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Analysis of Common R&D Quality Management Problems and Countermeasures
in the Early R&D Stage of Biologics

Zhou Peng, Ren Sining, Zhang Nan, Liu Yuan' (Beijing Yisheng Biotechnology Co. Ltd, Beijing 102600, China)

Abstract Objective: To provide suggestions for standardizing the early research and development (R&D)
of biological products and improving the quality management level of early R&D, in order to improve the
quality and efficiency of biologics R&D. Methods: The current laws and regulations related to the quality
management of biologics R&D in China were summarized and the fit between the regulatory requirements and
the current situation of biologics R&D was analyzed. The problems in quality management of the early R&D
process were summarized based on the early R&D characteristics of biologics, and the countermeasures and
suggestions for solutions were put forward. Results: At this stage, the laws and regulations related to the quality
management of biologics R&D that have been promulgated in China mainly involve the middle and late stages
of R&D. For the early stage of quality management, there was a lack of clear, detailed and executable regulatory
documents. Several issues in seven aspects were identified in the early R&D process of biologics, which involve

organizational structure/personnel setting, functional division, management system, system execution and training,
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research data, material and supplier management, and sample management. Conclusion: Strengthening the quality

management in the early R&D process of biologics, the following points should be emphasized: (1) Establish a

quality management department for R&D of biologics with defined rights and responsibilities; (2) Establish a

hierarchical biologics R&D quality management documentation system; (3) Adopt the principle of “crisscrossing

and practicality” to formulate R&D quality management documents; (4) Enhance the application of quality

management tools; (5) Carry out quality management of the early R&D of biologics by adopting a mode of project

management; (6) Establish and improve the R&D project code number management system, and strengthen the

sample management in the early R&D stage; (7) Establish and improve the R&D training system.

Keywords: biologics; early R&D stage; R&D quality management; problems; countermeasures
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