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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 (see General Instruction A.2.):

· 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 Act:

	Title of each class
	Trading
	Name of each exchange
	

	
	Symbol
	on which registered
	

	Common Stock, par value $0.0001 per share
	
	TECX
	
	Nasdaq Global Market
	



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 7.01.[image: ]	Regulation FD Disclosure.

Tectonic Therapeutic, Inc. (the “Company”) has updated its corporate presentation for use in meetings with investors, analysts and others. A copy of the updated corporate presentation is furnished as Exhibit 99.1 to this Current Report on Form 8-K. Investors may access the presentation by visiting the “Events & Presentations” section of the Company’s investor website at https://investors.tectonictx.com.

The information furnished under this Item 7.01, including Exhibit 99.1, shall not be deemed “filed” for purposes of Section 18 of the Securities Exchange Act of 1934 (the “Exchange Act”) or subject to the liabilities of that section, nor shall it be deemed to be incorporated by reference into any of the Company’s filings with the Securities and Exchange Commission, regardless of any general incorporation language in such a filing.

Item 8.01	Other Events.

Proposed TX000045 (“TX45”) Phase 2 Trial Design

As previously disclosed, the Company plans to initiate its Phase 2 randomized, placebo-controlled, double-blind proof-of-concept clinical trial to evaluate TX45 in patients with Group 2 Pulmonary Hypertension (“PH”) in the setting of Heart Failure with Preserved Ejection Fraction (“HFpEF”) in the second half of 2024.

The Phase 2 clinical trial is expected to be conducted globally, including at clinical trial sites in the United States, Europe, Eastern Europe and Australia. This trial is designed to enrich for patients with an increased pulmonary vascular resistance of greater than 3 on baseline right heart catheterization with the goal of evaluating efficacy in both Combined pre-and post-capillary Pulmonary Hypertension as well as the whole Group 2 PH population with HFpEF. The Company currently expects that approximately 180 subjects will enter the trial. Each subject will be randomized to one of two treatment arms or a placebo arm. The treatment period will last for 24 weeks and there will be a follow-up evaluation 8 weeks after the last dose.

Forward-Looking Statements

Statements contained in this Current Report on Form 8-K regarding matters that are not historical facts are “forward looking statements” within the meaning of the Private Securities Litigation Reform Act of 1995. The Company may, in some cases, use terms such as “predicts,” “believes,” “potential,” “proposed,” “continue,” “designed,” “estimates,” “anticipates,” “expects,” “plans,” “intends,” “may,” “could,” “might,” “will,” “should” or other words or expressions referencing future events, conditions or circumstances that convey uncertainty of future events or outcomes to identify these forward-looking statements. Such forward-looking statements include but are not limited to, expectations regarding the initiation, design, protocol and timing of the Company’s proposed Phase 2 clinical trial of Group 2 PH in the setting of HFpEF. Because such statements are subject to risks and uncertainties, actual results may differ materially from those expressed or implied by such forward-looking statements. Factors that contribute to the uncertain nature of the forward-looking statements include potential unforeseen events during clinical trials could cause delays or other adverse consequences; risks relating to the regulatory approval process; success in preclinical testing and earlier clinical trials does not ensure that later clinical trials will generate the same results or otherwise provide adequate data to demonstrate the efficacy and safety of a product candidate; the Company’s product candidates may cause serious adverse side effects; the Company’s reliance on third parties, including for the manufacture of materials for its research programs, preclinical and clinical studies; the ability of the Company’s need for additional funding, which may not be available; the impact of macroeconomic conditions, including the conflict in Ukraine and the conflict in the Middle East, heightened inflation and uncertain credit and financial markets, on the Company’s business, clinical trials and financial position; changes in the regulatory environment; the uncertainties and timing of the regulatory approval process; and unexpected litigation or other disputes. Other factors that may cause the Company’s actual results to differ from those expressed or implied in the forward-looking statements in this press release are identified under the heading “Risk Factors” in the final prospectus on Form 424(b)(3) filed by the Company with the SEC on May 3, 2024, and in other filings that the Company makes and will make with the SEC in the future. All forward-looking statements contained in this press release speak only as of the date on which they were made and are based on management’s assumptions and estimates as of such date. The Company undertakes no obligation to update any forward-looking statements, whether as a result of the receipt of new information, the occurrence of future events or otherwise, except as required by law.

	Item 9.01.
	Financial Statements and Exhibits.

	(d)   Exhibits
	
	
	

	Exhibit No.
	
