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Forward-Looking Statements

Please read the following before continuing. This presentation has been prepared by the management of Nyxoah SA (“we,” “us” or the "Company"). It does not constitute or form part of, and should not be construed as, 
an offer, solicitation or invitation to subscribe for, underwrite or otherwise acquire, any securities of the Company or any member of its group nor should it or any part of it form the basis of, or be relied on in connection 
with, any contract to purchase or subscribe for any securities of the Company or any member of its group, nor shall it or any part of it form the basis of or be relied on in connection with any contract or commitment 
whatsoever. It is not a prospectus or offering memorandum. 

The information included in this presentation has been provided to you solely for your information and background, speaks as of the date delivered or presented to you by the Company, and is subject to updating, 
completion, revision and amendment and such information may change materially from time to time. No person is under any obligation to update or keep current the information contained in this presentation and any 
opinions expressed in relation thereto are subject to change without notice. No representation or warranty, express or implied, is made as to the fairness, accuracy, reasonableness or completeness of the information 
contained herein. Neither the Company nor any other person accepts any liability for any loss howsoever arising, directly or indirectly, from this presentation or its contents.

This presentation include statements that are, or may be deemed to be, "forward-looking statements“ within the meaning of The Private Securities Litigation Reform Act of 1995, as amended. In some cases, forward-
looking statements can be identified by the use of forward-looking terminology, including the words "believes," "estimates," "anticipates," "expects," "intends," "may," "will,“ "plans," "continue," "ongoing," "potential," 
"predict," "project," "target," "seek" or "should" or, in each case, their negative or other variations or comparable terminology or by discussions of strategies, plans, objectives, targets, goals, future events or intentions. 
Forward-looking statements include statements regarding the Company's intentions, beliefs or current expectations concerning, among other things, the Company's results, condition, performance, prospects, growth, 
strategies and the industry in which the Company operates. By their nature, forward-looking statements involve known and unknown risks and are subject to uncertainties and assumptions. New risks can emerge from 
time to time, and it is not possible for the Company to predict all such risks. The Company cannot assess the impact of all such risks and uncertainties on its business or the extent to which any risks or uncertainties, or 
combination of risks or uncertainties  and other factors, may cause the Company's actual results, condition, performance, prospects, growth or opportunities, as well as those of the markets it serves or intends to serve, to 
differ materially from those contained, expressed or suggested in any forward-looking statements in this presentation. Forward-looking statements are not guarantees of future performance. Even if the Company's 
results, condition, and growth and the development of the industry in which the Company operates are consistent with the forward-looking statements contained in this presentation, those results or developments may 
not be indicative of results or developments in future periods. Given these risks and uncertainties, the reader should not rely on forward-looking statements as a prediction of actual results. The Company and each of its 
directors, officers and employees expressly disclaim any obligation or undertaking to review, update or release any update of or revisions to any forward-looking statements in this presentation or any change in the 
Company's expectations or any change in events, conditions or circumstances on which these forward-looking statements are based, except as required by applicable law or regulation. More detailed information about 
the risks and uncertainties affecting the Company is contained in filings the Company has made and may make with the U.S. Securities and Exchange Commission in the future or in documents that the Company has 
published or may publish on its website. 

This document and any materials distributed in connection with this document are not directed to, or intended for distribution to or use by, any person or entity that is a citizen or resident or located in any locality, state, 
country or other jurisdiction where such distribution, publication, availability or use would be contrary to law or regulation or which would require any registration or licensing within such jurisdiction. The distribution of 
this document in certain jurisdictions may be restricted by law and persons into whose possession this document comes should inform themselves about and observe any such restrictions. The Company cannot be held 
liable should these restrictions be breached by any person.

This presentation shall not constitute an offer to sell or the solicitation of an offer to buy, nor shall there be any sale of these securities in any state or other jurisdiction in which such offer, solicitation or sale would be 
unlawful prior to registration or qualification under the securities laws of any such state or other jurisdiction.
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Our vision is to make 
sleep simple.

Nyxoah is a MedTech company with a unique 
neuromodulation solution for Obstructive Sleep 
Apnea, putting the patient first.

Commercially confidential. Not for distribution.



Nyxoah’s Blueprint for Success

Focused on Rapidly Growing, Underpenetrated estimated $10 Billion U.S. 
Obstructive Sleep Apnea (OSA) Annual Market Opportunity1

Breakthrough Treatment For OSA With Unique Bilateral 
Mode of Action 

Proof-of-Concept European Commercialization

FDA Approved – 2nd PMA Device on the Market for Hypoglossal Nerve Stimulation: 
Experienced Leadership and Launch Team in Place

Compelling Clinical Evidence Through DREAM IDE Study 
Demonstrating Safety and Efficacy Data of Genio® Therapy
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Obstructive Sleep Apnea is 
a Debilitating Chronic Condition
Obstructive Sleep Apnea (OSA) is a common, chronic disorder where the upper airway repeatedly collapses during sleep, interrupting 
breathing. Beyond significant quality of life impacts, poorly treated OSA can lead to severe health complications.

