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Chapter 1 |
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Poster Title:
'ISSCR SCALABLE MANUFACTURING OF HUMAN MESENCHYMAL STEM/STROMAL
<l CELLS AND INDUCED PLURIPOTENT STEM CELLS IN VERTICAL-WHEEL BIOREACTORS
20 91®
A & Authors:

Breanna Borys, Francisco Rosello, Tiffany Dang, Kelly Gray, Shivek Kanwar, James

Colter, Hannah Worden, Dong-Sik Ham, Sun U. Song, Brian Lee, Michael Kallos,
Sunghoon Jung

Abstract:

In one example, a highly consistent process was developed for clinical-scale
production of MSCs grown on microcarriers, by identifying and optimizing key
process variables for cell growth and harvest. Target cell yield and quality were
consistently achieved at 15 L scale (producing greater than 10 billion MSCs from a
15L VW bioreactor within 13 days starting from a vial of 1 million cryopreserved
cells), as well as its scale-down model processes involving 0.5L and 3L bioreactors.
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THE JOURNAL OF

DERMATOLOGY
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Long-term efficacy and safety of intravenous injection of clonal
mesenchymal stem cells derived from bone marrow in five
adults with moderate to severe atopic dermatitis

Hyun-Tae Shin, 5i Hyub Lee, Hee Seong Yoon, |i Hye Heo, Seon Bok Lee, Ji Won Byun, Jeonghyun Shin,
Yun-Kyoung Cho, Eunkyung Chung, Myung-Shin Jeon, Sun U. Song & Gwang Seong Choi g

First published: 14 May 2021 | https://doi.org/10.1111/1346-8138.15928
Abstract

Atopic dermatitis is a chronic and relapsing inflammatory skin disease that is treated with
immunosuppressants. However, long-term use of immunosuppressants may cause
toxicity and severe side-effects. To confirm the long-term efficacy and safety of clonal
mesenchymal stem cell therapy, we performed investigator-initiated clinical trials and
long-term observation in five adult patients with moderate to severe atopic dermatitis
that was refractory to conventional treatments. The clinical response assessment values
such as Eczema Area and Severity Index (EASI) improved significantly at 16 weeks, and
80% (4/5) of the patients achieved EASI-50 after one or two treatment cycles. Patients
were observed for long-term efficacy and safety for an average of 38 weeks (range, 16
-86) and showed no serious side-effects. Among the cytokines tested, CCL-17, interleukin
(IL)-13, and IL-22 significantly decreased at the end-point of the five participants, two
patients who maintained good clinical response over 84 weeks showed increased 1L-17
cytokine levels in the blood.
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IPSC: induced Pluripotent Stem Cell
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