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What will we talk about?

• What is emerging 
technology

• Emerging OSA 
therapies

• Closing thoughts On market

Eminently on 
market

Not on market

Positive 
Results

No studies or 
mixed results

Negative 
results

Market Access Research Studies

OSA Severity Indication:



Technology Adoption Lifecycle

Moore 2013



Technology Adoption Lifecycle

Moore 2013

Idea Research Company More 
Work



FDA Drug Submissions – 505 pathway

Phase 1: Safety
Phase 2: Effectiveness
Phase 3: Multi-center large scale

10,000-15,000
compounds

250
compounds

5
compounds

1 
compound

3-6 years 6-7 years 0.5-2 years

Post-approval & 
marketing

FDA 
review

Clinical developmentPreclinical 
development

Basic Research

Yamaguchi 2020
Torjensen 2015



FDA Medical Device Pathway – Class III

$20M $32M $8M 

5 years 7 years 1.5 years

Market launch and Post-
approval study

Pivotal 
study

Feasibility 
study

Prototype and 
benchtop 
testing

Proof of concept

Sertkaya 2022



Therapeutics

Surgical Hypoglossal Nerve 
Stimulation
•Inspire
•Nyxoah
•Liva Nova
•StimAire

Non-Invasive 
Neuromodulation
•XII Medical
•Pasithea
•Restera
•WhisperSom

Tongue Mobility
•Respiosa
•Linguaflex

Hyoid Suspension
•MagNap
•Siesta Medical

Positional Sleep Apnea
•Smart Nora
•Night Balance

Soft Palate Augmentations
•Cryosa

Pressures
•KPAP
•Sommetrics

Myofunctional Therapy 
Devices
•ExciteOSA
•REMastered Sleep

Mandibular Advancement 
Devices
•Somnomed
•Prosomnus
•Vivos

Pharmacology
•Eli Lilly
•Apnimed
•Chugai Pharm
•RespireRX Pharm
•Incannex

Digital Health
•Ensodata
•Ognomy
•Daybreak



Positional



Smart Nora

• Detects snoring and moves 
pillow

• Recently out of business.

Consumer product. No 
studies found

Bankrupt July 2025
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Night Balance

• Positional detector to 
reposition patient

POSAtive study showed 
improved adherence vs. 
APAP. Prospective study 
showed 17 AHI to 9 AHI.

Discontinued Sept 2023.
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Pressure Systems



Resmed

• CPAP, APAP, BPAP, ASV, EPR 
systems

• Gold standard of care
• App for mask selection and 

patient engagement

SevereModerateMild

On market globally

Gold standard treatment 



Sommetrics

• Using aerSleep technology for external 
negative pressure on neck area.

• Difficult to use if you have a beard or 
vascular issues of the neck.

SevereModerateMild

Targeting 2025 in US

2 articles with PSG. 87% 
responders with severe at 
baseline



Somnics

• iNAP system creates intraoral negative 
pressure  with titratable pressures.

• Patients that don’t have anterior teeth, hx
UPPP, or mouth breathers are not good 
candidates

SevereModerateMild

On market, company 
working towards 
increased reimbursement

Multiple articles. 
Approximately 80% 
subjects are responders 
in mild OSA

*per company



SleepRes

• KPAP device to adjust 
inspiratory and expiratory 
pressures to improve 
comfort and increase natural 
breathing experience. 

Similar efficacy to CPAP.
69-84% prefer than CPAP.

Not yet.
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Bleep

• Mask free option for PAP therapy. 
Adhesive affixes to nose.

Consumer product, none 
found.

On market
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AirAvant Medical

• EPAP device similar to Provent

EPAP reduces AHI, yet 
compliance is low

On the market
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Stick out your tongue

Surgical Hypoglossal 
Nerve Stimulation



Inspire Medical Systems

• Unilateral hypoglossal nerve 
stimulation with sensing 
lead. Placed on distal nerve.

• Incumbent in the HNS space

Gold-standard HNS

On the market

SevereModerateMild

Yamauchi2023



Nyxoah

• Genio System with bilateral 
hypoglossal nerve 
stimulation with passive 
energy transcutaneously. 
Placed on distal nerve

DREAM study with 
positive results

On the market. FDA 
approval August 2025. CE 
mark in 2019.

SevereModerateMild

Heiser 2022



Liva Nova

• Aura6000 system with unilateral 
activation of proximal trunk of 
hypoglossal through complex array of 
stimulation patterns to reduce 
muscle fatigue, simultaneous 
activation to reduce duty cycle and 
maintain near continuous activation 

Heiser 2022

OSPREY trial beginning in 
2021. 12 month data 
showing 65% responder 
rate.

