Phase 1 study of fianlimab, a human lymphocyte activation gene-3 (LAG-3) monoclonal antibody,
in combination with cemiplimab in advanced melanoma
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Figure 3. Clinical activity among anti—-PD-(L)1 experienced patients (Cohort 7)

Backg round MEthOds Figure 2. Efficacy overview among anti-PD-(L)1 naive patients (Cohorts 6 + 15)1
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A Phase 3 trial (NCT05352672) of fianlimab + cemiplimab in patients with advanced SOD of TL at bise"ne, median (range), mm 51 (15-214) 52 (11-173) 51.5 (11-214) ggm;'fgz risnzznse s g o) Any grade  Grade3-5 Anygrade  Grade 3-5

melanoma is ongoing. fﬂiﬁiénr:;agjbsp(g) % (n) 27.5(11) 30.0(12) 28.8 (23) Table 3. Patient disposition among anti-PD-(L)1 naive patients (Cohorts 6 + 15)* Stable disgase 6.7 (4) Overall 65.0 (52) 11.3 (9) 33.3 (9) 13.3 (2)
Acral ’ 7.5 (3) 5.0 (2) 6.2 (5) Anti-PD-(L)1 naivef Cohorts 6 + 15 Progressive disease 53.3 (8) Occurred in >5% of patients (any grade)
% (n), unless otherwise stated Cohort 6 (N=40) Cohort 15 (N=40) (N=80) NE 6.7 (1) Rash 23.8 (19) 0 26.7 (4) 0
Mucosal 2.5 (1) 0 1.2 (1)
References Cutaneous nonacral 90.0 (36) 95.0 (38) 92.5 (74) Patients completed planned treatment* 15.0 (6) 5.0 (2) 10.0 (8) DCR | 40.0 (6) Pruritis 15.0 (12) 0 0 0
1. Tawbi HA et al. N Engl J Med. 2022;386:24-34. 4. BurovaE et al. Mol Cancer. 2017;16:861-870. Metastasis stage at baseline, % (n) Ongoing treatment 15.0 (6) 52.5 (21) 33.8 (27) KM-estimated PFS, median (95% CI), months 1.5(1.3,7.7) Hypothyroidism 13.8 (11) 0 0 0
2. Long GV et al. J Clin Oncol. 2022;40(suppl 36):360385. 5. Hamid O et al. J Clin Oncol. 2021;39(suppl 15):9515. MO 15.0 (6) 5.0 (2) 10.0 (8) Discontinued treatment 70.0 (28) 42.5 (17) 56.3 (45) DOR, median (95% CI), months NR (3.4, NE) _ :
3. Burova E et al. Mol Cancer. 2019;18:2051-2062. " 82.5 (33) 87.5 (35) 85.0 (69) Disease progression 45.0 (18) 17.5 (7) 31.3 (25) ORR by LAG-3 expression, % All’thralgla 12.5 (10) 0 6.7 (1) 0
: M1c 45.0 (18) 225 (9) 33.8 (27) AE 15.0 (6) 15.0 (6) 15.0 (12) <1% NA Diarrhoea 12.5 (10) 0 13.3 (2) 0
Ifulrzgrfllvlaags rovided by Regeneron Pharmaceuticals, Inc LDH > ULN, % (n) 2.5 (1 7) 27.5 (1 1) 35.0 (28) Patient decision >0 (2) 0 25 (2) Os;}(ﬁ PD-L1 i 0% 162 Myalgia 10.0 (8) 0 0.1 (1) 0
S e Sl Liver metastases, % (n) 35.0 (14) 12.5 (5) 23.8 (19) Death N 2.5 (1) 5.0 (2) 3.8 (3) WY -1 expression, o 185 Adrenal insufficiency 8.8 (7) 2.5 (2 6.7 (1) 0
Previous systemic therapy, % (n) 20.0 (8)* 0 10.0 (8) Physician decision 2.5 (1) 5.0 (2) 3.8 (3) <1 (; 5 Colitis 7.5 (6) 3.8 (3) 0 0
Acknowledgements Scan the QR code for | i - "Prior systemic therapies, including prior adjuvant therapies, excluded for Cohort 15. Duration of exposure, median (range), weeks 37.1 (2-110) 24.2 (3-56) 30.9 (2-110) = 2 _ _ _ : —— .
The authors thank the patients, their families, all other investigators and all investigational site members a video presentation Two patients received prior treatment for advanced disease and six patients received prior adjuvant treatment. tPrior systemic therapies, including prior adjuvant therapies, excluded for Cohort 15. Cl, Confldenlce interval; DCR, disease control rate; DOR, durathn of response; KM, Kaplan-Meier; LAG-3, lymphocyte activation gene-3; Pneumonitis 6.3 (5) 0 6.7 (1) 6.7 (1)
involved in this study. The study was funded by Regeneron Pharmaceuticals, Inc., and Sanofi. Medical of the poster LDH, lactate dehydrogenase; PD-1, programmed cell death-1; PD-L1, programmed cell death-ligand 1; SOD, sum of diameters; TL, target lesion; *Planned treatment; 1 year + additional 1 year given based on investigator discretion. NA, not available; NE, not evaluable; NR, not reached; ORR, objective response rate; PD-1, programmed cell death-1; PD-L1, programmed cell "Prior systemic therapies, including prior adjuvant therapies, excluded for Cohort 15.
\gggggesrgﬁ%ﬁgﬁg:;ggﬁg:g'r}gg’_va:n%r%\ggﬁﬁ_ S e (L2, bk, @if Firuirs, Nattsiierel, ClS, ilineel o ULN, upper limit of normal. AE, adverse event; PD-1, programmed cell death-1; PD-L1, programmed cell death-ligand 1. death-ligand 1; PFS, progression-free survival. AE, adverse event; PD-1, programmed cell death-1; PD-L1, programmed cell death-ligand 1.

Scan the QR code
for full author

Disclosure disclosures and a

John Crown has no disclosures to report. Co-author disclosures are accessible via the QR code. copy of the poster

Poster presented at the European Society of Medical Oncology (ESMO) Asia 2022 Congress, Singapore, 2—4 December 2022 (previously presented at the ESMO Congress 2022, 9-13 September 2022).



