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Abstract Objective: To establish the management mode of new drug review project management for the
medical products authorities in China by the analysis of the influencing factors of China's new drug review project
management. Methods: The key influencing factors of the project management of drug review in China were
obtained by using project management theory and literature retrieval method. The index system of influence
factors of drug review project management was established by questionnaire survey and factor analysis method,
and was applied to the evaluation of the index system importance and weight analysis. Results: The weighting
sequences on the secondary indicators were drug review project plan management > drug review project time
limit management > drug review project organization structure > capacity of the project manager > drug review
project process management > the authority of the project manager > drugs review quality management. On the
third-level indicators, detailed review process, appropriate project managers and establishment of a sound drug
evaluation quality system were the most influencing factors. Conclusion: Firstly, before the review project was

launched, it was necessary to detail the review process and develop a review plan. The review plan was developed
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to clarify the objectives of the review and the prerequisites for completion within the specified time. Secondly, an

appropriate project manager was selected to ensure efficient communication and information. Finally, the quality

management of drug reviews was further improved to ensure review quality and efficiency.
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