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Abstract: Objective To investigate the application of hazard analysis and critical control point(HACCP) risk analysis tools in the man-
agement of active pharmaceutical ingredient(API) research and development projects. Methods The API research and development pro-
jects were divided into initiation, planning, execution, control and closing stages. Based on the theory and implementation of HACCP, the
risk points in each stage of API research and development projects were assessed step by step,and risk control measures were put
forward according to risk points. Results The risk points in each stage of APl projects were summarized,and the risk control measures
were put forward according to the risk points. Conclusion HACCP risk analysis tools are helpful for risk assessment and control of
API research and development projects.
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