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Lumiliximab is an anti-CD23
monoclonal antibody that is being
investigated for the treatment of
relapsed B-cell CLL. CD23 is a
glycoprotein expressed on the
majority of CLL cells. Preclinical
data shows synergy of lumilix-
imab with both fludarabine and
rituximab.1 Lumiliximab mono-
therapy given weekly or thrice
weekly for 4 weeks to patients
with relapsed CLL was well toler-
ated, achieved sustainable CD23
receptor occupancy and showed
clinical activity.2 A decrease in
ALC was seen in 91% of patients;
decrease in lymph node bulk was
noted in 52%. A Phase I/II, multi-
ceneter study was conducted to
evaluate the safety and efficacy of
lumiliximab in combination with
fludarabine, cyclophosphamide,
and rituximab (L+FCR) for
patients with relapsed CLL.
Correlative studies included
CD23 receptor occupancy on
CLL cells, possible effects of ele-
vated serum CD23, relationship
of response to baseline presence
of CD38 and ZAP 70 (negative
prognostic markers), CD55 and
CD59 (potential resistance mark-
ers to rituximab).3-5 Thirty-one pts
with relapsed CLL received either
350 mg/m2 (n=3) or 500 mg/m2

(n=28) of L + FCR (Fludarabine
25 mg/m2/day x 3, cyclophos-
phamide 250 mg/m2/day x 3, rit-
uximab 375 mg/m2 x 1 on cycle 1
and 500 mg/m2 x 1 on subsequent

cycles) for up to six 28-day
cycles. All pts completed treat-
ment and follow-up is ongoing.
Median age at study entry was 58
yrs, 71 % had Rai stage I/II dis-
ease, and the median number of
prior regimens was 2 (1-10).
Using NCI-WG criteria, overall
response rate was 65% complete
response (CR) 52% and partial
response (PR) 13%.

Based on median follow-up of
16.8 mos (1.5-37.6) and KM esti-
mated analyses, median progres-
sion-free survival (PFS) for all pts
was 19.3 mos. Median PFS for all
responders and CR pts were 23.4
mos and 30.4 mos, respectively.
Twenty-three pts (74%) reported a
Grade 3 or 4 event. Compared
with previously published FCR
data in relapsed CLL6, L+FCR has
a similar safety profile with no
additional toxicities. Of note, the
CR rate in the historical popula-
tion (FCR alone) was 25% versus
52% with L+FCR regimen.
L+FCR sustained CD23 receptor
occupancy which was not affected
by elevated levels of serum
CD23.

Clinical activity was seen in
patients expressing ZAP70 and
CD38 and was independent of
pretreatment expression levels of
CD55 and CD59.

These results suggest that L+
FCR is an effective regimen for
pts with relapsed B-CLL. L+FCR
produced an impressive CR rate,
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an encouraging PFS, and a similar safety pro-
file to that of FCR. A large, randomized, glob-
al study of L+FCR vs FCR (LUCID) is ongo-
ing to further evaluate the safety and efficacy
of this regimen. 
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