Global Manufacturing and Development
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Cell Therapy Contract Development & Manufacturing

Delivering Innovations

Vision.

Mission.

A world in which transformative cell-based
therapeutics are accessible to all

To provide our clients with high-quality, scalable, innovative,
reliable and cost-efficient manufacturing platforms and
services to advance commercialization of cellular therapies

Focused Exclusively on
the Cell Therapy Industry

Manufacturing Transformation
The Global PCT Service Platform is the cell therapy
contract development and manufacturing of the
Hitachi Chemical Regenerative Medicine
Business Sector.
Hitachi Chemical Advanced Therapeutics Solutions,
LLC, a wholly owned subsidiary of Hitachi Chemical
Company, Ltd. offers the PCT Platform in the United
States, including:

• Clinical and commercial manufacturing
• Manufacturing development
The PCT Service Platform tagline, Manufacturing
Transformation, embodies both our commitment
to help customers achieve and efficiently deliver
life-changing, cell-based therapeutics and to transform
cell therapy manufacturing to optimize and enable
the future-state.

1990 - 2000

2001 - 2010

2011 - 2015

2016 - forward

Early
Development

Trailblazing
Manufacturing

Business
Expansion

Innovation and
Commercialization

• PCT co-founded by
Robert Preti, PhD

• Dendreon’s facility in CA
acquired and NJ facility
opened

• Multiple client
partnerships established

• Global collaboration
with Hitachi Chemical
Co. launched

• Hackensack UMC
stem cell laboratory
acquired
• Dendreon
contract secured
to manufacture
Provenge®

• Dendreon submits
Provenge® BLA based
on eight years of PCT
manufacturing
• Brian Hampson (now
PCT VP) develops
Aastrom Replicell System

• PCT’s Center for
Innovation and
Engineering launched

• May 2017: Hitachi
Chemical Co. America,
Ltd. acquires PCT
• September 2017: PCT
changes its name
to Hitachi Chemical
Advanced Therapeutics
Solutions, LLC with PCT
as its service platform

Harmonized Global Service Platform Advancing Commercialization
Expansion planned in 2018

Commercial
manufacturing services

Expansion targeted

Yokohama, Japan
CDMO facility
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Unprecedented Track Record & Manufacturing Expertise

Customer-Driven Solutions

Experience With
Multiple Cell Types

Clinical and Commercial Manufacturing
Immunotherapy
Technology Transfer

Dendritic Cells

• Systematic and strategic approach

T Cells (CAR, TCR, Treg)

• Understanding critical factors of the process

Tumor Cells

• More than 30 successful transfers

Natural Killer Cells

cGMP Manufacturing, Infrastructure and Systems
• Cost-effective approach, ensuring regulatory
compliance and timeliness-to-market

Donor Lymphocyte Infusion
Macrophages
B Cells

• Product manufacturing and comprehensive support
systems and infrastructure (QA, QC, information
systems, materials control, validation and more)

Neuro/Endocrine

Global Logistics and Storage

Neural Stem Cells

• Delivery method includes all biological parameters,
quality controls and standardized procedures to
ensure efficient and successful delivery
of products

Porcine Islets

Stem Cells
CD34+ Gene Edited Cells

Understanding the Process
As the first and last unit operations for manufacturing
products involve extraction and infusion of cells, deep
knowledge of the manufacturing and analytical unit
operations, as well as the logistics associated with
patient-specific cell therapies is critical in serving our
clients and, ultimately, the patients they treat.

Manufacturing Development
The know-how and committment of the PCT
services, multi-disciplinary, collaborative team
combined with the expertise gained through an
unprecedented track record in the industry, allows us
to develop optimized pathways for clients to achieve
commercially viable products.

Center for Innovation and Engineering
• Complete spectrum of personalized optimization
services from conceptualization to creation
of technology

Hematopoietic
Progenitor Cells

Connective/Dermal/
Stromal Tissue Cells
Mesenchymal
Stromal Cells
Fibroblasts

Process Development

Keratinocytes

• Process design, optimization and scale-out/scale-up
services though accountable and adaptable teams

Analytical Development
• Testing methods satisfy Chemistry Manufacturing
and Controls (CMC) requirements of IND or BLA filing

Consulting
• Roadmaps for every stage of a process, from
understanding and defining a product’s attributes to
commercial-stage manufacturing

Manufacturing Transformation
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Commitment to Our Clients

This case study shows how a major biotech company has leveraged our
experience to facilitate product manufacture.

1

2

3

4

Strategic
Manufacturing
Assessment (SMA)
provided a roadmap
to highlight phasespecific process
improvements and
identify the benefits
of implementation

PCT manufacturing
development
services performed
based on these
recommendations

Optimized process
technology
transferred into a
GMP environment
for Phase 1
manufacture

SMA roadmap
will also inform
development
throughout
future clinical
manufacture

Unprecedented results in meeting milestones through a
client-focused mindset

Patients Treated

6,000+

Our approach to customer engagement has stewardship at its core
PCT services team employees value a can-do
attitude, collaboration, accountability and
adaptability. The commitment to these concepts
guides our work together, leverages our expertise to
innovate, drives us to solve complex problems, and
creates value for our clients.

Our employees are the heart of the PCT service platform
Their commitment to project milestones, driven by a
passion to help patients in need, puts the stewardship of
our clients’ products in their dependable hands. We have
a deep understanding and respect for the impact of what
we do on customer milestones and business results.

Products
Manufactured

Technology
Transfers

20,000+

30+
Clients Served

100+
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pctcelltherapy.com

USA

Japan

4 Pearl Court, Suite C
Allendale, NJ 07401
(201) 883-5300

Hitachi Chemical Co., Ltd.
Life Science Business Headquarters
Regenerative Medicine Business Center (Yokohama)
4F, #1, Shibusawa Bldg.
1, Ebisu-chou, Kanagawa-ku, Yokohama-shi,
Kanagawa 221-0024, Japan
+81-(0)45-620-9280

291 Bernardo Avenue
Mountain View, CA 94043
(650) 964-6744