CE marked since 2012. 
Not on US market
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StimAire

• Injectable hypoglossal nerve 
stimulation for a more simple in-
office procedure SevereModerateMild

Animal studies 
showing stimulation in 
leg; FDA breakthrough 
designation

Not on the market 
anywhere

Funglevand 2024



Surgical Tongue Mobility

Surgical Tongue 
Mobility



Linguaflex

• Implantable tissue retractor surgically 
inserted into base of tongue. Pulls 
anteriorly on tongue base tissue. SevereModerateMild

Showed AHI decrease 
in 5 subjects

Not on the market 
anywhere



Respiosa

• Titratable tongue implant to 
stabilize the tongue base

SevereModerateMild

None found.

Not on the market 
anywhere



Non-Invasive 
Neuromodulation



XII Medical

• Minimally invasive 
neurostimulation device

SevereModerateMild

Limited published 
data. Enrolling for 
BEAT OSA trial.

Not on the market



Pasithea

• Uses kinesthetic stimulation

Early data showed minor 
change in apnea durations 

Not on the market and no 
movement towards this
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Restera

• Minimally invasive electrode for 
tongue stimulation

Feasibility of 
percutaneous approach 
and 7 cmH2O reduction 
with active implant 

Not on the market
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WhisperSom

Precision acoustic 
neuromodulation 

No data found

Not on the market
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Hyoid Suspension



MagNap

• Surgical treatment to anteriorly 
position the hyoid through magnetic 
force SevereModerateMild

Enrolling 10 patients 
now (21-70yo)

Not on the market 
anywhere



Siesta Medical

• Airlift technology to suspend hyoid 
& separately tongue suspension 
through a tether system through 
surgery. It’s adjustable and 
removable.

SevereModerateMild

76% surgical success 
for hyoid suspension 
in moderate to severe; 

On the market

*Tongue suspension 
alone is 36% success.



Soft Palate 
Augmentations



Cryosa

• Minimally-invasive Surgical reduction 
of adipose tissue in soft palate 
through cryolysis SevereModerateMild

Treated first patient 
2024. Enrolling ARTIC-
3 pilot study

Not on the market



Myofunctional Therapy / 
Daytime Devices



Signifier Medical Technologies

• eXciteOSA

90% responders to 
snoring. 

On market. Reimbursed 
via HCPCs.
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REMastered Sleep

• Myofunctional therapy provided 
through REMplenish Jr Myo-
Nozzle for water bottles

34% reported 
improvement in tiredness. 
No objective testing.

On market.

SevereModerateMild



Pharmacology



Elli Lilly and Company

• Zepbound (tirzepatide) injection that is a 
GLP-1/GIP receptor agonist used to reduce 
fat deposition and systemic inflammation.

• Orforglipron (GLP-1 receptor agonist) 
discovered by Chugai Pharmaceutical for 
obesity in ATTAIN phase 3 clinical trial 
(27lbs / 12% weight loss). Will be studied 
for OSA.

After 52 weeks significant 
decrease in AHI for 
Zepbound; 42% treated 
(SURMOUNT)

FDA approved in late 2024

SevereModerateMild



Side effects

• Muscle Reduction (rapid weight loss)
• SURMOUNT -1 clinical trial had significant reduction in muscle volume (~25%)

• Increased dose increases side effects related to compliance
• GI side effects (nausea, diarrhea, vomitting)
• Can decrease dose and even 5mg can result in 15% weight loss.

• Stopping treatment leads to regain of last weight
• SURMOUNT-4 study; 36 weeks with drug and followed by 52 week wash out
• 17% with placebo kept weight off compared to 90% that stayed on tirzepatide



Sleep Apnea Treatment 
Independent of Weight Loss

• Anti-Inflammatory Effect
• GLP-1RA reduces 

proinflammatory TNF-α, IL-1β, 
and IL-6   AND increases anti-
inflammatory IL-10

• Cardiovascular Risk
• GLP-1 receptors regulate 

autonomic blood pressure
• GLP-1RA reduction in vascular 

inflammation and 
atherosclerosis (decrease 
endpoint symptomology) 

• Neurological Effects
• GLP-1RA promotes neuronal 

survival, reduces oxidative 
stress, increases neurogenesis.



