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Section 6 510(k) Summary

510(k) Summary

This 510(k) summary information is being submitted in accordance with the requirements of
SMDA 1990 and 21 CFR 807.92.

APPLICANT: Consumer Health Products, Inc.
17 Brownsbury Road #110
Laguna Niguel, CA 92677
CONTACT: - Gary Mocnik
, 49 Coastal Oak, Aliso Viejo, CA 92656
049.433.0413
949.831.9944 fax
gmocnik@cox.net
DATE PREPARED July 25, 2011 .
TRADE NAME: SnoreRx NS 9.0
COMMON NAME: Anti-Snoring Mouth Piece
CLASSIFICATION Anti-Snoring Device, 21 CFR, 872.5570
NAME: :
DEVICE Class.II
CLASSIFICATION:
PropuUCT CODE LRK

PREDICATE DEVICES: SnoreGuard (K103004), Silencer (K954530), SnoreControl
(K963591), SnoreMaster (K954128)

Substantially Equivalent To: ‘

The Consumer Health Products SnoreRx NS 9.0 is substantially equivalent in intended use,
principal of operation and technological charactéristics to the SnoreGuard (K103004), the
Silencer (K954530), thie ShoreControl (K963591), and the SnoreMaster (K954128), as well as
other predicate devices cleared with an LRK Product Code.

Description of the Device Subject to Premarket Notification:

The Consumer Health Products SnoreRx NS 9.0 is an intraoral device used at night to reduce
snoring by advancing the lower jaw and thereby minimizing air obstruction and turbulence. The
device consists of two custom fabricated trays that fit separately over the upper and lower dental
arches and engage each other in the anterior area of the mouth. This interface, and thus this
device, functions as a mandibular anterior repositioner, which acts to increase the patient’s
pharyngcal space, improving the ability to exchange air during sleep

_ . N .
Consumer Health Products, Inc

SnoreRx N5 8.0
Premarket Notification

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Section 6 510(k) Summary

Indication for Use:;

The Consumer Health Products “SnoreRx NS 9.0 is mtended for use on adult patients 18 years
of age or older as an aid for the reduction of snoring.

Discussion of Technological Characteristics:

The Consumer Health Products SporeRx NS 9.0 has similar physical .and technical
characteristics to the predicate devices. The Consumer Health Products SnoréRx NS 9.0 and the
identified predicates all provide means for advancing the lower jaw in a predetermmed manner.
The technical designs and manufacture of the SnoreRx NS 9.0 and the predicate devices are very
similar, being composed of custom fitted acrylic trays which fit onto the upper and lower teeth
and which are positioned in relation to each other by an adjustable mechanism.

Non-Clinical Perfermance Data:

Performance testing was conducted to evaluate and characterize the performance of the
Consumer Health Products SnoreRx NS 9.0. Preclinical testing conducted included dimensional
conformance evaluation, visual inspections, design verification testing to confirm airway passage

equivalericy, and biocompatibility testing of device materials based on the appllcable elements of
ISO 10993 1 shown below

Test Performed - - ) . Standard " Test Result/Conclusmn ,

ISOMEM Elutlon Assay with L—929 ISO 10993-5 | Passed.
Mouse Fibroblast Cells 1. .. Non:cytotoxic.
IS0 lntracutaneous Trritation Test ISO 10993-10 Passed.
: - 1 .| Non¢irritant
Sensitization: Guinea Pig Maximization | ISO 10993-10 | Passed/Negative for evidence of
e | sensitization

Additionally material characterization'testing was performed and concluded that the materials
used in the construction of the Consumer Health Products SnoréRx NS 9.0 are identical the listed
predicate device.

Clinicsl Data
This submission does not rely on clinical data to determine substantial equivalency to the
predicate devices.

Basis for Determination of Substantial Equivalence:

The following table displays the differences and similarities between the new SnoreRx NS 9.0
and other previously marketed devices.

Product | Intended Use — Principle of | Overall

-Operation Technological
Characteristics
" Consumer '| The Constimer Health Products “SnoréRx NS 9.0” | Provides for | Custom fitted
Medical _|.is intended for use on adult patients 18 years of age. | mandibular | plastic intraoral

Consumer Health Products, Inc ‘

SnoreRx NS 9.0
Premarket Notification

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Section 6 __ , _ 510(k) Summary
Products or older as an aid for the reduction of snoring, ‘repositioning | device inserted
SnoréeRx NS ‘ 10 increase over the upper
9.0 pharyngeal and lower dental

space arches.
| SnoreGuard Intended to reduce night time shoring and mild to SAME SAME
K1030604) moderate obstructive sleep apnea (OSA) in adults ,
Silencer " | Intended to reduce or éliminate night timé snofing SAME SAME
(K954530) _in patients 18 years of age or oider only. ) _ .
SnoreControl | The antl-snormg device is intended to alleviate or _ | SAME SAME
(K963591) | correct snoring ,
SnoréMaster The anti-snoring device is mtcndcd to alleviate or SAME SAME
(9541285) .| correct snoring

Conclusions Drawn

As shown, the Consumer Health Products SnoreR.x NS 9.0 has the following similarities to the
predicate devices: ‘
» Same intended use
e Same design characteristics :
- - —e— Same operating principal- - — - - - — -~ -
» Same mechanism of action
e Same techriological charactéristics -

Upon reviewing the safety and efficacy information provided in this submission and comparing
intended use, principle of" operation and overall technological characteristics, the Consumer
Health Products SnoreRx NS 9.0 is determined to be substantially equivalént to existing legally
marketed devices, performs as well as the predicate devices, and is as safe and effective for its
intended use.

Consumer Health Products, Inc
SnoreRx NS 9.0

Premarket Notification

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 -
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C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Contro! Room ~WO66-G609
Silver Spring, MiD 20993-0002

Consumer Health Products, Incorporated ' NOV 1§ 201
C/O Mr. Gary Mocnik

Regulatory Consultants

Gary Mocnik and Associates

49 Coastal Oak

Aliso Viejo, California 92656

Re: K112205
Trade/Device Name: SnoreRx NS 9.0
Regulation Number: 21 CFR 872.5570
Regulation Name: Intracral Devices for Snoring and Intraoral Devices for Snoring and
Obstructive Sleep Apnea
Regulatory Class: I
Product Code: LRK
Dated: November 4, 2011
Received: November 7, 2011

Dear Mr. Mocnik:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
- Amendments, or to devices that have been reclassified in accordance with the provisions of
the I'ederal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarket
approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration. Please note: CDRH does
not evaluate information related to contract liability warranties. We remind you, however,
that device labeling must be truthful and not misleading.

If your device is classified (see above) into either class II (Special Controls) or class III
(PMA), it may be subject to additional controls. Existing major regulations affecting your
device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In
addition, FDA may publish further announcements concerning your device in the Federal

Register. ’

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Please be advised that FDA’s issuance of a substantial equivalence determination does not
mean that FDA has made a determination that your device complies with other requirements
-of the Act or any Federal statutes and regulations administered by other Federal agencies.
You must comply with all the Act’s requirements, including, but not limited to: registration
and listing (21 CFR Part 807); labeling (21 CFR Part 801); medical device reporting
(reporting of medical device-related adverse events) (21 CFR 803); good manufacturing
practice requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820);
and if applicable, the electronic product radiation control provisions (Sections 531-542 of
the Act); 21 CFR 1000-1050.

[f you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
please go to http://www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHO(fices

fuecm t15809.htm for the Center for Devices and Radiological Health’s (CDRI’s) Office of
Compliance.- Also, please note the regulation entitled, "Misbranding by reference to
premarket notification” (21CFR Part 807.97). For questions regarding the reporting of
adverse events under the MDR regulation (21 CFR Part 803), please go to

http:/fwww fda.gov/MedicalDevices/Safety/ReportaProblem/default.him for the CDRH’s
Office of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free
number (800) 638-2041 or (301) 796-7100 or at its Internet address
hitp.//www.fda.gov/Medical Devices/Resourcesfor You/Industry/default.htm.

Sincerely yours,

ke

Anthony D. Watson, B.S., M.S., M.B.A.
Director
Division of Anesthesiology, General Hospital,

Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure

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

INDICATIONS FOR USE STATEMENT

510(k) Number (if known):
Device Name: SnoreRx NS 9.0

Indications for Use:

The Consumeér Health Products “SnoreRx NS 9.0” is intended for use on adult
patients 18 years of age or older as an aid for the reduction of snoring.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER
PAGE IF NEEDED)

Con¢urrence of CDRH, Office of Device Evaluation (ODE)

OR _
Prescription Use X - ‘Over-The-Counter Use
(Per 21 CFR 801.109) (Optional Format 1-2:96)
Page of _
;\: WA \ﬁw
(Division Sign-Off)

Division of Anesthesiology, Qenerat Hospital
Infection Gontrol, Dental Devices

5100«) Number: \A\ 8305

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Dreg Administration
10903 New Hampshire Avenue
Document Control Room —W066-G609
Silver Spring, MD 20993-0002

Consumer Health Products, Incorporated _ NOV 1 ¢ 20'”
C/O Mr. Gary Mocnik

Regulatory Consultants

(rary Mocnik and Associates

49 Coastal Oak

Aliso Viejo, California 92656

Re: K112205
Trade/Device Name: SnoreRx NS 9.0
Regulation Number: 21 CFR 872.5570
Regulation Name: Intraoral Devices for Snoring and Intraoral Devices for Snoring and
Obstructive Sleep Apnea
Regulatory Class: 11
Product Code: [.LRK
Dated: November 4, 2011
Received: November 7, 2011

Dear Mr. Mocnik:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the
indications for use stated in the enclosure) to legally marketed predicate devices marketed in
interstate commerce prior to May 28, 1976, the enactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a premarket
approval application (PMA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration. Please note: CDRH does
not evaluate information related to contract liability warranties. We remind you, however,
that device labeling must be truthful and not misleading,

If your device is classified (see above) into either class II (Special Controls) or class 111
(PMA), it may be subject to additional controls. Existing major regulations affecting your
device can be found in the Code of Federal Regulations, Title 21, Parts 800 1o 898. In
addition, FDA may publish further announcements concerning your device in the Federal

Register. .

__,_'“!tt. 1

- .

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Please be advised that FDA’s issuance of a substantial equivalence determination does not
mean that FDA has made a determination that your device complies with other requirements
of the Act or any Federal statutes and regulations administered by other Federal agencies.
You must comply with all the Act’s requirements, including, but not limited to: registration
and listing (21 CFR Part 807); labeling (21 CFR Part 801); medical device reporting
(reporting of medical device-related adverse events) (21 CFR 803); good manufacturing
practice requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820);
and if applicable, the electronic product radiation control provisions (Sections 531-542 of
the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
please go to http://www.fda.gov/AboutFDA/CentersOfficessy CDRH/CDRHOftices .
/ucm115809.htm for the Center for Devices and Radiological Health’s (CDRH’s) Office of
Compliance. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification” (21CFR Part 807.97). For questions regarding the reporting of
adverse events under the MDR regulation (21 CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.him for the CDRH’s
Office of Surveillance and Biometrics/Division of Postmarkel Surveillance.

You may obtain other general information on your responsibilitics under the Act from the
Division of Smail Manufacturers, international and Consumer Assistance at its toli-free
number (800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default. htm.

Sincerely yours,

foe
Anthony D. Watson, B.S., M.S., M.B.A.
Director -
Division of Anesthesiology, General Hospital,
Infection Control and Dental Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure

Vil

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.goV‘?ﬁr 301-796-8118
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Indications for Use Statement

INDICATIONS FOR USE STATEMENT

510(k) Number (if known):
Device Name: SnoreRx NS 9.0
Indications for Use:

“"The Consumer Health Products “SnoreRx NS 9.0” is intended for use on adult
patients 18 years of age or older as an aid for the rediction of snoring.

