IL-1Ra (Reginapep) with MO cartilage and synovial peptides in treatment of acute rheumatoid arthritis. Double blind study with 1.5 year follow up.

Interleukin-1 (IL-1) is pivotal cytokine which initiating and driving the rheumatoid arthritis (RA) processes and as body's natural response, IL-1 receptor antagonist (IL-1Ra) has been shown conclusively to block its effects. IL-1 mediate several clinical symptoms of the inflammatory reaction (fever, pain, sleep disturbances). Interleukin-1 (IL-1) is main mediator in RA joint damage, induce inflammation in synovial cells, increase matrix degradation, cause bones and cartilages destruction. The induced endogenous production of IL-1Ra, in presence of the RA synovitis, is too low to contrast the high affinity of IL-1 for the cell receptors. Therefore, IL-1Ra presence should result in very effective prevention of IL-1 signal transduction particularly in the inflammatory site. Three patients groups with moderate RA were treated with IL-1Ra 100mg IM injection (Reginapep) daily for 22 weeks during acute stage. Next 10 weeks first group (G1) n=16 continued placebo, second group (G2) n=20 proceeded with IL-1Ra 100mg Reginapep tablet and third group (G3) n=19 followed combined therapy of IL-1Ra 100mg Reginapep tablets and MO peptides. Peptides MO range consist 1-10 kDa and 45-65 kDa of cartilage and synovia extracts. On week 22 all groups showed improvements in Health Assessment Questionnaire scores (HAQ), significant reduction of progression score of joint space narrowing (JSN) and Total modified Sharp-Genant score. G2 and G3 week 5 showed significant reduction on erythrocyte sedimentation rates (p=0.0005) and number of tender joints (p<0.0006) compare to G1 (p<0.0008). G2 and G3 showed noticeable decrease in swollen joints number (p<0.02) versus G1 (p=0.003). G3 demonstrated continued beneficial effect for 1.5 year after protocol completed. G3 effect was confirmed by patient’s feedback as continuing joints improvement and long hours of daily activities, doctor’s reports as well as indicated slowdown of radiographic progression, long lasting remission and regenerative process in joints by MRI. Combined therapy of IL-1Ra Reginapep on injection and tablet forms with MO Cartilage&Synovia is a new biologic approach offering new treatment that significantly reduces RA signs and symptoms, decrease joint destruction, prolong remission, regenerate cartilage and synovial tissue.

