Phase 2 Study of Cemiplimab in Patients with Advanced Cutaneous Squamous Cell
Carcinoma (CSCC): Longer Follow-Up
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Background

Table 2. Duration of follow-up and tumor response to cemiplimab per ICR Table 3. TEAEs regardless of attribution

. . T E—— Group 1 (mCSCC) Group 2 (laCSCC) Group 3 (MCSCC) Total Advanced CSCC (n=193)

» Cutaneous squamous cell carcinoma (CSCC) is the second most metastatic (nodal and/or distant) C: Cemiplimab 3 mg/kg Tumor imaging every 3 mg/kg Q2W (n=59) 3 mg/kg Q2W (n=78) 350 mg Q3W (n=56) (n=193) o

. e . v . 1 Q2W IV, for up to 8 weeks for the n (%) Any grade Grade =3
common cancer in the US and its incidence is increasing. 96 weeks assessment of effcacy Median duration of follow-up, months (range) 18.5 (1.1-36.1) 15.5 (0.8-35.6) 17.3 (0.6-26.3) 15.7 (0.6-36.1) Any 192 ©9.5) 94 @8.7)
0, 0, - | w " . .
» Most cases of CSCC are cured by complete surgical excision.?® ORR, % (95% CI) 50.8 (37.5-64.1) 44.9 (33.6-56.6) 42.9 (29.7-56.8) 46.1 (38.9-53.4) Led to discontinuation 19 (9.8) 14(7.3)
H Il but substantial b £ patient t with eith Cemiplimab 350 mg Tumor imaging every Complete response, n (%) 12 (20.3) 10 (12.8) 9(16.1) 31(16.1) Most commonf®
owever, a small but substantial number of patients present with either QoW torup o ass;wmc;,xw Partial response, n (%) 18 (30.5) 25 (32.1) 15 (26.8) 58 (30.1) Fatigue 67 (34.7) 5(2.6)
metastatic CSCC (mCSCC) or locally advanced CSCC (laCSCC) not ) o Diarrhea 53 (27.5) 2(1.0)
) . : ) Tumor response assessment by ICR Stable disease, n (%) 9(15.9) 27 (34.6) 10(17.9) 46 (23.8) N
amenable to curative surgery or curative radiotherapy (collectively Non-complete response/non-progressive disease, n (%) 3(5.1) 0 2(3.6) 5(2.6) P?uliistiz i? g?g; 8
referred to as “advanced CSCC”), both of which have poor prognoses.** Key inclusion criteria Progressive disease, n (%) 10(16.9) 10 (12.8) 14(25.0) 34 (17.6) Rash 2 (16'6) 1(05)
. . ) . . * 5506 perormance satus o 0or 1 Not evaluable, n (%) 7(11.9) 6(7.7) 6(10.7) 19 (9.8) Cough 35 (16'6) 0
© Historical data shows median overall survival (OS) of approximately o ion sl by ECIST 1.1 Disease control rate, % (95% CI) 71.2 (57.9-82.2) 79.5 (68.8-87.8) 64.3 (50.4-76.6) 72.5 (65.7-78.7) Arthralgia 28 (14.5) 1(0.5)
. ) : Lo . .
15 months with conventional chemotherapy or epidermal growth factor At re o sty o i ooy oo st sssssment Durable disease control rate, % (95% Cl) 61.0 (47.4-73.5) 62.8 (51.1-73.5) 57.1 (43.2-70.3) 60.6 (53.3-67.6) Constipation 26 (13.5) 1(0.5)
receptor inhibitors.” K' T“““’;"“P_S‘M"j:*'j"“"d°"“ayz‘-‘v'“w‘m‘wb"”“ﬂ’*e'a"a‘ys'&“"'esm"s"’e'e“"’"M“"m"‘ﬂ"‘“a'e‘y"sm’““‘"V“"gz“” Median observed time to response, months (IQR)* 1.9 (1.8-2.0) 2.1(1.9-3.8) 2.1(2.1-4.2) 2.1(1.9-3.7) Vomiting 24 (12.4) 1(0.5)
ey exclusion criteria i, )
s . . - . . . + Ongaing or recent wihin 5 requiing syt Median observed time to complete response, months (IQR) 11.1(7.5-18.4) 10.5 (7.4-12.9) 12.4 (8.2-16.6) 11.2 (7.4-14.8) Actinic keratosis 23(11.9 0