(PLE-ASE DON OT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER
PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

OR :
Prescription Use X ‘Over-The-Counter Use
(Per 21 CFR 801. 109) : (Optional Fofmat 1-2-96)

| Page__of __
D okl

(Division Sign-0ff)
Division of Anesthesiology, General Hospital
Infection Control, Dental Devices

510(k) Number. \d\ 8305

b 3

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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U.S. Food and Drug Administration
""’*vnu Center for Devices and Radiological Health
Document Control Center WO66-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

November 07, 2011

CONSUMER HEALTH PRODUCTS, INC 510k Number: K112205
C/O GARY MOCNIK AND ASSOCIATES
49 COASTAL OQAK Product: SNORERX 9.0

ALISO VIEIJO, CALIFORNIA 92656
ATTN: GARY MOCNIK

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document
Mail Center at the above letterhead address. Correspondence sent to any address other than the one above will not
be considered as part of your official premarket notification submission. Also, please note the new Blue Book
Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with Industry about
Premarket Files Under Review. Please refer to this guidance for information on current fax and e-mail practices at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm(89402.htm. On
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated
510(k)s. This guidance can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm084365.htm, Please
refer to this guidance for assistance on how to format an original submission for a Traditional or Abbreviated
510(k).

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution until you receive a letter from FDA allowing you to do so. As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a
submission or a requirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

Please ensure that whether you submit a 510(k) Summary as per 21 CFR 807.92, or a 510(k) Statement as
per 21 CFR 807.93, it meets the content and format regulatory requirements.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640. '

Sincerely,

510(k) Staff

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov.or 301'-796-831@
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Nichols, Karl *

From: Microsoft Exchange

To: ‘gmocnik@cox.net’

Sent: . Thursday, November 03, 2011 9:31 AM
jubject: Relayed: K112205- Hold Letter

Delivery to these recipients or distribution lists is complete, but delivery notification was not
sent by the destination:

'gmocnik@cox.net'

Subject: K112205- Hold Letter

Sent by Microsofi Exchange Server 2007

e 57

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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CONSUMER HEALTH PRODUCTS, INC 310k Number: K112205
C/O GARY MOCNIK AND ASSOCIATES Product: SNORERX 9.0
49 COASTAL OAK

ALISO VIEJO, CALIFORNIA 92656

ATTN: GARY MOCNIK

We are holding your above-referenced Premarket Notification (510(k)) for 30 days pending receipt of the
additional information that was requested by the Office of Device Evaluation. Please remember that all
correspondence concerning your submission MUST cite your 510(k) number and be sent in duplicate to the
Document Mail Center at the above letterhead address. Correspondence sent to any address other than the one
above will not be considered as part of your official premarket notification submission. Also, please note the new
Blue Book Memorandum regarding Fax and E-mai! Policy entitled, "Fax and E-Mail Communication with
Industry about Premarket Files Under Review, Please refer to this guidance for information on current fax and
e-mail practices at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402. htm

The deficiencies identified represent the issues that we believe need to be resolved before our review of your
510(k) submission can be successfully completed. In developing the deficiencies, we carefully considered the
statutory criteria as defined in Section 513(i) of the Federal Food, Drug, and Cosmetic Act for determining
substantial equivalence of your device. We also considered the burden that may be incurred in your attempt to
respond to the deficiencies. We believe that we have considered the least burdensome approach to resolving these
issues. If, however, you believe that information is being requested that is not relevant to the regulatory decision
or that there is a less burdensome way to resolve the issues, you should follow the procedures outlined in the "A
Suggested Approach to Resolving Least Burdensome Issues" document. It is available on our Center web page at:
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/Medical DeviceProvisionsof FDAModer
nizationAct/ucm 136685 .htm.

If after 30 days the additional information (Al), or a request for an extension of time, is not received, we will
discontinue review of your submission and proceed to delete your file from our review system (21 CFR
807.87(1)). Please note our guidance document entitled, "Guidance for Industry and FDA Staff, FDA and Industry
Actions on Premarket Notification (510(k)) Submissions: Effect on FDA Review Clock and Performance
Assessment"”, If the submitter does submit a written request for an extension, FDA will permit the 510(k) to
remain on hold for up to a maximum of 180 days from the date of the Al request. The purpose of this document is
to assist agency staff and the device industry in understanding how various FDA and industry actions that may be
taken on 510(k)s should affect the review clock for purposes of meeting the Medical Device User Fee and
Modernization Act. You may review this document at

http://www.fda. gov/MedlcatDewces/DewceRegu!atlonandGu1dance/Gu1danceDocuments/ucm()89735 htm. Pursuant
to 21 CFR 20.29, a copy of your 510(k) submission will remain in the Office of Device Evaluation. If you then
wish to resubmit this 510(k) notification, a new number will be assigned and your submission will be considered a
new premarket notification submission.

it 58

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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commercial distribution until you receive a decision letter from FDA allowing you to do so.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640. '

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiological Health

_____ Py 59

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

From: gmocnik@cox.net

“ent: Wednesday, October 05, 2011 11:44 AM
.0l Williams, Michael *

Subject: Delivered: Hold Letter for K112205
Attachments: ATTO0001

[ | |
ATT00001 (147 B)

Your message was delivered to the recipient.

1 — " 155

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

From: Microsoft Exchange

A+ H '‘gmocnik@cox.net'
sent: Wednesday, Cctober 05, 2011 11:29 AM
Subject: Relayed: Hold Letter for K112205

Delivery to these recipients or distribution lists is complete, but delivery notification was not
sent by the destination:

'‘amocnik@cox.net'

Subject: Hold Letter for K112205

Sent by Microsoft Exchange Server 2007

1 o 156

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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U.S. Food and Drug Administration

#‘h Center for Devices and Radiological Health
. Document Control Center WO66-G60%

10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

QOctober 05, 2011

CONSUMER HEALTH PRODUCTS, INC 510k Number: K112205
CJ/O GARY MOCNIK. AND ASSOCIATES Product: SNORERX 9.0
49 COASTAL OAK

ALISO VIEJO, CALIFORNIA 92656

ATTN: GARY MOCNIK

We are holding your above-referenced Premarket Notification (510(k)) for 30 days pending receipt of the
additional information that was requested by the Office of Device Evaluation. Please remember that all
correspondence concerning your submission MUST cite your 510(k) number and be sent in duplicate to the
Document Mail Center at the above letterhead address. Correspondence sent to any address other than the one
above will not be considered as part of your official premarket notification submission. Also, please note the new
Blue Book Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with
Industry about Premarket Files Under Review. Please refer to this guidance for information on current fax and

e-mail practices at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm.

The deficiencies identified represent the issues that we believe need to be resolved before our review of your
510(k) submission can be successfully completed. In developing the deficiencies, we carefully considered the
statutory criteria as defined in Section 513(i} of the Federal Food, Drug, and Cosmetic Act for determining
substantial equivalence of your device. We also considered the burden that may be incurred in your attempt to
respond to the deficiencies. We believe that we have considered the least burdensome approach to resolving these
issues. If, however, you believe that information is being requested that is not relevant to the regulatory decision
or that there is a less burdensome way to resolve the issues, you should follow the procedures outlined in the "A
Suggested Approach to Resolving Least Burdensome Issues” document. It is available on our Center web page at:
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/OQverview/MedicalDeviceProvisionsof FDAModer
nizationAct/ucm136685.htm.

If after 30 days the additional information (Al), or a request for an extension of time, is not received, we will
discontinue review of your submission and proceed to delete your file from our review system (21 CFR
807.87(1)). Please note our guidance document entitled, "Guidance for Industry and FDA Staff, FDA and Industry
Actions on Premarket Notification (510(k)) Submissions: Effect on FDA Review Clock and Performance
Assessment”. [f the submitter does submit a written request for an extension, FDA will permit the 510(k} to
remain on hold for up to a maximum of 180 days from the date of the Al request. The purpose of this document is
to assist agency staff and the device industry in understanding how various FDA and industry actions that may be
taken on 510(k)s should affect the review clock for purposes of meeting the Medical Device User Fee and
Modernization Act. You may review this document at

http:ffwww.fda.gov/MedicalDevices/DeviceReguIationandGuidaﬁce/GuidanceDocuments/uc[n089735.htm. Pursuant
to 21 CFR 20.29, a copy of your 510(k) submission will remain in the Office of Device Evaluation. If you then

wish to resubmit this 510(k) notification, a new number will be assigned and your submission will be considered a
new premarket notification submission.
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Please remBeteidthaiapessaft kRl &4 BReaeesidt 301990 tiRekasabhynidyRidioplddeIhiz@tvice into

commercial distribution until you receive a decision letter from FDA allowing you to do so.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640. '

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiological Health
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U.5. Food and Drug Administration
rvian Center for Devices and Radiological Health
Deocument Control Center W0O66-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

August 02, 2011

CONSUMER HEALTH PRODUCTS, INC 510k Number: K112205
C/0 GARY MOCNIK AND ASSOCIATES Received: 8/1/2011

49 COASTAL OAK

ALISO VIEJO, CALIFORNIA 92656 Product: SNORERX 9.0

ATTN: GARY MOCNIK

The Food and Drug Administration (FDA), Center for Devices and Radiological Health (CDRH), has received
the Premarket Notification, (510(k)), you submitted in accordance with Section 510(k) of the Federal Food,
Drug, and Cosmetic Act(Act) for the above referenced product and for the above referenced 510(k) submitter.
Please note, if the 510(k) submitter is incorrect, please notify the 510(k) Staff immediately. We have assigned
your submission a unique 510(k) number that is cited above. Please refer prominently to this 510(k) number in
all future correspondence that relates to this submission. We will notify you when the processing of your
510(k) has been completed or if any additional information is required. YOU MAY NOT PLACE THIS
DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO.

Please remember that all correspondence concerning your submission MUST be sent to the Document Mail
Center (DMC) at the above letterhead address. Correspondence sent to any address other than the one above
will not be considered as part of your official 510(k) submission.

On September 27, 2007, the President signed an act reauthorizing medical device user fees for fiscal years 2008
- 2012. The legislation - the Medical Device User Fee Amendments of 2007 is part of a larger bill, the Food
and Drug Amendments Act of 2007. Please visit our website at
http://www.fda.gov/Medica}Devices/DeviceRegulationandGuidance/Overview/MedicalDeviceUserFeeandMod
ernizationActMDUFMA/default.htm

for more information regarding fees and FDA review goals. In addition, effective January 2, 2008, any firm
that chooses to use a standard in the review of ANY new 510(k) needs to fill out the new standards form

(Form 3654) and submit it with their 510(k). The form may be found at
http://www.fda.gov/AboutFDA/ReportsManualsForms/Forms/default.htm.

We remind you that Title VIII of the Food and Drug Administration Amendments Act of 2007 (FDAAA)
amended the PHS Act by adding new section 402(j) (42 U.S.C. § 282(j)), which expanded the current database
known as ClinicalTrials.gov to include mandatory registration and reporting of results for applicable clinical
trials of human drugs (including biological products) and devices. Section 402(j) requires that a certification
form http://www.fda.gov/AboutFDA/ReportsManualsForms/Forms/default.htm accompany 510(k)/HDE/PMA
submissions. The agency has issued a draft guidance titled: “Certifications To Accompany Drug, Biological
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Product, and Device Applications/Submissions: Compliance with Section 402(j) of The Public Health Service Act,
Added By Title VIII of The Food and Drug Administration Amendments Act of 2007”
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket Y ourDevice/PremarketSubmissio
ns/PremarketNotification5 1 0k/ucm134034.htm. According to the draft guidance, 510(k) submissions that do not
contain clinical data do not need the certification form.

Please note the following documents as they relate to 510(k) review: 1) Guidance for Industry and FDA Staff
entitled, “Interactive Review for Medical Device Submissions: 510(k)s, Original PMAs, PMA Supplements,
Original BLAs and BLA Supplements”. This guidance can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Guidance Documents/ucm089402.htm.  Please
refer to this guidance for information on a formalized interactive review process. 2) Guidance for Industry and FDA
Staff entitled, "Format for Traditional and Abbreviated 510(k)s". This guidance can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/

ucm084365.htm. Please refer to this guidance for assistance on how to format an original submission for a
Traditional or Abbreviated 510(k).

In all future premarket submissions, we encourage you to provide an electronic copy of your submission. By doing
so0, you will save FDA resources and may help reviewers navigate through longer documents more easily. Under
CDRH's e-Copy Program, you may replace one paper copy of any premarket submission (e.g., 510(k), IDE, PMA,
HDE) with an electronic copy. For more information about the program, including the formatting requirements,
please visit our web site at

http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket YourDevice/PremarketSubmissio
ns/ucm134508.html. In addition, the 510(k) Program Video is now available for viewing on line at _
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket YourDevice/PremarketSubmissio
ns/PremarketNotificationS | 0k/uem070201.htm .

