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Abstract: By understanding Food and Drug Administration (FDA)’s Quality Considerations for Continuous Manufacturing Guidance
for Industry, combined with research progress on continuous manufacturing of tablets and smart manufacturing of traditional Chinese
medicine (TCM), as well as research progress on related methods of smart manufacturing, the classification research ideas of smart
manufacturing of TCM were considered. It is suggested that smart manufacturing of TCM can be studied from three levels: (1) The overall
study of smart manufacturing of TCM: From the perspective of the whole process quality control of smart manufacturing of TCM, the
points for attention in quality control were considered such as manufacturing process concerns, control strategies, process validation,
scaling up production (if applicable), bridging existing manufacturing processes to smart manufacturing (if applicable); (2) Study on
generic technology and method of smart manufacturing of TCM such as process analytical technology research, digitization research,
modeling research, model-based real-time feedback research, adaptive control research; (3) Smart manufacturing of solid oral preparations.
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Table1 Approved drug products manufactured in a continuous manner

TN [8] BE R A AR B T 2
R BN B s SCRRESRINOT R 5% [

2y AT AL HEAENLY JCHR

lumacaftor/ivacaftor Vertex 2015 EMA. FDA 11-12
IBFIA Johnson & Johnson 2016 EMA. FDA 12-13
abemaciclib Eli Lilly 2017 FDA. PMDA. EMA 12,14
AT TR Pfizer 2018 FDA

glasdegib Pfizer 2018 FDA 12,15
tezacaftor/ivacaftor+ivacaftor ~ Vertex 2018 EMA (Symkevi). FDA (Symdeko) 12,14
it ] Johnson & Johnson 2018 PMDA 12

EMA-FRINZ5 S HR PMDA-H A7 355 P LA

EMA-European Medicines Agency PMDA-Pharmaceuticals and Medical Devices Agency
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Table 2 Critical quality attributes and corresponding PAT
measurement techniques
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