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Table 1. Key Eligibility Criteria

Patient demographics and disease characteristics are presented in Table 2
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Figure 2. Duration of Treatment and Best Objective Responses by ICR (Chemotherapy-
Naive Patients; N = 21)
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Table 4. Potential Inmune-Related Adverse Events (Safety Evaluable Population)

: 26 patients (65.0%) (chemotherapy naive, n = 24 [68.6%]; chemotherapy Chemothera Chemothera
Inclusion _ o . : Py Py
_ o o refractory, n = 2 [40.0%]) were still ongoing treatment at the data cutoff Naive Refractory Total

Merkel cell carcinoma (MCC) is a rare but aggressive neuroendocrine skin Male and female patients 218 years of age with distant metastatic disease or recurrent, advanced PR | E S R R (n = 35) (n=5) (N = 40)
cancer, with rapidly rising incidence rate especially in adults 265 years of age' locoregional disease not amenable to surgery or radiation, measurable per Response Evaluation Table 2. Baseline Demographics and Disease Characteristics (Safety Evaluable Population) EE $
— 5-year overall survival (OS) rate is 16% in patients with distant metastatic Gl TSRk Chemotherapy Chemotherapy e ———— Adverse Event. n (% GAnle Gr>a3d ¢ GAnz Gr>a?::| ¢ GAnZ Gr>a?:ul ¢

disease? Eastern Cooperative Oncology Group performance status 0 or 1 Naive Refractory Total SD | 4 verse Event, n (%) Jelels = [l = el =
Programmed cell death protein 1 (PD-1) and programmed death ligand 1 Available tumor tissue (fresh or archival) for central pathology review Variable (n = 35) (n=5) (N = 40) g Hypothyroidism 2(5.7) 0 0 0 2(5.0) 0
(PD-L1) inhibitors for the treatment of patients with advanced/metastatic HIV-positive patients are eligible if CD4 cell count is 2300 L, have undetectable viral load, and Age, median (range), y 71.0 (44-90) 67.0 (49-78) 70.5 (44-90) 5D ———— » Ongoing treatment Preumonitis* 257) 0 0 0 2(50) 0
MCC have shown promising results in phase 2 clinical trials are receiving highly active antiretroviral therapy Sex. n (%) o — CR ' '
—In chemc?thgrapy-nalve p?)atlents(,) overall response ratei (ORRs) ranged Exclusion Female / Male 11(31.4)/24 (68.6) 1(20.0)/4(80.0) 12 (30.0)/28 (70.0) SD ——— zg Skin reactionsf 2(5.7) 0 0 0 2(5.0) 0

: ——
E’I%rgr:gsf())xv:‘ge]ea\s/ﬁxir\?;?PIt:OSE)S(rSa/r(])gV:ctlr:‘rgfnm4b;Otl(l)z’Llj(r3n g tr)nzjrrwr’:r?slfgspectively:” 4 Previous treatment with any anti—-PD-1 or anti-PD-L1 therapy Race, n (%) gg I ’ : PD Type 1 diabetes 1(2.9) 1(2.9) 0 0 1(2.5) 1(2.5)
- : : : ’ . . L . . L . PD | —
e ficelen OF fr eve s wEs 2005 menlie fwiherses (e medEn Treatmgnt with anticancer drugs or participation in another interventional clinical trial <21 days White / Other 29 (82.9)/6 (17.1) 5(100.0)/0 34 (85.0) /6 (15.0) .pD __ A 2 Not evaluable Other rare immune-related TEAEs 1 (2.9)t 0 1(20.0)7 1(20.0)01 2(5.0) 1(2.5)
OS for pembrolizumab has not been reported4 befo-re.flrst study dose : _— . . ECOG PS, n (%) ® : ® Noresponse available Participants were counted once under the highest grade; TEAEs with missing severity are included under any grade only
—In previously treated patients ORRs of 33% with avelumab® and 50% with Radiation therapy S_Z weeks before first dose or radiation therapy to the thoracic fegjloir >30 Gy 0/1 23 (65-7) /12 (34-3) 2 (40-0) /3 (60-0) 25 (62-5) /15 (37-5) ° ' ' ' ' ' ' * Pneumonitis includes the following MedDRA terms: intérstitial lung disease and pneumonitis. .
) 5 ’ . . <6 months before first dose : i . 0 10 20 30 40 30 t Skin reactions include the following MedDRA terms: pruritus and rash.
ATV PN (SSIEt [ peliis, T ) ISRl |79 Ol elf (SIS ELk Known central nervous system metastases and/or carcinomatous meningitis Time since initial diagnosis, Weeks | Folyarthits.
: : 5 . _ ~ _ _

median OS of 12.9 months with ayelumab Interstitial lung disease or active, noninfectious pneumonitis median (range), months feb 2=, 0 (25213 fou (el CR, complete response; ICR, independent central review; PD, progressive disease; PR, partial response; SD, stable disease. nggéﬂoﬁ;?{@ Dictionary for Regulatory Activities: TEAE, treatment-emergent adverse event
— Currently, avelumab and pembrolizumab are the only US Food and Drug _ _ g _ ' a _ _ Stage at current diagnosis, n (%) ’ B '

