Phase | Trial of Seneca Valley Virus (NTX-010), a Newly Discovered Systemically Deliverable
Oncolytic Picornavirus, in Patients with Solid Tumors with Neuroendocrine Features

Charles M. Rudin?, A

hns Hopkins University, Baltimore, MD USA, 2Neotropix, Inc., Malvern, PA USA, 3 Mary

ny H Williams?, Neil Senzer?, Joe Stephenson?, Kevin Burroughs?, Seshidhar Reddy?, Paul Hallenbeck?

wley research Center, Dallas, TX, 4On Behalf of US Oncology, Houston, TX USA

ABSTRACT METHODS RESULTS (Continued)

Eligibility

Two primary cohorts of patients have been studied to date: a dose-
escalation cohort in patients with any NE cancer with estimated survival 6
months, and an expansion cohort of advanced SCLC treated at 107 vplkg
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SVV-001 Is a naturally occurring wild type picornavirus which is highly
selective to human neuroendocrine tumor cells
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Small Cell Cohort: safety and efficacy

+Small cell patients in this study had progressed after multiple lines of therapy,
typically 3~ 5 lines
+All small cell patients were dosed at the lowest dose level (107 VPIKG)

Objectives +One of the 6 patients in this cohort has experienced long term survival
of more than 18 months, and has returned to work
«Limited historical data is available on expected PFS and OS
beyond third line therapy for small cell.
Primary

To evaluate safety and tolerability and to define the recommended
phase Il dose of NTX-010 in patients with advanced solid tumors
with features that were

Overall Survival KM (as of 1/4/09)

Secondary
To obtain preliminary information regarding the anti-tumor activity of
NTX-010 in this patient population.
To characterize changes in viral titers, and to characterize viral
distribution and elimination in blood, urine, stool, sputum, and nasal
swab following IV administration of NTX-010.
To evaluate development of neutralizing antibodies to NTX-010
following IV administration of NTX-010.

Summary of Adverse Events by Dose Level, System Organ Class
Patient with Small Cell Carcinoma (1)
safety Evaluable (N=6)
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CONCLUSIO

» No DLT's at any dose
» Primary AE: Mild flu like symptoms for 1-2 days
> No apparent correlation between viral replication and
adverse events
» Clinical effects apparent from safety study
Small Cell Lung Cancer:
» Long term survival in 1 of 5 subjects
Carcinoid Cancer:
R, MR and clinical status improvements observed
in multiple patients at multiple doses
» Durable disease stability observed in several
patients
» Positive survival trend supports further
development
» Phase Il study in SCLC planned with a cooperative group
during the watchful waiting period. Trial to start in 2009




