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OncoSec Announces Publication of
Positive TAVO™ Monotherapy Results in
Metastatic Melanoma Patients in Annals of
Oncology
High Impact Peer-Reviewed Medical Journal Highlights Overall
Response Rate of 35.7% and Complete Response of 17.9% with
Demonstrable Abscopal Responses When Using TAVO as a
Monotherapy in Patients with Advanced Melanoma

SAN DIEGO and PENNINGTON, N.J., March 17, 2020 /PRNewswire/ -- OncoSec Medical
Incorporated (NASDAQ:ONCS) (the "Company" or "OncoSec"), a company developing late-
stage intratumoral cancer immunotherapies, today announced the publication of positive
TAVO™ monotherapy data in patients with metastatic melanoma in the Annals of Oncology.
The publication titled, "Intratumoral Delivery of Tavokinogene Telseplasmid Yields
Systemic Immune Responses in Metastatic Melanoma Patients," features data
previously highlighted at both American Association of Cancer Research (AACR) and the
Melanoma Bridge annual meetings. Annals of Oncology is the official publication of the
European Society for Medical Oncology.

The complete publication in Annals of Oncology is linked here and available on OncoSec's
website at https://oncosec.com/publications/.

The publication describes OncoSec's study of patients with Stage III/IV melanoma who were
treated intratumorally with plasmid encoding IL-12 (tavokinogene telseplasmid or TAVO),
followed by electroporation on days 1, 5, and 8 every 90 days in the main study with
additional patients treated in two exploration cohorts with alternative schedules. Correlative
analyses for programmed death-ligand 1 (PD-L1), flow cytometry to assess changes in
immune cell subsets and analysis of intratumoral immune-related gene expression were
carried out on pre-and post-treatment samples from study patients, as well as from
additional patients treated during exploration of additional dosing schedules beyond the pre-
specified protocol dosing schedule. Response was measured by study-specific criteria to
maximize detection of latent and potentially transient immune responses in patients with
multiple skin lesions. Toxicities were graded by the Common Terminology Criteria for
Adverse Events version 4.0 (CTCAE v4.0).

The objective overall response rate (ORR) was 35.7% in the main study, with a complete
response (CR) rate of 17.9%. The median progression-free survival in the main study was
3.7 months while the median overall survival was not reached at a median follow up of 29.7
months. A total of 46% of patients in all cohorts having both injected and uninjected lesions
experienced regression of at least one of these uninjected lesions and 25% had a net
regression of all untreated lesions. Transient procedural pain (n = 24, 80%) and injection site
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reactions were the most commonly experienced adverse events.

Transcriptomic and immunohistochemistry analysis showed that immune activation and co-
stimulatory transcripts were up-regulated, with an increase of adaptive immune resistance.

The publication concluded that intratumoral TAVO was well-tolerated and led to systemic
immune responses in advanced melanoma patients. While tumor regression and increased
immune infiltration were observed in treated as well as untreated/distal lesions, adaptive
immune resistance limited the response. 

"TAVO treatment appears to drive a change in the immune microenvironment, which results
in an immune response to melanoma with minimal systemic toxicity. These data
demonstrate that this in situ tumor vaccination strategy may be a safe and effective approach
to inducing multiple sustained, productive changes in the immune microenvironment that
would be too toxic using similar systemic agents and drive significant clinical results,"
concluded study co-author Adil Daud, M.D., Department of Medicine, University of
California, San Francisco. "We look forward to continued evaluation of the TAVO approach
as a monotherapy in future clinical trials."

TAVO is currently being evaluated as a combination therapy in multiple clinical trials,
including KEYNOTE-695, a pivotal trial in late-stage anti-PD-1 checkpoint refractory
metastatic melanoma, and two phase 2 trials, one for triple negative breast cancer (TNBC)
and a second for head and neck cancer. TAVO enables the intratumoral delivery of DNA-
based IL-12, a naturally occurring protein with immune-stimulating functions. OncoSec's
technology, which employs electroporation, is designed to produce a controlled, localized
expression of IL-12 in the tumor microenvironment, enabling the immune system to target
and attack tumors throughout the body. Results from recently completed clinical studies of
TAVO have demonstrated a local immune response, and subsequently, a systemic effect as
either a monotherapy or combination treatment approach.

"While our ongoing pivotal KEYNOTE-695 study is evaluating TAVO and KEYTRUDA®
combination therapy in late-stage checkpoint refractory metastatic melanoma patients and
has begun to yield positive results, publication of monotherapy data with TAVO
demonstrates its utility as a standalone treatment in this patient population," stated
Christopher Twitty, Ph.D., OncoSec's Chief Science Officer and a co-author of the
publication. "The increase in adaptive resistance observed in the tumor microenvironment, in
particular PD-L1, makes TAVO a particularly well-suited partner with anti-PD-1 checkpoint
therapies. We are encouraged to see such a high response rate and will continue to
evaluate TAVO's utility as a monotherapy for metastatic melanoma."

