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Results of a Phase lll Trial in Patients with PIDD Using an IVIG Containing High
Titer Neutralizing Antibody to Respiratory Syncytial Virus (RSV).
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Bacterial infections such as S. pneumonia and viral infections such as RSV continue to pose life
threatening risks for immune suppressed and immune deficient patients. While palivizumab has been
shown to be effective in limited circumstances for the prevention of RSV in premature born infants, it does
not have the ability to restore the absent or deficient immune compartments of these individuals. RI-002
is an IVIG derived from plasma donors selected to have high titers of neutralizing antibody to RSV and is
effective in treating immune suppressed cotton rats infected with RSV. RI-002 also contains significantly
elevated levels of antibodies to many other respiratory viruses. We have now completed a phase Il trial
in 59 patients with PIDD who received RI-002 over the course of one year with the primary objective of
preventing serious bacterial infections. Patients were enrolled between the ages of 3 and 74 and
received doses ranging from 291-1008 mg/kg every 21 or 28 days for the duration of one year. There
were no serious adverse events attributable to the study drug and there were no serious bacterial
infections (SBI) reported during the trial. 29 subjects were enrolled in the pharmacokinetic component of
the trial and total Ig, Ig isotypes, S. pneumonia serotypes and other antibody determinations were
measured. These results support the use of this product in immune deficient patients.