. Cemlplllmallj is ?bhlgh taff;:lty, highly potznt h”udmar; r:mFr,'rlsun1oglobult|n (34 e e o P ey dont s forcxample, , magnancies Median DOR, months (range)t NR (20.7, NE) NR (18.4, NE) NR (NE, NE) NR (28.8, NE) Xacullopapular rash 32 (H.i) ; (2.?)
monoclonal antibody to the programmed cell death (PD)-1 receptor. ECOG, Eastern Gooperative Oncology Groups IV, intravenously; PD-L1, PD-ligand 1. Kaplan-Meier 12-month estimate of patients with ongoing response, % (95% Cl) 89.5 (70.9-96.5) 83.2 (64.1-92.7) 91.7 (70.6-97.8) 87.8 (78.5-93.3) H;ggllr?yroidism 2 E1 1 '4; (O. )

» Cemiplimab monotherapy achieved clinically meaningful activity in Kaplan-Meier 24-month estimate of patients with ongoing response, % (95% CI) 68.8 (46.9-83.2) 62.5 (38.4-79.4) NE (NE, NE) 69.4 (55.6-79.6) Headache 21 (1 0:9) 0
patients with advanced CSCC and has a safety profile consistent with Resu‘ts 1Defined as the proportion of patients without progressive disease for at least 105 days. Upper respiratory tract infection 20 (10.4) 0

“Based on number of patients with confirmed complete o partial response. P "
other anti-PD-1 inhibitors.®" . ORR per INV was 54.4% (95% Cl: 47.1-61.6) for all patients; 50.8% (35% Cl: 37.5-64.1) for Group 1, 56.4% (95% Cl: 44.7-67.6) for Group 2, and 55.4% (95% Cl: 41.5-68.7) for Group 3. ORR per INV was 57.8% (95% CI: 48.8-66.5) among treatment-naive patients and 47.7% (95% CI: 35.1-60.5) 'TEAEs reported in 210% of patients, ordered by frequency of any grade.
Patients among previously treated patients.

« Based on initial data (median follow-up of 9.4 months in the pivotal + Atotal of 193 patients were enrolled (Group 1, n=59: Group 2, n=78; Cl, confidence interval; NE, not evaluable; NR, not reached. . (_'1ir7a<1:1§/ =3 t;c_eat:went_—t:]eﬁted ad)(/erse evean (r RAEs) were tl'leportgd in 33
study, NCT02760498), cemlpllmap (cemlphmab—rwlc in the US) was Group 3, n=56) (Table 1). « ORR per ICR was 46.1% (95% Cl: 38.9-53.4) among all patients; - : ( . 6) pa ients, wi e mos co.mm(O)n eing pneumonitis (n__ ,
approved for the treatment of patients with advanced CSCC. o o . o o . Figure 4. Kaplan-Meier curves for A) PFS per ICR and B) OS 2.6%), autoimmune hepatitis (n=3; 1.6%), anemia, colitis, and diarrhea

D (- Brsdlne cemegEies 50.8% (95% Cl: 37.5-64.1) for Group 1, 44.9% (95% CI: 33.6-56.6) for (all n=2; 1.0%)
Group 2, and 42.9% (95% CI: 29.7-56.8) for Group 3 (Table 2). A ’ o )
Ob' ective Advanced CSCC . . 10 = Groun 1 (nG300) 3 kg QoW (n=50) » No new TEAEs resulting in death were reported compared to previous
X roup 2 (a m =
l (n=193) o Per I.CR, OBR was 48.4% and 41..5 % among those who had not g o D no%00) 80me W (vt reports.®!"
The ori biecti £ the Ph 2 stud ; luate the objecti Median age, years (range) 72.0 (38-96) received prior anticancer systemic therapy (n=128) and those who had 5 08 — Total (1=199)

¢ 'he primary objective of the Fhase 2 study was 1o evaluate the objective Male, n (%) 161 (83.4) received prior anticancer systemic therapy (n=65), respectively. g
response rate (ORR) by independent central review (ICR) per Response ECOG performance status, n (%) % 03 c o n cl si o n s
Evaluation Criteria In Solid Tumors version 1.1 (RECIST 1.1) (for scans)' 0 86 (44.6) o Overall, the observed time to response was 2 months for 41 (46.1%) £ o1 u
and modified World Health Organization (WHO) criteria (for photos). 1 107 (55.4) patients, 2-4 months for 29 (32.6%) patients, 4-6 months for eight (9.0%) T T b b o e e e 20 2 21 % 25 %0 % 3 % % b . . - . o

o . . . Primary CSCC site: head and neck, n (%) 131 (67.9) patients, and >6 months for 11 (12.4%) patients. ' . Mocth ° For.patlents with adva‘nced CSCC, cemlpllrrllab achlev‘ed ORR of 46.1%.

