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The Center for Devices and Radiological Health (CDRH) of the Food and Drug Administration (FDA) has 

timulation System for expanding the indications for use to obstructive sleep apnea (OSA) patients 
 upper limit baseline apnea-hypopnea index (AHI) to 100  increasing  

the upper limit body mass index (BMI) 40 .  
 

obstructive sleep apnea (OSA) (apnea-hypopnea index [AHI] of greater than or equal to 15 and less than or 
equ

pressure [CPAP] or bi-
concentric collapse at the soft palate level.  
 
PAP failure is defined as an inability to eliminate OSA (AHI of greater than 15 despite PAP usage), and PAP 
intolerance is defined as: 
 

(1) Inability to use PAP (
hours of use per night), or 
 

(2) 
it). 

 
Inspire UAS is also indicated for use in patients be
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 Do not have complete concentric collapse at the soft palate level 
 Are contraindicated for, or not effectively treated by, adenotonsillectomy 
 Have been confirmed to fail, or cannot tolerate, PAP therapy despite attempts to improve compliance 
 .  

 
 
We are pleased to inform you that the PMA supplement is approved. You may begin commercial distribution 

re that some approved products may instead be combination 

 identifies combination product 
submissions. 
 

and under section 515(d)(1)(B)(ii) of the Federal Food, Drug, and Cosmetic Act (the act). The device is 
further restricted under section 515(d)(1)(B)(ii) of the act insofar as the labeling must specify the specific 
training or experience practitioners need in order to use the device. FDA has determined that these 
restrictions on sale and distribution are necessary to provide reasonable assurance of the safety and 

sections 502(q) and (r) of the act, in addition to the many other FDA requirements governing the 
 

 
Continued approval of the PMA is contingent upon the submission of periodic reports, required under 21 

 of the original 
PMA. This report, identified as "Annual Report" and bearing the applicable PMA reference number, should 

period covered by the report and should include the information required by 21 CFR 814.84.  
 
In addition to the above, and in order to provide continued reasonable assurance of the safety and 
effectiveness of the PMA device, the Annual Report must include, separately for each model number (if 
applicable), the number of devices sold and distributed during the reporting period, including those 

for FDA to ascertain the frequency and prevalence of adverse events, as FDA evaluates the continued safety 
and effectiveness of the device. 
 

reports (PAS).You must obtain approval of your post-
the date of this order. Within 30 days of your receipt of this letter, you must submit a PMA supplement that 
includes a complete protocol of your post-
clearly labeled as a "PMA Post-Approval Study Pr

finalized after PMA approval, please submit each protocol as a separate PMA supplement. 
 
The Inspire® UAS High AHI High BMI -center,  arms, prospective 
post-approval study to provide an ongoing safety and effectiveness assessment of Inspire® UAS in patients 
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ith severe sleep apnea  
candidates for Inspire® UAS therapy. 
are candidates for Inspire UAS therapy. A total of 70 patients (35 in each arm) at a minimum of 5 qualified 
c - -implant, post-
implant, 6 months and yearly thereafter through 5 years of post- -up. 
collected for device and procedure related adverse events, including but not limited to device explants, 
revision surgeries, malfunctions (relatedness to sport/activity), pneumothorax, and infection. Other non-

 related, discomfort 
(incision/scar), discomfort (device), post-operative, stimulation-related discomfort, isolated stimulation 
sensation events, tongue abrasion, dry mouth, headaches, intermittent fatigue, audible buzzing and 

 For 

the study.  
 
From the date of study protocol approval, you must meet the follo  
 

•  
•  
•  
•  

 
 

 
• 

and annually thereafter, from the date of the PMA approval letter, unles
specified by FDA.  

• If any enrollment milestones are not met, you must begin submitting quarterly enrollment 
status reports every 3 months in addition to your periodic (6-month) PAS Progress 

 
• Submit the 

-up date). 
 
 

-Approval Study 
above and bearing the applicable PMA reference 

number. 
 

-approval requirement, including initiation, enrollment, and 
completion requirements outlined above, f the PMA in 

 
 

practices in 21 CFR part 58 (if a non-
regulations in 21 CFR part 56 and the informed consent regulations in 21 CFR part 50 (if a clinical study 

21 CFR 814.46(a)(3)-(4). 
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Be a -Approval 
Studies Program Database Webpage 

cdrh/cfdocs/cfPMA/pma_pas.cfm. 
 
In addition, the results from any post approval study should be included in the labeling as these data become 
available. Any updated labeling must be submitted to FDA in the form of a PMA Supplement. For more 
information on post-approval studies, see the FDA guidance document entitled, "Procedures for Handling 
Post-
( d). 
 

final Unique Device Identification (UDI) rule. These provisions include the requirement to provide a UDI on 

801.18, and submit data to the Global Unique Device Identification Database (GUDID) (21 CFR 830 
er September 24, 

devices that have been discontinued since the previous periodic report. It is not necessary to identify any 
device identifier 
UDI requirements (see 21 CFR 801.30). For more information on these requirements, please see the UDI 

-devices/device-advice-comprehensive-regulatory-assistance/unique-
device-identification-udi-system. 
 

r effectiveness of the PMA device, you must submit a PMA 
supplement or an alternate submission (30-
supplements and alternate submissions (30- 1 
CFR 814.39. For more information, please refer to the FDA guidance document entitled, "Modifications to 

- The PMA Supplement Decision-  
htt . 
 

and 21 CFR 803.52 for devices or post-
products, you are required to report adverse events for this device. Manufacturers of medical devices, 
including in vitro diagnostic devices, are required to report to FDA no later than 30 calendar days after the 

 
 
1.  
 
2. 

 
 

rt, is available at 
-devices/medical-device-safety/medical-device-reporting-mdr- -report-

medical-device-problems and on combination product post-
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.fda.gov/combination-products/guidance-regulatory- -safety-reporting-
combination-products). 
 

-
safety reporting requirements (21 CFR 4, Subpart B) for combination products, you are required to submit a 

available at 
- - -safety-alerts/industry-guidance-recalls. 

 

device labeling must be truthful and not misl

e Page 
located at 

-devices/device-approvals-denials-and-clearances/pma-approvals. Written 

Branch, (HFA-

er 

FDA may, for good cause, extend this 30-day filing period. 
 

- l of approval of a 
PMA. The introduction or delivery for introduction into interstate commerce of a device that is not in 

 
 
You are reminded that, as soon as possible and before commercial distribution of your device, you must 

accompanied by a cover letter stating that the final labeling is identical to the labeling approved in draft 
form. If the final labeling is not identical, any changes from the final draft labeling should be highlighted and 
explained in the amendment. 
 
All required documents sh
reference the above PMA number to facilitate processing. 
 

U.S. Food and Drug Administration 
Center for Devices and Radiological Health 
Document Control Center - WO66-G609 

 
Silver Spring, MD 20993-0002 
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If you have any questions concerning this approval order, please contact Arti Streepy at 301-796-0764 or 
Arti.Streepy@fda.hhs.gov. 

Sincerely,

James J. Lee, Ph.D. 
Director
DHT1C: Division of Sleep Disordered 
    Breathing, Respiratory and 
    Anesthesia Devices
OHT1: Office of Ophthalmic, Anesthesia,
    

Center for Devices and Radiological Health

James J. Lee -S


