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Research Progress on Forced Degradation of Biopharmaceuticals
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Abstract: The forced degradation studies can reveal the possible degradation pathway of medicine, and provide support for the
formulation development, storage and transportation of biopharmaceuticals. Therefore, the forced degradation studies paly
important roles in biopharmaceuticals research and development, however, there were no standard guidelines on the selection of
forced conditions, action time and degradation degree. The commonly used forced degradation conditions (high temperature,
pH, oxidation, light, repeated freezing-thawing and shaking or stirring) and the effects of different forced degradation conditions
on protein drugs were summarized in this paper, and reasonable design suggestions were put forward, in order to provide refer-

ence for the selection of forced degradation studies conditions of biopharmaceuticals.
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