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Design: Single-centre, phase 2, nonrandomized open-label trial (Simon’s two-stage design) = T

 CD20 expression in B-cell precursor acute Lymphoblastic
leukemia (B-ALL) is associated with inferior outcomes.’

conducted between December 2017 and August 2019. L S . Y
 Main Outcome measures: The primary end point of the study was the rate of (end of induction)

* Treatment approaches involve incorporation of Rituximab EOIBM-MRD negativity. Secondary end points were EFS and OS.

(variable doses and scheduling between trials),
intensification of chemotherapy and allogeneic stem cell Summary
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tran_s-plant in- patiepts who continue to remain MRD- . A total of 35 patients were enrolled between December 2017 and August 2019. oo e | 5 N ) 4 0
positive post induction. » EOI MRD negative rates were 70.1% compared with 51.7% in historical cohort treated with .| ., . . N ) 0
| o | | chemotherapy. T L _

* Treatment intensification with chemotherapy or allogenic . on |onger follow up (median follow up 38months), 3-year EFS and OS rates were 75.6% (95%
stem cell transplantation for EOl MRD positive patients is ¢} 62.3-91.9%), and 75.6% (95% Cl 62.3-91.9%) respectively.
limited in resource constraint areas due to cost and . 3.year rates of EFS based on post-induction (week 4) MRD status was 55.6% (31-99.7%) in o T D e e
intection related morbidity and mortality. MRD positive group compared with 86.1% (72.7-100%) in MRD negative group. | _':7‘7 . TH ,

_ _ | | « 3-year rates of OS based on EOl MRD status was 55.6% (31-99.7%) in MRD positive group g | =

*Hence, there is an unmet need to identify active and safe compared with 86.1% (72.7-100%) in MRD negative group. L ! : |
drugs to improve EOl MRD negative rates which can . The median OS for patients who attained CR was not reached versus 8months in patients who 1 : |
reduce the need for transplant and chemotherapy fail to achieve CR. Sl o = =
intensification.

« Given bortezomib’s activity in relapsed ALL and its S ] ) ) ) g 5 4 2 0
Z}égiirg:]srgf Vgg?tezrg;)i(lgmflob ri!tzxiri-acbe Ilanlélmcphheor;n oa"crs{eratgi * On longer follow up, the activity of combination of bortezomib and rituximab is maintained R . — . i g b SR, S S, S, S,
may provide an incremental benefit in CD20 positive without any new safety concerns. Overall survival o
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precursor B-ALL. - EOI MRD positivity and lack of complete remission post induction are strong predictors of poor N A
Objective outcomes. . B

 To test the activity of bortezomib and ritwximab _ir =
combination with a paediatric-inspired regimen during p<°-°°§“4‘
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