
 

E1912 follow-up shows ibrutinib effective,
well tolerated by majority of CLL patients

December 7 2019

The ECOG-ACRIN Cancer Research Group (ECOG-ACRIN) today
announced results from an extended follow-up analysis of patients in its
randomized Phase 3 clinical trial, E1912. The results show that the
combination of ibrutinib, a Bruton's tyrosine kinase inhibitor, and the
antibody therapy rituximab, continue to provide superior progression-
free survival and overall survival compared to standard
chemoimmunotherapy for patients (aged 70 or younger) with previously
untreated chronic lymphocytic leukemia (CLL). The analysis provides
new safety and efficacy information on the patients in E1912 who
completed ibrutinib plus rituximab therapy and continued to receive
ibrutinib for as long as it remained effective.

The American Society of Hematology (ASH) featured the analysis today
at its 61st Annual Meeting in Orlando. After a median follow-up time of
four years, roughly 75% of patients in the ibrutinib plus rituximab arm
of the trial remain on ibrutinib.

The researchers observed ibrutinib to be well tolerated by the majority
of patients, only 14% of whom stopped ibrutinib due to side effects.
Only seven percent of patients progressed while on ibrutinib therapy.

The trial was designed and is being conducted by ECOG-ACRIN with
funding from the National Cancer Institute, part of the National
Institutes of Health. Tait D. Shanafelt, MD, a professor of hematology at
the Stanford University School of Medicine in Palo Alto, California, was
the lead investigator on the study.
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Today's analysis supports the earlier E1912 findings in the New England
Journal of Medicine, which immediately advanced the standard of care
for previously untreated CLL patients (aged 70 years and younger). The
earlier E1912 results showed a two-thirds reduction in the risk of disease
progression and less toxicity from therapy with ibrutinib plus rituximab
compared to intravenous chemoimmunotherapy consisting of
fludarabine and cyclophosphamide plus rituximab (FCR).

The current analysis, based on a median follow-up of 48 months, reports
that 73 percent of patients in the ibrutinib plus rituximab treatment arm
remained on ibrutinib. The median time on treatment was 43 months
(range of 0.2 to 61 months). The median time to progression or death
after discontinuing ibrutinib was 23 months. Superior progression-free
survival benefits were sustained for the ibrutinib plus rituximab arm
compared to the FCR treatment arm (hazard ratio [HR]=0.39; 95 percent
CI, 0.26-0.57; p
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