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. Assessments Table 3. Summary of Overall Response by ICR per RECIST v1.1 Figure 3. Kaplan-Meier Estimates of A) PFS by ICR and B) OS (N=101) Table 6. Potential irAEs Occurring in 22 Chemotherapy-Naive Patients*
IntrOd UCtlon o Objective responses were assessed per Response Evaluation Criteria in Solid Tumors Chemotherapy Naive A PFS Chemothera .
) . py Naive
(RECIST) v1.1 every 8 weeks for the first 12 months, and then every 12 weeks Variable (N=101) (N=101)
o Merkel cell carcinoma (MCC) is an aggressive neoplasm with rising incidence rates, thereafter by independent central review Objective response rate (95% Cl), % 53.5 (433, 63.5) 1.0 .
especially in adults >70 years of age’ - : : L ’ ! 0.9 Adverse Event, n (%) Any Grade Grade 23
_ _ — Modified version of RECIST v1.1 for immune-based therapeutics (iRECIST) was Best overall response, n (%) : ) -
» Response rates following chemotherapy are high, but responses are not durable?3 also used to evaluate patient responses and guide treatment decisions P— 17 (168) 0.8 Skin reaction 10(9.9) 2(2.0)
. I . " : . omplete response : -
= &herT;ti]e:e‘zlgy is also limited by high rates of severe toxicities, especially in « Adverse events were graded (CTCAE v5.0) and monitored until 290 days after the last Partial re3p0156 37 (3656) . 07 Hypothyroidism 8(7.9) 0
€ elaerly > dose of study drug or until the start of new anticancer therapy, whichever occurred first : & (g Hyperthyroidism 6 (5.9) 0
i i i i 6.7 Stable disease 16 (15.8) s ”
o MCC is a highly immunogenic tumo . e . . e 3 P { 5 (5.0t 2(2.0
) o — Comprehensive prespecified algorithms were used to identify immune-related Progressive disease 21(20.8) 2 054 neumonius (5.0) (2.0)
— Cell surface expression of programmed.cell death .proteln/hgand 1 (PD-[L]1) by tumor adverse events (irAEs) and infusion-related reactions (IRRs) : 3 Adrenal insufficiency 3(3.0) 1(10)
cells and tumor-infiltrating lymphocytes is present in approximately half of MCC tumor _ _ _ _ Not evaluable* 10 (9.9) S 04+
i 6 o Tumor tissue was collected during screening to measure PD-(L)1 expression levels , & Colitis 3(3.0) 0
B and Merkel cell polyomavirus large T-antigen (MCPyV), as well as for biomarker and Disease conirol rate,  n (%) D {eks) 037
i i i ions&.9 - 2 . . . Patients were counted once under the highest grade. *irAEs occurring in 1 patient each: autoimmune thyroiditis, demyelinating polyneuropathy (grade =3), diabetic
° ,:;vell;) marb is ap;prO\(;ed. fo:' treatt)mlent ::f metTS’fatllc MCC |:10 t1r;e European Union translational analyses Median progression-free survival (95% Cl), months 12.7 (7.3, 24.9) 0.2 fgtkgacidostqs (g;adle jG.),;osfinﬁ)ph@lic fsﬂsc(ijigsR &g:ade 2(3), ?eptatitis (gr:ade ﬁ h1y;:ophysitis [(tgrda)dcte) 2"3) pgncreatgitgis((gr::de zz), p(;l)yarthr.i:is, t(ublil;)inter§titigl (nep1r;ritis.
- . . In reactions Iincludes tne foliowing IViel erms (patients may have had >1 term reported): bullous aermatitis (n=1; gra e 23), pruritus (n=4), psoriasis (n=1),
) er.n ro. 'zumab an ®mYO vmab @ .SO a_ve clinica aCtI.VIty ) - PD-L1 expression was determined using a validated PD-L1 immunohistochemistry Median overall survival (95% CI), months NR (NE, NE) 0.1 rash (n=3), maculo-papular rash (n=2), and toxic epidermal necrolysis (n=1; grade =3). ¥ Pneumonitis includes the following MedDRA terms: interstitial lung disease (n=1),
o Retifanlimab (Zynyz ) is a humanized |mmunoglobuI|n G4 (|gG4) monoclonal ant|body assay (2203) Median duration of response (95% C|) months 253 (14 % NE) 0.0 (F){rganlizitng p/r;etunlonia (n=1; grade 23), and pneumonitis (n=3 [including n=1, grade >3]). irAE, immune-related adverse event; MedDRA, Medical Dictionary for
H H H H ! . 0 . | | | | | | | | | | | | | | | | | | | | 1 ivities.
