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- o TAFA + LEN demonstrated a significant advantage in OS over BR (P = 0.014), POLA + BR after 4 months of follow-up (P = 0.026), R-PECC (P = 0.02), Figure 4. Unadjusted and Adjusted Kaplan-Meier Estimates of OS for TAFA + LEN Versus R-PECC
Introduction and LEN-mono (P = 0.005), with HRs (95% CI) ranging from 0.39 (0.18—0.82) to 0.51 (0.29-0.90) (Table 2)

o Significant advantages in PFS were observed compared with BR (P < 0.001) and LEN-mono (P = 0.04), and a numerical advantage over POLA +
o In the primary analysis of the phase 2 study of tafasitamab plus lenalidomide (TAFA + LEN) in o Six treatment arms from 5 studies with similar inclusion and exclusion criteria, designs, and outcomes definitions compared with L-MIND were included in the BR (P = 0.065) after 4 months (Table 2) 1.00 -
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» An updated efficacy analysis (data cutoff, October 30, 2020) with 235 months of follow-up POLA + BR vs BR Sianificantly | DOR, 5 4 with TAFA + LEN d with POLA + BR (HR [95% CI1: 0.34 [0.120.981 P = 0.045) and BR 075 - T
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months), and median progression-free survival (PFS) was 11.6 months (95% Cl, 6.3-45.7; ) ) ) ! Table 2. Summary of Comparative Efficacy Results Between TAFA + LEN and Standard-of-Care Regimens (Population-Adjusted Comparisons) [ o Rl
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with R/R DLBCL not otherwise specified, including DLBCL arising from low-grade lymphoma, and Efficacy (95% CI) [P value] 0.25 -
who are not eligible for autologous stem cell transplant (ASCT)3 Number of patients 80 80 59 59 62 102
Outcome POLA + BR* BRt R-PECC LEN-monothera
o TAFA + LEN is also authorized for use in the European Union (EU) for patients with R/R DLBCL who (40 POLA + BR arm, 40 BR arm) (51 LEN arm) it)
are ineligible for ASCT, and has received “orphan” designation in the EU*5 Reported median follow-up 13.2 months 30 months 4.7 months Not reported 59 months NA 0s HR: 1.82 (0.58-5.65) [0.302] before 4 months HR: 0.39 HR: 0.51 HR: 0.41 0.00
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0 b .l ectlve o Life expectancy >3 months status 0-2 « Life expectancy (0.27-2.07) [0.571] (1.33-4.41) [0.004] (0.71-5.04) [0.204] (1.35-16.35) [0.015]
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» The objective of this analysis was to perform matching adjusted indirect treatment Treatment arms <12 x 28-day cyclest <6 x 21-day cycles <6 x 21-day cycles <6 x 28-day cycles 4 x 28 -day R-PECC LEN (25 mg/day, (0.25-1.86) [0.450] (0.94-2.69) [0.086] (0.44-2.90) [0.793] (0.80-5.72) [0.127] LEN, lenalidomide; OS, overall survival; R-PECC, rituximab with prednisolone, etoposide, chlorambucil, lomustine; TAFA, tafasitamab.
