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Abstract Objective: To analyze the relationship between quality by design (QbD) and blood product
production, the application of process analytical technology (PAT) in QbD of blood products and the
implementation of QbD in the key quality links under the intelligent manufacturing concept so as to promote
the upgrading of blood product industry in China and accomplish the intelligent production of blood products.
Methods: Prospective research methods were used and literatures were consulted and retrieved using "intelligent
manufacturing”, "blood products", "quality by design" and "process analytical technology" as keywords to discuss
the application of intelligent manufacturing concept in blood product industry. Results and Conclusion: Based
on the level and status of automation and informatization of pharmaceutical industry in China, the "intelligent

manufacturing” of the pharmaceutical industry has been gradually developed. QbD has been introduced into new
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version GMP of China, emphasizing the effective connection with drug registration and listing system. Due to

requirements of scientific regulation, the concept of QbD had become the consensus of the blood product industry.

The implementation of QbD and question-based review (QbR) will help to improve the quality and enhance the

competitiveness of blood products.
Keywords:
(PAT); key quality links.
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