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Item 7.01. Regulation FD Disclosure.
On April 12, 2021, Heat Biologics, Inc. (the “Company”) issued a press release announcing a poster presentation at the 2021 American Association for Cancer Research
(AACR) Annual Meeting of new preclinical data on PTX-35, demonstrating decreased regulatory T cell (Treg) activity and delayed tumor progression. At the AACR 2021
Annual Meeting, the Company will be presenting a poster presentation entitled “PTX-35, a Potential First-in-class Agonist, Reduced the Suppressive Activity of Regulatory T
cells and Enhanced CD4+ T cell Effector Responses in the Presence of Tumor Antigens in a Murine Melanoma Model”.
A copy of the press release is furnished as Exhibit 99.1 to this Current Report on Form 8-K.
The information in this Item 7.01, in the press release attached as Exhibit 99.1 to this Current Report on Form 8-K shall not be deemed to be “filed” for purposes of Section 18
of the Securities Exchange Act of 1934, as amended, or otherwise subject to the liabilities of that section or Sections 11 and 12(a)(2) of the Securities Act of 1933, as amended.
The information contained in this Item 7.01 and in the press release attached as Exhibit 99.1 to this Current Report on Form 8-K shall not be incorporated by reference into any
filing with the U.S. Securities and Exchange Commission made by the Company, whether made before or after the date hereof, regardless of any general incorporation language
in such filing.
The press release attached as Exhibit 99.1 to this Current Report on Form 8-K include “safe harbor” language pursuant to the Private Securities Litigation Reform Act of 1995,
as amended, indicating that certain statements contained therein are “forward-looking” rather than historical.
The Company undertakes no duty or obligation to update or revise the information contained in this Current Report on Form 8-K, although it may do so from time to time if its
management believes it is appropriate. Any such updating may be made through the filing of other reports or documents with the Securities and Exchange Commission, through
press releases or through other public disclosures.
Item 8.01. Other Events.
On April 12, 2021, the Company issued a press release announcing new preclinical data on PTX-35, demonstrating decreased regulatory T cell (Treg) activity and delayed
tumor progression. In a B16F10 melanoma mouse model, PTX-35, in the presence of tumor antigen supplied by the Company’s HS-110 immunotherapy, resulted in decreased
regulatory T cell suppression and enhanced T effector responses. These changes were associated with delayed tumor progression.
Item 9.01. Financial Statements and Exhibits.
(d) Exhibits.
The following exhibits are furnished with this Current Report on Form 8-K.
Exhibit
Number

99.1

Exhibit Description

Heat Biologics, Inc. Press Release
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EXHIBIT 99.1

Heat Biologics Announces New Preclinical Data on PTX-35, Demonstrating Decreased Regulatory T-cell (Treg) Activity and
Delayed Tumor Progression at American Association for Cancer Research (AACR) Annual Meeting 2021
DURHAM, NC – April 12, 2021 – Heat Biologics, Inc. (Nasdaq: HTBX), a clinical-stage biopharmaceu cal company focused on developing ﬁrstin-class therapies to modulate the immune system, including mul ple oncology product candidates and a novel COVID-19 vaccine, today
reported that promising new preclinical data of PTX-35 is presented at the AACR Annual Meeting 2021.
PTX-35 is the company’s ﬁrst an body-based product, currently in a Phase 1 clinical trial for the treatment of pa ents with solid tumors. PTX35 is a novel, poten al ﬁrst-in-class an body modula ng TNFRSF25 (death receptor 3), a receptor that is preferen ally expressed by an genexperienced T-cells. In a B16F10 melanoma mouse model, PTX-35 in the presence of tumor an gen supplied by Heat’s HS-110
immunotherapy, resulted in decreased regulatory T-cell suppression and enhanced T effector responses. These changes were associated with
delayed tumor progression.
Jeﬀ Wolf, Chief Execu ve Oﬃcer of Heat, commented, “PTX-35 is designed to harness the body’s natural an gen-speciﬁc immune ac va on.
We believe our latest data suggest that PTX-35 can help overcome certain mechanisms of cancer immune evasion. We con nue to advance
our first-in-human Phase 1 study of PTX-35 in patients with solid tumors and look forward to sharing interim data later this year.”
Details of the poster presentation are as follows:
Title: PTX-35, a Poten al First-in-class Agonist, Reduced the Suppressive Ac vity of Regulatory T cells and Enhanced CD4+ T cell Eﬀector
Responses in the Presence of Tumor Antigens in a Murine Melanoma Model
Abstract Number: 604
Session: Modifiers of the Tumor Microenvironment
Presenter: Eric Dixon, Director of Discovery Sciences, Heat Biologics
About the AACR Annual Meeting
The 2021 AACR Annual Mee ng program covers the latest discoveries across the spectrum of cancer research—from popula on science and
preven on to cancer biology, transla onal, and clinical studies, as well as survivorship and advocacy—and highlights the work of the best
minds in research and medicine from institutions all over the world.

About Heat Biologics, Inc.
Heat Biologics is a biopharmaceu cal company focused on developing ﬁrst-in-class therapies to modulate the immune system. Heat’s gp96
pla orm is designed to ac vate immune responses against cancer or infec ous diseases. The Company has mul ple product candidates in
development leveraging the gp96 pla orm, including HS-110, which has completed enrollment in its Phase 2 trial, and a COVID-19 vaccine
program in preclinical development. In addi on, Heat Biologics is also developing a pipeline of proprietary immunomodulatory an bodies
and cell-based therapies, including PTX-35 and HS-130 in Phase 1 clinical trials.
Forward Looking Statement
This press release includes forward-looking statements within the meaning of the Private Securi es Li ga on Reform Act of 1995 on our
current expecta ons and projec ons about future events. In some cases, forward-looking statements can be iden ﬁed by terminology such as
"may," "should," "poten al," "con nue," "expects," "an cipates," "intends," "plans," "believes," "es mates," and similar expressions. These
statements are based upon current beliefs, expecta on, and assump ons and include statements such as the latest data sugges ng that PTX35 can help overcome certain mechanisms of cancer immune evasion and sharing interim data later this year. These statements are subject
to a number of risks and uncertain es, many of which are diﬃcult to predict, including the ability of PTX-35 to help overcome certain
mechanisms of cancer immune evasion, the ability to provide interim data when planned, Heat's vaccine pla orm to provide protec on
against COVID-19, the ability of Heat's therapies to perform as designed, to demonstrate safety and eﬃcacy, as well as results that are
consistent with prior results, the ability to enroll pa ents and complete the clinical trials on me and achieve desired results and beneﬁts,
especially in light of COVID-19, Heat's ability to obtain regulatory approvals for commercializa on of product candidates or to comply with
ongoing regulatory requirements, regulatory limita ons rela ng to Heat's ability to promote or commercialize its product candidates for
speciﬁc indica ons, acceptance of its product candidates in the marketplace and the successful development, marke ng or sale of products,
Heat's ability to maintain its license agreements, the con nued maintenance and growth of its patent estate, its ability to establish and
maintain collabora ons, its ability to obtain or maintain the capital or grants necessary to fund its research and development ac vi es, its
ability to con nue to maintain its lis ng on the Nasdaq Capital Market and its ability to retain its key scien sts or management personnel,
and the other factors described in Heat's most recent annual report on Form 10-K ﬁled with the SEC, and other subsequent ﬁlings with the
SEC. The informa on in this release is provided only as of the date of this release, and Heat undertakes no obliga on to update any forwardlooking statements contained in this release based on new information, future events, or otherwise, except as required by law.
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