Please ensure that whether you submit a 510(k) Summary as per 21 CFR 807.92, or a 510(k) Statement as per
21 CFR 807.93, it meets the content and format regulatory requirements,

Lastly, you should be familiar with the regulatory requirements for medical devices available at Device Advice
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm. If you have questions on the status
of your submission, please contact DSMICA at (301)796-7100 or the toll-free number (800)638-2041 , or at their
internet address http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm. If you have
procedural questions, please contact the 510(k) Staff at (301)796-5640.

Sincerely,

510(k) Staff

174

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



Records processed under FOIA Request # 2015-4518; Released by CDRH on 11-30-2015

510(k) PREMARKET NOTIFICATION
SnoreRx NS 9.0

APPLICANT

Consumer Health Products, Inc.
17 Brownsbury Road #110
Laguna Niguel, CA 92677

OFFICIAL CORRESPONDENT
Gary Mocnik '
Phone: 949.433.0413
Email: gmocnik@cox.net
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CONSUMER HEALTH PRODUCTS SNORERX NS 9.0
510(K) PREMARKET NOTIFICATION
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1. Cover Sheets (Form FDA 3601 and FDA 3514)

(See Attached)
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Section 1 Health Device User Fee cover Sheet

FDA Form 3601

Tz Approved: ONB o, 0010411 See Inerartions for IV Sroeman

I— "
DEPARTMENT OF HEALTH AND HUMAN SERVICES PAYMENT IDENTIFICATION NUMBER:  [(O@) )

FOOD AND DRUG ADNINISTRATION il

MEDICAL DEVICE USER FEE COVER SHEET Write the Payment Idenficasion nurtber on your check.
A romplatad cvar sheet mist accompany each onginal anplicazion of supriamant subjact to feps  If paymeant issAnl hy L1 & mailar
courier, please [nclude a copy of this completed form with payment. Paymeni and maling instructions can be found at:

http:Awww Tda.goviot/mduimaleoversheet.ntmi

1. COMPANY NAME AND ADDRESS {include name, strest 2. CONTACT NAME
address, cily state, country, and post office code) James Cronin
2.1 E-MAIL ADDRESS
APNEA SCIENCES CORPORATION jamesheroningpgmail.com
17 Brownsbuty Rd 22 TELEPHONE NUMBER (inciude Area cote)
Laguna Nigual CA 926775382 940-240-3260
us 2.2 FACSIMILE {FAX) NUMBER {Include Area coda)

1.1 EMPLOYER IDENTIFICATION NUMBER (EIN)

3. TYPE OF PREMARKET APPLICATION (Selact one of the folloeing in each column; if you are unsure, piease refer to the application
descriptions at the {ol'owing web site: httpiwwrar fda govioc/mdulma

W 3.1 Select a center

{X] Premarket nottfication{S10{k)}; except for third party X} CORH

[1513({g) Reques! for information []CBER

| ] Biologi¢s Licensa Application (BLA) [

[ 1 Premarket Approval Apptication (PMA) [X] Original Application

{ } Modular PMA Supplement Types’

[ 1 Product Davelopment Profoco! (POPY [] Efficacy (BLA)

[ 1 Prematket Report (FMR) [} Panel Track (PMA, PMR, PDP)
{1 Annual Fea for Periodic Regorting (APR) [} ReakTims (PMA, PMR, PDP)
[ ] 30-Day Notice [ 1 180-day (PMA, PMR, PDP)
4. ARE YOU A SMALL BUSINESS? (Ses the instnuctions for more information on determining this status)

[Xj YES, | meet the small business criteria and have submitted the required NO, | am not a small business

qualifying documents to FDA

41 if Yes, please enter your Small Business Decision Number: SBD110148

5. FDA WILL NOT AGCCEPT YOUR SUBMISSION IF YOUR COMPANY HAS NOT PAID AN ESTABLISHMENT REGISTRATION FEE
THAT IS DUE TO FDA. HAS YOUR COMPANY PAID ALL ESTABLISHMENT REGISTRATION FEES THAT ARE DUE TO FDA?

[X} YES {All of our establishments have registered and pakd the fee, of this s our first device, and we wil register and pay the fee within
30 days of FDA's approva¥cisarance of this device.)

[ 1NO (i "NO.* FDA will not accept your submission until you have paid 30 toes due to FDA. This submissinn wil not be processad; see
hitte:/Awww.fda.govicdrivmdufma for additional information)

6. 1S THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF 80, CHECK THE

APPLICABLE EXCEPTION.
{] This application is the first PMA submitted by a quatfed small business, { ] The sole purpose of the application is to support
mncluding any affillates conditions of usa for a pediatiic pepulation

1} This biotogics application fs cubmétted under soction 351 of the Public €1 The application | sutiriling By 3 state o federal

Haalth Service Ac for a product icensed for further manufacturing use onty ggmwe"uw for a device Mat is not to be clstibuiad

7. 18 THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR ‘WHICH FEES WERE WAIVED DUE TO SOLEUSE INA
PEDIATRIC POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? (if 50, the apolication I

subjact to the fee that appEes for an original premarket approval application (FMA).
{1YES XINO

PAFERWORK REDUCTION ACT STATEMENT

Public reporting burden for this collection of information is estimated to average 18 minutes per resconse, including the time for reviewing
tnsructions, searching existing data sources, gathering and maintaining the data needed, and completing nd reviewing the cobecticn of
information. Send comments regarding this burden estimate or any other aspact of this colection of information, includng suggestions for
reducing this burden, 1o the address below, .

Depanment of Health and Human Sefvices, Food and Drug Administradon, Office of Chiet information Officer, 1350 Piceard Drive, 4th
Fiutt Roukvilly, MD 20850

[Please do NOT retum this form to the above address, except as it pertains to comments on the burden estimate.]

8. USER FEE PAYMENT AMOUNT SUBMITTED FCR THIS PREMARKET APPLICATION

mu 12-0u-2011

Fam FDA 360 §2:3077)

Consumer Health Products, Inc.
SnoreRx NS 9.0 Premarket Notification

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or‘301-796-él1 123 9
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Online Payment " . e
Step 3: Confirm Payment 112|3

Thank you.
Your transaction has been successfully completed.

Pay.gov Tracking Information
Application Name: FDA User Fees
Pay.gov Tracking ID:
Agency Tracking ID{JS:
Transaction Date and Time: 07/12/2011 15:55 EDT
Payment Summary
Account Holder Name: APNEA SCIENCES CORPORATION
Payment Amountf 1NN
Roﬁ:ﬁ:‘mlﬂz Business Checking Payment Date: 07/13/2011

(b) (4
Account Number: 2 i

Check Number: (29

CONFIRMATION OF FDA _
510K APPLICATION PAYMENT

Rl

;;M’" “

https://www.pay.gov/paygov/payments/authorize ACHPayment.html 180 7/12/2011

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Section 1 Health Device User Fee cover Sheet
FDA Form 3514
F 1
oemmxso:r“?; r:ul.om AND HUMAN Tﬁwcss o:g Sg?gviaw1 2
CDRH PREMARKET REVIEW SUBMISSION COVER SHEET e e o 12
[Thate of SubmEsswon User Fea Paymant 10 Mumber TOA Sibmission Docament NUTDeT (i ADowr)
July 28,2011
SECTION A ) TYPE OF SUEMISSION. L )
PMA PMA & HDE Supplomaent POP s10(x) Meeting
(] Original Subrmission O Rogulsr (160 davi {1 Griingd POP X1 Oricinal Submission: [ pre-8100 Mactna
] Premerket Report 0] 8oociat [0 Netics of Compistion [ Teadtionat [] PreJDE Mesting
[ Modutar Submission [ Panet Track (PAA Only) | [] Amencment to PDP [ special ] PP Mestng
] Amendment [] 20-¢ay Supolement EW(C%TM L Pre-PDP Meeting
{1 Repont L 30-tay Notice sachon |, Pags 8 (] Day 100 Meeting
] Repon Amandment | ] 135-day Supplecnont (1 AddtJond roxmmatian ] Agrwernent bloetrg
] Ucnrsing Agroeencnt | [_] Rasttme Reviow [ it Party {7} Determination Mesting
O awnemg-m wPRA L O] Cmer (spacety:
i Other
1DE Humanitarian Device Class U Exemption Petition | Evahaation of Automatic Other Subraission
Exempiton (HDE) Cimss (6'- mﬂm
Jongnaisusmission | [ Origrat Submiasion [ oxiginat Suteriasion () Orainal Suterission O 5130
[ Amondment [J Amendrer [} Ascsonad trfomiaton ] Addfional Information [ oter
[ suppiament [} Supplement {tiescrive submission)
3 Rapan
[[1 repon Amendment
Have you used of cited Standerds in your submission? Pl ves  [Jne {if Yas, pisase complets Section I, Pags 5}

'SECTION' B - SUBMITTER. APPLICANT OR SPONSCR.

ompany / insitution Nameo Establishment Ragistration Muanber (of inown)
Congemer Health Products, Inc, A Division of ASC
Diviglon Nama (if applcabia) Phane Number {including 2res coda)
949-226-4421
Jwest Address FAR NUMDEr (TCRATm] ArRs COUS}
17 Brownsbury Road #110 92B-569-5974 :
ity State | Provinos ‘ TIPPoRMd Code | Courtry
Laguna Nigue] <A N USA
Cortact Name
Fim Fatlen
Contect THis Tontact E-mail AgGress
Tresident
"SECTIONE - " APPLICATION CORRESPONDENT {e.g.. ansulidiiy itdifErent from atiove)
Gompany / Instiution Nams . .
Gary Mocrik and Associates
Divisian Name {d 8pDiCEDN) Fhone NUmDer (rchoding Aree cods]
345-433-04 13
Sreat Aodrens FAX Number (vcixting ares cods)
49 Coxstal Cnk 43319944
Cay Stats / Province ZIP Code Couriry
Aliso Vicjo CA 92656
CONtact M3
ey Mocnik
S Tilke Comact E-ma] ANIress
Reguistory Consuftent grociki@on= net
FORM FDA 3514 (1210) Page 1 of 5 Pages

13C Quegigea 1y oms BF

B

Consumer Health Products, Inc.
SnoreRx NS 9.0 Premarket Notification

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-7?@81 18
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Section 1

'SECTION D1 ~ 'REASON FOR APPLICATION - PMA, FDP, OR-HDE
[C] ew Duvice ] Cnenge in design, component, or ] tocation change:
O winaraws! spaciicaton: [rasrustecores
7] Acditiorat or Expanded Indications 7] sotware/ Hardwera ] Stertizer
(] Requast tor Extansion . [ Color Adattive ] Packager
1 Post-approval Study Protocol I mmients
] Ratuest for Applicant Hold ] 8pocifications
Request for Rermorsal of Aspflant Held [T other (spocdy baicary [T Report i
[ Raquest > Renove or Add Mamuiactining Sie 7] Annnd or Periodic
DPmeﬁaﬂm: DLM;M: % - Study
(“Imemntecting [ ] Packaging L] tnbomsans [ cavica Detact
[} suwriization [ tnatructionn 0O ;
3 Otrer (apecity beiow) [ Parformancs Charactaristios
i_1shetf Lite
DT""'"’"" [ Chenoe In Ownership
(] other (spacy beiow) ] Chesge in Correspondent
{3 Response to FDA comespondence: 7] changs of Agpicam Address

[ other Razson (zpacas:

R New Devica

SECTIOND? . _REASON.FORAPPLICATION . IDE
3 Mow Dovics ] Change in: ] Responsa to FOA Lefier Cancaming:
1 Rews Indication [[] consspondanttappican ] condtionat Approval
[ Asazion of Instnstion [[] Desigr:/ Device {T] Dewmed Appronvmd
{7 Expension ! Extension ot Suxty [[] ntormed Corrsent {} Desclent Final Report
[ RB Certiication [T Manutactorer [} petcient Progress Repant
] Termination of Studty ] Marwtacturing Procass [T Deficient investigator Report
|~ | ithatrewal of Applicaton || Protocol - Feeatity [ Disepproval
7] unanficipatad Adverse Effact 1 Protocod - Other [ Request Extension of
[T Notificeton of Emergancy Usa [ ] Spansor Time to Respond to FOA
(] Compassionats Use Requast 3 Request Mexting
] Trezament e [ Report submission: [] Roquest Meang
] Contineed Accass [ Gumrent nvestigatar
[C] Annual Prograss Report
[] 5te waiver Repont
[} Finat
] other Rawson fspocttyy:
(SECTION'D3

[ omer Rezson (specly):

FORM FOA 3514 (1210}

Pags 2 of5 Poges

Consumer Health Pr, Inc. .