targeting human PD-1, approved in the United States for the treatment of adult patients _ _ _ Event-free probability at month 6, % (95% CI)* 82 (68, 90) 0 2 4 68 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 42 coiatony Reivies
with metastatic or recurrent locally advanced MCC based on primary results from the ¢ Exploratory assessments included HIV control and health-related quality of life Event-free probability at month 12, % (95% CI)* 71 (57, 82)
- 13,14 . ili 9 9 ¥ Months
phase 2 POD1UM-201 study (NCT03599713) Event-free probability at month 24, % (95% Cl) 56 (39, 69) bationts at Risk
o POD1UM-201 assessed efﬁcacy and Safety of retifanlimab in Chemotherapy_naive *Patients discontinued treatment prior to the first postbaseline assessment or the scan was not evaluable; per protocol, all enrolled patients were included in the response 101 72 64 58 51 46 41 39 36 35 32 27 21 19 13 9 8 4 3 1 1 0
: : : analysis. Proportion of patients with a confirmed response or stable disease lasting 26 months. tEvent-free probability by Kaplan-Meier method; the 95% Cl was calculated .
patlents with recurrent IocaIIy advanced or metastatic MCC1 using (;reen\_/vogd:s formula to estimate the standard error. CI, confidence interval; ICR, independent central review; NE, not estimable; NR, not reached; RECIST, Response Co n CI us I O ns
— In the primary analysis performed with the first 65 patients, the objective response B L EIEE e d e
rate (ORR) was 52%, with safety as expected for the PD-(L)1 inhibitor class Patients i B.05
» Here, we present updated efficacy and safety results from the full cohort of + Patients were enrolled from February 2019 to June 2021; as of the March 10, 2023, SOV RIS AL Ua S S 10 * Retifanlimab demonstrated clinically meaningful activity in the full
101 chemotherapy-naive patients enrolled in the POD1UM-201 study data cutoff, 101 chemotherapy-naive patients had received =1 dose of retifanlimab 0.9- cohort of chemotherapy-naive patients with advanced or metastatic
] ] Subgroup No. of Patients ORR (95% Cl) i o i
— Median (range) duration of follow-up for DOR was 17.6 (1.1-38.7) months verall 101 —— 5433, 63, 0.8 M(}C SRR n PO R, SR T (A DT i i
Overa 0 53.5 (43.3, 63.5) primary analysis'
. . . . . Sex
. . o Patient demographics and disease characteristics are presented in Table 2 , . . 0.7 . . .
Study ObjeCtIVQS . At data cutoff, 7 patients (6.9%) were still undergoing treatment Famelo % : . : 15 (305,665 8 - — ORR was 53.5% among the full cohort of 101 patients, including
D 270 Age Group 1 s ' o 0 i
_ e yea'ros " : . : 158(256,672 Z gs- 16.8 A complete responses and 3.6.6 % partial res.ponses
Flaliiziyy Drug Exposure 268 years 77 —— 5.8 (44.1, 67.2) 2 o — Median DOR was 25.3 months, with 71% exceeding 12 months
» To evaluate the ORR of retifanlimab in chemotherapy-naive patients with recurrent . . L ge oroup s ] .
_ . 75 years 62 — 56.5 (43.3, 69.0 — Median OS was not reached
locally advanced or metastatic MCC » Median (range) number of retifanlimab infusions was 12.0 (1-28) months 275§ears o : - : P 532'4‘ 65.2; T 34
o Median (range) duration of treatment was 10.3 months (1 day-24.8 months Race _ : - -
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_ o s i Baseline ECOG=0 74 —_— 56.8 (44.7, 68.2) _ :
» To determine the pharmacokinetics of retifanlimab Variable Chem"(t:;f:g%’ L ELE Baseline ECOG=1 27 | . : 44.4(255.64.7) N Months IRTS were l;ncommon and pretreatment prophylaxis was
B MCPyV Status by Central Lab not require
Age, median (range), years 71.0 (38-90) Ne‘s;ative or quivocal or missing 28 b - ' 57.1(37.2, 75.5) 101 95 89 86 83 79 76 74 73 71 64 59 50 44 41 31 25 20 17 13 7 6 2 1 1 0 9
