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Abstract:

RATIONALE: To evaluate the efficacy of a new IGSC 10% preparation in terms of rate of infections and protective specific antibody
titers.

METHODS: A multi-center, prospective, open label study evaluated efficacy, tolerability and pharmacokinetics of IGSC, 10% given
IV or SC to 49 PIDD subijects. Efficacy was determined as the number of acute serious bacterial infections (ASBI) per subject year,
and the overall incidence of infections and protective specific antibody titers.

RESULTS: The rate of ASBI was 0.067 per subject per year, with an upper confidence limit of 0.134, well below the established limit
of 1 ASBI per subject per year. There were 3 episodes of acute serious bacterial pneumonia, none of which required hospitalization.
The annualized rate of all infections during SC phase of the study was 4.1 infections/subject (95% CI 3.2-5.1). SC infusions were
distributed almost evenly over the seasons. Trough levels of specific antibody to H. Influenza, Hepatitis B surface antigen and
tetanus were in the protective range for all subjects during both IV and SC therapy, with titers substantially higher during the SC
phase of the study for all three specific antibodies.

CONCLUSIONS: Efficacy of IGSC 10%replacement therapy was confirmed by rates of infection which are comparable to other SCIG
and IVIG products. These data support application for approval of IGSC 10% as a therapy for patients with PIDD.
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