INTERIM ANALYSIS

Prospective, randomized, double-blind, placebo controlled, Phase Ilb trial of the TLPLDC vaccine

to prevent recurrence in resected Stage lll or IV melanoma patients.
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BACKGROUND

The autologous tumor lysate, particle loaded, dendritic
cell (TLPLDC) vaccine has been previously shown to

TABLE 1: DEMOGRAPHICS

n 83 37 N/A

ADVERSE EVENTS

Figure 1. 33% (40/120 patients) experienced 144 Related adverse events (AEs). A)
Shows the maximum local and systemic toxicity per each patient. There were more

RESULTS

The trial randomized 120 patients (Vaccine = 83, Placebo
= 37) (Table 1). There were no clinicopathologic or

be safe and immunogenic while producing objective Age (median) 65.5 573 o grade 1 systemic toxicities in the vaccine arm. B) Overall local and systemic toxicity treatment-related differences between the groups
tumor responses in a variety of metastatic patients. 233:2::)) 23,90 .90 grade by arm per total (AEs) (144 events). No significant differences were noted. except for median age (Vaccine = 65 yrs, Placebo = 57
. . . ' ' 0.085 .
Here, we present the pre-specified interim results of a Age (SD) 13.8 12.9 yrs, p=0.02). There were 3:1 Stage lll:IV in both groups.
. . . SEX . . .
randomized, double-blind Phase Ilb trial (NCT02301611) Male 63.9% 67.6% o Study-wide, only 33% of patients experienced treatment-
: : Female 36.1% 32.4% | MAXIMUM TOXICITY PER PATIENT TOXICITY PROFILE PER TOTAL ADVERSE EVENTS - 0 : _
assessing the TLPLDC vaccine to prevent recurrences R TLPLDC ne83 Control ne37 FLPLDG (AE) n104. Control nedo related (AEs) with 98.6% being grade 1-2. There were no
in high-risk melanoma pts. White 94% 94.6% - . serious (AEs) orimmune-mediated (AEs) (Figure 1).
Hispanic 2.4% 2.7% °
Black or African American 0% 2.7% 0.464 . 70%
::;ivisn::rican ;i// Sj 60% In the ITT analysis (Figure 2), there was no difference in
er/Unknown 4% %
STAGE . . 5o% recurrence (Vaccine = 56.6%, Placebo = 54.1%, p=0.65)
1l 771% 75.7% T " .
v 1 ooy pa 200 0.82 g o g o at a median f/u of 11.9 mos.
TYPE OF DISEASE 30%
Primary 435.4% 435.2% 0.838 . 0% i _
METHODS Recurrent 55.4% 541% - . ° I In the PT analysis (Figure 3), there was a trend toward
ULCERATION 10% d : " —
_ ecreased recurrences in the TLPLDC arm (Vaccine =
Stage lll & IV resectable melanoma patients were Absent 28.9% 10.8% o l2 - - ! 0% . — 1 — ! o o .
. . - t =i Present 18.1% 29.77% 0126 Local (p=0.743) Systemic (p=0.060) Local (p=0.818) Systemic (p=0.042) 29'4/0' Placebo - 43'3/0' p:0'07) at a mEdIan f/u Of
identified prior to definitive surgery and consented Not Available 53% 59.5% | ox . o 19 6 MOS
for tumor COIIeCtion. Patients Were re_Consented Ts:l'ﬁGE 33 7% 37 8% Control 24.3% 5.4% 0% 2.7% 2.7% 2.7% Control 77.5% 5% 0% 10% 5% 2.5% . .
for treatment and randomized 2:1 (vaccine:placebo). T 3.6% 5.4%
. e e . . T2 14.5% 18.9% o o
TLPLDC or placebo vaccines were initiated within rx 4 oo 089 0.79" Figure 2. Figure 3.
3 months of completion of standard of care (SoC) A 2543% 18'22//" INTENTION-TO-TREAT DISEASE-FREE SURVIVAL PER-TREATMENT DISEASE-FREE SURVIVAL
therapies. Intradermal inoculations were given at CHEMOTHERAPY S N e
: Yes 6% 0% o B TLPLDC (n=83) o B TLPLDC (n=51)
0.1, 2, 6,12, and 18 mos. Patlen.ts were follo.wefi for . o o on b - : it : itk CONCLUSION
recurrence per SoC, and the primary endpoint is 2-year Unknown 1.2% 5.4% § 08 § 08
. . . . . RADIATION . . . _ . .
disease-free survival (DFS). The interim analysis was Vo - 29.75% g o g o _ The TLPLDC vaccine is safe with minimal toxicity.
ore-specified at 6 mos from the 120t randomization. :ok 325/ gii/ 0.322 g 0 6E g Among patients completing the PVS period (6 mos),
nknown 2% 4% S " S . .
Survival analysis was performed on the intention-to- BRAF 5 o4 T g 04 there is a strong trend toward fewer recurrences in
: Y 2.4% 8.1% - ' '
treat (ITT) and per treatment (PT) populations. The Yes 24% B . 5 g 5 . LG the TLPLDC arm. This benefit will be confirmed at the
. | . . . 5 o - 5 o , , ] |
latter excludes ear|y recurrences dunng the primary Unknown 1.2% 5.4% E LL: primary ana|y5|5 of 2 year DFS: however, these early
] . CPI ] ] [ ]
vaccine series (PVS) (up to 6 mos). —— o o 0.0 0.0 data provide an encouraging signal that a Phase lll trial
e o =7 0.29° 0 5 10 15 20 25 30 0o 5 10 15 20 25 30 evaluating efficacy may be warranted.
None 72.3% 81.1% '
Unknown 1.2% 5.4Y% Time (MOnthS) Time (MOnthS)
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