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In 2000 the GELA showed the survival advantage of RCHOP21 over CHOP21 in the
freafment {tt) of DLBCY i, elderly patients(pts). The Germans have shown g superiority of
CHOP14 over CHOP21 and R-CHOP14 over CHOP14. Here we Teport the results of the
planned interim analysis {202 Pis] of o phase i rial comparing RCHOP14 1o R-CHOP27.
Pts between 60 and 80 y.o. with DIBCL and aalPl > 1 were randomized between RCHOP
given every 2 or 3 weeks for 8 <y.G-CSF was given according to MD decision.
Primary objective:to evaluate EFS.Secondary:OS, PFS, DFs, response rate and analysis
of dose-imensify and foxicity.Sample size wes caleulated o demonstrate qn improvement
of 2 y EFS from S55% to 65% with R-CHOP14.600 PIs recruited over 4 y and followed for
a min.of 1y, will Provide 80% power ot the overall 5% (2-sided) significance leve| 1o
HOP21,

74 P1s(76%) in RCHOP21 completed 8 cycles without progression.in the R-CHOP14
the increqse of dose-intensity at the end of #, caleulated according to 3-week inferval
was 125% for cyclophosphamide and doxorubicin.90%, of pts treated with RCHOP14
received G-CSF whereqs only 66% in R-CHOP21 .rR (CR+Cru) was 67% in RCHOP) 4
and 75% in RCHOP2] (P=NS).The 2y EFS was 48% in RCHOP14 gnd 61% in RCHOPZ1
(p=NS). Similar trend wos seen for 2y PFS [49% vs 63%), 2+ DFs [37% vs 70%) and 2y
OS (67% vs 70%) (p=NS for oll).Grade 3.4 hematological toxicity was more frequent in
RCHOP14 wi More pis receiving franstusions and/or experiencing FN, resulting in higher

26