Associated with Higher Mortality1,2 Increased Risk of Comorbidities Highly Prevalent in Key Chronic Diseases5
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Existing Therapeutic OSA Solutions 
Have Significant Limitations

Standard of Care First Line Therapy: 
Continuous Positive Airway Pressure (CPAP)

6

• Therapy efficacy dependent of patient compliance – 
“Dose/Response effect”7

• Compliance definition: 
At least 4 hours/night for 5 nights/week)7

• CPAP non-compliance estimated to 
be between 29% and 83%7, 8, 9

Mandibular Advancement Devices

Traditional Surgery

• Highly invasive and remains last resort

• Success rate from 30% to 60%13

• High incidence of side effects

• Often cannot be reversed

Unilateral Hypoglossal Nerve Stimulation (UHGNS)

• Suitable for moderate to severe OSA11

• 2 – 3 incisions during implant procedure

• 21.4% severe adverse event rate12  

• Additional surgical procedures for battery replacement 
and upgrades11 

• Device and/or leads sometimes visible after implant

• Only suitable for mild to moderate OSA

• Non-predictive therapy efficacy

• High out-of-pocket cost to patient
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Rapidly Growing Estimated $10 Billion U.S. Market 
Opportunity with Limited Penetration

Significant Room for Increased 
Adoption of HGNS in the U.S.

• Burdensome patient experience primarily driven from 
DISE procedure prior to implantation

• Current industry focus on ENTs vs. Sleep doctors

• Ineffective for supine or “back” sleepers

• Therapy not broadly incorporated into the healthcare system

Moderate to Severe OSA impacts approximately 23.7 million patients in the U.S. representing an estimated $10 billion annual market 
opportunity. Despite this, current HGNS therapies lack widespread adoption with less than 100,000 patients implanted to date in the U.S.

Current Limitations of 
Increased HGNS Adoption

6-8MM                     
CPAP Patients

Estimated <100K HGNS 
Implants To Date in the U.S.                              

24MM 
Moderate/Severe 

OSA Patients

700K CPAP 
Quitters Annually

Est. 
<100K

510K HGNS 
Eligible Annually



Make Sleep Simple



Stimulator not visible
After insertion

1.5T & 3T 
Full-body MRI compatible

Battery-free implant
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Convenient, travel-friendly design

Externally powers the system

Sleep wearable
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(Photo, then implant with bilateral MOA)

Travel friendly

Scalable platform

Future ready
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Empowers the Patient to Help Drive Compliance

Intuitive app

• Track sleep progress
• Adjust stimulation



DREAM Clinical Study
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Compelling Clinical Evidence
US Pivotal DREAM Study Achieved Safety and Efficacy Endpoints

14

Serious Adverse Events – 8.7% SAE Rate

Serious Adverse Events 
Related to 

Device 
Related to 

Implant

Unrelated to 
Device and/or 

Implant

Asthenia and Hypoesthesia 2

Atrial Fibrillation 1

Device Dislocation 2

Device Extrusion 1

Left Bundle Branch Block 1

Dysphagia 2

Epistaxis 1

Incision Site Hematoma 1

TOTAL: 11 3 5 3

Most Common AEs m (n, %)

Application Site Irritation 28 (21, 18.3%)

Dysphagia 19 (18, 15.7%)

Incision Site Swelling 18 (17, 14.8%)

Medical Device Discomfort 12 (10, 8.7%)

AHI Responder definition: Minimum 50% reduction in the 4% Apnea-Hypopnea Index (AHI4%) from baseline AND final AHI of less than 20 events/h
ODI Responder definition: Minimum 25% reduction in the 4% Oxygen Desaturation Index (ODI4%)

Achieved Co-Primary Endpoints
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Additional DREAM Efficacy Endpoints

66.6% Median AHI Reduction 
in Supine at 12 Months

82% of Patients with
 AHI Below 15 at 12 Months

34.8%

67.4%

82.0%

89.9%

Below 5

Below 10

Below 15

Below 20

AHI at 12-Month Visit (% of Patients)

Overall 70.8% Median AHI 
Reduction at 12 Months
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Commercialization
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• Focused DTC investment resulting in 40% growth of implants in 2024
• Dedicated sleep hub program