	Description

	99.1
	
	Corporate Presentation dated June 2024.

	
	
	
	

	104
	
	Cover Page Interactive Data File (formatted as Inline XBRL).
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SIGNATURES[image: ]

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.

TECTONIC THERAPEUTIC, INC.

Date: June 25, 2024	By:	/s/ Daniel Lochner
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Daniel Lochner

Chief Financial Officer
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DISCLAIMER

Statements contained in is presentation regarcing matters that are not historical facts are “forward-looking sialements™ within the meaning of the
Private Secuifies Lifigafion Reform Act of 1995, as mended. Words such os “anficipates. believes.”expects nfends.” “plans.” “pofential”
“projects.” “would" and “fufure” or simicr expressions are infended 1o idenfity forward-iooking statements. Each of these forward-ooking stafements
invoives substanfia ks and unceriainties that could cause actual resuls o differ significanty from those expressed or impiied by such forward-
looking statements. Forward-ooking stafements contcined in this presentafion include, but are not mited 1o, statements regarding: the design.
‘objeciives. inifafion. fiming. progress and resuls of current and fulure preciinical studies and ciinical rials of our product candidates. including the
ongoing Phase 1a/b cinical ial for TX45, in Group 2 Pulmonary Hypertension and inififion of proposed Phase 2 ciinical fial: candidote selection for
‘our second program in HHT; the expected fiming of program updates and data disclosures; the fiming of fiing INDs and ofher reguidtory documents:
the fiming and kefhood of seeking regulatory approval for our product candidates including TX4S: fhe compefifive landscape for our product
‘candidates; our abiity 1o identily and develop addifional product candidates: and our esfimates regarding expenses, fulure revenue, capital
requirements. cash runway and needs for adfional financing.

These forward-ooking statements reflect our current beliels and expectations. Many factors may Couse differences befween curent expectations
and actual results, including the early stage of our development efforfs: success in precinical fesfing and earier cinical frials does nof ensure hat.
later clinical ficis wil generafe fhe some resulfs or ofherwise provide adequate data fo demonsirate the efficacy and salfefy of a product
‘candidates; ciical e acfivafion raes o cinical fral enrolment rafes that are lower fhon expected: changes in expected o exsfing compefifion:
changes in the reguiatory envionment: the uncertainfies and fiming of fhe regulatory approval process: the impact of macroeconomic condifions.
including the confict in Ukraine and the Contict n the Middle East, heightened infiafion and uncertain credit and financial markets, on our busiess,
cinical fiaks and financial posifion: and unexpected ffigaion or ofher disputes. These and ofher isks are escribed more fullyin our flings with the.
Secuiies and Exchange Commission (“SEC”]. including the rsks deladed i he prospectus led with fhe SEC pursuant fo Rule 424(b](3) on May 3.
2024, and ofher documents we subsequenty fled with or fumished 10 fhe SEC. All forward-looking statements confained in his presentafion speck
‘only as of the date on which they were made. Excep! as fequired by low. we assume no obligafion fo update any forward-looking statements.
contained herein fo reflect any change in expectations, even as new information becomes avaiabe.

This presentation o Contains esfimates and ofher stafisical data made by independent parfies and by us relafing fo market size and growih and
other data about ourindushy. This data involves a number of assumptions and mitaions. and you are caufioned not 10 give undue weigh 1o such

estimates. Neither we nor any ofher person makes any representafion as fo the accuracy of completeness o such data or undertakes any obligation
1o update such data ater the date of this presentation. In addiion. projections, assumptions and esfimates of our fufure perfomance and the fufure
performance of the markefs in which we operae are necessarly subject fo @ high degree of unceriainy and fisk.
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Tectonic Therapeutic - Transforming the Discovery of Novel
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Team Track Record: >20 15t Approvals with >$50B In Annual Sales
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Biologics Offer Advantages Over Small Molecules in Targeting
GPCRs in Multiple Settings
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Our Unique Pipeline Opportunities are Enabled by Biologic
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Proprietary GEODe™ platform spans three enabling technologies
to identify and optimize potent GPCR targeted biologics
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RXFP1 agonist with differentiated profile
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The First Recombinant Relaxin (serelaxin) Demonsirated Safety
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TX45 Significantly Reduces Collagen and TNFa levels in

Mouse UUO Model of Renal Fibrosis
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TX45 Reduces Cardiac Hypertrophy and Fibrosis in the Mouse
Isoproterenol Induction Model
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TX45

Relaxin Prevents Diastolic Dysfunction in a Model of
HFpEF and Reverse Cardiac Fibrosis

Relaxin Prevents TAC (fransverse aorfic constriction) -Induced Cardiac Diastolic Dysfunction in Rats
& Reverses Diabetes-Induced Cardiac Fibrosis and Diastolic Dysfunction in mRen-2 Rats.

