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Specific Identification.

The process begins with the 9C5
antibody, a highly specific, high-
affinity murine anti-human CD34
antibody, manufactured under
GMP quality standards by
Baxter. Within minutes, the 9C5
_antibody coats and identifies the
target CD34+ cells, leaving other

subpopulations unmarked.

Specific Capture.

The marked stem cells are
captured by rdsetting them with
magnetic beads coated with a

«sheep anti-murine {SAM)
antibody. The SAM antibody
recognizes only the murine 9C5
antibody labeling the target
‘cells, resulting in highly specific
capture of CD34+ cells. In

" addition very efficient capture of
CD34+ cells is achieved by using
‘'small 4.5 um beads. The large
total.surface area that resuits
{2-3m? per run) means an
extremely large number of
'binding sites for capture. The
rosetted CD34+ cells are then
physically separated from the
unrosetted cell population by
means of the pracisely-
engineered Isolex™* magnet.

P3SC Pre Salaction: 1.2% CD34+
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Specific Release.

After the non-target cells are
drained away, a pharmacsutical
grade enzyme, Chymo-Cell-T™
{Chymopapain), specifically
releases the captured CD34+
cells from the beads, allowing
the CD34+ cells to be recoverad
with a high degree of efficiency.
Their surfaces are free of
residual primary antibody,
which might otherwise cause
immunogenic reactions ar
sterically hidder further
antibody-mediated processing.

High Purification.

By specific identiflcation,

capture and release, the Isolex™*
system ensures both high yield
and purity. This high level of
CD34+ cell purity is illustrated
by the FACS analysis to the left.

Consistent with this high level of
purity, colony culture assays
also show 50-200 fold
anrichmant of CFU-GM, BFUe
and CFU-GEMM after [solex™#*
selaction,




'be operated o the . -
‘laboratory benchtop: - -

The primary magnet is int="
grated into the mixing
device, and moves into
paosition at the appropriate -
time to accomplish the
separation. Autasmatad
separation aceurs inside the: 3
200 ml cylindricsl chamber,
the geometry of which
enables gentle mixing and
efficient purification. The
secondary magnet and its
dispasahle chamber are
designed to trap the fow
beads which may have
escapad the primary
magnat. Both chambers are=-
part of an integrated '
biscompatible dispacable
set that provides a closed 7
sseptic flcwpath.

ISOLEX™ 30




Before mmatmg clinical trials, the Isolex™* 300 system and its component parts passed extensive
preclinical safety *=stmg

Preclinical Tests™ Results

’ . i
R ln acconance with GMP standards, a (arge battery of tests support the quahty of ther manufacturlng
R ,process and the fmai products -
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Key Process and Release Tests

Sterilii
-Dynabeads® - Endoto:rtt"n
’ Functionality
50 Se;:_argte Fests R . Identity
v Particles
Stability

*NOTE: Virus removal and inactivation are achieved by hollow-fiber filtration/column chromatography
and Solvent/Detergent treatment, respectively.
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Cord Blood®

Donor
G-mPBSC?
Patient Mean Yield
mPBSC?
Patient Mean Purity
Marrow* -
20.0% 40.0% 60.0% 80.0%
> |solax ™™ 300 givas high purity and visid indapandantly afths stam call source. o
High parformanca is maintainad avan at lowar starting CD34 percantagas.
Tumor Cell Depletion

STEM CELL SOURCE ORIGIN TARGET CELLS LOG DEPLETION

G-mPBPC? Donor B Cells {CD19) 3,0

G-mPBPC? Donor Lymphoma celi lines 5.3

BM® Patient Solid Tumors 2.5

> In various studiss, ths lsalaxX™ Magnatic Call Saparstor has providad substantial %4
deplation of tumaor calls and athar non-targst calls.
T-Cell Reduction

STEM CELL SOURCE ORIGIN TARGET CELLS LOG DEPLETION

G-mPBPC? Donor CcDs 3.0

G-mPBPC? Donor cD3 3.3

T G-mPBPC’ Donar cD3 4.0

o BM?® Patient CD3 2.5

5  T-Call numbars are significantly raduced after positive selection with Isolex™# systam. -

Hematopoietic R econstitution

.-

#LT'..ZF:) - CD34+ (BM)
> ,. N
ANC>500 EBM
>

10 o 30 40

Initial clinical studies show no significant differences in engraftmant betwesn [solax™ *-selgctad
and unselactad marrow?, : .
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For inquiries or placing.an order please contact your local Baxter Customer Service listed below:
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R9722 Isolex™* 300 Magnetrc CeH Separator
R9720 Isolex™* 300 Disposatle Set .
‘R9500 Isolex™* 300 Stem Call Reagent Kit ’
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* 3542 CE Utrechit Baxter Healthcare Ltd.

Fax (+358) 0 - 8781038
: Tel (+#31) 30 - 48'89 11. Wallingford Road '

France . Fax{+31)30-4117 55-‘“ K Compton, Newbury
Baxter S.A. . R *  Berkshire, RG16 OQW
Avenue Louis-Pasteur - ‘Norway - . ‘ Tel {+44) 635 -20 63 24
,Boite Postal 56 ° S - Baxter AS Fax (+44) 635 - 20 61 26
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. Tel (+33) 1-34615243 0486 Oslo 4 .

Tel (+47)22-184101
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Noté: All data has been dbtained using the Isolex™ 50 and Isolax“‘"300 Magnetlc Celil Separation systems
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*solex Is 3 trademark of Baxter lnternatlonal‘lnc and is reg|stered in the Umted States Patent and

"Trademark Office. European registrations are pending.
ChymoCell-TM™ is a registered. trademark of The Boots- -Company PLC

Dynabeads | is a registered trademark of Dymal A.S,, Oslo, Norwa_y

T e PTIMN

BTT-9077 01.00.7195  (95-HO13-A) BEM Q385 | 2118



