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Effect of Adding Ublituximab to Ibrutinib on PFS, ORR, and MRD Negativity in Previously Treated High-Risk Chronic Lymphocytic Leukemia:
Final Results of the GENUINE Phase Il Study

Jeff P. Sharman, MD?, Danielle M. Brander, MD?, Anthony R. Mato, MD3, Nilanjan Ghosh, MD, PhD#, Stephen J. Schuster, MD>, Suman Kambhampati, MD®, John M. Burke, MD’, Frederick Lansigan, MD3, Marshall T. Schreeder, MD?,
Scott D. Lunin, MD1°, Alexander Zweibach, MD, PhD11, Mikhail Shtivelband, MD, PhD12, Patrick M. Travis, MD13, Jason Chandler, MD14, Kathryn S. Kolibaba, MD°, Peter Sportellit®, Hari P. Miskin, MS1%, Michael S. Weiss1® and lan W. Flinn, MD, PhD?/

willamette Valley Cancer Institute/US Oncology Research, Eugene, OR; 2Duke University Medical Center, Durham, NC; 3Center for CLL, Memorial Sloan-Kettering Cancer Center, New York, NY; “Levine Cancer Institute, Atrium Health, Charlotte, NC; °University of Pennsylvania, Philadelphia, PA; University of Kansas Cancer Center, Kansas City, KS; "Rocky Mountain Cancer Centers/US Oncology
Research, Aurora, CO; 8Dartmouth-Hitchcock Medical Center, Lebanon, NH; °Clearview Cancer Institute, Huntsville, AL; °Florida Cancer Specialists, Sarasota, FL; 12Cancer Care Centers of South Texas/US Oncology Research, New Braunfels, TX; 2lronwood Cancer and Research Center, Chandler, AZ; 13Highlands Oncology Group, Fayetteville, AR; 1*West Cancer Center, Memphis, TN;
5 Compass Oncology/US Oncology Research, Vancouver, WA; 16TG Therapeutics, Inc. New York, NY; ¥’Sarah Cannon Research Institute, Nashville, TN.

Study Rationale

Chronic lymphocytic leukemia (CLL) is a heterogeneous disease

Study Schema Study Objectives

Study UTX-IB-301 (NCT02301156) is an open-label, multicenter, randomized, Phase lll study in relapsed or

All Causality Adverse Events (AEs) Occurring in 2 20% of Patients

Progression-Free Survival (IRC-Assessed)

All Patients

AEs of special interest in ublituximab + ibrutinib vs ibrutinib alone (all
grades): Atrial fibrillation (14% vs 7%) and myalgia (14% vs 24%)

Targets a unique epitope on the CD20 antigen (Figure 1)
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As a single agent, ublituximab is active in rituximab-refractory
CLL and Non-Hodgkin’s lymphoma (NHL) patients®

Phase 2 study in relapsed/refractory CLL patients demonstrated
that combination of ublituximab with ibrutinib is highly active
(95% ORR in high-risk CLL) and well-tolerated®

Ublituximab is currently in Phase 3 development in combination
with umbralisib for patients with CLL, and in Phase 2b study for
patients with NHL.

monotherapy (Figure 4)
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Patient Disposition

Data cut-off date was September 1, 2019 with a median follow-up time
of 41.9 months

Patient Demographics

Ibrutinib
Monotherapy

Evaluable for safety & efficacy, N 59 58

Figure 4. Best ORR Figure 5. Undetectable MRD
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+ lbrutinib profile of ibrutinib; slightly higher rates of neutropenia and atrial fibrillation were

observed with ublituximab plus ibrutinib

Presented at the 2020 American Society of Clinical Oncology (ASCO) Virtual Scientific Program, May 29 - 31, 2020



	Slide Number 1

