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It is the position of the American Academy of 

Dental Sleep Medicine (AADSM) that patients with 

obstructive sleep apnea (OSA) should be referred to a 

qualified dentist for an oral appliance (OA) trial prior to 

surgical treatment. Oral appliance therapy (OAT) is a 

proven, effective treatment for OSA that reduces the 

apnea-hypopnea index and respiratory disturbance index 

in patients. While some clinical protocols recommend a 

positive airway pressure (PAP) trial before proceeding 

with a surgical procedure, it should be noted that studies 

have demonstrated that OAT and PAP therapy are 

similarly effective. Trials of less-invasive therapies are 

important because surgical treatments for OSA carry 

risks associated with any invasive procedure and are 

significantly more expensive than OAT. We firmly 

believe that due to its efficacy, lower associated risks and 

lower cost, patients should have an opportunity to try 

OAT prior to any surgical treatment for OSA. This paper 

provides guidance on what constitutes an adequate OA 

trial prior to surgical treatment.  

 

An adequate OAT trial prior to surgical 

treatment should be conducted using a custom-

fabricated oral appliance - not a prefabricated 

appliance. The trial should be overseen by a qualified 

dentist who determines whether OAT is 

contraindicated for a patient, delivers the appliance, 

manages care during the trial, and evaluates the 

patient’s response to treatment.  An adequate OAT 

trial should, ideally, be a minimum of 90 days, unless 

the qualified dentist, in consultation with the patient, 

determines it is in the patient’s best interest to end the 

trial sooner. 

 

Patients cannot provide informed consent for 

invasive procedures unless they have been given the 

opportunity to explore OAT provided by a qualified 

dentist. Informed consent involves a provider 

communicating with a patient on “burdens, risks and 

expected benefits” of a therapy, including providing 

information on treatment alternatives.1 OAT is a 

reversible, noninvasive and removable alternative to 

continuous positive airway pressure (CPAP) and surgical 

interventions. The patient's future medical decisions, 

including the potential for invasive surgery, hinge on the 

OA treatment outcomes.  

 

KEY TAKEAWAYS: 

 

● Using a custom-fabricated OA is critical to an 

adequate OA trial prior to surgical treatment; 

prefabricated appliances are not appropriate for 

an adequate oral appliance trial prior to surgical 

treatment. 

● Qualified dentists have the education and 

experience to oversee an adequate OA trial prior 

to surgical treatment. 

● An adequate OA trial prior to surgical treatment 

should, ideally, be conducted for a minimum of 

90 days, unless the qualified dentist determines 

that the trial should be ended early due to adverse 

effects or because the patient is intolerant of 

OAT or is not responding to treatment.  

 

Custom-Fabricated Oral Appliances 

  

Using a custom-fabricated OA is critical to the 

success of an adequate OA trial prior to surgical 

treatment; prefabricated appliances are not 

appropriate for an adequate OAT prior to surgical 

treatment. A custom-fabricated OA stabilizes the 

mandible to maintain a patent upper airway during sleep. 

According to the AADSM’s definition, custom-

fabricated oral appliances:2  

 

● Are FDA-cleared to treat OSA. 

● Are made of biocompatible FDA-cleared 

materials appropriate for long-term, intraoral use 

without corrosion of components. 

● Engage both maxillary and mandibular arches. 

● Include a mechanism that advances the mandible 

in increments of 1 mm or less and has a 

protrusive range of at least 5 mm. The 

advancement should be reversible.  

● Maintain a verifiable protrusive setting. 

● Allow for the repeatable path of insertion by the 

patient or caregiver. 

● Are dimensionally stable to maintain retention 

over time without risk of unintentional 

dislodgement during use. 

 

There is insufficient scientific evidence of efficacy 
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to support the use of prefabricated or over-the-counter 

(OTC) appliances as medically necessary to treat OSA.3 

According to one study, approximately one-third of 

patients treated with prefabricated devices did not adhere 

to therapy, typically due to insufficient retention of the 

appliance during use. Most patients with prefabricated 

devices (69%) failed therapy. The majority of patients 

who failed therapy with a prefabricated device succeeded 

when switched to a custom-fabricated OA.4 Studies also 

indicated that custom-made appliances have greater 

effectiveness, adherence, and patient tolerance and 

preference due to a better fit, compared to ready-made 

devices.5,6 Without the expert guidance of a qualified 

dentist, prefabricated and OTC devices place the burden 

of device selection, fit, modification, and management 

solely on the patient.  

An improperly fitted device may result in adverse 

effects, like jaw pain or occlusal changes. Therefore, 

impressions and bite registrations should be done in 

person, overseen by a qualified dentist. Improper fit and 

retention of the appliance may also lead to a higher 

degree of inaccurate determinations that a patient is an 

unsuitable candidate for OAT. Consequently, 

prefabricated and OTC devices are also not effective for 

conducting an adequate OA trial prior to surgical 

treatment. 