» Key secondary objectives included ORR per investigator review (INV), mCSCC, n (%) 115 (59.6) i g::::e‘r(:l g;ﬂ:;ts e « Patients had deepening responses over time as evidenced by
duration of response (DOR) by ICR and INV, progression-free survival 1aCSCC, n (%) 78 (40.4) » Median DOR has not been reached (observed DOR range: 1.9-34.3 months). Group 2 (1=78) increasing complete response rates.®'! Overall, the complete
(PFS) by ICR and INV, OS, complete response rate by ICR, safety and Patients with cemiplimab as first-line therapy, n (%) 128 (66.3) In responding patients, the estimated proportion of patients with ongoing Group3(n=56) 56 48 33 31 31 28 26 26 24 24 17 10 1 1 0 0 0 0 0 0 0 response rate is now 16.1% and median time to complete response

e K B Patients with pl’iOl’ systemic therapy, n (%)T 65 (33.7) t 24 th 69 4ly 95(y CI 55 6—79 6 F 3 Total (n=193) 193 151 119 110 102 92 8 82 77 71 58 50 34 31 27 17 14 8 1 0 0
tolerability, and assessment of health-related quality of life. Durable response a months was 69.4% (95% Cl: 55. .6) (Figure 3). was 11.2 months.
di ’ trol rate. defined th i £ patient ith Median duration of exposure to cemiplimab, weeks (range) 51.1 (2.0-109.3) i i .
Isease co_n rolrate, aetined as the proportion ot pa 'e_n S with response Median number of doses of cemiplimab administered (range) 18.0 (1-48) B » DOR and OS are longer than what has been previously described with
or stable disease for at least 105 days, was also examined. “Setings for priorines of herapy included metastatc disease, adjvat, chemotherapy with concurrert radiaton, or other and the most ps other agents.”
. . mmon t) f prior systemic th We latinum compounds (n=46/65 [70.8%]) and monoclonal antibodies (n=18/65 [27.7%)). i b —| i @ 0. . " e
- Please see poster #382 for results on health-related quality of life .. mmmee e Figure 3. Kaplan-Meier curves of DOR per ICR & et « With median DOR not reached after an additional 1 year of follow-up,
data from this study. Clinical activity 10 e 2 0% ~ — Group 1 (mGSCC) 3 mg/kg Q2W (n=59) wl; ?:Z?nlflslllfn Iarlgilcates an increasing, clinically meaningful DOR
. . . . y BT 8 03 Group 2 (laCSCC) 3 mg/kg Q2W (n=78) b
» Here, we present up to 3-year follow-up (median duration of follow-up » Complete response rates at primary analysis, ~1 year follow-up for Groups . gj E 0z ~~ Group s (mGS00) 850 mg GO (1-56] The di pt. i " Al  attributi | d "
. . . c3 - g —— Total (n=193) [ ]
for all patients: 15.7 months) from the largest and most mature 1, 2, and 3, and ~2 year follow-up for Group 1 are shown in Figure 2. 5% 06 o4 O™ o h ), S SEITEIMTELRI [ REZEIELSSS @ et el VR LN ) Hies
prospective data set in advanced CSCC. . . §§ 05 0 2 4 6 8 10 12 14 16 mMnsfh 22 24 26 28 80 32 34 36 38 40 TRAEs were Grades 1-2.
» Among 89 responders, median time to complete response was 83 o Number of patients at risk
. . . --- G 1(mCSCC) 3 mg/kg Q2W (n=59)
11.2 months (interquartile range [IQR], 7.4-14.8). & g 8_2 G:gzgmr:cscms::;kg Qw (2:73) E:Z:z;::jz; 59 56 52 49 47 47 46 41 39 39 38 38 37 35 33 24 16 11 4 1 0 See poster #382 reporting post hoc analysis of health-related quality of life in the same
MethOds _ 01 _ ?;;Tfniﬁzgscc’ 850 mg Q3N (1=59 Group3(n=56) 56 52 49 46 45 44 38 38 38 37 29 20 9 2 0 0O O 0O 0 0O 0O patient population presented in this poster. Also see poster #433 that provides the design
Figure 2. Complete response rates per ICR 0.0 EEEEEEEEE—————————— Total (n=193) 193 184 174 162 157 156 148 141 136 130 111 99 79 62 55 39 28 19 7 2 O and rationale of a Phase 3, randomized, double-blind study of adjuvant cemiplimab versus
0 2 4 6 8 10 12 14 16 18 20 22 24 26 28 30 32 34 36 38 40 = iati il 1 T i -ri
» EMPOWER-CSCC-1 is an open-label, non-randomized, multicenter, 2  Primary - 1-year follow-up _2-year follow-up Month placebo post-surgery and radiation in patients with high-risk CSCC.
. . . . —_ Number of patients at risk
international Phase 2 study of patients with advanced CSCC. g . - References
y of p F . g::z;::jg; 30 30 20 28 23 23 23 23 23 20 18 16 16 16 10 9 6 2 0 0 0 Treatment-emergent adverse events ; gueSwfgal"J‘/z;"A?"?Z’;Tg‘:gfg;g;_ﬁzzg7_247' ?’ (s;mmulgcth(caI' JAM; Zegg;:]o[,_ 2013;1]49:541_547_
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o Patients received cemiplimab 3 mg_/kg every 2 weeks (Q2W) (Group 1; § n=10 n=10 Al Gr.?:tzla(rf:gg; sg 23 gg ;3 3: 2; ég ;g ;; l; 353 204 202 202 105 108 g g g g g o Intotal, 192 (99.5%) patients experienced at least one TEAE of any 3. National Comprehensive Cancer Network. NCCN Clinical 8. BurovaE et al. Mol Cancer Ther. 2017:16:861-870.
mCSCC; Group 2, 1laCSCC) or cemiplimab 350 mg every 3 weeks H 128 128 grade regardless of attribution (Table 3). pracice gudeines n ncalogy: squamous, el s cancer D Migdon MR et Lo Ol 202021204 05
Q3W) (Group 3, mCSCC) (Figure 1). g _ _ . forals/physc pof.[Accessed {1 icCii b oyl Postor prosentod at Mau Derma
(@3W) (Group ) (Fig ) $ n-3 » Estimated median PFS was 18.4 months (95% Cl: 10.3-24.3) for all » Overall, the most common TEAEs of any grade were fatigue o B eousaaarcas 11 Conforence, saniany 2ocgo, 2030, Do