SnoreRx NS 9.0 Premarket Notification

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.govor 30117&%1 18
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SECTION'E- T ADDITIONAL INFORMATION ON-510{K) SUBMISSIGNS

Product codes of dovices (0 which substantial aquivalence is claimed

Summsry of, 57 CRMNEBNT CONSMTING,

sulety and effectveneas imformation
1] LRX 2 3 4
] 510 00 summary stached
5 8 ? 8 [ 510 0 statement
Inforrmadon on devices to which substantial equivatencs is claimed (7 known)
£ ST Number o Trada or Propristary of Made! Name ped Manufactrer
050592 SomnoGised Somnomed
1 1 1
k954530 Silencer Silzt Knights Vertures
2 2
RG340 SnorcControl s Kznncth Hitsen
a 3

SECTION.F ™ .
Comman or ususl nama of

dasarfication name

Anti-Snoring Device
“~| Trade or Propratary of Madel Nara for This Device ] Model Number

1| snoramx Nsyw 1

2 2

3 3

4 4

5 5
FDA docment numbers of all prior related 13 (regardiess of

1 4 3 4 5 8
7 [:] e 10 1" 12
Inclused n & N
(%] hasoesory Teating [ Animal Trisia L] rhaman Trinda

SEECTIONG.

Product Code C.FR. Section (£ apeficatia) Dervicn Class
iHK 87,5510 Dcm , & "
Cinsadication Panel
. COcesant  [Jundassified
Anesthepiology. General Horpitat, Ind Conirol, Dantal Davices
INdiCaors (o febaing]

Tha Conturner Health Products “EnoreRx NS 9.0” is intended for wse on adult patients 18 years of age or older as an aid for the reduction and/or alleviation of snoring.

FORMA FDA 4514 (12/10) Page 3 o1 5 Pages
Consumer Health Products, Inc.
SnoreRx NS 9.0 Premarket Notification
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Note: SubmisEion Of this MEorMBNcH 003 Not affect the need 10 Sulimit & 2891 or

FOA Document Humber [f ioxmri}
289 ta Duvice Esteblshmern Regaation form. ’

'‘SECTION H MANUFACTURING I PACKAGING f S TERILIZATIONSITES RELATING 10 A SUBMISSION
E ., Fadiity Establishmant denitier (FE Nuber D D Querkzer
[Oada  []Dees [X] Contract Manufacarer ] Repackager ! Relabeler
Company / Inslition Name Establshmant Registration Number
(b) (4)
Divition Narme: (¥ appocebie} Phane Number (inchuctng anes £oda)
Street Address FAX Nummber /inciuding area coco}
(b) (4)
City State f Provinca ZiP Code Counlry
Contact Name Contact Titke Contaci E-matl Aderese
e (6) (4)

o Facikly Evibisnment Kentfier (FEI) Humter ' - o 0 '
{7 Cortmct Manutacturer [ Repackager 1 Retadeter
Company | instiuton Name . Establishment Regisiretian Number

Devicion Naome (f sppicabie) Phone Number {nciuding area cods)

Gtroat Adgress FAX, Numbber finchafing area code}

City Stats f Province . ZIP Coda Country
Cortact Narrw Conazt Tkl i Contact E-mall Acdress

et Kiontfior (FEI) Number - -

Oasa oo [T) Conract Mardactoms () Repackager / Relabeler
Company 7 athaion Hare EStEEbEhmaTt RegisTaton Nuriber

Division Nam (7 apolcetie) Phons RuTber (Ihding aree code]

Stred AGES FAX Nurnber {inckiing 8768 co0e)

iy Tita 7 Provincs 7ip Eote Touray
Contac Nams Contact THS Cortact E-meil Addross
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SECTIONB Y A UTILIZATION OF STANDARDS ~ - a7 "1 . e .
Nots: Lompieta the sechon I your applcation of SubIMISSION cries SIAnAArds of nciudes A “Usciaration of Uonfomuty [0 a Hecognized
Stancard” statamant.
Stangands No. Standardy Stanctarda Title Version Cate
Ovganization A .
10993 50 Niclegical Evaluation
1
Standards No, Standandy s Tt Version Date
Orgarication
2
Standards No. Siangands Standards Tide Version BGate
Ovganiz
3
Standards No. Standards Standends Tide Version Date
Crgardenlivn
4
Standands No. Standards Standards Ttle Version Date
Organzamon
8
Standards No. Fdards Stendards Tite varsion Date
nzabon .
]
Standands No. Emtﬂﬂm Standards Tite Varsion Date
7
Ploase tnclude any additional stangards 0 be cited on a $eParate page.
Public reporting horden for this coliection of information ™ cstmmaied W average 0.5 howr por espmmse, inchading the time for reviewing mstnctions, searching
existing ¢t sourcey, grohering ond maimmining the data needed, and completng reviewing the collection of infammation Sersd commnts reganding this burden
estimate ot eny ather 25pect of this collection of information, inchnding suggestions for redixing this durden to:
Department ol Health and Humah Sevviees
Food end Dnig Administration
Qffica of Chyief information Otficey
1350 Piceaed Drive, Room £00
Kockville, MD 20350 -
An agency may ot conduc or Sponsor, and o pevson bs noi required to respond 10, & collecrion of nfo fom unexs if displayr @ dy vadid OMB concrol pumber.
FORM FDA 3514 (1210) Page 3 of 5 Peges
P
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2. Certification of Compliance with ClinicalTrials.gov FDA Form 3674
(See attached)
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Section 2 Certification of Compliance- ClinicalTrials.gov
Sea OMB & on R Form Approved: OME No. 0910:0818, Expiration Dais: 08-30-2008
DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administraion
m Certification of Compllance, under 42 U.8.C. § 282()){5)(B), with

Requirsments of ClinicaiTrials.gov Data Bank (42 U.8.C. § z82())}

(For subeission vAlh an epplicaticnssubmizsion, induding emendmants, supplements, and resubmisslons, under §§ 505, 515, 520(m), or 510(k) of tha
FadetalFood Orug, and(:osmeﬁchcm@s.'ﬂofma?uhﬁcmmsmm)

.SPONSOR / APPLICANT / SUBMITTER INFORMATION” _::

1. ] NAME oF SPONSORIAPFLICANT ISUBMITTER 2. DATE OF THE MMHNBUMSSDN
WHICH THIS CERTIFICATION ACCOMPANIES
Consumer 1icalth Products, Lne. 0252011
T ADDRESS (Numbér, Stredi, Giate, and ZiP Code) T, TELEPHONE AND FAX NUMBER
|7 Brownshury Road 110 {inchats Arsa Code)
Laguna Nigucl, CA 92677 (Tei) 944.226-4421
(Fax)

- PRODUCT INFORMATION -~ - =
5 FOR ommoclcs :ncum;\nym Avatatie Eslaniened, Propriotary andior ummmmcemm Thorapy Produet Name(t)

FOR DEVICES: Include Any/All Common or Usual Name(s), Clessdication, Trade or Propriatary or Model Name(s) andior Mode! Numbar(s)
{Attach exire pagee 0u NYCOEAY}
Anli Snoring Device, 21 CFR 872.5570 Product Code LRK Consumer Health Products SoorcRx NS 9.0

: ; APPLICATION { SUBMISSION INFORMATION. &
8. TYPE OF APHEAHONSUE“ISSIGN WHICH THIS CERTIFICATION ACCOMPANIES

dwo [Cnoa Oavse  [Jaea Oema  [Jwoe Bdsoas [Jroe [} otmer

7. INCLUDE INDVNDA/ANDA/BLAIPMAHOES10(KYPDPOTHER NUMEER {if number previaualy sssigned)

[d NU GNED TO APPLICATION/SUBMIGSION WHICH THIS CERTIFICATION ACCOMPANIES

| IR TR  CERTIFICATION STATEMENT / INFORMATION: .2 - .7~ . o970 .l w7 407

[} GEGKONLYONEOFHEFGLWNGBDXES(SMMMMWWW)

[X] A 1 cantify that the requiremants of 42 LS C. § 262(j). Section 402(j} of the Public Heath Service Act, enacted by 121 Sw1. 823, Public Lew
110-85, de not apply because tha application/submission which fhis certification eccompanies does not reference any clinical trial.

(718, 1 cartily thart the requirements of 42 U.5.C. § 282(). Section 402() of the Putiic Health Sarvice Act, enacted by 121 Stat. 821, Public Law
110-85, donmawhlomydmmlmdmhmwdmﬂwwﬁmmmmmmmmm

e loemymmoqummuouzusc §zuamsmmmdmmms«mmmw1z1 Stat. B23, Public Lanv

110-85, apply 1 one o more of the clmienl trials rof d in the appkeat issicn which this cortfication accompanies ond thal
those requirements havo becn mat.

10. F YOU CHECKED BOX C. 1N NUMBER 9, PROVIDE THE HATIOMAL CLINICAL TRIAL (NCT) NU“BER(S)FG? ANY "AFPPLICABLE CLINICAL TRIALIS),
UNDER 42 LL.S.C. § ZBAUTMIMANT], SECTION 4D2UX1WANT) OF THE PUBLIC HEALTH SERVICE ACT, REFERENCED M THE APPLICATION/
SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES (Aliach exira pages 83 pecessary)

NCT Nurnbor(z):

The undersigned dectares, 1o the best of kerhis knowlodae. that this is an accuratn. e, wmwamm | understand thai tha
faturs 1o cubmil the certdication requinsd by 42 US.C. 5zazm(sxs),nchmmzaxs)(agmmmmmamm,ammohwngmmm.
olarahecsﬂmcahonundstwdrmmmmh‘bﬂedmmdaﬂ U.SC. §33t, nedbnmtafmeFodnralFood,Dmg aﬂdCusmmx:Act ol
Wamning: Aﬂﬂu&ynmwﬂﬁ}yhmﬂw-amm t£5. Code, titia 18, sécticn 1001 LE B
11. AIARATURE OF SPONSOR/APPLICANT/SUBMITTER OR AN TZ. NAME AHD TITLE OF THE PEROH WHO SIGNE.DIN NCL !I
MJTHORl D REP ATIVE (Sign}
(Nm)zeyMomik

(Titte) Regniatory Consultent

13. ADDRESS {Number, Stroat, Stats, and ZiP Cods} (of porsor idontified 14. TELEPHONE AND FAX NUMBER 15, DATE OF
mm;rm o esson iy
Aliso Vicjo. CA 92636 (Tet)

Fay 249-831-9944
FDA-3674 (1/08) (FRONT) oL G, DO 1030 EF

Consumer Health Products, Inc.
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3. Standards Data Report FDA Form 3654
(See attached)

Consumer Health Products, Inc.
SnoreRx NS 9.0 Premarket Notification
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Form Approved: OMS No. 0910-0120; Expiration Data: &/31/10

