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PROLOGUE

In response to the era of the 4th Industrial Revolution, we have entered the era of Pharma
4.0 in the pharmaceutical sector. In addition, the universal application of artificial intelligence
(Al) has come to be applied competitively in a variety of fields, including daily life as well
as the creation of new substances, drug development, licensing, production, distribution,
and safe use in the pharmaceutical sector. The 10th Conference on Pharmaceutical Quality
Regulatory Science will be held under the main theme of “Next Generation Innovative
Manufacturing Technology and Drug Quality Assurance” under this background of the times.
A special lecture at this event will present the development status and quality characteristics
of nanomedicines. Session | will present regulatory officials' announcements, and regulatory
and GMP considerations related to continuous manufcturing under the theme of the session
on the advancement and prospects of quality review requirements for drug products. In
Session I, applications in pharmaceutical manufacturing using PAT, Al, Metaverse, and/
or Digital twins will be presented for the development and manufacture of digital and
Al-based drugs. In addition, in Session I, there will be case presentations from several
companies on the industrial implementation and prospects of innovative technologies. Such
a series of presentations is expected to serve as a valuable information exchange ground
for researchers in the field, regulators, and many in the pharma industry, and ultimately
contribute to the leading advancement of the pharma industry and the quality innovation of
drug products.
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PROGRAM

08:30-09:00 | &
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Advancement and Prospect of Quality Review Requirement in Drug Products
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9:20-9:50 International Harmonization and Revision of the Korean Pharmacopoeia : Priorities and the Way

Forward

AZO|OHEQRNTIR MBS QORI AR G

HUI2IE LA Y
9:50-10:20 Regulatory Approach to Quality Assessment of Generic Drugs
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10:20-10:50 | Recent CMC Review Trend of Advanced Drug in Korea
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10:50-11:30 | Recent Advances of Chinese Pharmaceutical Enterprises in Continuous Engineering
JINGHAO CUI, Professor, College of Pharmaceutical Science, Soochow University
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Pharmaceutical Innovation Technology based on Al and Continuous Production Digital
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Transformation
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12:00-13:00 Lunch

Special Session
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13:00-13:40 Development Status and Quality Characteristics of NanoCrystal-Based Nanomedicines
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Digital- and Al-Based Development and Manufacturing of Drug Products
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13:40-14:15 | Advancesin Al and Innovation in Drug Development
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14:15-14:50 | The Evolution of Process Analytics: From Chemometrics to Al
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Case studies of Metaverse and Digital Factory Implementation in Pharmaceutical Manufacturing

14:50-15:25
Plants
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15:25-15:40 Fresh break

M2k 4.0 AlCHOl|l M S AIX[2bY |2 50 MY
Implementation and Prospects of Innovative Technologies in the Era of Phama 4.0
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15:40-16:15 | Pharmaceutical Process Management Using the Metaverse and Utility Monitoring with Al
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Pharmaceutical Continuous Manufacturing: Recent Advances in Equipment Development and

16:15-16:50 L
Applications
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16:50-17:25 Guidance and Case Studies on RMM for Aseptic Drug Quality Control
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