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ניקסואה מפרסמת תוצאות ראשוניות לרבעון השלישי של 2026 ומעדכנת את תחזית ההכנסות לשנת 2026
ההכנסות נטו בארה"ב צמחו ב-29% בהשוואה לרבעון הקודם, והביאו את ההכנסות נטו הגלובליות הראשוניות לרבעון השלישי לרמה של 9.2 מיליון אירו
הוגשה ל-FDA תוספת לבקשת אישור מכשיר רפואי (PMA), במטרה להרחיב את התוויית השימוש ב-Genio בארה"ב כך שתכלול מטופלים הסובלים מקריסה קונצנטרית מלאה 
מון-סן-גיבר, בלגיה – 19 באוקטובר 2026, GLOBE NEWSWIRE:
Nyxoah SA (נאסד"ק/יורונקסט בריסל: NYXH), חברת טכנולוגיות רפואיות המתמקדת בפיתוח פתרונות חדשניים לטיפול בדום נשימה חסימתי בשינה (OSA), באמצעות נוירומודולציה, דיווחה היום על נתונים ראשוניים מסוימים – שטרם עברו ביקורת – הנוגעים לתוצאותיה הכספיות והתפעוליות לרבעון השלישי של שנת 2026, וכן על עדכון תחזית ההכנסות לשנת 2026.
REGULATED INFORMATION
INSIDE INFORMATION
Nyxoah Announces Preliminary Results for the Third Quarter of 2026 and Adjusts Revenue Guidance for 2026
U.S. net revenue grows 29% sequentially, driving third quarter global preliminary net revenue of €9.2 million
PMA supplement submitted to the FDA to expand Genio’s U.S. indication to Complete Concentric Collapse patients
Mont-Saint-Guibert, Belgium – October 19, 2026, GLOBE NEWSWIRE:
Nyxoah SA (Euronext Brussels/Nasdaq: NYXH) (“Nyxoah” or the “Company”), a medical technology company that develops breakthrough treatment alternatives for Obstructive Sleep Apnea (OSA) through neuromodulation, today reported certain preliminary unaudited third quarter 2026 financial and operating results and adjusted revenue guidance for 2026.

Third Quarter 2026 – Preliminary Sales and Market Metrics
· Financials
· Global net revenue is expected to be approximately €9.2 million in the third quarter of 2026, which reflects 19% sequential growth over the second quarter of 2026

· U.S. net revenue is expected to be approximately €6.7 million in the third quarter of 2026, which reflects 29% sequential growth over the second quarter of 2026

· Leading U.S. commercial indicators
· 80 new surgeons trained in Q3, bringing the total to 342 surgeons trained

· 53 new accounts activated in Q3, bringing the total to 233 active high-volume accounts

· 447 patients actively under prior authorization entering Q4

· Clinical and Regulatory
· ACCCESS U.S. pivotal study met its co-primary efficacy endpoints and its safety endpoints in Complete Concentric Collapse (CCC) patients, with a 12-month AHI responder rate of 77.2% (p<0.001) and zero device- and procedure-related serious adverse events

· Submitted a premarket approval (PMA) supplement to the FDA to expand Genio’s U.S. indication to CCC patients under Breakthrough Device Designation

· Complete 12-month ACCCESS dataset presented at the International Surgical Sleep Society (ISSS) annual meeting, October 15-16, 2026

· Liquidity
· As of September 30, 2026, cash, cash equivalents and financial assets are expected to be approximately €77.0 million.

Revenue Guidance for the Full Year 2026
· The Company now expects global net revenue for the full year 2026 to be in the range of €33 million to €35 million, compared to €36 million to €40 million previously.

“We delivered 29% sequential revenue growth in the U.S. in the third quarter, and our International business performed in line with our expectations. While we are disappointed to adjust our full year revenue guidance to €33 to €35 million, we are still pleased with the acceleration in growth. We continue to expect improving U.S. growth in Q4 compared to Q3 2026. The ramp in U.S. sales is more reflective of historical ramps for a new technology, as physicians and centers build experience with Genio. Our foundations are strong. Physicians and OSA patients want a choice in hypoglossal nerve stimulation therapy. We see this demand in the growing number of active accounts and trained surgeons in the U.S., and in the positive feedback we receive on the Genio system. We remain confident in our ability to drive durable growth in the U.S. and to improve care for OSA patients,” commented Liam Kelly, Nyxoah’s Chief Executive Officer.