Department of Health and Human Services
Food and Drup Administration
STANDARDS DATA REPORT FOR 510(k)s
(Ta be filled in by applicant}
This report and the Summary Report Tabla are to be completed by the applicant when submitting a 510(k) that refer-
ances a national or international standard, A separate report is required for each standard referenced in the 510(k).
TYPE OF 510{K) SUBMISSION
T Traditional {7} special V! Abbreviated
STANDARD TITLE
1SO 10993-1 Biological Evaluation of Medica! Device- Part | Evaluation and Tesling (2003)
Plaase answer the following questions Yes No
Is this standard recogIZEd By FOAZT ......c. oot irsersmss cssssesss sassscsssmssossstestbbsrassssans s simsnntsmseess v -
FDA ROGOGNIBON MUMDOIY .....oooooeoeseeevearssesesrssssesssssessoressmarecs oo s sesesssssssses s ssmsnsses s #0298
Was a {hird party laboratory responsible for testing conformity of the device to this standard identified
B ARG SHO{IIT comveoeeereerecereeescessn s srasssssssssossavesssercrs s aessans ceemseessemreemees ebamecrame eersb ek ARt RS 50 i
1s a summary repori * dascribing the extent of conformance of the standard used included in the
BAD(KY? o rooooeoooeoeoeooeresseseeneeessees e s e SR bR P R R R R O @
If no, compleie a summary report table.
Does he test data for this device demonsirale oonfon'mty to the requirements of this standand as it
POMIBING 10 TS GBVAGET ..vvvesersesressmrersssans eversesss s eesssmsmsneces sesasssass sosesssssi o4 s 4ss s sesssns sesmsssssesesssmissenss 3
Does this standard include 2CCEPIANCE CABIAT .......cce.u.eeecsssssesrs s sesresssssarasessssasmss seestesesscemesemeessones v/
if no, include the results of testing in the 510{k).
Does this standard include more than one option or Selecton OFtSIE? e e ececencae e M O
i ves, report options selected in the summary report table.
Wars thara any daviations or adaptations mada in tha uss of the standard? ... e 0 |
If yes, were deviations in accordance with the FDA supplementat nformation sheet (SIS)’? .............. o &
Were doviations or adaptations made boyond what ie epocified inthe FDA SIS?...... s M A
1f yas, repart these devialions or adaptations in the summary reporl lable.
Were thare any exclusions from the standard? ... s ] A
if yes, report these exclusions in the summary report table,
1s there an FDA guidance® that is BSSociated with this SEANHAIT? .....c....cow oo secrrassriem s sissbn st [¥] 1
if yes, was the guidance document followed in preparation of tis S10K? ........veren esrcmenseeeemsnpenneens M O
Title of guidance: G-95 Blue Book Memorandum: Use of SO 109931
1 The formatting convantian for the title is: [SDO) fnumenic identbor) cerlification body involved iy corfarmance assessmant to this
hi'e of standard] [dats of pubkeation} stangard. The summery repor! indudes inforrmabon an af standards
# Aetibority [21 14.5.C. 360c], www.lda.govicdrhvstdaprog. btmt uttized dunng the covelopment of the davice.
3 hitp: wwew acceysdata. fda, goviscrpts/cdr hicidocs/cfStandard s/ ® The supptementa Information shoet (515} is odditiona! information
smarch.chm which {5 nocessary beforg FDA moognm the stondard, Found at
4 Tha surimary repeort shoukd inchugin: oy adaptatons wssd t© odapt W ieww. datz Ida. gov/scripbyicdrhicidocsidStandards/
10 ha dovice undar raview (for cxample, stemaotivo toxt methoda); 3aerch.cfm
chaicos mado when optiohs or a galoction of methads ora doscribod; * Tha onkne scarch for CORH Guidance Documents can ba found &t
doviations from Lhe stantzvd; retkrements not applicable to the www. it gov/edrivguidance. hirmd
devics; and the nama and addness of the tast [kborcatory of
FORH FDA 3654 (9!07) Paga 1 U Ginghecs (360 Ty T

" Consumer Health Products Inc.
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
IS0 10993-1 Biologjcal Evahuation of Medical Device- Part | Evaluntion and Testing (2003)

CONFORMANCE WiTH STANDARD SECTIONS*

SECTION NUMEBER SECTION TITLE . CONFORMANCE?

All All Rives [CONo Tltva
TYPE OF GEVIATION OR OPTION SELECTED*

Sex attached description of compliance bocated in section 16 of this 510k submission

"DESCRIPTION

See attached description of compliance located in section 16 of this 510k submission

JUSTIFICATION
See attached description of comptianee located in section 16 of this 10k submission

SECTION NUMBER | SECTION TITLE ’ CONFORMANCE?
Flves Cinvo Diwa

TYPE QF DEVIATION QR OPTION BELECTED®

DESCRIFTION

JUSTIFICATION

SECTION NHIMAFR SECTION NTLE . CONFORMANCE?

Cives Cine Twa

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

* For completenass list ofl sections of the standard and indicate whether conformance is met. If a section is not applicable (NJA)
an explanation is ded under “justificalion.” Somo standards include options, so similar to deviations, the option chosen needs
to be described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of
options selected when kllowing a standard iR raquirsd under *type of deviation or option seloctod,” “description”™ and *[ustifica-
tion™ on ihe report. Moro than ono page may be nacesaary.

* Typas of doviations can include an exclusion of a section in the slandard, a deviation brought out by the FOA supplemental
information sheet ($15), & deviation to adapt the standard to the davice, or any adaptation of a section,

S v—

Paperwork Reduction Act Statement

Public reporting burden for this collection of information i3 estimated to average 1 hour per response, including the
time {or seviewing Inscrucilons, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of information. Send comments regarding this burden cstimate or anry other
aspect of this collectron of informatien, including suggestions for redicing this turden, to:

Center for Devices and Radiclogical Health
1350 Piccard Drive
Rockville, MD 20830
An agency may ot condhuct or sponser, and a person is not reguired 1o napond to, a collection of information
unless it displays a currently valid OMB control mmber,

FORM FDA 3654 (8/07) Page 2

Consumer Health Products, Inc.
SnoreRx NS 9.0 Premarket Notification
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4, Cover Letter
(See attached)

Consumer Health Products, Inc.
SnoreRx NS 9.0 Premarket Notification
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July25, 2011

Food and Drug Administration
Center for Device and Radiological Health

Document Mail Center (WO66-0609) FDA CoRH OMC
10903 New Hampshire Avenue P
Silver Spring, MD 20993-0002 Ava | - 20l
RE: 510(k) Notification - Abbreviated Received
SnoreRx NS 9.0 e

To whom it may concern:

In accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act (“FDC
Act”), this letter is provided to notify the Food and Drug Administration (“FDA” or the
“agency”) of the intention of Consumer Health Products, Inc., to manufacture and market
the SnoreRx NS 9.0 device. Consumer Health Products believes the appropriate
classification of the device to be:

Class II, Anti-Snoring Device, under 21 CFR 872.5570, Product Code: LRK

Consumer Health Products is submitting this Abbreviated 510(k) Notification in
accordance with 21 CFR 807, Subpart E. Two (2) copies of this submission are included
with this correspondence.

This submission is an abbreviated 510(k) submission. A declaration of conformity to
design controls and to design verification activities is inciuded. Additionally, the
guidance document “Class II Special controls Guidance document: Intraoral Devices for
Snoring and/or Obstructive Sleep Apnea; Guidance for Industry and FDA, November 12,
2002 was used during the development of the device to address the risks associated with
this particular device type described in the guidance document.

The design and use of the Consume Health Products SnoreRi NS 9.0 is presented below
in tabular form: :

4
)

Question | Yes

Is the device intended for prescription use? X

Is the device intended for over-the-counter use?

Does the device contain components from a tissue or biologic source?

Is the device provided sterile?

Is the device intended for single use?

Is the device a reprocessed single use device?

Does the device contain a drug?

PP E EE PP

Does the device contain a biologic?

Consumer Health Products, Inc.
SnoreRx NS 9.0 Premarket Notification

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 3(}1-?96-81’1189 2



Records processed under FOIA Request # 2015-4518; Released by CDRH on 11-30-2015

Question Yes No
Does the device use software? X
Does the submission include clinical information? X
Is the device implanted? X

The existence of this Premarket Notification and the data and other information that it
contains are confidential, and the protection afforded to such confidential information by
21 CFR 807.95, and other applicable laws is hereby claimed.

All questions and/or comments concerning this submission should be made to:

Gary Mocnik

49 Coastal Oak

Aliso Vigjo, CA 92656
949.433.0413
gmocnik@cox.net

Sincerely,

Gary Mocnik
Official Correspondent for Consumer Health Products

SnoreRx NS 9.0 Premarket Notification
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5.  Indications for Use Statement

INDICATIONS FOR USE STATEMENT

510(k) Number (if known):
Device Name: SnoreRx NS 9.0
Indications for Use:
The Consumer Health Products “SnoreRx NS 9.0” is intended for use on adult

patients 18 years of age or older as an aid for the reduction and/or alleviation of
snoring.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER
PAGE IF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)

OR
Prescription Use __ X Over-The-Counter Use
(Per 21 CFR 801.109) (Optional Format 1-2-96)

—+ 194
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6. 510(k) Summary

This 510(k) summary information is being submitted in accordance with the requirements
of SMDA 1990 and 21 CFR 807.92. '

APPLICANT: Consumer Health Products, Inc.
A Division of ASC
17 Brownsbury Road #110
Laguna Niguel, CA 92677
CONTACT : Gary Mocnik
49 Coastal Oak, Aliso Viejo, CA 92656
949.433.0413
949.831.9944 fax
gmocnik@cox.net
DATE PREPARED July 25, 2011

TRADE NAME: SnoreRx NS 9.0
COMMON NAME: Anti-Snoring Mouth Piece
CLASSIFICATION Anti-Snoring Device, 21 CFR, 872.5570

NAME:

DEVICE Class II
CLASSIFICATION:

PropucT CODE LRK

PREDICATE DEVICES: SnoreGuard (K050592, Silencer (K954530), SnoreControl
4 (K963591)

Substantially Equivalent To:

The Consumer Health Products SnoreRx NS 9.0 is substantlally equivalent in intended
use, principal of operation and technological characteristics to the SnoreGuard (K050592,
the Silencer (K954530), and the SnoreControl (K963591), as well as other predicate
devices cleared with an LRK Product Code.

Description of the Device Subject to Premarket Notification:

The Consumer Health Products SnoreRx NS 9.0 is an intraoral device used at night to
reduce or eliminate snoring by advancing the lower jaw and thereby minimizing air
obstruction and turbulence. The device consists of two custom fabricated trays that fit
separately over the upper and lower dental arches and engage each other in the anterior
area of the mouth. This interface, and thus this device, functions as a mandibular anterior
repositioner, which acts to increase the patient’s pharyngeal space, improving the ability
to exchange air during sleep

Consumer Health Products, Inc
SnoreRx NS 9.0 Premarket Notification | 1 9 5

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

The Consumer Health Products “SnoreRx NS 9.0” is intended for use on adult patients 18
years of age or older as an aid for the reduction and/or alleviation of snoring.

Technical Characteristics:

The Consumer Health Products SnoreRx NS 9.0 has similar physical and technical
characteristics to the predicate devices. The Consumer Health Products SnoreRx NS 9.0
and the identified predicates all provide means for advancing the lower jaw in a
predetermined manner. The technical designs and manufacture of the SnoreRx NS 9.0
and the predicate devices are very similar, being composed of custom fitted acrylic trays
which fit onto the upper and lower teeth and which are positioned in relation to each
other by an adjustable mechanism.

Performance Data:

Performance testing was conducted to evaluate and characterize the performance of the
Consumer Health Products SnoreRx NS 9.0. Preclinical testing conducted included
dimensional conformance evaluation, visual inspections, design verification and
biocompatibility testing based on the applicable elements of ISO 10993-1 shown below.

Test Performed Standard Test Result/Conclusion

ISO MEM Elution Assay with L-929 ISO 10993-5 Passed.

Mouse Fibroblast Cells Non-cytotoxic

1SO Intracutaneous Irritation Test ISO 10993-10 | Passed.
Non-irritant

Sensitization: Guinea Pig Maximization ISO 10993-10 | Passed/Negative for evidence of
sensitization

Basis for Determination of Substantial Equivalence.

The following table displays the differences and similarities between the new SnoreRx
NS 9.0 and other previcusly marketed devices.

Consumer Health Products, Inc

SnoreRx NS 9.0

Product Intended Use 1 Principle of | Overall
Operation Technological
Characteristics
Consumer The Consumer Health Products “SnoreRx NS 9.0” | Provides for | Custom fitted
Medical is intended for use on adult patients 18 years of age { mandibular plastic intraoral
Products or older as an aid for the reduction and/or repositioning | device inserted
SnoreRx NS alleviation of snoring. to increase over the upper
9.0 pharyngeal and lower dental
space arches.
SomnoGuard Intended to reduce night time snoring and mild to SAME SAME
(K050592 moderate obstructive sleep apnea (OSA) in adults
Silencer Intended to reduce or eliminate night time snoring SAME SAME
{K954530) in patients 18 years of age or older only.
SnoreControl | The anti-snoring device is intended to alleviate or SAME SAME
;K963591g correct snoring

Premarket Notification
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As shown, the Consumer Health Products SnoreRx NS 9.0 has the following similarities
to the predicate devices:

Same intended use

Same design

Same operating principal

Same mechanism of action

Same technological characteristics

Upon reviewing the safety and efficacy information provided in this submission and
comparing intended use, principle of operation and overall technological characteristics,
the Consumer Health Products SnoreRx NS 9.0 is determined by Consumer Health
Products, to be substantially equivalent to existing legally marketed devices

Consumer Health Products, Inc
SnoreRx NS 9.0 Premarket Notification
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7. Truthful and Accurate Statement

Pursuant to 21 CFR 807.87(j), I certify that in my capacity as President of
Consumer Health Products, Inc., I believe to the best of my knowledge, that
-all data and information submitted in this premarket notification are truthful
and accurate and that no material fact has been omitted.

