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I. Introduction

TheraPEAK ActiCell® Activation Reagent is a high
performance product optimized for in vitro
activation and expansion of T cells from enriched
(or purified) T cells as well as Peripheral Blood
Mononuclear Cells (PBMCs). TheraPEAK ActiCell®
Activation Reagent is manufactured according to
GMP standards and can be safely and confidently
used in your clinical processes.

Il. Features and benefits

TheraPEAK ActiCell® Activation reagent is
designed for the in vitro activation and
expansion of human T cells from PBMCs or
enriched T cell populations. This product uses
nanoparticles coated with anti-CD3 and anti-
CD28 antibodies. It demonstrates high fold
expansion while maintaining high cell viability
for cell therapy applications. Some of the main
features of TheraPEAK ActiCell® Activation
Reagent are described below:

e Strong activation and large-fold expansion

e Biodegradable (can be removed by
centrifugation)

¢  GMP compliant

Cat. no. Product Size

AC-TCA-4GMP  TheraPEAK ActiCell® Activation 4 mL
Reagent

Table 1.

IV. Storage

TheraPEAK ActiCell® Activation Reagent should be
stored at 2 to 8°C.

V. Instructions for use

The recommended cell concentration(s) for
activation of fresh PBMCs or enriched T cells are
listed in table 2 below.

Thaw cells in a 37°C water bath according to
standard thawing protocols. Centrifuge the cells at
200 - 300 x g for 5 - 10 mins and remove the
cryopreservation medium. Resuspend the cells in
culture medium at densities below 5x10° cells / mL.
Allow the cells to recover overnight at 37°C at 5%
COz in the cell culture medium.

Note: The activation reagent is typically added either the
same day as T cell isolation or after resting the cells
overnight. Individual requirements depend on the
customer’s specific application needs.

TheraPEAK ActiCell® Activation Reagent can be
used in combination with Retro- or Lentiviral
transduction. It is recommended to transduce the
T-cells 2 — 3 days after activation.

Enriched T Cell Recommended

cells concentration dilution

Recommended 1x10% / mL 1:25

Maximum 2x106/ mL

PBMCs Cell Recommended
concentration dilution

Recommended 2x10%/ mL 1:25

Maximum 4x10%/ mL

Table 2.

VL. Product specifications

Contents 4 mL




Capacity Up to 2x108 enriched T cells or up to 4x108
PBMCs in a maximal volume of 100 mL

Colloidal solution of iron-dextran nanoparticles
conjugated to monoclonal CD3 and CD28
antibodies in PBS buffer stabilized with

4.0 - 6.5 mg/mL HSA and Poloxamer 188

Composition

Endotoxin < 2 EU/mL as determined by Limulus Amebocyte

content Lysate (LAL) limit assay (USP <85>)
Sterility Sterility is tested and confirmed according to
USP <71>

Storage Store at2to 8°C

VIl. Contact us
North America

Customer Service + 1800 638 8174 (toll free)
Order.us@lonza.com

Scientific Support +1800 5210390 (toll free)
Scientific.Support@lonza.com

Europe

Customer Service + 32 87 321611
Order.Europe®@lonza.com

Scientific Support + 49 221 99199 400
Scientific.support.eu@lonza.com

VIIl. Product use statement
Lonza Walkersville, Inc.

TheraPEAK® products are not for human or animal in vivo or
diagnostic use, including use as a diluent or as an excipient. All
TheraPEAK® products are produced according to GMP and/or
ISO standards and follow the USP/EP guidance for cell and gene
therapy raw materials, as applicable. All trademarks belong to
Lonza Group Ltd. and its affiliates (collectively and individually,
“Lonza”), and are registered in the USA, EU and/or CH, or used in
common law, or belong to third-party owners and are used for
only informational purposes. All third-party copyrights have been
reproduced with permission from their owners. User assumes all
risks of product use and handling. Lonza makes efforts to include
accurate and up-to-date information. However, Lonza makes no
representations or warranties, express or implied, including as to
the accuracy or completeness of information, or the use or
handling of these products. The user is responsible for
determining if the products supplied by Lonza and the
information and recommendations given by Lonza are (i) suitable
for intended process or purpose, (i} are in compliance with
environmental, health and safety regulations, and other
regulations in the regions and countries where they are
purchased, offered for sale, marketed, sold, and used and (jii) will
not infringe any third party's intellectual property rights. The user
bears the sole responsibility for determining the existence of any
such third-party rights, as well as obtaining any necessary
licenses and approvals.

For more information, including regarding legal disclaimers,
Lonza’s intellectual property rights, and how Lonza collects,
uses and protects personal information:
https://www.lonza.com/legal,
https://www.lonza.com/about-us/strategy/intellectual-
property and http://www.lonza.com/privacy.
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