ROEOIIE Y00 1RSESNIES el and Tolerabily
Response rates following chemotherapy are up to 70% for first-line treatment . " ’ ’ 4 32 (91.4) 5(100.0) 37 (92.5) , m
217 B Fallaiing 1 0 Mers e EgiTEnas: Menaver, aEian o FEamsnee antlfu.n.gal, or antmral tre.atrnent ver metastasis.n () e T ST Table 3. Summary of Adverse Events (Safety Evaluable Population) CO N CI usions
is short, with high rates of fatal toxicities especially in elderly patients Receiving live vaccine within <28 days of study entry _ el . : : ' Chemotherapy Chemotherapy
— PD-1—directed therapies have become treatment of choice in the History of organ transplant, including allogeneic stem cell transplantation Prior systemic therapy, n (%) 0 5(100) 5(12.5) Naive Refractory Total As of this report, 35 of the planned 60 patients with advanced or

. . 0 = = = ’

first-line setting Prior radiotherapy, n (%) 11(31.4) 2(40.0) 13 (32.5) Adverse Event, n (%) (n=39) (n=5) (N =40 metastatic chemotherapy-naive MCC have been enrolled and received
Retifanlimab (INCMGA00012) is a humanized IgG4 monoclonal antibody Siterinel aeiTsEE ot & Tat dose o BUD g Tievemeny ever Prior surgery, n (%) 25 (71.4) 4 (80.0) 29 (72.5) TE%E;(SQr?trjg;’tg:fg:é‘:fe'ated and -unrelated) f? %g; jggg; gf ggg; retifanlimab 500 mg Q4W
ta_:%etml_gdr;uman PD-1 that is belng evaluated in phase 2 studies in patlents 60 minutes every 4 weeks (Q4W; on day 1 of each 28'day CyC|e) ECOG PS, Eastern Cooperative Oncology Group performance status. Grade =3 TEAE ated and lated 9 25.7 9 40.0 11 27.5 Confirmed responses by |CR, including complete responses, were
with solid tumors _ _ _ _ Treatment can continue up to 2 years in the absence of disease progression, rg ed_ >3t St(treattm?nt_geféilzan unrelated) 3( ; '6) | (20'0) 4 (10 '0) observed in chemotherapy-naive and chemotherapy-refractory
POD1UM-201 (NCT03599713) is a phase 2 trial assessing the efficacy and intolerable toxicity, death, withdrawal of consent, loss to follow-up, or Drug Exposure rade 2 reatment-relate S (8.6) (20.0) (10.0) patients
safety of retifanlimab |'n patlents with IocaIIy.advanced/metast.atlc. MCC premature discontinuation for any other reason Median (range) number of retifanlimab 500 mg Q4W infusions was 3 (1-13) Serious TEAEs (all grade, treatment-related Initial results demonstrate bromisina activity with retifanlimab in
— Here we report preliminary safety and efficacy results of this trial Assessments Median (range) duration of treatment was 60.0 (1-394) days and -u.nrelated) 8 (22.9) 2 (40.0) 10 (25.0) N o e MCC P Jd y

oo . e Serious treatment-related TEAES 2 (5.7) 1(20.0) 3(7.5) chemotherapy-naive
- : ijectlve responses were assessed per RECIST v1.1 every 8 weeks for the ntitumor Activity - | Nonfatal TEAEs leading to discontinuation 4 (11.4) 1 (20.0)" 5 (12.5) Retifanlimab was generally well tolerated by patients with MCC
ObjeCtlves first 12 months, and then every 12 weeks thereafter The best percentage change from baseline in chemotherapy-naive TEAEs loading to deafh G 0 T _ _
— Modified version of RECIST v1.1 for immune-based therapeutics patients assessable for response target lesion size is shown in Figure 1 > eating o fed 22 2l Immune-related adverse events were consistent with reports of other
Primary (IRECIST) was also used to evaluate patient responses and guide The duration of treatment and best response of individual chemotherapy- Potential immune-related TEAES 7(20.0) 1(20.0) 8(20.0) PD-1/PD-L1 inhibitors

To evaluate the ORR of retifanlimab in chemotherapy-naive patients with
locally advanced/metastatic MCC

Secondary
To evaluate the duration of response, disease control rate, PFS, and OS in

treatment decisions

Adverse events, graded by Common Terminology Criteria for Adverse Events
version 5.0, will be monitored until 290 days after the last dose of study drug
or until the start of new anticancer therapy, whichever occurs first

naive patients assessable for response are shown in Figure 2

The median duration of response has not been reached

* Related to retifanlimab: polyarthritis and infusion-related reaction (n = 1 each); unrelated to retifanlimab: asthenia and arrhythmia (n = 1 each).
T Radiculopathy (n = 1; related to retifanlimab).* Asthenia and acute respiratory failure (n = 1 each; unrelated to retifanlimab).
TEAE, treatment-emergent adverse event.

Figure 1. Best Percentage Change From Baseline in Target Lesion Size (Sum of Diameters) for Individual Patients by (A) ICR* and (B) Investigator Assessment’ (Chemotherapy-Naive Patients)

Results support continued clinical investigation of retifanlimab in MCC
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