Human relaxin-2 reverses cardiac fibrosis
2wk infusion in STZ-freated diabetic/HTN mRen-2 rafs
(Somuel C.S. et ol. 2008)

Human relaxin-2 Improves Diastolic Dysfunction
gene theropy administered with 28 days follow-up
(Shuai X.X. et al. 2016)
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Additional Anti-Fibrotic Effects of Relaxin Demonstrated
in Preclinical Animal Models of Heart Failure

In other rodent models of heart failure, Relaxin has been shown fo also:

+Inhibit TGFB or ANG-llinduced collagen synthesis in cardiac fibroblasts
+Prevent infersiitial and perivascular fibrosis, with effect superior to enalaprii2
v Prevent diastolic dysfunction®

¥ Prevent and Reverse cardiac hypertrophy®
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TX45

TX45 Development Program Overview
Planned readouts in mid-2024, 2025, 2026

2024 | 2025 |

Phase Ta Healthy Expected mid-2024

Safety, tolerability. PK/PD Volunteers E PK. PD (Renal Blood Flow)

Phasejib) Group 2 PH

RHC sfudy fo establish hemodynamic SRl Bpected 2025
proof of concept

Phase 2 Group 2 PH with HFpEF
Randomized, 6-month study (enriched for CpcPH)

A Development Plan Reviewed with FDA via Pre IND

= Qr





image56.png
TX45 Single Ascending Dose Study : Summary of preliminary data’

+ Well folerated with minimal adverse events,

no drug-related SAEs TX45 SAD Dose Escalation Plan
+ Pharmacokinetics I o —
- Low intersubject variabilty in serum e
concentrations (< 20%) — e

- No evidence of immune mediated clearance [re———

+ Pharmacodynamics from 0.3 mg/kg cohort —

(lowest dose) i
- 30% increase in renal plasma flow on Day 2 post el —azi
dose persifing at least unfil Day 8 post dose [ ——
- Magnitude of effect consistent with serelaxin’s “CohorsFand G v opton
effect

- Meets “go criteria”
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Phase 1a Study: Preliminary Single Dose TX45
Pharmacokinetic/Pharmacodynamic Data (lowest dose)
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Preclinical PK/PD from Acute RBF Model Informs Target Plasma
Concentration Levels at Trough for Therapeutic Effect

RBF Model

Used fo assess pharmacodynamic
response fo TX45 administration
based on acute vasodiatory effects
of relaxin, as measured by
increased ot renal blood flow (R8F)

H SO —
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pulmonary hypertension
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TX45 4

Summary of Projected TX45 Phase 2 Study Design
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RHC prior fo
randomization

Double-blind Treatment Period
(@4 weeks)
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(8 weeks from last dose)
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TX45
Significant Pharma Interest in Relaxin
Tectonic has Potential Best-in-Class Molecule
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First-in- indication opportunity for 2n¢
most common genetic bleeding
disorder





image62.png
Hereditary Hemorrhagic Telangiectasia (HHT)
Autosomal Dominant Disease that Causes Abnormal Blood Vessel Formation

Telangiectasias

INCREASED
FREQUENCY OF
THE FOLLOWING
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HHT

Anti VEGF: Mouse HHT Model Predictive of Efficacy in Patients
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HHT

A GPCR3 Antagonist Significantly Reduces
AVMs and Retinal Vascular Density in Animal Model of HHT

Effects of anti-GPCR3 antagonist mAb in mouse HHT model generated by immunoblocking of BMP? and BMP10(12)
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Projected HHT Development Program Overview
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— q Company Ticker NASDAQ: TECX
T=CTONIC '

Therapeutic Major mutual fund, TAS
Partners, 5AM Ventures,
EcoR1 Capital, Polaris

Private Placement Investors Partners, Farallon Capital

—_— (managed funds). Vida
Ventures, Pags Group and
other investors

Cash at Close ~$181 million
Expected Cash Runway Info Mid-2027
Reverse Stock Split: 1for 12

Merger Close Date 6/20/2024
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Uniquely Positioned to Deliver on Value Creating Milestones

Strong Balance Sheet Accomplished Team
Post Transaction World-leader Founders

>$181* Million 20 1 Approvals

~3 year Runway >$50B in Annual Sales
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