Annals of Oncology is the latest among a presently growing volume of peer-reviewed
journals to highlight the potential of TAVO as a novel immunotherapy.  A recent publication
in Cancer Immunology Research, linked here, also explored the mechanism of activation of
systemic immunity in patients from the TAVO monotherapy study in metastatic melanoma
patients.  Additionally, Clinical Cancer Research featured TAVO monotherapy data in Merkel
cell carcinoma on the cover of its February 2020 issue, linked here. You can find a list of all
TAVO publications and scientific presentations at https://oncosec.com/publications/.

About OncoSec Medical Incorporated
OncoSec Medical Incorporated (the "Company," "OncoSec," "we" or "our") is a late-stage
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biotechnology company focused on developing cytokine-based intratumoral
immunotherapies to stimulate the body's immune system to target and attack cancer. 
OncoSec's lead immunotherapy investigational product candidate – TAVO™ (tavokinogene
telseplasmid) – enables the intratumoral delivery of DNA-based interleukin-12 (IL-12), a
naturally occurring protein with immune-stimulating functions. The technology, which
employs electroporation, is designed to produce a controlled, localized expression of IL-12 in
the tumor microenvironment, enabling the immune system to target and attack tumors
throughout the body. OncoSec has built a deep and diverse clinical pipeline utilizing
TAVO™ as a potential treatment for multiple cancer indications either as a monotherapy or
in combination with leading checkpoint inhibitors; with the latter potentially enabling
OncoSec to address a great unmet medical need in oncology: anti-PD-1 non-
responders. Results from recently completed clinical studies of TAVO™ have demonstrated
a local immune response, and subsequently, a systemic effect as either a monotherapy or
combination treatment approach. In addition to TAVO™, OncoSec is identifying and
developing new DNA-encoded therapeutic candidates and tumor indications for use with its
new Visceral Lesion Applicator (VLA), to target deep visceral lesions, such as liver, lung or
pancreatic lesions. For more information, please visit www.oncosec.com. 

TAVO™ is a trademark of OncoSec Medical Incorporated.

KEYTRUDA® is a registered trademark of Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc.

Risk Factors and Forward-Looking Statements 
This release, as well as other information provided from time to time by the Company or its
employees, may contain forward-looking statements that involve a number of risks and
uncertainties that could cause actual results to differ materially from those anticipated in the
forward-looking statements. Forward-looking statements provide the Company's current
beliefs, expectations and intentions regarding future events and involve risks, uncertainties
(some of which are beyond the Company's control) and assumptions. For those statements,
we claim the protection of the safe harbor for forward-looking statements contained in the
Private Securities Litigation Reform Act of 1995. You can identify forward-looking statements
by the fact that they do not relate strictly to historical or current facts. These statements may
include words such as "anticipate," "believe," "could," "estimate," "expect," "intend," "may,"
"plan," "potential," "should," "will" and "would" and similar expressions (including the
negative of these terms).  Although we believe that expectations reflected in the forward-
looking statements are reasonable, we cannot guarantee future results, levels of activity,
performance or achievements. The Company intends these forward-looking statements to
speak only at the time they are published on or as otherwise specified, and does not
undertake to update or revise these statements as more information becomes available,
except as required under federal securities laws and the rules and regulations of the
Securities Exchange Commission ("SEC"). In particular, you should be aware that the
success and timing of our clinical trials, including safety and efficacy of our product
candidates, patient accrual, unexpected or expected safety events, and the usability of data
generated from our trials may differ and may not meet our estimated timelines. Please refer
to the risk factors and other cautionary statements provided in the Company's Annual Report
on Form 10-K for the fiscal year ended July 31, 2019 and subsequent periodic and current
reports filed with the SEC (each of which can be found at the SEC's website www.sec.gov),
as well as other factors described from time to time in the Company's filings with the SEC.

https://c212.net/c/link/?t=0&l=en&o=2753835-1&h=1998366358&u=http%253A%252F%252Fwww.oncosec.com%252F&a=www.oncosec.com
https://c212.net/c/link/?t=0&l=en&o=2753835-1&h=3645104138&u=https%253A%252F%252Fc212.net%252Fc%252Flink%252F%253Ft%253D0%2526l%253Den%2526o%253D2743871-1%2526h%253D2173241865%2526u%253Dhttp%25253A%25252F%25252Fwww.sec.gov%25252F%2526a%253Dwww.sec.gov&a=www.sec.gov


Company Contact:
Gem Hopkins
Head of Corporate Communications
858-210-7334
ghopkins@oncosec.com

 

 

 View original content to download multimedia:http://www.prnewswire.com/news-
releases/oncosec-announces-publication-of-positive-tavo-monotherapy-results-in-
metastatic-melanoma-patients-in-annals-of-oncology-301025487.html

SOURCE OncoSec Medical Incorporated

mailto:ghopkins@oncosec.com
https://mma.prnewswire.com/media/630467/OncoSec_Logo.html
http://www.prnewswire.com/news-releases/oncosec-announces-publication-of-positive-tavo-monotherapy-results-in-metastatic-melanoma-patients-in-annals-of-oncology-301025487.html

	OncoSec Announces Publication of Positive TAVO™ Monotherapy Results in Metastatic Melanoma Patients in Annals of Oncology
	High Impact Peer-Reviewed Medical Journal Highlights Overall Response Rate of 35.7% and Complete Response of 17.9% with Demonstrable Abscopal Responses When Using TAVO as a Monotherapy in Patients with Advanced Melanoma


