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3.0 510(k) Cover Letter 
 
Food and Drug Administration 
Center for Devices and Radiological 
Health 
Document Mail Center - W066-0609 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 

 
Re: Special 510(k) Notification (21 CFR 807.90(e)) for Respire Pink Series – 
Herbst - EF 
 
Dear Reviewer, 

 
The following Special 510(k) is submitted in accordance with Section 510(k) 
of the Federal Food, Drug and Cosmetic Act, as amended, and in 
conformance with Title 21 of the Code of Federal Regulations Part 807 (21 
CFR §807), Subpart E, this 510(k) Premarket Notification is being submitted 
prior to the date when Respire Medical, LLC proposes to introduce into 
interstate commerce, for commercial distribution the Pink Series – Herbst - 
EF. 
 
This submission contains methods, data and analysis of these data which the 
Sponsor considers “Trade Secret”, commercially privileged and confidential. 
In accordance with 21 CFR §20.61, this information may not be disclosed to 
the public in accordance with Freedom of Information (FOI) Act. In 
accordance with 21 CFR §807.95; the submitter considers their intent to 
market the device to be confidential commercial information. 
 
The Respire Pink Series – Herbst was previously cleared in K131138.  The 
only modification to the device since its previous clearance is that the end -
user now has an option to select a chrome (Wironit material) along with the 
original Acrylic material used to create the device plates.  This modification 
represent a minor device modification and do not affect the indications for use 
and are therefore appropriate for a Special 510(k).  
 
Class II Special Controls Guidance Document: Intraoral Devices for Snoring 
and / or Obstructive Sleep Apnea; Guidance for Industry and FDA was 
reviewed. 
 
An eCopy is provided with this submission and is an exact duplicate of the 
original paper submission. 
 
The following submission details are provided in accordance with FDA 
Guidance documents  

 
Device Common Name: Device, Anti-Snoring  
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4.0 Indications for Use Statement 

Records processed under FOIA request #2015-9022; Released by CDRH on 10/10/2017

Questions?  Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Respire Pink Series – Herbst - EF 
Special 510(k) 
Respire Medical 

    Confidential  
Page 10 

 
  

 

5.0 510(k) Summary  
 
In accordance with 21 CFR 807.87(h) and (21 CFR 807.92) the 510(k) 
Summary for the  Respire Pink Series – Herbst – EF is provided below:  
 
Device Common Name: Device, Anti-Snoring  
 
Device Proprietary Name: Respire Pink Series – Herbst - EF  
 
Submitter:   Respire Medical, LLC 
    18 Bridge St Ste 4J 
    Brooklyn, NY 10021 
    Phone: 718-643-7326  
     
     
Contact:    Stephen Inglese 
    Consultant 
    Quality Solutions and Support, LLC 
    Phone: 561-251-0876 
    Email: swi@qss-llc.com 
 
Date Prepared:  .March 1st 2015 
 
Classification Regulation:21 CFR §872.5570, Class II – Device Anti- 
    Snoring 
 
Panel:   Dental 
 
Product Code:  LRK 
 
Predicate Device:  K131138 – Submitter’s own previously cleared  
    device 
 
Indication for Use:  The Respire Pink Series – Herbst - EF is indicated 
    to treat mild to moderate OSA  (Obstruction Sleep 
    Apnea) 
 
Device Description:   
The Respire Pink Series – Herbst - EF (Endurance Frameworks) – is 
available with a hard device fitting surface. The hard surface consists of 
Acrylic (side plates) and chrome - Wironit material ( upper / Palatal  and lower 
/ Lingual plates). Refer to Figure 1 Representative Drawing. The device is 
retained with ball and clasps which allows the device to be tightened if it 
becomes loose. The device is a mandibular advancement splint that holds the 
jaw in a forward position to help keep the tongue and supporting tissues in a 

Records processed under FOIA request #2015-9022; Released by CDRH on 10/10/2017

Questions?  Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Respire Pink Series – Herbst - EF 
Special 510(k) 
Respire Medical 

    Confidential  
Page 11 

 
  

position to help maintain an open airway, which helps in the treatment of 
snoring and mild to moderate obstructive sleep apnea 
 
The Herbst hardware on the side of the device allows the patient to move 
forward and left and right, but not backwards. These movements give the 
patient some freedom to move which is important for their comfort and overall 
success of the device. The upper and lower components are connected by an 
adjustable hinge, thus patient can open and close while wearing the 
appliances. 
 
