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Figure 1: Proposed Mechanism of Action. MVP-S (Formerly DPX-Survivac) is a

novel, survivin-specific immunotherapy that has been shown to elicit survivin-

specific immune responses in solid and hematologic cancer patients. 1) MVP-S is

injected subcutaneously and, because of its unique formulation, remains at the site

of injection rather than leaching into surrounding tissues providing extended

exposure of its immune-educating cargo; 2) MVP-S is actively engulfed by Antigen

Presenting Cells (most notably, macrophages and dendritic cells); 3) These APCs

then traffic to regional lymph nodes, activating Survivin-specific T and B

lymphocytes; 4) Survivin-specific T and B cells enter the bloodstream and circulate

to the tumor sites; 5) Survivin-specific T cells infiltrate the tumor, killing Survivin-

positive cancer cells; 6) B cells are also activated to produce antibodies against

survivin; 7) Survivin-specific antibodies can decorate the surface of Survivin-

expressing cancer cells, flagging these cancer cells for destruction.

In the investigator-initiated SPiReL trial (NCT03349450), the combination of MVP-S, pembrolizumab and

low-dose, intermittent cyclophosphamide provided clinical benefit (complete and partial responses by

Cheson criteria) in r/r DLBCL patients. Moreover, translational analyses showed that clinical benefit was

most notable in patients showing Survivin- specific T cell responses (data presented by Berinstein et al.,

ASH 2020). This international phase 2b study- VITALIZE- is designed to explore further the clinical

benefit of MVP-S combined with pembrolizumab with and without low-dose, intermittent

cyclophosphamide in patients with r/r DLBCL.
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Primary Objectives 

• ORR of the study arms

Secondary Objectives 

• Safety profile

• Duration of response (DOR) 

• Time to response 

• Progression-Free Survival (PFS) 

• Disease control rate (DCR) 

• Complete response (CR) rate 

• Patient reported outcomes (PRO) on quality of life

• Consented Adults ≥ 18 years of age

• Have an ECOG performance status of ≤ 1. Subjects with an ECOG 

performance status of 2 may be enrolled with Medical Monitor approval.

• Pathologically confirmed diagnosis of DLBCL, including DLBCL NOS 

high-grade B-cell lymphoma with MYC and BCL2 and/or BCL6 

rearrangements, Epstein-barr virus (EBV) positive DLBCL, and T cell rich 

B cell lymphoma (TCRBCL). Subjects with DLBCL transformed from 

indolent lymphoma (except for Richter's transformation) are eligible.

• Subjects must have progressive disease following at least two (2) lines of 

prior systemic therapy for DLBCL

• Subjects must have failed or be ineligible for ASCT or CAR-T

• Have at least one bi-dimensionally measurable lesion per Lugano (2014)

• Meet protocol-specified laboratory requirements

• Life expectancy > 3 months.

Exploratory objectives 

• Objective Response Rate (ORR) based on PD-L1 

expression 

• Time to next treatment (TTNT)

• Overall survival (OS) 

• Second objective disease progression (PFS2)

• Cell mediated immune response 

• Changes in immune cell infiltration 

• To assess potential biomarkers of immune and clinical 

response

Main Inclusion Criteria Main Exclusion Criteria

Study Objectives

Figure 3: The VITALIZE trial is designed to evaluate the clinical benefit for the combination

of MVP-S (formerly DPX- Survivac) and pembrolizumab with and without intermittent low

dose CPA in r/r DLBCL patients.
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• Primary CNS lymphoma or active secondary CNS involvement and/or 

lymphomatous meningitis

• Chemotherapy, immunotherapy, major surgery, or investigational agent 

treatment within 28 days of D0 or 5 half-lives, whichever is shorter

• Radiotherapy within 14 days of day 0

• Autologous stem cell transplant (ASCT) within ˂100 days prior to D0

• Chimeric antigen receptor T cell (CAR-T) therapy within ˂28 days prior to D0

• Diagnosis of immunodeficiency disorder or history of active autoimmune 

disease that has required systemic treatment in the past 2 years

• Uncontrolled significant active infections (controlled Hepatitis B, Hepatitis C, 

or HIV may be eligible)

• Prior history of malignancy other than eligible lymphoma sub-types, unless 

the subject has been free of the disease for ≥ 2 years prior to the start of 

study treatment

# of countries # sites (active/ overall) First Patient In Current enrollemnt

9 27/65 Jan 2022 9

• DLBCL is the most common and aggressive form of

Non-Hodgkin’s Lymphoma (“NHL”), accounting for

30%-40% of all cases of adult NHL.

• The prognosis of patients with r/r DLBCL is poor.

Clinical, economic, and logistical barriers may limit

access to potentially curative therapies. Only ~ 50%

of r/r DLBCL patients respond to salvage

chemotherapy and are thus eligible for autologous

stem cell transplant (“ASCT”) in the 2nd line setting.

Newly approved therapies, like CAR-T, are variably

available across different locales.

• Even with access to newly approved therapies like

CAR-T, bi-specifics or ADCs, disease progression or

intolerance to treatment may leave patients with

limited therapeutic options.

• Anti-PD-1 or anti-PD-L1 therapies have shown very

limited activity as single agents in r/r DLBCL.

• The Survivin protein is commonly overexpressd in

DLBCL and is associated with advanced clinical

stage, high-risk International Prognostic Index

scores, bone marrow involvement, and short overall

survival. Therapies targeting Survivin or Survivin-

expressing cancer cells may provide novel treatment

options for r/r DLBCL patients.

• Maveropepimut-S (MVP-S, formerly DPX-Survivac)

is designed to elicit an immune response to Survivin

by incorporating Survivin-specific peptides with the

innate immune stimulant, polydIdC, and the A16L T

helper peptide in DPX- a novel lipid in oil,

subcutaneously administered immune delivery

platform.

• By inciting Survivin-specific T cell responses, MVP-S

may provide the substrate for immune checkpoint

inhibitors to unleash upon Survivin-expressing

cancer cells.

Figure 4: VITALIZE Study Footprint
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