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effect of repeat administration of the drug on its
systemic clearance. Patients who have received single
or multiple doses of the drug have been inpatients at
the NIH Clinical Center for up to 7 days. The
treatment has consisted of two to five doses (3-5 g
orally or 2.5-5 mg/kg intravenously) administered
over 14 to 28 days. Dosing has begun within 72 hours
of transplantation and has been on-going for up to 4
weeks. Patients are evaluated daily to monitor for
evidence of drug toxicity. Patients have been followed
by serial measurements of T regulatory cells. On-
treatment evaluation of IL-10 production and mRNA
expression by T-requlatory cells have been
performed. A 7-year-old female with acute rejection
Grade Il, and 2 female patients with stable allograft
function who had an initial rise in serum creatinine of
100% or greater of their baseline value were
evaluated for possible rejection. The first patient had
no rejection and did not require therapy with UF-0111.
The second had an increase in serum creatinine to 2.4
mg/dL in the month following a dose of UF-0111. This
patient was subsequently treated with mycophenolate
mofetil. The third had a significant rise in serum
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creatinine (2.6 mg/dL) in the month following a dose
of UF-0111. This patient developed allograft rejection
Grade Il with the associated development of an acute
vasculitis in the renal biopsy consistent with a
diagnosis of Goodpasture's
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