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Item 2.02 Results of Operations and Financial Condition.

On November 12, 2024, Lyra Therapeutics, Inc. (the “Company”) announced its financial results for the quarter ended September 30, 2024. The full text of 
the press release issued in connection with the announcement is furnished as Exhibit 99.1 to this Current Report on Form 8-K. 
 
The information contained in Item 2.02 of this Current Report on Form 8-K (including Exhibit 99.1 attached hereto) shall not be deemed “filed” for 
purposes of Section 18 of the Securities Exchange Act of 1934, as amended (the “Exchange Act”), or otherwise subject to the liabilities of that section, nor 
shall it be deemed incorporated by reference in any filing under the Securities Act of 1933, as amended, or the Exchange Act, except as expressly provided 
by specific reference in such a filing.

Item 9.01 Financial Statements and Exhibits.

(d) Exhibits

The following exhibit relating to Item 2.02 of this Current Report on Form 8-K shall be deemed to be furnished, and not filed:
Exhibit

No.
  

Description
   
99.1  Press Release issued on November 12, 2024.
104  Cover Page Interactive Data File (embedded within the Inline XBRL document).
 



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.

   Lyra Therapeutics, Inc.

    

Date: November 12, 2024 By: /s/ Jason Cavalier
   Jason Cavalier, Chief Financial Officer

 



 
Lyra Therapeu�cs Reports Third Quarter 2024 Financial Results and Provides Corporate 
Update
 
– Company con�nues to focus on upcoming results from ENLIGHTEN 2 pivotal Phase 3 trial in CRS pa�ents expected in 2Q 

2025 –
– Company reports topline safety results from ENLIGHTEN 1 Phase 3 extension study indica�ng no product-related serious 

adverse events and general consistency with the primary treatment phase –
 
WATERTOWN, Mass., November 12, 2024 –  Lyra Therapeu�cs, Inc. (Nasdaq: LYRA) (“Lyra” or the “Company”), a clinical-stage 
biotechnology company developing long-ac�ng, an�-inflammatory sinonasal implants for the treatment of chronic rhinosinusi�s (CRS), 
today reported its financial results for the third quarter ended September 30, 2024 and provided a corporate update.  

“We look forward to key milestones in the coming months from the two ongoing ENLIGHTEN Phase 3 trials that will provide us with a 
more complete data set and greater insight into determining a poten�al pathway to approval for LYR-210 in CRS pa�ents with and 
without nasal polyps.  The topline 52-week safety data from the ENLIGHTEN 1 safety extension study was in-line with the primary 
treatment phase, with no product-related serious adverse events, including for those pa�ents that received a repeat dose, resul�ng in a 
12-month treatment period. We are an�cipa�ng addi�onal data from the ENLIGHTEN 1 safety extension study in the coming months, 
which will be presented at an upcoming medical conference, as well as topline results from the ENLIGHTEN 2 pivotal trial expected in Q2 
2025,” said Maria Palasis, Ph.D., President and CEO of Lyra Therapeu�cs.

Dr. Palasis con�nued, “We eagerly await the upcoming data readouts, and they will guide us in making data-driven evalua�ons as we 
determine the poten�al path for LYR-210 to add value for CRS pa�ents, investors and other stakeholders.” 

The ENLIGHTEN program consists of two pivotal Phase 3 clinical trials, ENLIGHTEN 1 and ENLIGHTEN 2, to evaluate the efficacy and 
safety of LYR-210 for the treatment of CRS. Each ENLIGHTEN trial has enrolled approximately 180 CRS pa�ents who have failed medical 
management and have not had prior ethmoid sinus surgery, randomized 2:1 to either LYR-210 (7500µg mometasone furoate) or sham 
control for 24 weeks. 

Topline Results from the ENLIGHTEN 1 52-week extension study

Today, Lyra reported topline 52-week safety data from the ENLIGHTEN 1 safety extension study:

• Safety data for LYR-210 was generally consistent with the 24-week primary treatment phase, including for those pa�ents that 
received a repeat dosing, resul�ng in a 12-month treatment period. 

• LYR-210 was generally well tolerated, with no product-related serious adverse events. The most commonly reported adverse 
events in the study popula�on were chronic sinusi�s, nasal odor, epistaxis, sinusi�s, and nasopharyngi�s.  



 
Clinical Program Highlights
 
Enrollment in ENLIGHTEN 2 completed 
 

• In October 2024, Lyra announced that the pivotal Phase 3 ENLIGHTEN 2 clinical trial of LYR-210 in adult pa�ents with CRS who 
have not had prior ethmoid sinus surgery, was fully enrolled, achieving the expected enrollment �meframe of second half of 
2024. 
 

Milestones for Ongoing ENLIGHTEN Pivotal Program of LYR-210 in CRS
 

• Topline results from ENLIGHTEN 2 are expected in Q2 2025.
 
