UNITED STATES

SECURITIES AND EXCHANGE COMMISSION

Washington, D.C. 20549

FORM 8-K

CURRENT REPORT

Pursuant to Section 13 or 15(d) of the Securities Exchange Act of 1934

Date of Report (Date of earliest event reported): January 5, 2022


TRACON Pharmaceuticals, Inc.

(Exact name of registrant as specified in its charter)
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	Delaware
	001-36818
	34-2037594

	(State or other jurisdiction
	
	(Commission File Number)
	
	
	(IRS Employer Identification No.)

	of incorporation)
	
	
	
	
	

	4350 La Jolla Village Drive, Suite 800
	
	
	

	San Diego, California
	92122

	(Address of principal executive offices)
	
	
	(Zip Code)



Registrant’s telephone number, including area code: (858) 550-0780

____________________________________________________________________________

Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under any of the following provisions:

· Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425)

· Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12)

· Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))

· Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c))

Securities registered pursuant to Section 12(b) of the Securities Act:

	Title of each class
	Trading symbol(s)
	Name of each exchange on which registered

	
	
	

	Common Stock, par value $0.001 per share
	TCON
	The Nasdaq Stock Market LLC

	
	
	



Indicate by check mark whether the registrant is an emerging growth company as defined in Rule 405 of the Securities Act of 1933 (§230.405 of this

chapter) or Rule 12b-2 of the Securities Exchange Act of 1934 (§240.12b-2 of this chapter).	Emerging growth company ☐

If an emerging growth company, indicate by check mark if the registrant has elected not to use the extended transition period for complying with any new or revised financial accounting standards provided pursuant to Section 13(a) of the Exchange Act. ☐
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Item 2.02	Results of Operations and Financial Condition.

Charles P. Theuer, M.D., Ph.D., President and Chief Executive Officer of TRACON Pharmaceuticals, Inc. (“TRACON”), and other executive officers will be presenting information that includes an estimate of TRACON’s December 31, 2021 cash, cash equivalents and short-term investments and outstanding debt principal balances, at various upcoming meetings beginning January 5, 2022. The information is attached as Exhibit 99.1 to this Current Report on Form 8-K.

Item 7.01	Regulation FD Disclosure.

Charles P. Theuer, M.D., Ph.D., and other executive officers will be presenting the information attached as Exhibit 99.1 to this Current Report on Form 8-K at various upcoming meetings beginning January 5, 2022.

By furnishing this information, TRACON makes no admission as to the materiality of any information in this report. The information contained in this report and the exhibit hereto is intended to be considered in the context of TRACON’s filings with the Securities and Exchange Commission and other public announcements that TRACON makes, by press release or otherwise, from time to time. TRACON undertakes no duty or obligation to publicly update or revise the information contained in this report or the exhibit hereto, although it may do so from time to time as its management believes 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 disclosure.

Item 9.01	Financial Statements and Exhibits.

(d) Exhibits.

	Exhibit No.
	Description
	

	99.1
	
	Corporate Presentation, dated January 2022
	

	
	
	
	
	

	104
	
	Cover page Interactive Data File (embedded within the Inline XBRL document).
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SIGNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, the Registrant has duly caused this report to be signed on its behalf by the undersigned hereunto duly authorized.


	Date: January 5, 2022
	TRACON Pharmaceuticals, Inc.

	
	By:
	/s/ Charles P. Theuer, M.D., Ph.D.

	
	Name:
	Charles P. Theuer, M.D., Ph.D.

	
	
	President and Chief Executive Officer
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Exhibit 99.1

TRACON PHARMACEUTICALS
Investor Presentation
January 2022

NASDAQ: TCON
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Forward-Looking Statements

“This presentation contains statements that are, or may be dsemed o be, “forward-looking statements * In some cases thess forward-
looking statements can be identied by the use of forwarc-ooking terminology, including the tems “believes,“estimates,“anticipates,”
expecs.” “plans," “intends," “may."“could." ‘might”“wil." ‘should." “approximatel."‘potential” or, in each case, their negatives or other
variatons thereon or comparabla terminology, although ot all orward-looking statements contain these words. These statements relate
o future events or our future financial performance or condition, business strategy, current and prospoctve product candidates, planned
clinial rials and preciiical activies, potental events and acthilies under exsting collaboration agreements, estimaled markel
opportunies for product candidates, produc approvas, research and development costs, current and prospecive collaboralions, tming
‘and likelinood of success of development aciviies and business strategies, plans and objectives of management for fuure operations,
and fulure results of antcipated product development ofors, including potental benelfs derived therefrom. These siatements involve.
‘substantal known and unknown rsks, uncertainios and othor important factors that may cause our actual resuls, lovels of activty,
performance or achievements o differ materialyfrom those expressed or mplied by these forwar-looking statemens. These rsks,
uncertainties and ofher factors incude, but are not lmited 1o, risks associated with conducting linica rial, whether any of our product
‘candidates will be shown to be safe and effectiv, our abilty to finance continued operations, our reliance on third parties or various.
‘aspects of our business, the potential sary terminaton of collaboraton agreements, compefiion in our target markets, our abiy to
protect our ntellecual property, our ablty o execate our business development strategy and in-icanse rights o addiional ppeiine
assals, and olher isks and uncertaintes described In our flings with the Securilies and Exchange Commission, nclucing under the
heading “Risk Facors'. In iht of the sgnificant uncertainies n our forwarc-iooking statements. you should nol place undue raliance on
these statements or regard these statements as a representation or warranty by us or any olher person that we wil achieve our objectives
and plans n any specied time frame, o at all. The forward-iooking statements contained in thi presentaton represent our estimates and
‘assumptions only as of the date of tis prosentation and, oxcapt as roquired by law, wo undartak no obigation (o updato or rovise.
publicly any forward-Jooking statements, whether as a resull of new informaton, fulure events of otherwise after the date of this
presentaton.

