
of anti-dsDNA-antibodies quantified by ELISA decreased and
anti-ds-DNA-antibody titres assessed by crithidia luciliae
immunofluorescence-test even turned negative (figure 1D).
During the following three cycles, organ manifestations
remained absent, disease activity remained low
(SELENA-SLEDAI 4) (figure 1A–C), antibody levels declined
further and antibody titres remained negative (figure 1D). By
contrast, only very slight and transient decreases in the levels of
total Ig were observed suggesting a specific effect on auto-
antibodies. Additionally, the daily dose of glucocorticosteroids
could be reduced step by step, from 30 mg/day at baseline to
10 mg/day after the fourth cycle (figure 1E). The clinical
response was associated with cyclic and treatment-related
increases of the CD25++Foxp3+CD127lo Treg population
(figure 1F). Treg from this patient showed an intact suppressive
function, as assessed on day 57 and day 83 by in vitro suppres-
sion assays (data not shown). Only marginal effects on other cell
subsets were observed. In general, the therapy was very well tol-
erated, and adverse events, which included erythema at the
injection site, increased day and night sweats, and one episode
of fever, were mild and transient.

Six weeks after the last cycle, the patient presented with a
moderate disease flare due to recurrence of skin manifestations
and myositis (SELENA-SLEDAI 10) accompanied by rising anti-
body levels, requiring an increase in glucocorticosteroids and
the reinitiation of the previous treatment.

In summary, these data provide the first evidence for the clin-
ical efficacy of a subcutaneous low-dose IL-2 therapy in conjunc-
tion with the boosting of Treg activity in SLE and strongly
support the rationales of this selective biological treatment
strategy.
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