 
 
 
 
 

 

 
 
 
 
 
 
 
 
 
 

 
Performance Data: 
The subject of this 510(k) is a modification to the material used for the 
manufacturing of the top and bottom trays of the device.  The material 
“Wironit” is a safe widely used dental material and demonstrated via 
biocompatibility and cytotoxicity testing demonstrated within this submission.  
See Appendix 4. Based on the completed risk analysis which determined the 
added material showed the risks were mitigated to acceptable levels in 
addition to the testing accomplished, the device performance is similar to that 
of the originally cleared predicate device.  
 
Substantial Equivalence: 
The modification of the added material to the originally cleared device is 
demonstrated in Chart 1.  The device function remains the same, the option 
for the Wironit material for the upper and lower tray provides the patient with a 
more comfortable fit and durability . Therefore the modified device is 
substantially  equivalent  to the previously cleared Respire Pink Series – 
Herbst. 

  

Figure 1 – Respire Pink Series – Herbst – EF – Front View  
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Chart 1          

Substantial 
Equivalence Topic   

Respire Pink 
Series – Herbst 

Respire Pink 
Series – Herbst - 
EF 

510(k) K131138 NA 

Company Name Respire Medical  Respire Medical 

Regulation 
Description 

Intraoral devices for 
snoring and 
intraoral 
devices for snoring 
and obstructive 
sleep 
apnea (OSA) 

Intraoral devices for 
snoring and 
intraoral 
devices for snoring 
and obstructive 
sleep 
apnea (OSA) 

Device Name Device, Anti 
Snoring 

Device, Anti 
Snoring 

Product Code LRK LRK 

Classification Class II Class II 

Intended Use The Respire Pink 
Series - Herbst is 
indicated to treat 
mild to moderate 
OSA. 

The Respire Pink 
Series - Herbst – 
EF is indicated to 
treat mild to 
moderate OSA. 

Single or Multiple 
Use 

Multiple Use  Multiple Use  

Target Population Adult Patients   Adult Patients 

Prescription or OTC 
Use 

Prescription  Prescription 

Device 
Components  

Orthodontic Acrylic 
trays, Telescopic 
Herbst Hardware 
and Ball Clasp 

Orthodontic Acrylic 
trays, Telescopic 
Herbst Hardware 
and Ball Clasp 

Appliance Design Customized device 
Rigid tray two 
pieces Upper/Lower 
acrylic. 

Customized device 
Rigid tray / two 
pieces / Upper and 
Lower / Acrylic and 
Wironit 
 

Device 
Functionality  

Allows to increase 
pharyngeal 
opening, and to 
improve the ability 
to exchange air 
during sleep. 
Upper and lower 
tray unhook for 
easy removal from 

Allows to increase 
pharyngeal 
opening, and to 
improve the ability 
to exchange air 
during sleep 
Upper and lower 
tray unhook for 
easy removal from 
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Substantial 
Equivalence Topic   

Respire Pink 
Series – Herbst 

Respire Pink 
Series – Herbst - 
EF 

mouth.  
Works by 
mandibular 
advancement. 
Adjustable using 
titration keys. 

mouth 
Works by 
mandibular 
advancement 
Adjustable using 
titration keys 
 

Mandibular 
Advancement 
Range 

6mm 6mm 

Raw Material: Side  
/ Upper and Lower 
Trays 

Acrylic (side and 
upper and lower 
trays) 

Acrylic (side) and 
Wironit (upper and 
lower trays) 

Raw Material: Metal 
Components  

Stainless Steel Stainless Steel 

Colorants Pink Pink 

    Note: Bold “Substantial Equivalence Topic” – Difference between the cleared 

 device and the modifications called out in this submission                              
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6.0 Truthful and Accuracy Statement 
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7.0 Class III Summary and Certification 
Not applicable.  This is not a Class III device.. 
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8.0 Declarations of Conformity, Summary Reports and 
Guidance Documents 
 
 
Declaration of Conformity 
 
As required for a Special 510(k), the Declaration of Conformity with Design 
Control statements are provided in Appendix 1 
 
Summary Reports 
 
Standard data reports is provided in Appendix 5 
 
Related Submissions 
 
Other than the original 510(k) clearances referenced in this Special 510(k) 
(K131138), there are no related submissions (i.e., Pre-Submissions, IDEs, 
prior NSE decisions, etc.) 
 
 
Guidance Documents  
 
Class II Special Controls Guidance Document: Intraoral Devices for Snoring 
and / or Obstructive Sleep Apena; Guidance for Industry and FDA   
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9.0 Executive Summary 
9.1 Device Description 

Respire Pink Series – Herbst - EF is a customized device for each 
patient which consists of two dental plates, upper and lower, made of 
Acrylic and Wironit.. 
 
