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Partner of Choice for the Development and Manufactu ring of Cell-based Therapeutics

Mission

“Provide cost-effective, turn-key solutions for 
the development, manufacture and 

commercialization of cell-based products”
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Partner of Choice for the Development and Manufactu ring of Cell-based Therapeutics

� Founded 1997
- State-of-the-art facilities

� East & West Coast USA

- 100+ clients serviced
- 20+ different types of cell products
- 30,000+ cell product procedures to date

� Manufactured >60% of products for trial supporting the only Cell
Therapy BLA submitted to FDA since 1998

� 5,000+ patients received products to date

- Commercial processing/distribution of clinical products

The Original Cell Therapy Service Provider
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Partner of Choice for the Development and Manufactu ring of Cell-based Therapeutics

� 125+ years combined cell therapy expertise
- Cell product development & characterization

- Construction/validation/operation of 5 GMP facilities

- 50+ regulatory filings (US & EU)

- 100+ peer reviewed cell therapy publications

� Broad biotechnology product experience 
- Biopharmaceuticals and antibodies

� Broad corporate management experience

Unparalleled Management Expertise
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Partner of Choice for the Development and Manufactu ring of Cell-based Therapeutics

Management Cell Product Experience

Artificial Skin, Membranes, 
MSC

Ulcers 

Burns
Wound Healing

HSC, MSC, NSC, 

Cell:Matrix implants
Cardiovascular, Spinal, 

Neuronal, Corneal, Orthopedic
Tissue Repair/ 
Regeneration

DC, APC, T cell, B cell, NK, 

HSC, MSC, Macrophages

Gene Tx

Cancer 

Autoimmunity 

Infectious diseases

Immune Modulation

HSC, HPC, MSC, Gene Tx
Cancer

Genetic diseases

Hematopoietic 
Replacement

Cell TypeCell TypeDisorderDisorderCategoryCategory
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Partner of Choice for the Development and Manufactu ring of Cell-based Therapeutics

Management and Board of Directors
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Partner of Choice for the Development and Manufactu ring of Cell-based Therapeutics

Facility Design/Construction
Validation/Operation 

Contract
Manufacturing 

Pre-clinical/Clinical trials/Commercial

Process & Assay 
Development & Validation

Consulting Partnering

Cell Therapy Services

Procurement, Storage and
Distribution



Intelligent Design 
of 

Integrated Solutions

Partner of Choice for the Development and Manufactu ring of Cell-based Therapeutics
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Partner of Choice for the Development and Manufactu ring of Cell-based Therapeutics

Design of Integrated Solutions

� Leveraging strong internal core expertise
- Full-spectrum science, manufacturing, quality, regulatory, strategic 

& corporate experience

- Experience with most cell types, devices and applications

- Scale-up from culture well to bioreactor

- Facility design, construction, validation and operation

� Network of complementary technology/solutions providers 

� Focused, collaborative and responsive “team” approach
- Assist client to define strategy

- Recommend solutions/providers

- Integrate and execute plan
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Partner of Choice for the Development and Manufactu ring of Cell-based Therapeutics

Integrated Solutions: Cell Separations
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Partner of Choice for the Development and Manufactu ring of Cell-based Therapeutics

Integrated Solutions: Cell Expansion
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Partner of Choice for the Development and Manufactu ring of Cell-based Therapeutics

Integrated Solutions: Storage & Distribution
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Partner of Choice for the Development and Manufactu ring of Cell-based Therapeutics

State-of-the-Art PCT Facilities

� Hackensack, New Jersey (12,000 ft2)

• ISO Class 7/ Class 10,000 & ISO Class 8/ Class 100,000 suites 

• QC laboratories

• R&D laboratories

� Allendale, New Jersey (30,000 ft2)

• Construction of fully integrated manufacturing facility in 2008

� Mountain View, California (25,000ft2)

• ISO Class 7/Class 10,000 suites

• QC laboratories

• R&D laboratories

• Construction of additional manufacturing suites in 2007/08
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Partner of Choice for the Development and Manufactu ring of Cell-based Therapeutics

ISO Class 7 Manufacturing Suite

Confidential
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Partner of Choice for the Development and Manufactu ring of Cell-based Therapeutics

ISO Class 7 Manufacturing Suite



Selecting a Contract Service 
Provider

Partner of Choice for the Development and Manufactu ring of Cell-based Therapeutics
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Partner of Choice for the Development and Manufactu ring of Cell-based Therapeutics

Bioprocess International , February 2007

Selecting a CMO: Top 5 Issues
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Partner of Choice for the Development and Manufactu ring of Cell-based Therapeutics

It’s All About the C’s

1. Collaboration

2. Capacity/Capability

3. Commitment

4. Competence

5. Cost

6. Control

7. Compliance

Genetic Engineering News , October 1, 2006; Bioprocess International , February 2007
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Partner of Choice for the Development and Manufactu ring of Cell-based Therapeutics

� Collaboration
• “I’ve never experienced this level of collaboration and 

service from a  CMO before!” (Client VP, Regulatory & QA)

� Capacity/Capability
• State-of-the-art facilities & production equipment

� Commitment
• Our milestones are your deadlines

� Competence
• Highly experienced management & technical team

� Cost-effective
• Leveraging infrastructure & experience = best ROI 

� Short-term & long-term

Why P “C” T?



“From Concept to Clinical Trial”

Autologous CD34 + Cells for 
Cardiovascular Disease

Partner of Choice for the Development and Manufactu ring of Cell-based Therapeutics
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Partner of Choice for the Development and Manufactu ring of Cell-based Therapeutics

Product

� Autologous

� Bone marrow-derived 

� CD34 selected stem cell

� Fresh product

� Catheter delivered

� Potential to stimulate vascular repair
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Partner of Choice for the Development and Manufactu ring of Cell-based Therapeutics

Project

� Virtual client company founded 2005
� Phase I clinical trial planned for early-2006
� Services required

• Manufacturing process development & qualification
• Assay test method development & qualification
• Contract GMP manufacturing
• Continental US fresh product distribution
• Clinical trial design
• Regulatory Affairs

� Pre-IND package compilation and meeting management
� Full IND compilation
� Ongoing management of FDA interactions
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Partner of Choice for the Development and Manufactu ring of Cell-based Therapeutics

PCT Advantage

� Leverage experience and/or equipment
• Cell processing, selection & formulation
• Cell product testing & characterization
• Fresh product distribution network
• Regulatory affairs
• Clinical trial design & execution

� “Plug and play” infrastructure
• Manufacturing facility
• Quality systems
• Material control
• Environmental monitoring
• Sanitization
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Partner of Choice for the Development and Manufactu ring of Cell-based Therapeutics

Integrated PCT Development Services

� Developed and Qualified 
• Bulk depletion steps to prepare for enrichment
• CD34 cell enrichment procedure
• Potency assay 
• Shipping container configuration and transport mechanism
• Optimized product formulation for shipment /delivery

� Qualified 
• Use of commercially available catheters for product delivery 
• Bio and device compatibility

� Negotiated
• Supernatant-based sterility test method
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Partner of Choice for the Development and Manufactu ring of Cell-based Therapeutics

Timeline

� Project contracted to PCT: Q2 2005

� IND submitted: Q3 2005

� Phase I clinical trial initiated: Q2 2006

� >50% subjects treated: 6/2007
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