This presentation also contains estmates, projections and other Information concerming our indusiry, our business, and the markets for
our drug candidates, as well as data regarding market research, estimates and forecass prepared by our management Information that
is based on estimates, forecasts, projections, market research or simiar methodologies is inherently subject 1o uncertainties and actual
events or circumstances may difer materially rom events and circumsiances reflected in this information.

TRACON )
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TRACON Pharmaceuticals Summary

Potential best-in-class checkpoint inhibitor envafolimab dosing in
ENVASARC pivotal trial in sarcoma in US is now approved in China

« Clinical stage pipeline incudes

— CTLA-4 antibody in P1
— DNA repair inhibitor in P2 in collaboration with NCI

— CD73 antibody in P1 in combination with Tecentrig:

Business Development engine driven by TRACON'’s CRO-independent
clinical development and commercialization capabilities in the U.S./E.U.

that serves as a solution for ex-U.S. companies
~ Five collaborations since 2016 (J&J, Alphamab, 3D Medicines, Eucure and I-Mab)

— Capacity and appetite for more deals now

Low financial burn rate and current capital provide runway into 2023
past expected interim ENVASARC pivotal trial data

TRaCON
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Investment Highlight #1: Envafolimab, a Potential Best-in-Class

Checkpoint Inhibitor

ENVAFOLIMAB

Potential for Near-term U.S.
‘Commercialization of the 1=t
PD-(L)1 Subcutaneous
Checkpoint Inhibitor

Rapid low volume subcutaneous
injection without an adjuvant that is
more convenient, less invasive
and safer than IV therapy

TRACON B T

Rapid Execution

ENVASARC pivota il began dosing n

sarcoma in 40 2020 following successful
FDAmasting

Orphan Drug Designation in
‘Sarcoma

Peak U.S. annual revenue estimated at

>§300M in iniial indications using parity

pricing to approved PD-{L)1 products’

Fast to Market Strategy
Expect ENVASARC interim data in 2022,
endpointn 2023, and US:
commercialization in 2024

Financial Upside
ENVASARC pivotal trial cost estimated at
<§25M through TRACON Product
Development Platform. Royalty burden of
teens to mid double-digits
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Investment Highlight #3: Partnering Platform

Product Development Platform of CRO-Independent Clinical Development ai
[1

S. Commercialization Experience

++Built to deliver clinical results rapidly in U.S./E.U. and provide opportunities for U.S. commercialization
~+Allows for a risk and cost sharing drug development solution with strong collaboration alignment
«+Proven abillty to leverage platform via business development sourced pipeline

++Subcutaneous PD-L1 antibody envafolimab from 3 Medicines and Alphamab Oncology

++CTLA4 antibody from Eucure Biopharma X

«Prostate cancer asset from Johnson & Johnson (Janssen)

++CD73 antibody from I-Mab

~Bispecific antibody collaboration with I-Mab

«+Platform available for any therapeutic area

+Capacity for additional clinical stage asset development

1:Lconso was torminatod by TRACON and assals havo boen reumed fo Janssen.

TRACON .
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Envafolimab — Single Domain PD-L1 Antibody

B . Crystal Structure of
Traditional Ab Envafolimab Envafolimab/PDL1

Humanized single-domain
// antibody (dAb/nancbody)
Mutant humanFe
o e
.

Molecular Weight: c. 80 kDa
(Keyruca-145K08)

Single Domain Antibody - structure of approved product Cablivi (Ablynx/Sanofi), which is also given
subcutaneously

Stable at room temperature for six months allows rapid low volume subcutaneous injection without an
adjuvant (i.e., no need for hyaluronidase)

High yield (> 7 g/L) and low cost of production by Alphamab Oncology (HKSE: 9966 Alphamab Oncology)
TRaCON
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