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A Phase Il Study of Genetically Risk-Stratified Combination of Venetoclax,
Ibrutinib and Rituximab (With and Without Navitoclax) in Patients With
Relapsed and Refractory Mantle Cell Lymphoma

Clinical summary

Eligible participants will be allocated to one of two experimental treatment arms, depending on their
level of risk.

People without the high-risk mutations&nbsp;(no 9p21.1-24.3 loss, no SMARCA2 or SMARCA4
mut/del)&nbsp;will be treated with&nbsp;ibrutinib, rituximab and venetoclax.&nbsp;

People with high-risk mutations (9p21.1-24.3 loss, SMARCA2 and/or SMARCA4 mut/del)&nbsp;will
be treated with&nbsp;ibrutinib, rituximab, venetoclax and navitoclax.

Ibrutinib will be given at a dose of 560mg daily, continuously. Venetoclax will be given orally daily,
dose escalation every 7 days (20mg, 50mg, 100mg, 200mg, 400mg). Rituximab will be given at a dose
of 375mg/m2 intravenously on Day 1 of Weeks 1, 2, 3, 4 of C1 and Day 1 of C2-8. Navitoclax will be
given orally daily, dose escalatione very 14 days (50mg, 100mg, 150mg, and 200mg).

Conditions
This trial is treating patients with relapsed/refractory mantle cell lymphoma
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