 

Qualified Dentists  
 

Qualified dentists have the education and 

experience to oversee an adequate OA trial prior to 

surgical treatment. A dentist is the only health care 

provider with the appropriate training to evaluate a 

patient’s dentition as well as intraoral hard and soft 

tissues. Recognizing this, in the United States, Medicare 

requires OAT to be provided by a qualified dentist.7 

 A qualified dentist is defined as an American 

Board of Dental Sleep Medicine (ABDSM) diplomate, 

AADSM qualified dentist, or ABDSM international 

certificant (see Levine et al., 2022 for a full list of key 

competencies of the qualified dentist).7 Qualified dentists 

have completed specific training to: 

 

● Identify if an OA is contraindicated. 

● Select which appliance style or type is most 

appropriate for each patient to provide 

effective treatment with reliable retention to 

the teeth.  

● Calibrate the appliance to its appropriate 

therapeutic position. 

● Address treatment emergent adverse effects 

when necessary. 

● Manage care including ongoing assessment 

of compliance, symptom management, and 

integrity of the appliance. 

 

During a comprehensive dental sleep medicine 

examination, qualified dentists review medical, sleep, 

dental, and temporomandibular joint (TMJ) history and 

perform a comprehensive oral examination and TMJ 

examination to determine if there are any 

contraindications for OAT.8 If a qualified dentist 

determines that the use of an OAT device is 

contraindicated, the OA trial should be immediately 

discontinued, and the patient should be referred to the 

medical provider to discuss alternate treatment options, 

including surgical treatment. Temporomandibular 

disorders (TMD) are not typically a contraindication for 

OAT. In a recent systematic review based on 12 clinical 

trials, Langaliya and colleagues found that oral 

appliances do not worsen symptoms of TMD. In fact, in 

some of the included studies, TMD symptoms 

improved.9 It is important to note that adverse events 

from OAs are often temporary and can be managed by a 

qualified dentist.10 

 

OA Trial Length    
 

An adequate OA trial prior to surgical treatment 

should, ideally, be a minimum of 90 days, unless the 

qualified dentist determines that the trial should be ended 

early due to adverse effects or because the patient is 

intolerant of OAT or is not responding to treatment. A 

one-night OA trial is insufficient. An adequate OA trial 

includes delivery of the device, assessment of subjective 

symptoms, calibration based on subjective or objective 

metrics,11 and evaluation of compliance. Sutherland and 

colleagues found that consistent users, inconsistent users, 

and nonusers of OAT used the appliances for a similar 

number of hours in the first 4 days of therapy. Their study 

indicated that 20 days of usage data predicted usage at 60 

days, but the study did not account for the management 

of adverse effects and symptomatic improvements that 

occur throughout the entire 90 days of an adequate OA 

trial.12 An adequate OA trial prior to surgical treatment 

should be tailored to the patient with the goals of 

treatment being determined collaboratively by the 

patient, medical provider, and qualified dentist.  

 When a custom-fabricated OA is provided by a 

qualified dentist, there will be two primary outcomes for 

an adequate OA trial prior to surgical intervention: trial 

success or trial intolerance/failed trial:  

 

● Trial Success: the patient comfortably wears the 

device without significant discomfort or pain. 

The patient has adapted to using the appliance 

nightly, indicating a good fit and minimal 

interference with sleep. The patient is compliant 

with therapy or showing improvement over time 

with compliance, defined as “the appliance being 

worn for a minimum of ≥80% per night, starting 

when the OA is placed in the mouth and ending 
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when the OA is removed from the mouth, ≥5 

nights per week.”13 Furthermore, patients see 

relief of subjective symptoms and improvement 

to objective metrics, if used for calibration. 

These patients should be referred to the medical 

provider to verify treatment efficacy.  

● Trial Intolerance/Failed Trial: the patient is 

trial intolerant if additional calibration or 

adjustment of the appliance is not possible, the 

patient is noncompliant with therapy, or any 

significant adverse effects are unable to be 

resolved. A patient may fail their OA trial if 

despite therapy being properly provided, the 

patient does not respond to treatment. At this 

time, the patient should be referred to the 

medical provider to discuss alternate treatment 

options, including surgical treatment.  

 

It is critical that an adequate OA trial be properly 

conducted prior to surgical treatment. When a qualified 

dentist provides a custom-fabricated OA, determines 

whether the patient is a suitable candidate for OAT and 

approaches the therapy in a way that is tailored to the 

patient, the patient has a greater chance of trial success. 

This could lead to a significant number of patients with 

OSA finding adequate relief of their disorder through a 

conservative, lower-risk and lower-cost therapy. Such 

outcomes will not only reduce economic burden to the 

patient, but to the overall health care system as well.  
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