The preliminary, unaudited revenue results and cash, cash equivalents and financial assets described in this press release are estimates only and are subject to revision until Nyxoah reports its full financial results for the third quarter of 2026, including in its Quarterly Report on Form 6-K.

About Nyxoah
Nyxoah is a medical technology company focused on the development and commercialization of innovative solutions to treat OSA. Nyxoah’s lead solution is the Genio system, a patient-centered, leadless and battery-free hypoglossal neurostimulation therapy for OSA, the world’s most common sleep disordered breathing condition that is associated with increased mortality risk and cardiovascular comorbidities. Nyxoah is driven by the vision that OSA patients should enjoy restful nights and feel enabled to live their life to its fullest.

Following the successful completion of the BLAST OSA study, the Genio system received its European CE Mark in 2019. Nyxoah completed two successful IPOs: on Euronext Brussels in September 2020 and NASDAQ in July 2021. Following the positive outcomes of the BETTER SLEEP study, Nyxoah received CE mark approval for the expansion of its therapeutic indications to Complete Concentric Collapse (CCC) patients, currently contraindicated in competitors’ therapy. Additionally, the Company announced positive outcomes from the DREAM IDE pivotal study in 2024 and received approval from the FDA in August 2025, with the treatment of CCC patients included in the warning section of our indications for use.

For more information, please visit http://www.nyxoah.com.

Caution – CE marked since 2019. FDA approved in August 2025 as prescription-only device.
Forward-looking statements
Certain statements, beliefs and opinions in this press release are forward-looking, which reflect the Company’s or, as appropriate, the Company directors’ or management’s current expectations regarding the Genio system; the ACCCESS study and the results thereof; the potential advantages of the Genio system; Nyxoah’s goals with respect to the potential use of the Genio system; the PMA supplement submitted to the FDA and the timing and outcome of the FDA review; the Company’s commercialization strategy and entrance to the U.S. market; the Company’s (preliminary) results of operations, financial condition, liquidity, performance, prospects, growth, future revenue and strategies. By their nature, forward-looking statements involve a number of risks, uncertainties, assumptions and other factors that could cause actual results or events to differ materially from those expressed or implied by the forward-looking statements. These risks, uncertainties, assumptions and factors could adversely affect the outcome and financial effects of the plans and events described herein. These risks and uncertainties include, but are not limited to, the risks and uncertainties set forth in the “Risk Factors” section of the Company’s Annual Report on Form 20-F for the year ended December 31, 2025, filed with the Securities and Exchange Commission (“SEC”) on March 26, 2026 and subsequent reports that the Company files with the SEC. A multitude of factors including, but not limited to, changes in demand, competition and technology, can cause actual events, performance or results to differ significantly from any anticipated development. Forward-looking statements contained in this press release regarding past trends or activities are not guarantees of future performance and should not be taken as a representation that such trends or activities will continue in the future. In addition, even if actual results or developments are consistent with the forward-looking statements contained in this press release, those results or developments may not be indicative of results or developments in future periods. No representations and warranties are made as to the accuracy or fairness of such forward-looking statements. As a result, the Company expressly disclaims any obligation or undertaking to release any updates or revisions to any forward-looking statements in this press release as a result of any change in expectations or any change in events, conditions, assumptions or circumstances on which these forward-looking statements are based, except if specifically required to do so by law or regulation. Neither the Company nor its advisers or representatives nor any of its subsidiary undertakings or any such person’s officers or employees guarantees that the assumptions underlying such forward-looking statements are free from errors nor does either accept any responsibility for the future accuracy of the forward-looking statements contained in this press release or the actual occurrence of the forecasted developments. You should not place undue reliance on forward-looking statements, which speak only as of the date of this press release.

Contacts:
Nyxoah
Loïc Moreau, Interim CFO

IR@nyxoah.com
Rémi Renard, Head of Investor Relations & Corporate Communication

IR@nyxoah.com
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*** הידיעה מופצת בעולם על ידי חברת התקשורת הבינלאומית GlobeNewswire
לפרטים נוספים: נוי תקשורת 03-6026026 זהר 052-2641769[image: image4.png]



[image: image6.jpg]znoy@zahav.net.il ,1533-6026026 :UNMT ,03-6026026 .7V | 5545404 1IN N7 ,4 N'7NANN T | "MV VIV @ NIIIN'Y @ O1U1T @ 112°N UM IMYEN "1
Noy Tikshoret Public Relation @ Advertising @ press @ Communication Consultancy | 4 Hahavazelet St. Kiryat Ono | Tel: 03-6026026, Fax: 1533-6026026





[image: image5.jpg][image: image6.jpg]