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On Registration Review of Continuous Manufacturing Drugs in Foreign
Markets and Its Implications
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Abstract Objective: The key points of registration review of the continuous manufacturing drugs in foreign
markets were borrowed and used so as to provide references for the formations of the relevant regulations,
technical guidelines and standards related to the continuous manufacturing of drugs in China. Methods: The
technological evaluation and reviews of the globally-listed continuous manufacturing oral solid products (OSD)
during the registration process were investigated and studied and the key points of the continuous manufacturing
products in the process of registration and review were summarized by analyzing cases and the regulations related
to continuous manufacturing. Results and Conclusion: Continuous pharmaceutical manufacturing has been
successfully used in foreign countries. Regulatory authorities should attach importance to early communication
with the industries, and pay special attention to such research materials as batch definition, process validation,
technology transfer,etc. in the review stage. With the implementation of ICH Q13, it is recommended that China
learn from the process evaluation of the listed continuous manufacturing drugs in foreign countries and formulate

the guiding principles of registration review in line with the national conditions.
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