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While stem and progenitor cells usually make up less than 5% of all ADRCs, this is 
2,500-fold more than such cells in tissues such as bone marrow (0.002%). Also, the 
abundance of ADRCs in adipose tissue and the ability to easily collect large amounts of 
adipose tissue via liposuction at the point of patient care eliminates the need for tissue, 
says the company. 

Cytori says that its technology will be regulated as a device. It plans to file an 
investigational device exemption (IDE) application by the end of this year to initiate a 
clinical trial, although the indication has not been decided. An IDE allows a device to be 
used in a clinical study to collect safety and efficacy data to support a PMA application 
or a 510K submission to the FDA. 

In May the company was notified by the agency that it will be required to conduct a 
clinical program prior to final approval of the Celution System. Cytori's device is currently 
marketed in Europe and Asia for reconstructive surgery applications. 

Placenta as a Source 

Celgene uses human placenta-derived cells obtained through its proprietary processes. 
It too is investigating therapy-resistant Crohn disease with PDA-001 in Phase I. Celgene 
CEO, Robert Hariri, told GEN, "We believe that the placenta provides an ideal source of 
highly diverse stem cells. While we have advanced only one type of cell derived from the 
placenta, we have recovered several classes of cells with many different phenotypes." 

Dr. Hariri further points out that "what is particularly interesting is that the placenta is a 
foreign tissue accepted by the mother, a foreign tissue that resides in the host without 
rejection. This is due to specific molecular mechanisms in the placenta that induce a 
state of tolerance in the mother, unique enzymes in the placenta, and surface markers 
that prevent T-cell mediated organ rejection." 

The company has reportedly developed a highly scalable process for collecting
 
placental cells. Hariri says that the objective is to "pharmaceuticalize" human cells to
 
create a highly consistent product that can be easily delivered by physicians by the
 
same systems that are currently in use.
 

On April 8, Celgene reported that positive results from a Phase I study. Twelve patients 
with moderate-to-severe Crohn disease who were unresponsive to at least one prior 
therapy were given two infusions of PDA-001 one week apart. The study met its primary 
safety goal and demonstrated encouraging signs of clinical benefit, including clinical 
remission among four patients out of six in the low dose group, the company said. 

Tempered Interest 

The interest in stem cell technology is evident and companies have deals to show for it, 
Ren Benjamin, a senior biotech analyst from Rodman & Renshaw, pointed out to GEN. 
For example, Osiris has a collaboration with Genzyme, and together they have a 
contract with the DoD. The firm also has deals with JCR Pharmaceuticals and Boston 
Scientific. Athersys has strategic partnerships with Pfizer and Angiotech. Cytori has 
agreements with GE Healthcare, Green Hospital Supply, and Olympus related to its 
devices including Celution, StemSource® 9001MB Tissue Processing System, and 
StemSource® 9000 series Cell Bank. 
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