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A conceptual integrated continuous manufacturing process
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Lee S. and Woodcock J. et al., J Pharm Innov (2015) 10:191-199
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REVIEW ARTICLE

Modernizing Pharmaceutical Manufacturing: from Batch
to Continuous Production

Sau L. Lee - Thomas F. O’Connor - Xiaochuan Yang - Celia N. Cruz -
Sharmista Chatterjee « Rapti D. Madurawe « Christine M. V. Moore »
Lawrence X. Yu - Janet Woodcock

C) Springer Sciencet+Business Media New York (outside the USA) 2015

Abstract The Food and Drug Administration (FDA) regu-
lates pharmaceutical drug products to ensure a continuous
supply of high-quality drugs in the USA. Continuous process-
ing has a great deal of potential to address issues of agility,
flexibility, cost, and robustness in the development of phar-

efficient, agile, flexible pharmaceutical sector
duces high-quality drugs without extensive reg
[1]. The pharmaceutical manufacturing secto
but overall processes, which are largely batch
relatively inefficient and less understood as con
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¥ Advanced Manufacturing: A Snapshot of Priority Technology Areas Across the Federal Government, April 2016
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[0 Over 15 ETT-Industry meetings since the
launch of ETT program in early 2014 providing

feedback on the development of CM processes
B Drug substance

B Drug product

B Small-molecule and biotechnology products

B Control strategy utilizing models
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* Sau(Larry) Lee KD FE KR ASA/K (DIA CMC Workshop, 2017) hh 53k
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International Symposium on
Continuous Manufacturing of
Pharmaceuticals (ISCMP)

2014F5H20~21H.FDA CDER
Director®Dr. Janet Woodcock@DEELR A
[+ ChA#E

TF. T, THTST7 . BB A—D—FHD
$92008 A0 (FBHFHI)
8DMNDHRTARR—/SN—HFERL

20144 [-The Journal of

Pharmaceutical Sciences|Z#&fg*
*Allison G et al., J Pharm Sci. 2015 Mar;104(3):803-12
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MIT : Massachusetts Institute of Technology
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3rd International Symposium on Continuous -
Manufacturing of Pharmaceuticals IIIII AW“’“‘ CUAMAUAS

Implementation, Technology & Regulatory RESEARCH HUB

-
gl;g
ST

Home Abstracts Agenda Registration Location Accommodation Previous Events

Home

Introductory Remarks

The symposium will bring together pharmaceutical company end users, suppliers, regulators and academics to look at accelerating adoption of
continuous manufacturing for both small molecules and biologic products and how research groups, globally, might collaborate more to help drive this.
This is an enormous opportunity to guide the way in which new technologies and new approaches in the pharmaceutical industry can transform quality,
cost and service for the benefit of the patient

https://www.iscmp2018.org/
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