• DRG code established in 2021, dedicated to Hypoglossal Nerve Stimulation
• Both Genio and UHGNS use similar code – 5.059.C7
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Commercialization 
International Markets

Reimbursement

• Genio quickly embraced in Tier 1 accounts as an alternative to UHGNS
• 25% Market Share within 24 months after launch

Focused DTC and Sleep Hubs Program

Germany – Commercial Proof of Concept

National Coverage – Dedicated DRG
• Germany
• Switzerland
• UK

Hospital Budget
• Spain
• Italy
• Finland

Government Funded Tender
• Kuwait

Expected Case-by-Case Insurance Coverage
• United Arab Emirates – Q3 2025
• Singapore – Q3 2025
• Netherlands – Q3 2025

Selective International Expansion

Smart Follower Strategy
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US Commercialization

• Expect to use an established CPT code recognized by payers for the OSA indication at launch (64568)
• Worked closely with the American Academy of Otolaryngology (AAO) on strategy
• Participating in the FDA's Early Payor Feedback Program

• Focus on high volume UHGNS implanting accounts
o Market research suggests that physicians and patients are seeking an alternative UHGNS 

• Drive referrals from sleep physicians who currently manage a high number of patients, 
supported by focused DTC investments

• Commercial organization of 50+ people ready for limited release
o 25 Territory Managers – Hired and fully trained

• Dedicated team supporting preauthorization efforts

Reimbursement

Smart Follower Strategy – 2-pronged approach

US Launch Team in Place



Commercially confidential. Not for distribution.19

At U.S. Launch: Intend to Cover ~30% of Current U.S. 
HGNS Market With 25 Experienced Territory Managers

Territory Manager ProfileInitial U.S. Launch Markets

• Columbus

•Chicago

• Atlanta

Cedar Rapids ●

• Miami

• Denver

• Jacksonville
• Houston 

• Dallas

• Tampa

• Salt Lake City

• Knoxville

• Minneapolis

• Kansas City

• Philadelphia

Indianapolis ●

• San Diego

Grand Rapids ●
• Upstate NY

• Detroit

Austin ●

• Seattle

• Newark

>10 
Years Average Experience

44%
Prior HGNS Experience

100%
Experience in ENT or 

Neuromodulation

Previous Employers 
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Nyxoah’s Expected Growth Path Forward

• Development of 
bilateral HGNS

• First-in-man                
in 2017

• CE mark in 2019 

• German 
reimbursement 
in 2021

• FDA approval 
Q3’25

• Coding and 
coverage

• Complete 
Concentric 
Collapse

• Additional 
international 
markets with 
reimbursement

• Wearables and 
Internet of Things

• New stimulation 
targets

• BLAST OSA

• BETTER SLEEP

• DREAM

CONCEPT

COMMERCIAL 
PILOT

US LAUNCH

INDICATION 
EXPANSION

GEOGRAPHIC 
EXPANSION

INNOVATION 
LEADERSHIP

CLINICAL 
EVIDENCE



Nyxoah’s Strategy for Anticipated Success

Business Poised for Scaled Execution
• Proven clinical efficacy with DREAM study data

• Successful commercial proof of concept in Germany

• Establishing leadership in new markets (UK, Middle East)

• Supply chain infrastructure in place

Unlocking an estimated $10B U.S. Market Opportunity
• Highly differentiated HGNS solution 

• Reimbursement pathway identified

• US commercial team trained and ready for launch

• Strengthening clinical evidence to reinforce differentiation
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DESIGN
• n=115
• Pivotal, multi-center, prospective, open-label study 
• Safety and performance of bilateral HGNS system in adult patients
• Patients must sleep supine for at least 60 minutes at their 12-month 

PSG
• All assessments from consent (safety) or baseline (efficacy) to 12 

months post-implant 
• All safety events were adjudicated by an independent Clinical Events 

Committee (CEC)

BASELINE CHARACTERISTICS
• Mean
• Mean Baseline AHI: 28.0 events/h 
• Mean Baseline ODI: 27.0 events/h
• Mean BMI: 28.5 kg/m2

EFFICACY ENDPOINTS
• Co-Primary – AHI responder rate at 12 months per the Sher criteria 

(AHI reduction of at least 50% from baseline on the 12-month PSG and 
AHI score of less than 20 events per hour on the 12-month PSG)

• Co-Primary – ODI responder rate at 12 months (ODI reduction of at 
least 25% from baseline on the 12-month PSG)

• Secondary – Median reduction in AHI from baseline to 12 months

SAFETY ENDPOINTS
• Incidence of device-related serious adverse events (SAEs)
• Adjudicated by an independent clinical events committee (CEC)
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