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Introduction Exclusion Safety and Tolerability Figure 3. Best Percentage Change From Baseline in Target Lesion Size (Sum of Diameters) for Individual Patients*
» Patients with symptomatic or untreated central nervous system metastases Table 2. Summary of Adverse Events for the Cervical Cancer Cohort (Safety-Evaluable Population)

» Cervical cancer is the fourth most common cause of cancer-related deaths in women worldwide’ o Prior treatment with immune checkpoint inhibitor Adverse Events, n (%) N = 35 120 - PD = PD-L1 TPS 21%
o Recurrent or metastatic cervical cancer is incurable with limited treatment options and poor o L - - - ” ’ 100 B PD-L1TPS <1%
Srognosis with median survival of 8—13 months?3 e C!lnlcally significant c.;ard|0\./ascular., gastr.omtestlnal, or pulmonary con.dltllons | Adverse event (all grade, treatment-related and -unrelated) 34 (97) o . i noot —
» Programmed cell death 1 (PD-1) inhibitors have demonstrated clinical efficacy in human * High dose of systemic corticosteroids or immunosuppressant drugs within 14 days prior to study Treatment-related adverse event 24 (69) 2 '
papillomavirus (HPV)-related tumors with a response rate of 14.3% in patients with pretreated drug initiation m 60
programmed cell death ligand 1 (PD-L1)—positive metastatic cervical cancer » History of suspected autoimmune disease Grade 23 adverse events (treatment-related and -unrelated) 17.(49) 5 10 - PD pp
» INCMGAO00012 is an investigational humanized immunoglobulin G4 monoclonal antibody against E : Grade 23 treatment-related adverse event 6(17) ‘> PD PD pp gp
. . Y . valuations > | PD R e 20
human PD-1 that prevents the interaction between PD-1 and its ligands to sustain/restore T-cell N _ | c 20 PD-SD PD 'SD
antitumor function’ » Safety and tolerability were evaluated based on adverse events (AEs) per Common Terminology Serious adverse events (all grade, treatment-related and -unrelated) 11 (31) {_:)“ . SD
» The ongoing cohort-expansion phase of the first-in-human POD1UM-101 study (NCT03059823) has Criteria for Adverse Events version 4.03 Serious treatment-related adverse event 4 (11) 5 SD 'sp PD D
previously reported favorable safety profile and encouraging preliminary antitumor activity in patients — AEs of special interest include grade =3 infusion-related reactions or cytokine release Adverse events leading to discontinuation 5 (14) = =20 oY oUE R
with non-small cell lung cancer and endometrial cancer® syndrome, grade =2 immune-related AEs, and abnormal liver enzymes that meet the criteria for S _40 -
o The present analysis reports updated safety and activity data from INCMGAO00012 in the cohort of potential Hy's law Adverse events leading to death (unrelated to treatment)* 1(3) % )
patients with previously treated advanced cervical cancer . . . g 60
» Response assessed by the investigator every 8 weeks for the first 24 weeks and every 12 weeks Adverse events of special interest 8 (23) o0 PD PR pR
: : . thereafter, per RECIST v.1.1; treatment post progression was allowed per immune-related — ——— ~80 - CR CR
Objectlves (ExpanSIon Phase) RECIST (IFREC'ST) One patient had an adverse event of cardiac failure that led to a fatal outcome. ~100 -
. ® PD'L1 StatUS was determined retrospectively on available tiSSUGS by immunOhiStOChemiStry (IHC) - - i *Out o atients, 6 patients are not shown on the plot as they had missing baseline or postbaseline target lesion assessments. Confirmed best objective response is shown for each patient in the figure. Upper limit of dotted line indicates a criterion for =20% increase in sum of target lesion
P”mary N using the PD-L1 |HC 22C3 pharmDX (Agllent, Carpinteria, CA) Flgure 2 Adverse Events Of SpECIal Interest (MaXImum Grade) di.ie\r;e’:eig)p;r:d Ic;[w’e? ﬁ)mtlt intdicates atgrri]terion fo:rjPlkf)l(ZtBO%hdgcrrle:se in sugmb(-)ftairget. IeZior:bdigrr:ete:s).g t.l | t. onmed bes! bJ. | ; rount "petientin e gure Cpper i of cofied e | e et
® Safety and tolerablllty CR, complete response; PD, progressive disease; PD-L1, programmed death ligand 1; PR, partial response; SD, stable disease; TPS, tumor proportion score.