The Respire Pink Series – Herbst- EF is a mandibular advancement 
splint that holds the jaw in a forward position to help keep the tongue 
and supporting tissues in a position to help maintain an open airway, 
which in turn helps in the treatment of snoring and mild to moderate 
obstructive sleep apnea. 
 
The Herbst hardware on the side of the devices allow the patient to 
move forward and left and right, but not backwards. These movements 
give the patient some freedom to move which is important for their 
comfort and overall success of the device. The upper and lower 
components are connected by an adjustable hinge, thus patient can 
open and close while wearing the appliances. 
 
Respire Pink Series – Herbst - EF has a hard device fitting surface 
which is constructed of Acrylic and Wironit and retained with ball clasps, 
this allows the device to be tightened if it becomes loose. 

 
9.2 Indication for Use Statement 

The Respire Pink Series – Herbst – EF is indicated to treat mild to 
moderate OSA. 

 
9.3 Device Modifications 

Wironit material is the added material to the device to provide the patient 
with comfort and durability –  Wironit is a classic dental alloy.  A leading 
alloy, known and used world-wide for more than 30 years. Wironit® and 
Wironit® Extra Hard. Both offer an excellent physical properties and 
finish. This material can be used on the Respire Pink Series – Herbst – 
EF upper and lower trays as seen in Figure 1 Representative 
Drawing. 
 
See MSDS sheet in Appendix 4  for Wironit by BEGO Bremer 
Goldschlaegerei. 

 
9.4 Summary of Design Verification and Validation Activities 

In accordance with the design and control procedures, design 
verification and validation testing of the modified device were performed 
based on the risk results of the risk analysis.  The risk analysis method 
used was a Product Risk Analysis Worksheet. The results demonstrated 
within the worksheet with the addition of the Wironit material to the 
Respire Pink Series – Herbst – EF device and  that the analysis showed 
that after mitigation and characterization of each risk associated with the 
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added material the risk severity and probability were acceptable. The 
complete risk analysis detail is provided in Appendix 3.   
 
Testing of the Wironit material was either accomplished prior to the 
material being acquired or accomplished once the decision to utilize the 
material was made.  All testing documents can be found in Appendix 4. 
The following tests were accomplished: 

 Biocompatibility – Material Manufacturer 

  Minimal Essential Medium (MEM) Elution – Respire Medical 
The following material safety sheet is provided: 

 A MSDS safety sheet for Wironit  
 
Biocompatibility was accomplished according to the standards of ISO 
10993 the results of testing determined that the material didn’t cause 
skin irritation or allergenic sensitization. 
 
The Minimal Essential Medium (MEM) Elution test was designed to 
determine  the cytotoxicity of extractable substances. The testing 
passed with a reactivity of 0 (zero) or none.   

  
 

 
9.5 Substantial Equivalence 

The modification made to the Respire Pink Series – Herbst – EF is 
substantially equivalent to the originally cleared Respire Pink Series – 
Hebrst device.  The single modification of providing the patent with a 
more comfortable and durable  fitting device in using  Wironit instead of 
Acrylic for the upper and lower device trays.  The modified device 
remains safe and effective as the original cleared device.    
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10.0 Device Description 
10.1 General Description 

The Respire Pink Series – Herbst - EF (Endurance Frameworks) – is 
available with a hard device fitting surface. The hard surface consists of 
acrylic (side plates) and chrome - Wironit material ( upper and lower 
plates). Refer to Figure 2 Representative Drawing 
The device is retained with ball and clasps which allows the device to be 
tightened if it becomes loose. 
The device is a mandibular advancement splint that holds the jaw in a 
forward position to help keep the tongue and supporting tissues in a 
position to help maintain an open airway, which helps in the treatment of 
snoring and mild to moderate obstructive sleep apnea 
 
The Herbst hardware on the side of the devices allow the patient to 
move forward and left and right, but not backwards. These movements 
give the patient some freedom to move which is important for their 
comfort and overall success of the device. The upper and lower 
components are connected by an adjustable hinge, thus patient can 
open and close while wearing the appliances. 
 

10.2 Principles of Design 
  

 
 

 
 

 
 

 
 

 
.  