comparisons (MAICs) to evaluate the comparative efficacy of TAFA + LEN versus 4 standard- TAFA 12 mg/kg on days 1, POLA 1.8 mg/kg on day 2/cycle 1, BEN 120 mg/m?2 on BEN 120 mg/m?2 on cyclles. by followed by 21 days of 28-day cycle) *In the analyses of OS and PFS, the proportional hazards assumption appeared not to hold as the TAFA + LEN and POLA + BR curves were observed to cross around 4 months, thus time-varying HRs using a splitting time point at 4 months were investigated. The overall HR (95% Cl)
of-care treatment regimens (bendamustine with rituximab [BR]; polatuzumab vedotin with BR 8, 15, 22/cycle for cycles day 1/cycle thereafter days 2 and 3/cycle days 1and 2/cycle radio-immunotherapy OR [P value] for OS and PFS when comparing the entire duration of the study were 0.68 (0.35-1.34) [0.268] and 0.88 (0.45-1.73) [0.719)], respectively. tPooled estimates from 3 studies (G029365 Trial, Vacirca 2014, Ohmachi 2013) are shown for PFS, CRR, and RR; estimate from 1
R . . . . . . - . 1-3 (with 1 additional + + + RTX 375 mg/m2 IC (gemcitabine, RTX, study (G029365 Trial) is shown for OS as data were not available from other studies. . . . . ]
[POL_A * B_R]’ rituximab with prednisolone, etoposide, chlorambucil, Ion_‘us't_m_e [R-PECC]; and loadi 4of BEN /m2 2 Jevel RTX 37 /m2 RTX 37 /m2 1/cvcle + ' Bold blue text signifies statistically significant estimates and Non-bold blue text signifies numerically higher estimates for TAFA + LEN versus SoC regimens; Gray text signifies numerically higher estimates for SoC regimens versus TAFA + LEN (or analyses not performed). F|gure S. UnadJUSted and AdJUSted Kaplan-Meier Estimates of (A) OS and (B) PFS for TAFA + LEN Versus LEN Monotherapy (DLC-001 StUdY)
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enalidomide monot erapy [ 'monO]) or the treatment o transp ant-ine lglb e cycIe 1). days 1 and 1 days 1 and 2/cyc|e thereafter day 1 /cycle day 1 /cycle lomustine 80 mg/mz or oxaliplatin) BR, bendamustine + rituximab; CI, confidence interval; CRR, complete response rate; HR, hazard ratio; LEN, lenalidomide; OR, odds ratio; ORR, overall response rate; OS, overall survival; PFS, progression-free survival; POLA, polatuzumab; R-PECC, rituximab with prednisolone,
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i RTX 375 mg/m? on day 1/cycle prednisolone 40 mg/m?, Figure 2 . Unadjusted and Adjusted Kaplan-Meier Estimates of (A) OS and (B) PFS* for TAFA + LEN Versus POLA + BR 1.00 iy, 1.00 42
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available data in published studies, as per the National Institute for Health and Care Excellence Investigator or IRC review = s e A s IRC % o e, @ T 8 R 2 I e e ea A g ST
(N ICE) guidelines6 *Only data from phase 2 POLA + BR versus BR at March 15, 2019 cutoff was used in MAIC analysis and is reported in the table. TAfter 12 cycles, TAFA was administered as monotherapy until progressive disease. *First 2 patients received 90 mg/m2, prior to US Food and Drug - B b bl ::’:'-u.____ :'—j -+ |.+='+--+, 0.25 - §" 0.25 -

Ret ti tudi d studies that ited ASCT-eligibl tients. | i f Administration approval; subsequently, patients received 120 mg/m2 on days 1and 2 of 21-day cycle. SOnly stage 1 results were used for comparison versus L-MIND. = 0.50 + -'““''-'I:"'.|::|:'F|:|,-.|:'J:L‘:]:|:|1_—.|";.I _ o 0.50 + M by s o ' a
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patlents with non-DLBCL non-Hodgkln S Iymphoma, patlents with double- and trlple-hlt Iymphoma, committee; IWG, International Working Group response criteria for malignant lymphoma; IWRC, International Workshop Response Criteria; LEN, lenalidomide; MAIC, matching indirect treatment comparisons; NA, not available; N/S, not specified; ORR, objective response rate; PFS, 5 § i i albELD +
or Iarge proportions of patients treated in the fourth-line or later setting were excluded progression-free survival; PN, peripheral neuropathy; POLA, polatuzumab vedotin; QD, once daily; R-PECC, rituximab with prednisolone, etoposide, chlorambucil, lomustine; R/R, relapsed or refractory; RTX, rituximab; SCT, stem cell transplant; TAFA; tafasitamab; tx, treatment. 0.25 g’ 0.25 0.00 : : : : : : : : : : : : , 0.00 : : : : : : : : : : : : .
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o ' E— ' Figure 3. Unadjusted and Adjusted Kaplan-Meier Estimates of (A) OS and (B) PFS for TAFA + LEN Versus BR in GO29365 Trial, (C) PFS for TAFA + LEN Versus BR in
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