Combination Therapies

• GLP-1 receptor agonists alone are not sufficient as a 
sole treatment for OSA

• High dose required for clinically meaningful AHI 
reduction has a high frequency of adverse events 
including nonfatal strokes, psychiatric derangements, 
and myocardial infarctions

• GLP-1 RA takes months (~6mo) to reduce BMI that 
provides significant benefit from OSA

• “Bariatric surgery will be reduced with tirzepatide, but 
oral appliance treatment should not be affected.” –
Rich Schwab



Apnimed

• AD109 product for neuromuscular 
dysfunction associated with OSA. 
Combination of 2 drugs (atomoxetine and 
aroxybutynin)

Early data showing good 
clinical results; LunAIRo
and SynAIRgy Phase III

Phase III trials LunAIRo
(1yr) and SynAIRgy (6mo) 
meeting expectations and 
planned to be on market

SevereModerateMild



Chugai Pharmaceutical

• Tofogliflozin (Sodium-glucose 
cotransporter-2) is approved for 
type 2 diabetes. Effect seen in 
OSA patients with HF and DM

6 mo administration 
reduced AHI by 18.3%

Not approved for OSA. 
Indication is T2DM

SevereModerateMild



RespireRx Pharmaceuticals Inc.

• Developing oral capsule 
dronabinol (synthetic THC / 
D9-THC) to treat OSA. 
ResolutionRx. Also working on 
AMPAkines and GABAkinesfor
pain and ADHD.

Phase 2 product through 
505(b)(2).PACE clinical 
trial reduced by 13 AHI.

Not on the market.
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Incannex

• Developing oral capsule 
IHL-42X (combination 
therapy of acetazolamide 
and dronabinol)

Phase 2/3 efficacy and 
safety trial (RePOSA). 18 
AHI reduction. In another, 
43 to 21 AHI reduction 
with 80% reduction in 
severity.

Not on the market.

SevereModerateMild



In Context – Other Medications 



Digital Health



Ognomy

• Digital health to streamline sleep 
apnea process. Corporate investor 
is Inspire Medical Systems. Uses 
AI.

No studies

On market.
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Daybreak

• Offers OTC oral appliance 
therapy through website in 
addition to OSA diagnostics. 

No studies

On market.
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EnsoData

• Current focus on diagnostics. Working 
with partners for hardware and has 
corporate investors of Inspire Medical 
Systems

No studies

On market.

SevereModerateMild



Oral Appliance Therapy



Somnomed

• Smart oral appliance that 
detects efficacy and 
compliance. Announced Feb 
2022

High agreement in total 
sleep (r = .8) yet issues 
with supine sleep (64% 
correlation)

Not on market in US. 
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Vivos

• Vibration on lingual of 
teeth from the oral 
device to treat sleep 
apnea.

• Intermittent light 
cyclical forces to 
stimulate craniofacial 
osteogenesis No studies regarding this 

product.

Vibration device not on 
market

SevereModerateMild



Prosomnus

• Remote patient monitoring 
RPMO2 OSA Device. Showed 
similarity to pulse oximeter per 
company. 12 patients enrolled.

Accuracy root mean 
square of 2.32%

Not on the market yet. 
Applied to FDA.

SevereModerateMild



Thoughts



Severity of Disease in 
Population

Severity of Disease in 
the Population



Clinical and Financial Positions

Frost & Sullivan 2016 report
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Dentists’ Role
Dentist 

Surgical Hypoglossal Nerve 
Stimulation
•Inspire
•Nyxoah
•Liva Nova
•StimAire

Non-Invasive 
Neuromodulation
•XII Medical
•Pasithea
•Restera
•WhisperSom

Tongue Mobility
•Respiosa
•Linguaflex

Hyoid Suspension
•MagNap
•Siesta Medical

Positional Sleep Apnea
•Smart Nora
•Night Balance

Soft Palate Augmentations
•Cryosa

Pressure Systems
•KPAP
•Sommetrics

Myofunctional Therapy 
Devices
•ExciteOSA
•REMastered Sleep

Mandibular Advancement 
Devices
•Somnomed
•Prosomnus
•Vivos

Pharmacology
•Eli Lilly
•Apnimed
•Chugai Pharm
•RespireRX Pharm
•Incannex

Digital Health
•Ensodata
•Ognomy
•Daybreak

DME / Consumer Non-Dentist



Compliance
• CPAP: after 1 year 50% non-compliant

• Inspire: after 30 days 7%; after 6 months 7-25% 
non-compliant

• Tirzepatide: after 1 year 50% non-compliant


