Human Biological Materials for Cell and

Gene Therapy Manufacturing: CAR-T

COLLECTION

1 Leukapheresis collects white blood
cells, including T cells, from patient’s 4 VIRAL TRANSDUCTION
blood, providing leukopaks for
autologous and allogeneic cell
therapy processes.

Activated T cells are genetically
modified to express the chimeric
antigen receptor (CAR) using
viral vectors to target and attack
specific cancer cells.

;v"
2
ACTIVATION
3 T cells express antigen-specific
receptors, secrete cytokines, and
the cells are prepared for genetic

o material introduction.
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Specific white cells (e.g.,

T cells, TILs, NK cells) are
separated from a mixed cell
population. Human serum
albumin (HSA) is used in the
isolation buffer to prevent
cell clumping.

T-Cells
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EXPANSION

T cell expansion in CAR-T
therapy increases the number
of genetically modified T cells.
HSA and human male AB
serum are used in cell culture
media as a supplement to
provide essential nutrients and
growth factors.

BioSupplies

Biological material solutions

@ Cell Therapy
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DRUG FORMULATION
AND CRYOPRESERVATION

CAR-T cells are prepared for patient infusion,
involving steps like cryopreservation and
formulation. HSA is used to protect cells from toxins
and ensure viability during freezing and thawing
processes.
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Involves washing, W
concentration, removal of *
impurities, and in-process

quality control. HSA is used in \
the wash buffer.



Meet our Cell Therapy Solutions
to Support Therapeutic Success

CELL SOURCING

LEUKOPAKS
O Dual sourcing from US and EU centers
O High mononuclear cell yield
O Proven safety
= Viral testing according to FDA or EMA
regulations for all donors
= Leukopak donors are qualified
individuals with prior plasma donation
experience, adding an extra layer of
safety process
= Back up donor scheduling to ensure
on-time availability and delivery
O Research and GMP grades available
O Formats available
= Fresh
= Split
= Cryopreserved
O Documentation provided

= CoA, donor demographics
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CELL CULTURE

HUMAN SERUM ALBUMIN

O Manufactured from plasma sourced from
our US-based FDA- and EMA-approved
plasmapheresis centers

O Our production strictly adheres to the
current good manufacturing practice
(cGMP) and the Global Standards for
Plasma Safety & Quality (IQPP) by the
Plasma Protein Therapeutic Association

O Therapeutic Grade Quality: Licensed
medical product (USP and EP) for non-
therapeutical use

O High purity: 296%

O Formats available (100 mL)
» Bottles: 20% and 25% HSA solution
= Bags: 25% HSA solution

O Documentation provided
= CoA, BSE/TSE statement, processing
overview document, supporting
documentation and dossiers to
support IND/MA process

MALE AB SERUM

o

o

Collected in FDA- and/or
EMA-approved centers

Manufactured in ISO-certified, cGMP-
compliant facilities

Proven safety

* Gamma-irradiated and
heat-inactivated options

= Tested for viral markers, mycoplasma,
endotoxins
and more

= Available in large lot sizes
for better reproducibility

Formats available
= 100 mL bottles
* 500 mL bottles

Documentation provided

= CoO, CoA, viral inactivation study,
safety data sheet, processing overview
document
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biosupplies_custserv@grifols.com
www.biosuppliesproducts.com

Grifols Bio Supplies Inc.
2410 Grifols Way

Los Angeles, CA 90032
Tel. 323-405-0600



