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10:30~10:40 [BAS D Zi#RiS) TR EX EGEEOER - HEEEZDE 2

:% 1 %ﬁ}i The Evolution of Clinical Continuous Manufacturing: A Journey of Performance and Comparison
10:40~11:30 Against Batch Operations
[ EER —ERAERRKICBIT2EREEDEL — HEEORLEN\VFERELDLE —
Anthony Tantuccio
Online &&. QRA Fellow Scientist, Continuous Manufacturing, Technology Intensification, Hovione

Hovione’ s CT201 platform was developed to enable Continuous Direct Compression (CDC) for early—phase oral solid
dosage programs, where small volumes, API constraints, and evolving formulations present unique challenges.
Purpose-built for development, CT201 integrates CDC with advanced monitoring, PAT, and containment within a
compact, material-efficient architecture. This presentation traces the evolution of CDC operations at CT201,
highlighting how process understanding, control strategies, and ways of working matured over time. Key technical and
operational lessons are shared, illustrating how CDC progressed into a predictable, flexible, and compliant
manufacturing platform that supports robust CMC strategies and lays the foundation for future commercial adoption.
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14%6&%?00 Continuous Manufacturing: Excipient Challenges and Opportunities
. —EHEE - BEAIChTEELME—
RIREER Anilkumar S. Gandhi

Director, Centre of Excellence | Global Business Unit, DFE Pharma

Continuous manufacturing (CM) is reshaping pharmaceutical production by offering enhanced efficiency, quality, and
scalability compared to traditional batch processes. This presentation explores the evolution and implementation of
CM across the pharmaceutical industry, highlighting its operational advantages and technological enablers such as
loss—in—weight feeders, horizontal blenders, etc.

A central focus is placed on the critical role of excipients in ensuring process robustness and product quality.
Excipient properties directly influence key unit operations—feeding, blending, granulation, and compression—making
their selection and performance pivotal in CM environments. The presentation discusses challenges posed by
excipient variability and outlines strategies to bridge gaps between current capabilities and desired outcomes.

Through various case studies, the talk demonstrates how excipient solutions and formulation support services can
accelerate CM adoption and success.
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15:00~15:30 Coffee break
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15-30~16: 20 Some aspects of continuous granulation and drying

—EGER B SUEIRICET A<M DEIE—
Peter Kleinebudde

Professor retired. Institute of Pharmaceutics and Biobharmaceutics. Heinrich Heine Universitv Diisseldorfe

Some vendors offer vibrating fluidized bed dryers (VFBDs) for continuous drying. In a VFBD, the mean residence
time is independent of the inlet air temperature or air flow rate. A mass and energy balance (MEB) model can be
used for thermodynamic—based process control. MEB can be combined with other orthogonal PAT tools such as
NIR. Explainable ANNs have been proposed as soft sensors for predicting moisture content.

The combination of binders and disintegrants in continuous wet granulation can affect tablet properties. When HPC
is used as binder, intragranular croscarmellose sodium and extragranular crospovidone have been found as beneficial
leading to a satisfactory tensile strength in combination with the fastest disintegration.

Scale—up in twin—screw granulation from QbCon1 to QbCon25 was robust and nearly independent of the scale-up

strategy described in ICH Q13. The granule size distribution after milling of granules was similar across the different /]
scales.
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16-20~17:10 Evolving the Paradigm of Continuous Manufacturing: Lessons Learned and a New Approach

—EREED/STALEL . Boh-HKIlLH-LET7To—F—
Dr. Marten Klukkert

Online S&:&. Q8A Chief Customer Officer (CCO), Management, Fette Compacting

Over time, continuous manufacturing in the pharmaceutical field has brought about new insights and evolving
requirements. As the industry has learned from older technologies, it’ s become clear that a modern approach is
needed to meet these new demands. This has led to the development of more streamlined, compact, and flexible
continuous manufacturing solutions. These advancements now allow us to address a broader range of products with
minimal equipment adjustments and a smaller footprint. In essence, the evolution of continuous manufacturing has
naturally given rise to these updated, modern solutions.
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