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Zanubrutinib plus obinutuzumab versus obinutuzumab monotherapy In patients with relapsed
or refractory follicular lymphoma: primary analysis of the phase 2 randomized ROSEWOOD trial
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BACKGROUND RESULTS CONCLUSIONS

= FL is the most common subtype of indolent NHL = Baseline characteristics were balanced between the 2 arms (Table 1) = After receiving obinutuzumab monotherapy, 29 patients crossed over to zanubrutinib = Although not powered to detect OS difference, OS results favored combination of
. . . . . . . O . . . . ° . ° [ ) . _ _ - o O =
= Approved treatment options are limited for patients with R/R FL and are Table 1. Patient Characteristics plus obinutuzumab; ORR was 24.1% including 2 patients with CR (Table 3) zanubrutinib plus obinutuzumab (Figure 7) Thti R.OSE.WO?.D (BGB-3111 51?)(’;:%?_\1 ?e;cclzt; primary endpoint,
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= |n the 3L+ setting these treatments are often associated with low rates of Male sex, % 517 45.8 N=29 o 100 45.8% with obinutuzumab (P = 0.0017)
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long-term disease control Median age, years (min, max) 63.0 (31, 84) 65.5 (32, 88) ORR, % (95% Cl) 241(10.3, 43.5) ) 20 | ¢ of ORR stent
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e estimate rate a months was 75.5% (95% CI. 53.1, 88.3); High (>3) 5311 51.4 (20.7) S 40- and durable response
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= Here, we report the primary analysis of ROSEWOOD (BGB-3111-212; ECOG performance status 21, % 407 56.9 Discontinued prior to first tumor assessment after crossover 2(69) T 20- m:c(g?';?\lsé)'z°"t2$lflgE5(§’6C;)’NE) JR o ﬁrm g: (Z)abr?”btr“t'”'b E'“s obinutuzumab ~ CRR was 37.2% vs 19.4% with obinutuzumab alone
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NCTO333201/), a global phase 2, randomized study designed to assess Baseline bulky disease (25 cm), % 393 431 (17.2) 3 97 HR: 0.44 (95% CI: 0.22, 0.88, 2-sided P = 0.0177) + Censored - 18-month DOR rate was 70.9% vs 54.6% with obinutuzumab
efficacy and safety of zanubrutinib plus obinutuzumab vs obinutuzumab in Elevated LDH at screening, % 34.5 40.3 s The 18-month duration of response rate was 70.9% in the zanubrutinib plus 0 | | | | | | | | | | | | | | | | | |
patients with R/R FL who have received 2 or more lines of therapy Elevated beta-2 microglobulin at screening, % 44.8 51.4 . o p . N . P c 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 = Zanubrutinib plus obinutuzumab was associated with
obinutuzumab arm vs 54.6% in the obinutuzumab arm (Figure 4) Months . :
Median prior lines of therapy, n (min, max) 3(2,1) 3(2,9) Number of patients at risk: Improved PFS and OS vs obinutuzumab
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= The first patient was randomized in November 2017, and the last patient was Patients with PD within 24 months of completion of the first . " o o . can = Good tolerability of zanubrutinib led to prolonged treatment exposure (Table 4) (HR: 0.51[95% CI: 0.32-0.81], P = 0.0040)
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