 
10.3 Material Finish – 

 
   

 
 

 
 

 
 

  
 

 
 

(b)(4)

(b)(4)
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Figure 2 – Acrylic (Sides) and Wironit - Chrome Finish (Top and 
Bottom) – Front View 

 

 
10.4 Device Modifications 

Added Material –  
Wironit –  Wironit is a classic dental alloy.  A leading alloy, known and 
used world-wide for more than 30 years. Wironit® and Wironit® Extra 
Hard is  extremely easy to cast.. 
See MSDS sheet in Appendix 4 for Wironit by BEGO Bremer 
Goldschlaegerei. 
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11.0 Substantial Equivalence Discussion 
11.1 Technological Comparison  

 
The Respire Pink Series – Herbst – EF device that is the subject of this 
510(k) is substantially equivalent to the previously cleared version of  
Respire Pink Series – Herbst in K131138.  The only modification to the 
device is the material the patent now has the option to use.  The upper 
and lower trays which can be made of Acrylic (cleared under K131138) 
can now be made of Wironit.  Chart 2 demonstrates the comparison 
between the previously cleared device and the modification for the 
device identified in this submission. 

Chart 2 
 

Substantial 
Equivalence Topic   

Respire Pink 
Series – Herbst 

Respire Pink 
Series – Herbst - 
EF 

510(k) K131138 NA 

Company Name Respire Medical  Respire Medical 

Regulation 
Description 

Intraoral devices for 
snoring and 
intraoral 
devices for snoring 
and obstructive 
sleep 
apnea (OSA) 

Intraoral devices for 
snoring and 
intraoral 
devices for snoring 
and obstructive 
sleep 
apnea (OSA) 

Device Name Device, Anti 
Snoring 

Device, Anti 
Snoring 

Product Code LRK LRK 

Classification Class II Class II 

Intended Use The Respire Pink 
Series - Herbst is 
indicated to treat 
mild to moderate 
OSA. 

The Respire Pink 
Series - Herbst – 
EF is indicated to 
treat mild to 
moderate OSA. 

Single or Multiple 
Use 

Multiple Use  Multiple Use  

Target Population Adult Patients   Adult Patients 

Prescription or OTC 
Use 

Prescription  Prescription 

Device 
Components  

Orthodontic Acrylic 
trays, Telescopic 
Herbst Hardware 
and Ball Clasp 

Orthodontic Acrylic 
trays, Telescopic 
Herbst Hardware 
and Ball Clasp 

Appliance Design Customized device 
Rigid tray two 
pieces Upper/Lower 

Customized device 
Rigid tray / two 
pieces / Upper and 
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12.0 Proposed Labeling  
The intended use of the modified device as described in the labeling has not 
changed as a result of the modifications.   
 
The proposed labeling is demonstrated in Appendix 2 of both the Doctor / 
Patient Oral Appliance Care and Instruction  and packaging label.  
 
Both the Doctor / Patient Appliance Care and Instruction and packaging label 
are highlighted to demonstrated the “Respire Pink Series – Herbst – EF” 
device.  
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13.0 Performance Testing – Bench  
To demonstrate the safety and effectiveness of the new device material, 
Wironit material was tested in two (2) different  studies… See Appendix 4 for 
the testing completed details. 
 
13.1 MSDS – Sheet 

                  A MSDS safety sheet for Wironit contains information on   
   the potential hazards (health, fire, reactivity and environmental) and 
   how to work safely with the material.  

 
 

13.2 Biocompatibility Material – Manufacturer  
Biocompatibility was accomplished according to the standards of ISO 
10993 the results of testing determined that the material didn’t cause 
skin irritation or allergenic sensitization. 

 
 

13.3 Minimal Essential Medium (MEM) Elution – Respire Medical    
The Minimal Essential Medium (MEM) Elution test was designed to 
determine  the cytotoxicity of extractable substances. The testing 
passed with a reactivity of 0 (zero) or none.   
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July 27, 2015 

 

U.S. Food and Drug Administration  
Center for Devices and Radiological Health 
510(k) Document Mail Center - WO66-G609 
10903 New Hampshire Avenue 
Silver Spring, MD 20993-0002 
 

Re: K150572 – Respire Pink Series – Herbst - EF 
Additional Information to the 510(k) in response to FDA email: May 5, 2015 
 
Dear Anike Freeman: 
 
The agency requested information regarding Respire Medical, LLC. 510(k) submission of the 
Respire Pink Series – Herbst - EF (K150572). Below are the questions asked (in italics) and 
Respire Medical, LLC. responses (in blue) with the appropriate attachments. 
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If you require any further information, please contact me at 561.251.0876 
 
Sincerely, 
 
 
 
Stephen W Inglese (Contact for Submitter) 
Founder / CEO 
Quality Solutions and Support, LLC 
Florida – USA 
US Agent 
TSgt – USAF Retired 
C-561-251-0876 
Email – swi@qss-llc.com 
                                                           

 

Submitter: Respire Medical LLC 
  18 Bridge St Ste. 4J 
  Brooklyn, NY 11201 
  Phone: 718-643-7326 
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