T

~ Jame§ Fallon 7-25-2011
Consumer Health Products, Inc.
A Division of ASC

Consumer Health Products, Inc
SnoreRx NS 9.0 Premarket Notification

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.govor'lém-736%88
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8. Class III Summary and Certification

The consumer Health Products SnoreRx NS 9.0 is a class II Health device
regulated under 21 CFR §892.5700. The Class III Summary and
Certification requirement as described in 21 CFR §807.87(j) and §807.94 do
not apply to this device and submission.

Consumer Health Products, Inc
SnoreRx NS 9.0 Premarket Notiftcation

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

The requirement for financial certification or disclosure requirement as
described in 21 CFR §807.87(i) does not apply to this submission.

Consumer Health Products, Inc
SnoreRx NS 9.0 Premarket Notification

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-7@@1@8
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10. Declaration of Conformity & Summary Reports

This submission is an abbreviated 510(k) submission. A declaration of conformity to
design controls and to design verification activities is attached. Additionally, the
guidance document “Class II Special controls Guidance document: Intraoral Devices for
Snoring and/or Obstructive Sleep Apnea; Guidance for Industry and FDA, November 12,
2002 was used during the development of the device to address the risks associated with
this particular device type described in the guidance document. A complete Risk
Assessment based on the elements described in ISO 14971 has been conducted that
includes the specific risks identified in the above referenced guidance document as well
as other risks associated with the use of this type of device. This risk assessment
concludes that there are no new safety concerns raised by the design of the SnoreRx NS
9.0. The following summarizes these risks and describes the mitigation measures taken
1.) Risk of Hardware in Design: SnoreRx NS 9.0 utilizes no hardware, of any kind that
could become loose and compromise the patient. Because NS 9.0 does not incorporate
any associated hardware, the risk of loose hardware is mitigated through design.

2.} Risk of Obstruction of Oral Breathing: Patients with a deviated septum, or cold
may have a blocked nasal airway and have trouble breathing. There are two large air
channels in the front of SnoreRx NS 9.0 to promote adequate airflow through the mouth
therefore mitigating this risk. Independent tests by CIRO confirm adequate airflow.

3.) Risk of Tooth Movement, or Changes In Dental Occlusion: Improper overbite
micro adjustment may cause discomfort and/or tooth movement. SnoreRx NS 9.0 1s
designed with micro adjustment to accommodate overbite. Once the micro adjustment 1s
made, it is locked in, but may be changed in the future as needed. Achieving proper bite
alignment assures greater comfort. Bite adjustment is recorded on the side of the
product, for quick reference. The Instruction Manual contains language that says if
patient experiences pain, or discomfort check/reset the adjustment, or discontinue use.
The adjustment feature along with the labeling provides mitigation of any tooth
movement or dental occlusion risk

5.) Risk of Sensitivity: The Health grade plastics have been chosen for their inherent
long term safety record. Should a patient experience pain, or sensitivity the Instruction
Manual advises to discontinue use. Biocompatible material selection and labeling
mitigate this risk.

6.) Risk of Pain, or Soreness to the Temproromandibular Joint: SnoreRx NS 9.0 was
specifically designed to eliminate the use of torsion, or tension to constantly pull the
lower jaw forward. SnoreRx NS 9.0 uses no rubber bands, or constant tension, or torsion
to pull the lower jaw forward. The micro adjustment of SnoreRx NS 9.0 assures proper
fit, and permanently sets it to each patient. The Instruction Manual instructs the patient
to discontinue use if the patient experiences pain, or discomfort. The device design and
the associated labeling provides mitigation of this risk.
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7.) Risk of Excess Salivation: Some patients may initially experience greater salivation
during its first week's use. Most patients with this condition will decrease their salivation
over time. The instruction manual advises that excess salivation may be present during
initial use. It further cautions that if pain or discomfort are experienced, to discontinue
use. Excess salivation is not considered a health risk.

8.) Risk of Gingival or Dental Soreness: SnoreRx NS 9.0 was designed with a lower
sidewall to reduce/eliminate contact with gums. The Instruction Manual identifies
patients with a pre condition of gingivitis, or teeth sensitivity are not candidates to use
SnoreRx NS 9.0. The device design feature along with the associated labeling mitigates
this risk.

9.) Risk of Use by More Than One Patient: The custom thermal fit design limits the
SnoreRx to one specific patient. Because it is custom fit to only one patient, it will not fit
another patient properly. The Instruction Manual clearly identifies that no other patient
other than the original user may use the product.

10.) Risk to a Pediatric Patient: A person under 18 years of age may have trouble
following the directions, or fully understand those patients that are excluded. The
Instruction Manual clearly identifies it is not intended for use by anyone under the age of
18.

11.) Risk of Patients with contraindications: Patients may use SnoreRx NS 9.0
who are not candidates to use it. The Instruction Manual identifies those patients that are
not candidates for using SnoreRx NS 9.0 therefore mitigating this risk:

Patients with sleep apnea

Patients under the age of 18

Patients with a history of TMD, temporomandibular disorder

Patients who have had teeth implants within the past year

Patients who wear dentures '

Patients with loose teeth, abscesses, or severe gum disease

Patients undergoing orthodontic treatment

Patients with chronic asthma, emphysema, or any respiratory disorder
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DECLARATION OF CONFORMITY WITH DESIGN
CONTROLS

To the best of my knowledge, the verification activities, as required by the risk
analysis, for the development were performed by the designated individual(s) and the
results demonstrated that the predetermined acceptance criteria were met.

_r— / 7~/
—_— I
James Fallon Date
President

The manufacturing facility utilized for the design and development is in conformance
with the design control requirements as specified in 21 CFR 820.30 and the records
are available for review. ]

> 7 .

i . Lty =\
- 02 7 —7—~——‘
Larry Rissor Date
Director of Operations

e ———————————
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11.  Executive Summary

Executive Summary

Device Description

‘The Consumer Health Products SnoreRx NS 9.0 is an intraoral device used at night
to reduce or eliminate snoring by advancing the lower jaw and thereby minimizing.
The device consists of two custom fabricated trays that fit separately over the
upper and lower dental arches and engage each other in the anterior area of the
mouth. This interface, and thus this device, functions as a mandibular anterior
repositioner , which acts to increase the patient’s pharyngeal space, improving the
ability to exchange air during sleep.

Intended Use

The Consumer Health Products “SnoreRx NS 9.0” is intended for use on adult
patients 18 years of age or older as an aid for the reduction and/or alieviation of
snoring.

Predicate Devices

The Consumer Health Products “SnoreRx NS 9.0” is substantially equivalent in
intended use, principal of operation and technological characteristics to the typical
devices cleared under Product Code LRK as well as those listed below

A summary of the substantial equivalence between the Consumer Health Products

“SnoreRx NS 9.0” and the predicates is found in the table below.

Substantial Equivalence Table

Product Intended Use Principle of | Overall
Operation Technological
Characteristics
Consumer The Consumer Health Products “SnoreRx NS 9.0” | Provides for | Custom fitted
Health is intended for use on adult patients 18 years of age | mandibular plastic intraoral
Products or older as an aid for the reduction and/or repositioning | device inserted
SnoreRx NS alleviation of snoring. to increase over the upper
9.0 pharyngeal and lower dental
space arches.
SomnoGuard | Intended to reduce night time snoring and mild to SAME SAME
(K050592 moderate obstructive sleep apnea (OSA) in adults
Silencer Intended to reduce or eliminate night time snoring SAME SAME
(K954530) in patients 18 years of age or older only.
SnoreControl . | The anti-snoring device is intended to alleviate or SAME SAME
(K963591) correct snoring

1

w
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Performance Testing

Performance testing was conducted by CIRO Design & Engineering for the
Consumer Health Products SnoreRx NS 9.0 to demonstrate the integrity and
suitability of the device for its intended use. The results of the testing indicate that
the Consumer Health Products SnoreRx NS 9.0 C is substantially equivalent to the
predicate devices and is safe and effective for its intended use.
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12.  Device Description

The Consumer Health Products SnoreRx NS 9.0 is an intraoral device used at
night to reduce or eliminate snoring by advancing the lower jaw and thereby
minimizing air obstruction and turbulence. The common term for these types of
devices is a Mandibular Adjusting Device (MAD). The device consists of two
custom fabricated trays (constructed with a material to allow for customizing
teeth impression) that fit separately over the upper and lower dental arches, and
engage each other in the anterior area of the mouth. This interface, and thus this
device, functions as a mandibular anterior repositioner, which acts to increase the
patient’s pharyngeal space, improving the ability to exchange air during sleep.

. SnoreRx NS 9.0

This schematic provides a detailed description of the SnoreRx NS 9.0. The arrows in the
front illustrate the airway channels that facilitate mouth breathers. The engraved word
"PUSH" serves to unlock the lower tray for resetting. The gradient scale, "10-5-1"
records the setting that corresponds to the relative repositioning distance selected for
quick future reference.
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The illustration noted above provides a rear view of SnoreRx NS 9.0. The upper
tray, like the lower tray includes a center channel that utilizes a typical “boil and
bite” method for customizing teeth impression.

This side view schematic illustrates via the "arrow” how the lower tray may be advanced.
The indicator labeled "PUSH" unlocks the upper and lower trays for micro adjustment of
the device. The selected setting is then recorded on the side scale. The setting in the

schematic is noted as "5".

M
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SnoreRx NS 9.0
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The schematic above depicts a potential patient reclined on his back
wearing the SnoreRx NS 9.0. The "arrows" indicate air intake
through the patient's mouth, through the SnoreRx and into the patient.
It also notes a slight advancement of the lower jaw.

f  ———————— - ]
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Dimensional information for the device is provided in the following figures
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(b)(4) Engineering Drawings
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Drawings showing the two materials used
(b)(4) Engineering Drawings
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(b)(4) Engineering Drawings
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Device Construction

The Consumer Health Products SnoreRx NS 9.0 is fabricated from materials
commonly used in the dental device industry and manufactured using well-known
and established processes.

The tray material, Eastar Copolyester MN058 has been found to be biocompatible
and is utilized in many previously cleared devices. The material is molded into
the desired shape using molding processes that are validated and are
accomplished without the use of mold release agents or other potential
contaminants. Additionally, the impression component, Dupont ELVAX 3165
EVA has also been found to be biocompatible. This material is also molded into
the desired shape using molding process that are validated and accomplished
without the use of mold release agents or other potential contaminants.
Subsequent to the molding operation, the EVA molded components are pressed
into the trays. The EVA allows for customization of the teeth impressions.

The molding operation, the assembly of the device, and the final packaging of the
device is completed in a controlled manufacturing environment utilizing
documentation and procedures that are compliant with the FDA QSR.

Device Operation and Features

The SnoreRx NS 9.0 employs a "Boil & Bite" design to provide a custom
impression for each patient. The SnoreRx is boiled for one minute, removed, and
then cooled for 7-10 seconds. It is then placed in the patient's mouth where they
will bite down will full force for 30 seconds. It is then removed and place in a
bowl of ice water for thirty seconds. This acts to lock in the teeth impression.

SnoreRx NS 9.0 works by allowing either the patient, or healthcare professional,
to micro adjust the upper or lower trays in lmm increments. It locks in the
desired setting, but also allows for future changes. By depressing the indicator
labeled "PUSH" it unlocks the setting. By continuing to depress the button
labeled "PUSH," you may then move the lower tray into the new desired position.
By releasing the "PUSH” button, the new setting is locked in place.
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13.  Substantial Equivalence Discussion

Information on these substantially equivalent devices is provided in APPENDIX 1 of this
premarket notification.

