it is

suggested to optimize the biological sample management of clinical trials by following the principles of unified standards,

reasonable design, limiting the total amount, fully informing and paying attention to communication.
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