* The severity of treatment-emergent adverse events (TEAEs) was graded £ patients. The Kaplan-Meier estimated progression-free probability at (n=67, 34.7%), diarrhea (n=53, 27.5%), and nausea (n=46, 23.8%). 5. Weinberg AS et al. Dermatol Surg. 2007;33:685-690. 12 Fisenhauer EA etal. EurJ Gancer. 2009:45:226-247.
according to the National Cancer Institute Common Terminolo © 9 9 : - i —_— .

cording ! )% aroup 1 m0506) ™ Grow2(26500) " Groun s (m3500) 24 months was 44.2% (95% Cl: 36.1-52.1) (Figure 4A). » Grade =3 TEAEs regardless of attribution occurred in 94 (48.7%) of Acknowledgments ) ) ) ! ) )
Criteria for Adverse Events (version 4.03). 3 mafkg Q2W 3 ma/kg Q2W 350 me QW . . . . . . The authors would like to thank the patients, their families, all other investigators, and al investigational site members involved in this study.
ke 9 9 ¢ Median OS has not been reached. The Kaplan-Meier estimated probability patients. The most common Grade =3 TEAEs were hypertension Tne tudy s fundod oy ogenercn Pharmacoutcal,n. andSanot. e wing suppor and ypessing was provied y ket

» The data cut-off was October 11, 2019. “Among 28 |AGSCC patients who were included n the pre-specified Group 2 nterim analysis, there were no complete responses. of OS at 24 months was 73.3% (95% Cl: 66.1-79.2) (Figure 4B). (n=9; 4.7%) and anemia and cellulitis (each n=8; 4.1%). For any questions or comments, please contact Dr Danny Rischin, Danny.Rischin@petermac.org
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