Secondary Colitis* D =3
rate, duration of response, progression-free SUFViV8|, and overall survival _ Infusion-related reaction _ n=2
Exploratory Patients = Grade | Sptgtlﬁl BOR
» Determination of PD-L1 expression and immune cell infiltration and their relationship to clinical © As of September 23, 2019, the data cutoff date, 35 patients were enrolled in the cervical cancer Endocrine disorders’™ - n=2 Grade 2 - R
response cohort and treated with INCMGAO00012 W Grade 3 - CR
» Patient demographics and disease characteristics are presented in Table 1 Rash maculopapular - = Sg
- CR
_ » At the data cutoff, 6 patients (17%) were on treatment; 1 patient (3%) completed study treatment Diarthea _ n=1 = "
— 28 of 35 patients (80%) discontinued treatment, primarily (60%) owing to progression; | | | | | = | PR
Study Design 11% discontinued owing to AEs 0 2 4 6 8 10 =™ SD
» Phase 1, open-label, dose-escalation, and cohort-expansion study (Figure 1) Drug Exposure Patients, % - §B X ,
o Patients in tumor-specific cohorts received INCMGAO00012 at 3 mg/kg every 2 weeks (Q2W) as an . . . . . ) SD A Ongoing treatment
. . : : . o Patients received a median (range) of 10 (1—47) infusions of INCMGAO00012 3 mg/ kg Q2W *Colitis includes the following Medical Dictionary for Regulatory Activities (MedDRA) terms: colitis and autoimmune colitis. - PD A * CR
iIntravenous infusion up to 26 cycles (a cycle being defined as 4 weeks) _ _ Endocrine disorders includes the following MedDRA terms: hypothyroidism and hyperthyroidism. — EB » PR
» An additional cohort in microsatellite instability-high or deficient mismatch repair endometrial cancer * Median (range) duration of treatment was 4.4 (0.03-21.4) months = gg ¢ SD
Is ongoing at the flat dose (recommended phase 2 dose) of 500 mg every 4 weeks _ _ _ o _ Antitumor Activity ) SD 4 PD
Table 1. Baseline Demographics and Disease Characteristics of the Cervical Cancer Cohort . . . @ D ® No response available
Figure 1. POD1UM-101 Study Design (Safety-Evaluable Population) » Confirmed responses per RECIST were observed in 6 of the 35 treated patients (Table 3) % SB
' — Out of the 6 responders, 3 had PD-L1—positive tumors (remaining 3 were not evaluable [NE]/missing) EJ EB = PD-L1 TPS 21%
3 + 3 Dose Escalation (Complete) Dose Expansion (Ongoing) Variable N'=135 — An additional 12 patients had stable disease for an overall disease control rate of 51% = o E EB- ltZ?u:Loo/ot svaluablefmissin
. | Age, median (range), y 01 (29-81) » The best percentage change from baseline in target lesion size is shown in Figure 3 Q[ D ) )
NSCLC (N = 35) Race, n (%) » Treatment durations of individual evaluable patients are shown in Figure 4 = gg
10 mg/kg Q2W Wh|te* 31 (1819) — Median duration of response was not reached (95% confidence interval, 10.3—-NE months) = 9
Tumor-specific cohorts Endometrial cancer (N = 29) Other 4 — Five of the 6 responders remain on treatment - o
10 mg/kg Q4W 3 mgrkg Q2W _ ECOG PS,"n (%) — Responses have been followed for a median (range) of 12 (9.3—18.3) months 0 10 20 30 40 50 60 70 30 90
(enroliment completed) Cervical cancer (N = 35) 0 17 (49) Weeks
BOR, best objective response; CR, complete response; PD, progressive disease; PD-L1, programmed death ligand 1; PR, partial response; SD, stable disease; TPS, tumor proportion score.
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