Third Quarter 2024 Financial Highlights

Cash, cash equivalents and short-term investments as of September 30, 2024 were $51.6 million, compared with $67.5 million at June 
30, 2024. Based on our current business plan, we an�cipate that our cash, cash equivalents and short-term investment balance is 
sufficient to fund our opera�ng expenses and capital expenditures into the first quarter of 2026. 

Research and development expenses for the quarter ended September 30, 2024 were $5.9 million compared to $12.4 million for the 
same period in 2023, represen�ng a decrease of $6.5 million. The decrease in research and development expenses for the three months 
ended September 30, 2024 was primarily a�ributable to a $3.8 million decrease in clinical related costs as we completed both the 
BEACON trial for LYR-220 and the primary study phase of the ENLIGHTEN 1 trial for LYR-210, a decrease of $2.5 million in employee 
related costs primarily driven by the reduc�on in force which occurred in May 2024, a decrease in professional and consul�ng costs of 
$0.4 million and a decrease in product development and manufacturing costs of $0.4 million.  This decrease in costs was par�ally offset 
by an increase in allocated costs and deprecia�on of $0.6 million.  

General and administra�ve expenses for the quarter ended September 30, 2024 were $3.9 million compared to $5.0 million for the same 
period in 2023, represen�ng a decrease of $1.1 million. The decrease in general and administra�ve expenses for the three months 
ended September 30, 2024 was primarily driven by a decrease in professional and consul�ng fees of $1.0 million as we scaled back 
ac�vi�es subsequent to announcing in May 2024 that the ENLIGHTEN 1 trial did not meet its primary endpoint, in addi�on to a decrease 
in employee related costs of $0.5 million primarily due to the reduc�on in force which occurred in May 2024.  These cost decreases were 
par�ally offset by an increase in alloca�on and support costs of $0.4 million primarily due to the increased rent and facili�es expenses 
for the Company’s three leased facili�es for the three months ended September 30, 2024 compared to the three months ended 
September 30, 2023.
 

Net loss for the quarter ended September 30, 2024 was $11.9 million compared to $15.7 million for the same period in 2023.  





 
About LYR-210  
LYR-210 is an inves�ga�onal product candidate for the treatment of chronic rhinosinusi�s (CRS) in pa�ents who have failed current 
therapies and require further interven�on. LYR-210 is a bioresorbable nasal implant designed to be inserted in a simple, in-office 
procedure. LYR-210 is intended to deliver six months of con�nuous an�-inflammatory therapy, mometasone furoate, to the sinonasal 
passages to treat CRS. LYR-210 is being evaluated in the ENLIGHTEN pivotal Phase 3 clinical program.
 

About Lyra Therapeu�cs
Lyra Therapeu�cs, Inc. is a clinical-stage biotechnology company developing long-ac�ng, an�-inflammatory sinonasal implants for the 
treatment of chronic rhinosinusi�s (CRS). Lyra Therapeu�cs is developing therapies for CRS, a highly prevalent inflammatory disease of 
the paranasal sinuses which leads to debilita�ng symptoms and significant morbidi�es. LYR-210, the company’s lead product, is a 
bioabsorbable nasal implant designed to be administered in a simple, in-office procedure and is intended to deliver six months of 
con�nuous an�-inflammatory drug therapy (7500µg mometasone 



furoate) to the sinonasal passages for the treatment of CRS with a single administra�on. LYR-210, being evaluated in the ENLIGHTEN 
Phase 3 clinical program, is intended for pa�ents with and without nasal polyps. The company’s therapies are intended to treat the 
es�mated four million CRS pa�ents in the United States who fail medical management each year. For more informa�on, please visit 
www.lyratx.com and follow us on LinkedIn.
 

Forward-Looking Statements
This press release contains forward-looking statements within the meaning of the Private Securi�es Li�ga�on Reform Act of 
1995. All statements contained in this press release that do not relate to ma�ers of historical fact should be considered forward-
looking statements, including statements regarding whether LYR-210 could poten�ally benefit pa�ents with CRS, the comple�on 
of the Company’s ENLIGHTEN 2 Phase 3 clinical trial, and the �ming of the release of topline data from the ENLIGHTEN 2 Phase 3 
clinical trial. These statements are neither promises nor guarantees, but involve known and unknown risks, uncertain�es and 
other important factors that may cause the Company's actual results, performance or achievements to be materially different 
from any future results, performance or achievements expressed or implied by the forward-looking statements. These and other 
important factors discussed under the cap�on "Risk Factors" in the Company's Quarterly Report on Form 10-Q filed with the SEC 
on November 12, 2024 and its other filings with the SEC could cause actual results to differ materially from those indicated by 
the forward-looking statements made in this press release. Any such forward-looking statements represent management's 
es�mates as of the date of this press release. While the Company may elect to update such forward-looking statements at some 
point in the future, it disclaims any obliga�on to do so, even if subsequent events cause its views to change. 
 
 
Contact Informa�on:
Jason Cavalier, Chief Financial Officer 
917.584.7668 
jcavalier@lyratx.com 
 
Media Contact:
Kathryn Morris, The Yates Network LLC 
914.204.6412
kathryn@theyatesnetwork.com
 




