
 

Aastrom Biosciences Announces the Initiation of a Clinical Trial for Bone Grafting in Spain

-- Aastrom's Proprietary TRCs to be Utilized in Second European Clinical Study to Treat Major Bone 
Fractures -- 

Ann Arbor, Michigan, March 30, 2004 -- Aastrom Biosciences, Inc. (NasdaqSC: ASTM) and its wholly owned subsidiary, 
Zellera AG (Berlin, Germany), announced today the initiation of a bone grafting clinical trial to be conducted by ITRT (Institut de 
Terapia Regenerativa Tisular) at Hospital General de l'Hospitalet, Hospital de Barcelona and Centro Medico Teknon, located in 
Barcelona, Spain. The feasibility clinical trial is designed to demonstrate the safety and effectiveness of the Company's Tissue 
Repair Cells (TRCs) to regenerate new, healthy bone in the repair of non-union large bone fractures. 

Aastrom's TRCs will be combined with a commercial synthetic matrix and used to treat up to five patients, under the direction of 
Carlos Solano-Puerta, M.D., of ITRT as principal investigator for the Barcelona trial. This is the second clinical trial for the 
treatment of tibial non-union fractures initiated in Europe using Aastrom's TRCs. The Barcelona trial follows the lead clinical 
trial announced by Aastrom in January 2004 at BG-Kliniken 'Bergmannsheil' Ruhr-University, located in Bochum, Germany, and 
led by Thomas A. Schildhauer, M.D., Ph.D., Attending Physician of the Traumatology-Surgery Department. 

These two European trials will evaluate slightly different implant approaches, and the combined clinical results should provide 
information that allows Aastrom to formalize the product development and commercialization plans for tibial non-union fractures. 
The Company is currently planning related bone grafting trials for spine and dental indications.

"The initiation of this trial constitutes another significant milestone achieved on the path towards the commercialization of our 
bone graft products," said R. Douglas Armstrong, Ph.D., President, Chief Executive Officer and Chairman of Aastrom. "We are 
now engaged in three separate clinical trials in Europe and the U.S. of our lead bone grafting product, which is ultimately 
intended to provide orthopedic medical professionals with a viable and highly preferable method of treating severe bone 
fractures."

Typical bone grafting procedures include various types of spinal fusions and repair of major fractures of legs and arms. The 
long-time standard treatment procedure, called autograft, involves surgically chiseling out bone chips and marrow from the 
patient's hip to obtain the necessary quantities of bone graft material. This process generally results in substantial acute and 
chronic pain and complications at the hip collection site. In an attempt to eliminate this clinical problem, various bone matrix 
substitutes have been developed and are sometimes used as an alternative to autograft procedures. These alternatives are 
not as effective, however, because they lack the cellular components needed to generate bone. Aastrom's TRCs, which have 
been shown to contain large numbers of stem and other cells needed to generate bone, will be combined with a synthetic 
matrix product, and applied directly at the fracture site. The application of TRCs is intended to form an optimized bone graft, 
without the after effects of the autograft procedure.

About Aastrom Biosciences, Inc.

Aastrom Biosciences, Inc. (NasdaqSC: ASTM) is a late-stage development company focused on human cell-based therapies. 
The AastromReplicell™ System - a patented, integrated system of instrumentation and single-use consumable kits for the 
production of patient-specific cells - is the Company's core technology for its Prescription Cell Products (PCP) business and its 
Cell Production Products (CPP) business. The principal focus of the PCP business is the repair or regeneration of tissue 
intended for large markets such as bone grafting and vascular systems. Aastrom is currently engaged in clinical trials of its 
bone grafting product both in the U.S. and Europe. The CPP business markets the AastromReplicell™ System to researchers 
and companies for their production of cells for clinical trials. These two businesses are intended to enable Aastrom to generate 
multiple paths to revenue. The initial commercial phase of the CPP business for dendritic cell production products is underway 
in Europe and the United States. For more information, visit Aastrom's website at www.aastrom.com. 

About Zellera AG

Zellera AG is a wholly owned subsidiary of Aastrom Biosciences, Inc., located in Berlin, Germany. Zellera serves as the sales 
and marketing operational base for Aastrom's products throughout Europe. For more information, visit Zellera's website at 
www.zellera.de, or contact Zellera's Managing Director, Holger Beckmann, at 011-49-30-20659165. 

This document contains forward-looking statements, including without limitation, statements concerning planned clinical trials, 
product development objectives, potential product applications, potential revenue opportunities, and potential advantages of 

http://www.aastrom.com/
http://www.zellera.de/


the AastromReplicell™ System, which involve certain risks and uncertainties. The forward-looking statements are also identified 
through use of the words "intended," "plans," "planning," "should," and other words of similar meaning. Actual results may differ 
significantly from the expectations contained in the forward-looking statements. Among the factors that may result in differences 
are clinical trial results, potential product development difficulties, the effects of competitive therapies, regulatory approval 
requirements, the availability of financial and other resources and the allocation of resources among different potential uses. 
These and other significant factors are discussed in greater detail in Aastrom's Annual Report on Form 10-K and other filings 
with the Securities and Exchange Commission.
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