The 510(k) “Substantial Equivalence” Decision-Making Process in ODE Guidance
Document #K86-3, Guidance on the CDRH Premarket Notification Review Program,
was used to determine substantial equivalence (see Figure 13-1). Tables shown below
compare the attributes of the predicate devices to the Consumer Health Products
“SnoreRx NS 9.0”. Answers to the relevant questions lead to a determination of
substantial equivalence, as follows:

1. DOES THE DEVICE HAVE SAME INDICATION STATEMENTS? YES

The indication statements for the Consumer Health Products “SnoreRx NS 9.0 are
represented by the predicate device(s), in whole or in part, as illustrated in Table 13-1
below:

Table 13-1: Comparison of Indication Statements

is intended for use
on adult patients 18
years of age or
older as an aid for
the reduction
and/or alleviation
of snoring only.

obstructive sleep
apnea (OSA) in adults

Consumer Health SomnoGuard SILENT KNIGHTS KENNETH
Products K950592 VENTURES, INC HILSEN
“SnoreRx NS 9.0 Silencer SnoreControl
K954530 K963591
The Consumer Intended to reduce Intended to alleviate | The anti-snoring
Health Products night time snoring snoring in patients 18 | device is intended to
“SnoreRx NS 9.0” | and mild to moderate | years of age or older. | alleviate or correct

snoring

E.G., DESIGN, MATERIALS, ETC.?

2. DOES NEW DEVICE HAVE THE SAME TECHNOLOGICAL CHARACTERISTICS,

YES

The Consumer Health Products “SnoreRx NS 9.0” has similar technological
characteristics when compared to the predicate devices (e.g. principal of operation,
placement methods, etc.). The tables below illustrate the similarities and differences
in technological characteristics:

. ———————
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Comparison of Predicate Devices
[807.92(a)(5)]
Attribute SnoreRx  SomnoGuard Silencer SnoreControl
K110564 K950592 K954530 K963591
Year FDA Cleared 2006 1995 1997
Intended as an intraoral device Yes Yes Yes Yes
Intended to reduce or help alleviate snoring Yes Yes Yes Yes
Indicated for use with persons who snore Yes Yes Yes Yes
Indicated for single user Yes Yes Yes Yes
Indicated for use at home Yes Yes Yes Yes
"Boil & Bite" material for fitting Yes Yes Yes Yes
Can be adjusted Yes Yes Yes Yes
Permits User to breath through mouth & nose Yes Yes No Yes
Fixed and stable retention Yes Yes No Yes
Designed with upper and lower tray Yes Yes No Yes
Custom for each user Yes Yes Yes Yes
Incorporates alignment for proper fitting Yes Yes Yes Yes
Placed in users mouth each evening Yes Yes Yes Yes
Cleaned daily Yes Yes Yes Yes
Easily removed from mouth Yes Yes Yes Yes
Sanitized when boiled Yes Yes Yes Yes
Non Sterile Yes Yes Yes Yes
Heat Sensitive Moldable Yes Yes Yes Yes
Health Grade Copolymer Plastic BPA FREE Yes Yes Yes Yes

— e —

Consumer Health Products, Inc
SnoreRx NS 9.0

Premarket Notification

215

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



Records processed under FOIA Request # 2015-4518; Released by CDRH on 11-30-2015
Section 13 Substantial Equivalence Discussion

DESCRIPTION OF PREDICATE DEVICES

SnoreRx NS 9.0: is designed as a "Boil & Bite"

oral appliance to treat snoring in adults only. Offers micro
adjustments in 1mm increments to achieve maximum
comfort and clinical effectiveness. The setting may be

may be changed at any time and re adjusted. Future
adjustments can also be made. Full airflow through two

” front air channels accommodates mouth breathers. A central
SnoreRx NS 9.0 centering 'V' channel assures proper alignment.

SomnoGuard AP: Two part manidibular adjustable oral
appliance with thermoplastic body to treat snoring. A
Health grade polycarbonate plastic shell accommodates for
the teeth impression after boiling. Offers micro
adjustability. Front offers full air flow for mouth breathers.
Features fixed and stable retention and proper alignment.

SomnoGuard AP

Silencer: A fully adjustable oral appliance for the treatment
of snoring. It is capable of 10mm of adjustment. It is made
from Health grade plastic that offers excellent fixation.
Front air channel allows for mouth breathers.

Silencer
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Snore Control: Consists of two Health grade thermoplastic
trays with a velcro like attachments on the occlusal surfaces
of both. It is retained by friction grip to the teeth. This
provides full adjustment over a wide range by the patient.

A front air channel provides full air flow for mouth breathers

Snore Control

PERFORMANCE DATA EQUIVALENCE

Performance Standard SnoreRx | SomnoGuard | Silencer | SnoreControl
central front
Design - provides adequate air channel two in front channel channel front channel
Design - incorporates alignment feature Yes Yes Yes Yes
Design - setting may be changed and reset Yes Yes - screw Yes - Plate Yes - Velcro
Design - Employs two trays - upper / lower Yes Yes Yes Yes
Offers custom thermal fit Yes Yes Yes Yes
Yes -

Locking mechanism to maintain advancement Yes Bolt/screw Yes - plate Yes - Velcro
Ability to micro adjust advancement Yes Yes Yes Yes
Material - Health grade thermoplastic Yes Yes Yes Yes

3. ARE THE DESCRIPTIVE CHARACTERISTICS PRECISE ENOUGH TO ENSURE

EQUIVALENCE? SOURROOIE- ST S W . | -
The descriptive characteristics of intraoral devices for snoring are
reasonably precise and provide adequate information to determine
equivalence. The Consumer Health Products SnoreRx NS 9.0 and the
identified predicates are all intraoral devices used at night to reduce or
eliminate snoring by advancing the lower jaw and thereby minimizing air
obstruction and turbulence. The devices typically consist of two custom
fabricated trays that fit separately over the upper and lower dental arches
and engage each other in the anterior area of the mouth. This interface,
and thus these devices, functions as a mandibular anterior repositioner,
which acts to increase the patient’s pharyngeal space, improving the
ability to exchange air during sleep.

m
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4. ARE PERFORMANCE DATA AVAILABLE TO ASSESS EQUIVALENCE?..... YES

Performance data assessing the safety and effectiveness of the Consumer
Health Products “SnoreRx NS 9.0” are included in this premarket
notification submission to adequately assess and report on the device
performance. Performance data was based on well-known characteristics
common to the predicate devices.

5. DOES THE PERFORMANCE DATA DEMONSTRATE EQUIVALENCE? ....... YES

The performance data submitted in this premarket notification clearly
demonstrates equivalence between the Consumer Health Products
SnoreRx NS 9.0 and the predicate device.

6. REASON FOR PREMARKET NOTIFICATION?
Commercial distribution of a new substantially equivalent device.

CONCLUSION:

The Consumer Health Products “SnoreRx NS 9.0” and the referenced
predicates are all intended for use as an intraoral device to reduce or
eliminate snoring. The Consumer Health Products “SnoreRx NS 9.0” and
the predicate devices all provide a method for advancing the lower jaw.
Consumer Health Products “SnoreRx NS 9.0” and the predicates all have
plastic bite trays and a predetermined mechanical action that provide for the
clinical effect. The Consumer Health Products “SnoreRx NS 9.0” is
substantially equivalent, in terms of intended use, principle of operation,
technological characteristics, and performance characteristics to the listed
predicates.

————
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(@Y
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3
Not “substantially ©

New device is compared to equivalent”

marketed device Determination
| _
Does new device have same Do the differences alter the intended
indications statement? therapeutic diagnostic effect?

_ Yes
New device has same intended use and may be | _ New deviee has new intended use —||

substantially equivalent under FFDCA

¥ Yo

Does the device have the same technological Conild s new chumetinistics Do the new characteristics raise new
characteristics, ¢.g. design. materials, etc...? : ; F types of safety or effectiveness
affect safety or effectivencss? ? e TS
d questions’
* Yes

Are the descriptive characteristics Do accepted scientific methods exist
precise enough to ensure for assessing effects of new
Yes equivalence? characteristics?
Yes .y-dvmn_.m...uhbrn data Are performance data available to
availat .M__o E_”oua assess effects of new
et characteristics?
Performance
Yis Yes data required
Performance Performance data demonstrate Substantially Performance data demonstrate
data required equivalence? Equivalent equivalence?
Not substantially equivalent Not substantially equivalent

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-79

Substantial Equivalence Decision Making Process for the Consumer Health Products “SnoreRx NS 9.0.
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14. Proposed Labeling

The following sections contain the proposed labeling (Section 14.1) and proposed instructions for use
(Section 14.2)

14.1 Primary Labeling
DRAFT BOX LABEL

SnoreRx NS 9.0

You deserve a good night's rest
WE GUARANTEE IT!

Cauation: Federal law restricts this device to sale on or by order of a
physician or an appropriately licensed practitioner

—— J

,_:l/‘_g.\\ OADSA 2011
1‘\ '; ) . J ] Ments & Excends
B .

Recommended Standards

R e e ==
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14.2 Draft Instructions for use

SNORERX
NS 9.0

INSTRUCTIONS FOR CARE & USE
[21 CER 80787()]

FEDERAL LAW (USA) RESTRICTS THIS DEVICE TO SALE BY OR ON THE
ORDER OF A PHYSICIAN, OR AN APPROPRIATE LICENSED
PRACTITIONER

SnoreRx NS 9.0 is an intraoral appliance designed to reduce or eliminate snoring
by keeping your airway open. It does not treat any Health or clinical condition. If
you believe you may have a Health issue such as sleep apnea, you should consult
your healthcare professional immediately.

CONTRAINDICATIONS
The SnoreRx NS 9.0 is contraindicated in patients who:

e Patients with sleep apnea

e Patients under the age of 18

e Patients with a history of TMD, temporomandibular disorder

e Patients who have had teeth implants within the past year

e Patients who wear dentures

e Patients with loose teeth, abscesses, or severe periodontal gum disease
o Patients undergoing orthodontic treatment

e Patients with chronic asthma, emphysema, or any respiratory disorder

P e e ]
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WARNINGS
The use of the SnoreRx NS 9.0 may cause:
e Tooth movement or changes in dental occlusion

Gingival or dental soreness
Pain or sorencss to the temporomandibular joint

Excessive salivation

PRECAUTIONS

Dentists should consider the Health history of the patients, including history of
asthma, breathing, or respiratory disorders, or other relevant health problems, and
refer the patient to the appropriate healthcare provider before prescribing the
device.

HOW TO PREPARE FOR FITTING

1. You should first brush your teeth
2. Next floss to remove any remaining food particles

PREPARING FOR A CUSTOM FIT

You will need the following:

e Timer with second hand e A small pot for heating two quarts of boiling water
e A towel

¢ A spatula, or tongs

e A small bowl of ice water

FITTING PROTOCOL
Fitting SnoreRx NS 9.0 is simple and straightforward when these step by step
directions noted below are followed.

1. Boil two quarts of water, remove the pot from the stove and turn off the
stove. Do not leave boiling water unattended.
2. Using the spatula or tongs place the SnoreRx NS 9.0 in the boiled water for

precisely one minute. Use the spatula, or tongs to hold the SnoreRx
submerged in the water. =

3. Let the SnoreRx cool for 7-10 seconds, then:

Place it in your mouth

Bite down firmly for thirty seconds

Remove from your mouth

Place in a bowl of ice water for one minute. DONE!

e e — — — —_— — e — ]
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SnoreRx NS 9.0 works best if you have made a deep impression of your teeth. If
you have not made the best impression of your teeth, repeat steps 1,2.3.

BEFORE YOU USE SNORERX NS 9.0

We recommend that you wear your SnoreRx NS 9.0 for 1-3 hours for each of the
preceding two days. This helps acclimate your mouth to wearing it. Be advised it
normally takes 4-7 days for most users to achieve a level of comfort to wearing the
SnoreRx NS 9.0. You certainly may take it out if you are awakened by wearing it
initially.

NOTICE
Your SnoreRx is now thermally custom fitted to you. No one else should attempt
to use it.

CAUTION:

It is not normal to experience severe, sharp pain or for your jaw to suddenly
become more limited in its ability to open, or experience clicking, or popping
sounds when you move your jaw. These symptoms may be an indication of
temporomandibular disorder, or TMD. If your snoring becomes worse, or you
experience difficulty breathing while using SnoreRx NS 9.0 DISCONTINUE
USE IMMEDIATELY. If these symptoms persist, contact your dentist, or
physician. Contact the company for a full refund.

