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[ Abstract] The intake of food could lead to various changes in the physiology of human gastrointestinal
tract, such as the pH of the gastrointestinal, ionic strength, buffer capacity, the time of gastric emptying, visceral
blood flow, and the metabolizing enzymes. These physiological changes would have effects on the release, absorption,
distribution, metabolism, and/or excretion of a drug, leading to changes in its pharmacokinetics. Therefore, it is of
great importance for clinical research and prediction of the food effect on novel drugs to understand the manner of
change in the luminal condition of human gastrointestinal caused by food intake, as well as the manner of the effect
on bioavailability. In this paper, we summarized the clinical trials about the food effect on drugs in clinical trial
databases and literature first. Then, the guidelines relevant to clinical trials on food effect issued by the National

Medical Products Administration (NMPA) of China, the United States FDA, and EMA were compared and summarized.
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Finally, taking the antitumor novel drugs as an example, we summarized and analyzed the clinical trials about food

effect registered in China in the past 10 years, focusing on the main factors related to the food effect in the development

of novel drugs, the official guidelines, as well as the current status of research in China, aiming to provide basic

research data about the food effect for the development of novel drugs in China.
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