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275 years, n (%) 39 (38.6) Cancer Stage ICR, independent central review; OS, overall survival; PFS, progression-free survival. = Based on these reSlfltS, retlfanllmab_ admlnEStered q4W represents
Advanced 10 = - ' 60.0 (26.2,87.8) a new treatment option for adult patients with recurrent locally
Sex, n (%) Metastaticl 91 —s 52.7 (42.0, 63.3) d d tastatic MCC
Studv Desi d Treat ¢ Male 68 (67.3) Pooled Region . . aavancea or metastatic
uay besign and Ireatimen North America 22 C = i 50.0 (28.2, 71.8)
» Phase 2, open-label, single-arm, multicenter study ECOG PS, n (%) Europe L e Safety and Tolerability
o Per protocol amendment 5 (April 9, 2020), enroliment was limited to chemotherapy- ? ;‘; gg?; o contdonce et ECOG PS. Eactom Cosneat 00 |10 . 2 :0 40“ 5?CR _65 :Ot 8t0| ?0 M;S’OV el col » Grade =3 treatment-related treatment-emergent AEs were reported in 17 patients
H H o , contiaence Interval; , £astern Looperative Uncology Group pertormance status; , Inaependaent central review; yV, Merkel cell polyomavirus;
naive patlents (Table 1) ORR, objective response rate. (1 68%) (Table 5)
— 6 chemotherapy-refractory patients were enrolled under a previous version of the Time since initial diagnosis, median (range), months 4.7 (0.2-64.0) o irAEs occurred in 35 patients (34.7%); the most common were skin reactions (9.9%) Disclosures
protocol and are not included in this analysis Stage at current diagnosis, n (%) . . ) . and hypotherIdlsm (79%) (Table 6) Gri i . B Eisai. Eli Ll qc Merck. Novartis. Pfi ph Mar-
» Retifanlimab was administered at a flat dose of 500 mg intravenously over 60 minutes 3+ ’ 10(9.9 Table 4. ORR Among Patients With Both Baseline Tumor PD-L1 Expression and MCPyV e[l nleitelr s == s e Ely (LD, (U I Gl SEHEIY, WS MR, b (PCl, e el
_ (9.9) Status (n=92*) — Grade =3 irAEs were reported in 11 patients (10.9%) Consulting or gdwsory role — Baye_r, Eisai, Eli Lilly and Company, Novatrtis, Pfizer, PharmaMar;
every 4 weeks (g4w; on day 1 of each 28-day cycle) 4 91(90.1) Research funding — Bayer, Novartis, PharmaMar.
— Premedication was not required Visceral metastasis, n (%) 3 (337) ORR, % (95% CI; n) PD-L1 TPS <1% PD-L1 TPS 1% 9 patients (8.9%) had an irAE that led to treatment discontinuation
» Treatment could continue up to 2 years in the absence of disease progression, SDL1TPS 1 (% MCPyV positive 439 (30.7, 57.6; n=25/57) 86.7 (59.5, 98.3; n=13/15) « Clinically significant IRRs occurred in only 2 patients (2.0%) Ack led ¢
intolerable toxicity, death, withdrawal of consent, loss to follow-up, or premature - .0 (%) ) — — cknowledgments
discontinuation for any other reason :113’ Zg ggg; MCPyV negative A6 ({1, AR T pe (104, BEles =gt The authors wish to thank the patients and their families, the investigators, and the site personnel
. .. . . . . =1/ . *Of the 101 chemotherapy-naive patients enrolled, 92 had both baseline tumor PD-L1 TPS and centrally confirmed MCPyV status data available and are included in the who participated in this study, and Sadhna Shankar (Incyte Corporation) for their contribution to
® Eﬁlcacy ana|y3|3 is based on pat|ent3 treated with retifanlimab who had >12 months Not evaluablet () (5.9) ::ior;z?tﬁ)nnalsyi?ém, confidence interval; MCPyV, Merkel cell polyomavirus; ORR, objective response rate; PD-L1 TPS, programmed death receptor-ligand 1 tumor Table 5 Summary Of Adverse Events the s?udy. 'IF')his study was sp)é)nsored by Incyte Corpcgratchl)n (Wilfnington,)DE). Medical writing
follow-up for response as of the data cutoff date MCPY status, n (%) ' SN assistance was provided by Michelle Lister of Envision Pharma Group (Wilmslow, UK), and funded by
» Safety analysis is based on all enrolled patients who received 21 dose of retifanlimab Izositive AP 73(72.3) i . i i . Ad Event. n (% ¢ °Nf1g|:y ave Incyte Corporation.
