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Why MSCs are Helping Patients

Cell therapy involves the transfer of living cells into a patient to treat, cure, or prevent
disease. This framing matters because mesenchymal stem cells (MSCs), are not
traditional drugs. They function through interaction, signaling, and support of tissue

repair processes.

What Makes MSCs Different

MSCs are often described as
environmental modulators. They influence
biology through two primary
mechanisms:

Immune modulation: MSCs can shift
immune behavior toward resolution,
reducing harmful inflammation while
supporting regulated immune responses.

Paracrine signaling: MSCs secrete
soluble factors and extracellular vesicles
that influence surrounding tissue. This
secretome-driven activity explains why
MSCs remain clinically relevant even
when long-term engraftment is limited.

Clinical Validation Is Accelerating

The MSC field has moved well beyond
theory. On December 18, 2024, the U.S.
FDA approved RYONCIL (remestemcel-L-
rknd), an allogeneic bone marrow-derived
MSC therapy, for steroid-refractory acute
graft-versus-host disease in pediatric
patients making it the first MSC therapy
approved in the United States.

This milestone builds on earlier regulatory
approvals in other regions, including

MSC-based products authorized by the
European Medicines Agency (EMA) and
Japan’s Pharmaceuticals and Medical
Devices Agency (PMDA), reflecting
growing global regulatory confidence in
the modality.

For the industry, this is more than a single
product approval. It reinforces a core
point for developers: MSC biology can
translate into real-world patient benefit
when paired with controlled, reproducible
manufacturing.

Taken together, these regulatory
milestones underscore a shared
conclusion across agencies: consistent
clinical outcomes with MSCs depend as
much on how the cells are manufactured
as on their underlying biology.

Manufacturing Consistency Drives
Patient Impact

With MSCs, manufacturing is inseparable
from clinical performance. The way cells
are sourced, expanded, handled, and
formulated directly shapes the attributes
that influence how they behave in
patients.



Donor source, expansion strategy, harvest
and wash steps, formulation,
cryopreservation, and thaw handling can
all shift functional characteristics.
Inconsistent control at any point can
introduce variability that complicates
clinical interpretation and slows
development.

This is why MSC programs tend to
succeed when development is treated as a
structured progression from a workable
early process to a scalable, controlled
platform, rather than assuming biology
alone will compensate for process
variability.

A Pragmatic MSC Development Pathway
Successful MSC programs treat
development as a structured progression
rather than a single fixed process.

Foundational workflows include initiation,
expansion, banking, harvest, wash,
formulation, and cryopreservation.
Platform evolution then introduces:

e 3D expansion strategies to overcome
planar limitations

e Automated washing, concentration,
and formulation

e Phase-appropriate drug product
container and fill strategies
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Process improvements that reduce clinical
and operational risk include defined media
exchange strategies, metabolite
monitoring, standardized visual inspection,
and agglomeration control through
filtration and automation.

Where Made Scientific Fits

Made Scientific supports MSC programs
by aligning development, manufacturing,
and analytical control within a single,
scalable framework. Our experience spans
early clinical manufacturing through late-
stage readiness, enabling faster timelines
without sacrificing process discipline or
regulatory clarity.

Bottom Line

MSCs are helping patients because they
address disease-driving biology at the level
of immune balance and tissue signaling.
The FDA approval of an MSC therapy
underscores the modality’s clinical
viability.

The differentiator going forward is
consistency. Programs that invest in
disciplined, stage-appropriate
manufacturing are best positioned to
translate promising science into reliable
patient dosing.

Ready to discuss this topic further with
our Subject Matter Experts? Let’s talk.


https://madescientific.com/contact

About Made Scientific

Made Scientific is a leading U.S.-based cell therapy contract development and manufacturing
organization (CDMO) specializing in the development, manufacturing, and release of autologous
and allogeneic cell therapy products for clinical- and commercial-supply. Operating from two state-
of-the-art manufacturing facilities in New lersey, Made Scientific combines the agility and
entrepreneurial spirit of a specialist CDMO with the global expertise and resources of GC
Corporation of South Korea, a global leader in the pharmaceutical and biotechnology sectors. For
more information, visit www.madescientific.com.
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