TolerRx Initiates Clinical Trial of TRX4 for Psoriasis
CAMBRIDGE, Mass., Aug. 2 /PRNewswire/ -- TolerRx, Inc., a biopharmaceutical company focused on the discovery, development, and commercialization of novel therapies to treat patients with immune-mediated diseases, announced today the initiation of a Phase I trial of its TRX4 monoclonal antibody in subjects with psoriasis. This Phase I trial will be a single-dose, dose-escalation study to establish the safety, pharmacokinetic, and pharmacodynamic profile of TRX4. Approximately thirty moderate to severe psoriasis subjects will be enrolled. The clinical trial is being conducted pursuant to an Investigational New Drug (IND) application filed with the U.S. Food and Drug Administration.

"European investigators have recently completed an investigator-sponsored study with TRX4 in new onset Type 1 diabetes patients, and the 6 and 12 month follow up data is expected to be published in the first half of 2005. Therefore, we are very pleased to initiate this clinical trial of TRX4 in psoriasis, as it represents our dedication to bringing this unique product to patients with various immune-mediated diseases," stated Douglas J. Ringler, V.M.D., President and CEO of TolerRx.

"We believe that TRX4 has the potential to provide a durable clinical effect in subjects with autoimmune diseases such as psoriasis and Type 1 diabetes after only a short course of therapy," stated Louis Vaickus, M.D., Vice President of Medical Affairs and Clinical Development of TolerRx.

TRX4 is a humanized monoclonal antibody that binds to a receptor found on all mature T cells called CD3, which is involved in normal T cell signaling. TRX4 is believed to alter the function of T cells, which are important in propagating psoriasis, and to have a favorable effect on T-regulatory cells, the subset of T cells that promote immunological tolerance. TolerRx is developing TRX4 for the treatment of patients with autoimmune diseases, including Type 1 diabetes and psoriasis.

About TolerRx

TolerRx is a biopharmaceutical company focused on the discovery, development, and commercialization of novel therapies to treat patients with immune-mediated diseases. TolerRx's therapies induce and maintain immunological tolerance, which is the process by which the immune system identifies and avoids attacking the body's own tissues and proteins. In addition to having TRX4 in clinical development in Type 1 diabetes and psoriasis, TolerRx has its TRX1 monoclonal antibody in clinical development in collaboration with Genentech, Inc. TolerRx also has research and discovery programs generating new products to induce immunological tolerance for the treatment of autoimmune diseases and to remove tolerance for the treatment of cancer or chronic viral diseases. For further information, please visit http://www.tolerrx.com/.
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