Negative e Figure 2. Best Percentage Change From Baseline in Target Lesion Size (Sum of Diameters) verse Event, n (%) (N=101)
. . . . P
Not evaluable® 8(7.9) for Individual Patients by ICR (n=37*) TEAES (all-grade, treatment-related, and -unrelated) 92 (91.1)
Table 1. Key Eligibility Criteria Prior radiotherapy, n (%) 37 (36.6) Treatmentrelated TEAEs o7 (63) I?efg;i?sf set P
10047 : : . . ;171:203-31.
o Male an_d femgle patients 218 years of age with distgnt_ metastatic disease or recurrent, advanced Prior surgery, n (%) 69 (68.3) 2 5 Gradg 23 TEQ\ItES (’;reatTenlt-:eLa_tresAaEnd -unrelated) (135 (113(13.;) 2. lyer JG, et al. Cancer Med. 2016:5:2294-301.
locoregional disease not amenable to surgery or radiation, measurable per RECIST v1.1 o fade =o treatment-relate § ( N
Eastern Cooperative Oncology Group performance status of 0 or 1 HIV infection, n (%) 1(1.0) S 60 [ < DRI el PR B L o
Inclusion : . . . . £ Serious TEAEs (all-grade, treatment-related, and -unrelated) 26 (25.7) 4. Lebbe C, et al. Eur J Cancer. 2015;51:2396-403.
© Available tumor tissue (fresh or arChlvaI) for central pathOIOQY review *Not amenable to curative surgery or radiation. tPatients for whom tissue was not submitted or sample could not be analyzed. #Includes missing and equivocal results. o 40 Serious treatment-related TEAEs 12 (1 1 9)
« HIV-positive patients are eligible if CD4 cell count is =300 cells/L, have undetectable viral load, and ECOG PS, Eastemn Cooperative Oncology Group performance status; MCPyV, Merkel cell polyomavirus; PD-L1 TPS, programmed death receptor-ligand 1 tumor o 0 d MM, .. : 5. Voog E, et al. Cancer. 1999;85:2589-95.
are receiving highly active antiretroviral therapy proporton score. g 04 T TEAEs leading to discontinuation 21(20.8)* 3 hipson IE\‘:V ettal.l CCancer In’;munzoé 1R5e;5230712::») 17:54'63'
© Previous systemic treatment for MCC, including chemotherapy and any anti-PD-1 or anti-PD-(L)1 therapy ﬁé -20 - i ‘ ‘ ‘ ‘ ‘ | ‘ ‘ ‘ ‘ | ‘ ‘ ‘ H ‘ ‘ ‘ ‘ ‘ | ‘ ‘ ‘ ‘ H EAES loading to death Lo . Harms PW, et al. Cancer Res. ; ;75: -7. N
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frst study dose _ _ g ot Bl , Accessed September 1, - https://www.ema.europa.eu/en/documents/product-
-~ - o » Overall response results are summarized in Table 3 & —60- Immune-related TEAES 35 (34.7) information/bavencio-epar-product-information_en.pdf
« Radiation therapy <2 weeks before first dose or radiation therapy to the thoracic region >30 Gy o sorerreres g A MMR RN Grade =3 immune-related TEAEs 11(10.9) oo
Exclusion <6 months before first dose o ORR by patients’ baseline characteristics is shown in Figure 1 § ~807 S Kaufman HL, etal. L‘f’mcet e B ANIERIAIIE a3
B » ORR among patients with both PD-L1 expression level and MCPyV status available at 100~ . Infusion-related reaction TEAEs* 5(5.0) 10. Nghiem P, et al. J Ciin Oncol 2019;37:693'7_02_'
* Interstitial lung disease or active, noninfectious pneumonitis Baselinelis showniniTable 4 Grade 23 infusion-related reaction TEAEs 2(2.0) 11. Nghiem P, et al. J Immunother Cancer. 2021;9:e002478.
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antiviral treatment assessable for response Is shown in Flgure 2 14 had missing baseline or postbaseline target lesion assessment. tPatient had best percentage change >100%. BOR, best overall response; CR, complete response; necrolysis, transaminases increased, tubulointerstitial nephritis, each occurring in 1 patient. tAcute respiratory failure, asthenia, concomitant disease progression (CLL), March 2023.
- — - - - —— . . . . ICR, independent central review; PD, progressive disease; PR, partial response; SD, stable disease. COVID-19. #immune-related TEAEs and infusion reaction TEAEs were identified programmatically. CLL, chronic lymphocytic leukemia; TEAE, treatment-emergent . . Scan code to download
CD, cluster of differentiation; Gy, gray; MCC, Merkel cell carcinoma; PD-L1, programmed death receptor-ligand 1; RECIST, Response Evaluation Criteria in Solid Tumors. o Kaplan-Meier estimates of PFS and OS are shown in Figure 3 adverse event. 14. Grignani G, et al. J Immunother Cancer. 2021;9. Abstract 545. a copy of this poster
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