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Mesenchymal Stromal Cell (MSC) therapy is emerging as a highly promising approach in
regenerative medicine and immunomodulation. However, the inherent heterogeneity of
MSCs—arising from differences in tissue sources, donor characteristics, and culture
conditions—remains a major obstacle to standardizing manufacturing processes and evaluating
clinical efficacy. This article examines the progression from the failure of Prochymal to the
success of Ryoncil, thereby emphasizing the central role of quality management in the
development of MSC-based therapies. Improvements in manufacturing processes, the
establishment of mechanism-linked potency assays, and clinical strategies targeting high-
responder patient subgroups have collectively contributed to the milestone FDA approval of
Ryoncil in 2024.

In this context, the Stem Cell Department of Van Hanh Hospital has long recognized quality
management as a critical factor in the therapeutic MSC production pipeline. The quality
management system implemented at the unit not only meets the minimum standards of the
ISCT but also incorporates additional specialized monitoring parameters. Long-term tracking
data have demonstrated the stability and robustness of the off-the-shelf MSC products
developed by the department, reinforcing their prospects for safe and effective clinical
application. This practice reflects an inevitable trend: only through stringent quality control can
MSC-based therapies overcome the barrier of heterogeneity and realize their full therapeutic
potential.

Keywords: Mesenchymal stromal cells, heterogeneity, Prochymal, Ryoncil, quality
management, potency assay, off-the-shelf products.
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Liéu phap sir dung té bao gbc trung mé (Mesenchymal Stromal Cells — MSC) dang n6i
1én nhu mot hudng di déy htra hen trong y hoc téi tao va diéu hoa mién dich. Tuy nhién, tinh di
hinh (heterogeneity) v6n cé ciia MSC — bat ngudn tir sy khac biét vé nguoén mé, dic diém nguoi
hién va diéu kién nudi ciy — van 1a trd ngai 16n trong viéc chuan hoa san xuit va danh gia hiéu
quéa 1am sang. Bai viét nay phan tich dién tién tir that bai cia Prochymal dén thanh c6ng cua
Ryoncil, qua d6 nhdn manh vai trd trung tim ctia quan tri chat lugng trong phat trién liéu phap
MSC. Nhiing cai tién vé quy trinh san xudt, xay dung kiém dinh hoat lyc (potency assay) gin
v6i co ché tac dung, va chién lugc 1am sang tap trung vao nhom bénh nhan dap tmg cao da gop
phan tao nén budc ngoit phé duyét Ryoncil bai FDA Hoa Ky nam 2024.

Trong bi canh nay, Khoa Té bao géc — Bénh vién Van Hanh d3 sém xé4c dinh quan ly
chat luong 1a yéu t6 trong yéu trong day chuyén san xuit MSC trj liéu. Hé thdng quan 1y chat
luong duoc thiét 1ap tai don vi khong chi dép tmg tiéu chuan téi thiéu ctia ISCT ma con b sung
céc chi tiéu giam sat dic thu. Cac dir liéu theo ddi trong nhiéu nim d3 chimg minh tinh 6n dinh
va bén ving ciia san pham MSC off-the-shelf do Khoa phat trién, dong thoi ciing ¢ trién vong
mg dung 1am sang an toan va hiéu qua. Thuc tién nay phan anh xu huéng tat yéu: chi khi cht
luong san pham duoc kiém soat chit ché, lidu phap MSC méi co thé budc qua rao can
heterogeneity dé hién thuc héa tiém ning diéu tri.
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