
 

 

 

 

 

FOR IMMEDIATE RELEASE 

Argos Therapeutics Initiates Dosing of Patients in Phase 1 Clinical Trial of 

Monoclonal Antibody-Based Therapy for Treatment of Systemic Lupus 

Erythematosus 
 

 

DURHAM, N.C. – Dec. 7, 2010 – Argos Therapeutics today announced that it has initiated dosing of 

patients in a Phase 1 clinical trial of its monoclonal antibody-based therapy, AGS-009, for the treatment 

of systemic lupus erythematosus (SLE). AGS-009 is a humanized immunoglobulin G4 (IgG4) 

monoclonal antibody (mAb) with the ability to bind and neutralize human interferon alpha (IFN-α).  

 

This Phase 1a trial is a double-blind, placebo-controlled, single dose escalation study in patients with mild 

to moderate SLE with six planned single dose levels. For each cohort of the single dose intravenous 

administration, three subjects will be randomized to receive AGS-009 and one subject will receive 

placebo. Each subject will be administered a single dose level of AGS-009 or placebo and then monitored 

continuously for safety, pharmacokinetics, pharmacodynamics and preliminary indications of bioactivity 

for 12 weeks. The primary endpoint for safety and tolerability will be dose-limiting toxicities, which will 

be evaluated to determine further progression of the trial through escalating single dose levels.  

“Entering the clinic in a third indication is a major milestone for Argos,” said Jeff Abbey, president and 

chief executive officer of Argos. “In addition to testing our Arcelis RNA-loaded, dendritic cell-based 

immunotherapy for renal cell carcinoma and HIV in advanced clinical studies, we have leveraged our 

expertise in the biology of dendritic cells to develop additional novel technologies with applications for 

lupus and other inflammatory disorders. There is a significant unmet medical need for the effective 

treatment of lupus, and AGS-009 may address this need.” 

A total of 24 patients are expected to be enrolled at six sites in North America. The Phase 1 trial was 

begun by Novo Nordisk which subsequently returned the rights to the development of AGS-009 to Argos, 

the original developer of the antibody. Argos is currently dosing the fourth cohort of patients in this Phase 

1 study. In February 2005, Argos received a $1 million grant from the Alliance for Lupus Research to 

develop AGS-009. 

 

About Argos Therapeutics, Inc. 

 

Argos is an immunotherapy company developing new treatments for cancer, infectious and autoimmune 

diseases and transplantation rejection. The Company has generated multiple platform technologies and a 

diverse pipeline of products based on its expertise in the biology of dendritic cells — the master switch 

that turns the immune system on or off. www.argostherapeutics.com 

 

http://www.argostherapeutics.com/
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