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Abstract  Objective: To review the development process of the guidelines for relevant laws and regulations
from the following aspects: exploration of the concept and the official launch and release of the idea, to introduce
the general situation of those drugs approved for marketing,which were produced by continuous manufacturing
technology and to discuss how to promote China's pharmaceutical industry and regulatory authorities to learn
from the development experience of global continuous manufacturing under the circumstances that continuous
manufacturing technology has been applied in pharmaceutical industry with a growing trend. Methods: The
advantages and challenges of continuous pharmaceutical manufacturing technology were analyzed by comparing
it with traditional batch manufacturing technology, and the development considerations for relevant consensus
and the significance were studied by combing the countermeasures of various regulatory agencies in the process

of formulating global regulatory guidelines. Results: Since the global regulation of continuous pharmaceutical
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manufacturing has entered a new era, the formulation of relevant regulatory guidelines and the improvement of

industrial technology in China need to draw on global development experience, especially we need to learn from

the regulatory countermeasures in batch definition, process validation and stability in the existing guidelines of

ICH, national drug regulatory agencies of US, European countries, Japan and other international organizations

so as to lay a theoretical basis for the regulatory scientific research on this emerging technology. Conclusion:

The reviews and considerations for the current situation of the global regulatory development of continuous

pharmaceutical manufacturing will provide references for the formulation of relevant regulations, technical

guidelines and standards in China and will promote the development of the industry.
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