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. Exclusion Antitumor Activity Safety and Tolerability
Introduction - - - - - - |
;reer\gg;js treatment with any anti—-PD-1 or anti—programmed cell death ligand protein 1 (PD-L1) Figure 1. Best Percentage Change From Baseline in Target Lesion Size (Sum of Diameters) for Individual Patients* Table 2. Summary of Adverse Events (Safety-Evaluable Population)
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Though rare, the incidence of anal cancers has been increasing Active autoimmune disease requiring systemic immunosuppression in excess of physiologic 100+ PD Adverse Event, n (%) N=49
— Risk factors include women with a previous cervical precancer, men who have sex with men, maintenance doses of corticosteroids (defined as >10 mg of prednisone or equivalent) Adverse event (all grade, treatment-related and -unrelated) 33 (67)
Euman papillzgc?g;.rsz ri]r;fec’_ciror;,(;a_lr:{j/ ;T]r]%lé?giggpression after solid organ transplantation or Known active central nervous system metastases and/or carcinomatous meningitis 30 Treatment-related adverse event 20 (41)
uman immu ICI viru | jon®
o 4 | Clinically significant cardiovascular or pulmonary conditions é’ Grade 23 adverse events (treatment-related and -unrelated) 14 (23)
— The majority of anal cancers (85%) have a squamous histology* Active infections requiring systemic therapy @ 60 - Grade =3 treatment-related adverse event 3 (6)
No standard treatment has been established following failure of first-line, platinum-based 2 Serious adverse events (all grade, treatment-related and -unrelated) 14 (29)
chemotherapy® Assessmen tsf | & 40- Serious treatment-related adverse event 1(2)
Programmed cell death 1 (PD-1) inhibitors have demonstrated encouraging preliminary antitumor I1:{2esponksefls ?ssestsed ?eﬁ RECIST v1.1 every 8 weeks during treatment, and at least every % Nonfatal adverse events leading to discontinuation® 1(2)
activity and a manageable safety profile in patients with advanced squamous carcinoma of the WEEKS Toriohg-term Toliow-tp S 20 - Adverse events leading to deatht 3 (6)
anal canal (SCAC)®’ Adverse events, graded by Common Terminology Criteria for Adverse Events (CTCAE) version @ J
NCMGAO0012 is an investigational humanized immunoalobulin G4 monoclonal antibody against 5.0, are monitored throughout the study and for 28 (+7) days after the last dose of study treatment S 0- Potential immune-related adverse events 14 (29)
human PD-1 that prevents tge interaction between PD 1gand its ligands to sustain/restor)é Tgcell (immune-related adverse events are monitored for 90 days after the last dose of study treatment) g *Bue toﬁleural Tﬁusm (n|=1)'f d pleural effusion (each n = 1)
= = = "Due to hypercalcemia, pelvic infection, and pleural effusion (each n = 1).
antitumor function® HIV management testing (in patients known to be HIV-positive), including HIV viral load and CD4* % -20 -
. . @ _
We report preliminary interim results on efficacy and safety of INCMGAQ0012 in patients with cel couht, 'S periormed every 8.weeks dur.lng treatment | | | a0 10 Table 3. Potential Inmune-Related Adverse Events
locally advanced or metastatic SCAC who have progressed after treatment with platinum-based Tumor tissues are collected during screening for evaluation of human papillomavirus, N = 49
chemotherapy (POD1UM-202; NCT03597295) microsatellite instability, and PD-L1 expression
—60 1 Adverse Event, n (%) Any Grade Grade 23
= = Rash* 5 (10) 1 (2)
_80 |
Study Objectives Results (0 o
P”-mary Patients ;ggtlg\fv i(rsner:];l?nad?z &astisr::trsit,eb;igisfgcr)tp rll_\)a\(/g?)aorl}(/) tée;i(:gggeoilrnpsusrtr?aoﬁg?;eiul(ransoicr) :Z?aers;]sg?eerr;;.s. Upper limit of dotted line indicates a criterion for PD (=20% increase in sum of target lesion diameters) En docrine disor dersT 4 (8) O
As of the September 13, 2019 data cutoff, 49 patients with locally advanced or metastatic SCAC A Liver function abnormality* 2 (4) 0

To assess efficacy of INCMGAO00012 in terms of objective response rate

Secondary

were enrolled and treated with INCMGAOQ00012
— Twenty-six patients either with 2 postbaseline tumor assessments or discontinued the study

Figure 2. Duration of Treatment and Response Assessment From ICR (per RECIST v1.1)*

*Rash includes the following Medical Dictionary for Regulatory Activities (MedDRA) terms: rash, rash erythematous, and rash maculopapular.
TEndocrine disorders includes the following MedDRA terms: hypothyroidism and hyperthyroidism.
*Liver function abnormality includes the following MedDRA terms: alanine aminotransferase increased and aspartate aminotransferase increased.

To determine additional measures of clinical benefit (duration of response, disease control rate, earlier were included in the efficacy analysis
progression-free survival, and overall survival) Patient demographics and disease characteristics are presented in Table 1 »
To evaluate safety and pharmacokinetics of INCMGA00012 Thirty-five of 49 patients (71%) are ongoing as of this report CO“CI usions
Exploratory The POD1UM-202 trial is the | t ' t of a PD-(L)1 inhibitor i
: : . : : o : ' ' ' T30 e - rial IS the largest ongoing assessment or a - INNIDITOr In
Biomarkers, immunogenicity, efficacy per immune-related response criteria, health-related quality Table 1. Baseline Demographics and Disease Characteristics platinum-refractory SCAC d going
of life, and impact on HIV control. HIV reservoir and other HIV-related markers or mutations will be Variable N = 49 As of thi t 49 of the ol d 81 particinants have b led
monitored in patients enrolled in the translational substudy S or this report, 49 ot the planne participants have been enrofie
Age, median (range), y 64 (39-81) INC_MGAOQO12 at_ 500 mg every 4 weeks has been generally well tolerated, including In
patients with active HIV infection
0 . - . .- . . . . .
Sex, n (%) Evidence of clinical activity, including independently confirmed RECIST responses,
Women 30 (61) has been seen
Study Design and Treatment Men 19 (39) Further evaluation of INCMGAO00012 in earlier-stage SCAC is warranted pending the
Phase 2, open-label, single-arm, multicenter study Race, n (%) results of this study
Planned enroliment: approximately 81 patients White 41 (84)
Patients receive a 500 mg dose of INCMGAO00012 every 4 weeks as an intravenous infusion over Other 7 (14) Disclosures
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