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Statistical design and methods for clinical trials of new drugs
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Hanbo Ruigiang (Shanghai) Pharmaceutical Technology Co., LTD., Shanghai

[ Abstract] With the continuous development in the field of medical research, there are further regulations and
requirements for the scientific and executable design of clinical trial protocols for new drugs. Statistics is the core content
of clinical trial design, data analysis, and conclusion inference, involving various aspects such as sample size calculation,
selection of statistical methods, implementation of random blinding, data collection, cleaning, mapping of data sets to data
analysis, and writing of statistical reports. This review summarizes the design and methods of clinical trials for new drugs
from a statistical perspective and the content that needs attention, providing a reference for applicants of new drug clinical
trials in China.
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