CARE OF YOUR SNORERX NS 9.0

Be sure to store your SnoreRx in a cool dry place. Clean with a toothbrush, or
ultrasonic cleaner after each use. Do not use harsh chemicals like bleach, or
ammonia.
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15. Sterilization and Shelf Life

Sterility
This section does not apply. The SnoreRx NS 9.0 is provided non-
sterile.

Shelf Life

The shelf life of the product has been established based on the
package integrity testing performed to confirm that the packaging
protects the product from damage during distribution and the
functional performance of the device materials.
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16.  Biocompatibility

Applied Standard

ISO 10993 along with the USP was used as a standard for
biocompatibility compliance. ISO 10993-1 was used to determine the
appropriate categorization of the device based on the nature and duration
of contact with the body. The Blue Book Memorandum G95-1 entitled
“Use of International Standard ISO- 10993, Biological Evaluation of
Health Devices Part 1: Evaluation and Testing” and Table 1 of ISO
10993-1 were used as tools for the initial evaluation of tests for
consideration.

Categorization of the device

Intended Use

The Consumer Health Products “SnoreRx NS 9.0” is intended for use on
adult patients 18 years of age or older as an aid for the reduction and/or
alleviation of snoring.

Nature and duration of body contact

The SnoreRx NS 9.0 is a surface device that contacts intraoral (i.e.
mucosal, gingival, and palatal) surfaces for prolonged contact.

M
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Test Selection

Based on the device categorization outlined above, the nature of the
material contact and the guidance given in ISO 10993-1 as well as FDA
Blue Book memorandum G-95, the minimum tests deemed appropriate
for the device materials were selected as shown in the table below:

Table 16-1: Materials List / Test Selection

Material Component/ Test Selection
(b)(4) Nature of contact

Cytotoxicity- MEM Elution
Surface (mucosal) contact Irritation- Intracutaneons
Prolonged tissue contact for less | Sensitization- Guinea Pig
than 30 days. Maximization

Surface (mucosal) contact Systemic toxicity
Prolonged tissue contact for less | Intracutaneous toxicity
than 30 days Intramuscular implantation

(b)(4)

All studies were conducted in compliance with the current FDA 21 CFR,
Part 58 - Good Laboratory Practice
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Conclusion
The results from all tests indicate that the materials utilized to fabricate the

Consumer Health Products SnoreRx NS 9.0 is non-toxic, and non-irritating
and therefore biocompatible for its intended use.

T — — — — —————— e O @ @ O @ o
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I INFORMATION

Data Sheet
MSDS
Biocompatibility Test Results from ZS,

Consumer Health Products, Inc
SnoreRx NS 9.0 Premarket Notification

- 229

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



Records processed under FOIA Request # 2015-4518; Released by CDRH on 11-30-2015

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



Records processed under FOIA Request # 2015-4518; Released by CDRH on 11-30-2015

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



Records processed under FOIA Request # 2015-4518; Released by CDRH on 11-30-2015

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



Records processed under FOIA Request # 2015-4518; Released by CDRH on 11-30-2015

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



Records processed under FOIA Request # 2015-4518; Released by CDRH on 11-30-2015

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



Records processed under FOIA Request # 2015-4518; Released by CDRH on 11-30-2015

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



Records processed under FOIA Request # 2015-4518; Released by CDRH on 11-30-2015

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



Records processed under FOIA Request # 2015-4518; Released by CDRH on 11-30-2015

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



Records processed under FOIA Request # 2015-4518; Released by CDRH on 11-30-2015

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



Records processed under FOIA Request # 2015-4518; Released by CDRH on 11-30-2015

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



Records processed under FOIA Request # 2015-4518; Released by CDRH on 11-30-2015

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



Records processed under FOIA Request # 2015-4518; Released by CDRH on 11-30-2015

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



Records processed under FOIA Request # 2015-4518; Released by CDRH on 11-30-2015

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



Records processed under FOIA Request # 2015-4518; Released by CDRH on 11-30-2015

Section 16 Biocompatibility
S INFORMATION
Data Sheet
MSDS

EVA Biocompatibility Information

Consumer Health Products, Inc
SnoreRx NS 9.0 Premarket Notification

243

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



Records processed under FOIA Request # 2015-4518; Released by CDRH on 11-30-2015

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



Records processed under FOIA Request # 2015-4518; Released by CDRH on 11-30-2015

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



Records processed under FOIA Request # 2015-4518; Released by CDRH on 11-30-2015

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



Records processed under FOIA Request # 2015-4518; Released by CDRH on 11-30-2015

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



Records processed under FOIA Request # 2015-4518; Released by CDRH on 11-30-2015

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



Records processed under FOIA Request # 2015-4518; Released by CDRH on 11-30-2015

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



Records processed under FOIA Request # 2015-4518; Released by CDRH on 11-30-2015

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



Records processed under FOIA Request # 2015-4518; Released by CDRH on 11-30-2015

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



Records processed under FOIA Request # 2015-4518; Released by CDRH on 11-30-2015

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



Records processed under FOIA Request # 2015-4518; Released by CDRH on 11-30-2015

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



Records processed under FOIA Request # 2015-4518; Released by CDRH on 11-30-2015

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



Records processed under FOIA Request # 2015-4518; Released by CDRH on 11-30-2015
Section 17 . Software

17.  Software

This section does not apply.

W
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18.  Electromagnetic Compatibility and Electrical Safety
This section does not apply.

i
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19.  Performance Testing

Bench testing was performed on the Consumer Health Products SnoreRx NS 9.0
to support the substantial equivalence of the device to the identified predicates.

SnoreRx NS 9.0 samples were tested to establish performance of key design
features to substantiate equivalence. All test units were representative of finished
devices. The key functions and performance criteria were established based on
an approved Risk Analysis conducted on the device design.

(b)(4) Test Data

Conclusion

All test units satisfied the established acceptance criferia. The results of the
testing support the equivalence of the Consumer Health Products SnoreRx NS 9.0
to the predicate devices

e —————————————————————
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S

PERFORMANCE TESTING
MouthGuard NS 9.0

Test Protocol Within Qutside
Specifications | Specifications

(b)(4) Test Data
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Section 20 Performance Testing- Animals
o 20. Performance Testing- Animals

This section does not apply.
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21, Clinical Data
This section does not apply.
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SomnoGuard
(K050592)

SomnoGuard : Two part manidibular adjustable oral
appliance with thermoplastic body to treat snoring. A
Health grade polycarbonate plastic shell accommodates for
the teeth impression after boiling. Offers micro
adjustability. Front offers full air flow for mouth breathers.
Features fixed and stable retention and proper alignment.

e ——
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Level 3, 20 Clarke Stroe!
Crows Mesl, NSW 2085

ommnofMed T bt

M@ Tel: +812 94399890
Fax: +91294399892
wWww.somnomed.com.au
510(k) Summary
Contact Porson: Elaine Duncan ‘

Paladin Medical Inc. JuL1e 2005

PO Box 560

Stillwater MN 55082

Tel: (715)549 6035
Fax: (715) 549 5380

Brand Name: SOMNOMED MAS RXA

Common Name: Mandibutar advancement device
Classification Name: Device, anti-snoring (21CFR872.5570})
Product Code: LRK

Praedicate Device: MDSA K042161

Cate Prepared: 3 March 2003

Description Of The Device: The Somnomed MAS RxA is an intraoral device used for
treating Snoring and Sleap Apnea. It consists of two custom fittad frays which fit aver the
upper and lower teath and engage by means of adjustable lugs. The davice functions as a
mandibular repositiorer, which acts to increase the patient's pharyngea! space, improving
their ability to exchange eir during steep. The device is custom made for each patient and
has the adjustment mechanism enabling the amount of mandibular advancement to be set
by the dentist or physician at the time of fiting the device.

Indications Fer Use: The SomnoMed MAS RxA is intended lo reduce night time snoring
and mild to moderate obstructive sleep apnea (OSA) in adults.

Summary of Equivalence: The Somnomed MAS RxA is considered to be substantially
equivatant to the Bird MDSA device. Both the Somnomed MAS RxA and the MDSA are
prescription Custom Made Utrstabte mandibular repositioning dovices tor the dental
treatment of patients suffering snoring and mild to moderate obstructive sleep apnea.

Tha technical dosigns and manufacture of the two devices are almast identical, being
composed of custom filted acrylic trays which fit onto the upper and lower leeth and which
are positioned in refation to each other by an adjustable mechanism. The only design
differonce is in tha naturo of the adjustable mechanigms in the two dovices. The MDSA
devica achieves mandibular advancement by means of a locking clasp placed at the front
centro of the two acrylic trays, whereas the Somnomed RxA uses interfocking lugs and
wings placed on the sides of the trays. The dental acrylic, adjustment scraws and ball
clasps used to manufacture the Somnomed MAS RxA have all been granted prior 510(k)
approval for use in manufacture of dental appliances

A nisk assessment cancluded that there were no new safety concemns raised by the design
of the Semnomad MAS RxA.

7 — 1 {(amendcd)
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H / DEPARTMENT OF HEALTH & HUMAN SERVICES ' Public Health Service
’l".
bt Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850
o i
Somnomed Limited JUL 12 2005
C/0O Ms. Elaine Duncan . e
Paladin Medical Incorporated
P.O. Box 560

Stillwater, Minnesota 55082

Re: K050592
Trade/Device Name: MAS RxA
Regulation Number: 21 CFR 872 8570
Regulation Name: Intraoral Devices for Snoring and Intraoral

Devices for Sroring and Obsiructive Sleep Apnea -

Regulatory Class: 11
Product Code: LRK
Dated: June 9, 2005
Received: June 15, 2005

Dear Ms. Duncan:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have dewermined the device is substuntially equivalent (for the
indications for use stated in the enclosurc) to legally marketed predicate devices marketed in
interstate commercee prior to May 28, 1976, the cnactment date of the Medical Device
Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food, Drug, and Cosmetic Act {Act) that do not require approval of a premarket
approval application {MA). You may, therefore, market the device, subject to the general
controls provisions of the Act. The general contrals provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice,
labeling, and prohibitions against misbranding and adulteration.

if your device is classified {sce above) into cither class IT (Special Controls) or class [11
{PMA), it may be subject to such additional controls. Existing major regulations affecting
your device can be found in the Code of Federnl Regulations, Titte 21, Parts 800 o 898, In
addition, FDA may publish further announcements conceming your device in the Federnt

Repister.
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Page 2 - Ms. Duncan

Please be advised that FDA’s issuance of a substantiat equivalence determination does not
mean that FDA has made a determination that your device complies with other requirements
of the Act or any Federal statutes and regulations administered by other Federal agencies.
You must comply with all the Act’s requirements, including, but not limited to: registration
and tisting (21 CFR Part 807); iabeling (21 CFR Part 801); good manufacturing practice
requirements as set forth in the quality systems (QS) mgula.non (21 CFR Part 820); and if
applicable, the electronic product radiation control provisions (Sccuons 531-542 of the Act);

21 CFR 1000-1050.

“I'his letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notfication. The FDA {inding of substantial equivalence of your device to a
legally marketed predicate device results in a classification for your device and thus, permits
your device to proceed to the market.
If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
please contact the Office of Compliance at (240) 276-0115. Also, please note the regulation
entitled, "Misbranding by rcfercnce to premarket notification™ (21CFR ban 807.97). You
may obtain other gencral information on your responsibilitics under the Act from the
Division of Small Manufacturcrs, Internationnl and Consumer Assistance at its toll-free
number (300) 638-2041 or (301) 4436597 or at jis Internet address

hip:fiwww fda gov/edrh/findustry/suppon/index.htmi.

Sincerely yours,

[})
Chm: Lin, PR.D. e

Director

Division of Anesthesiology, Generud Hospiltal,
Infection Contro] and Dental Devices

Office of Device Evaluation

Center for Devices and

Radiologica! Health
Enclosure
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Appendix 1

FDA 510{k) - K050592 - Response fo Reviewers Questions: Somnomed MAS RxA

Indications For Use

510(k) Number (if known): K050592

Device Name: MAS RxA'

Indications For Use:

The SomnoMed MAS RxA is intended to reduce night ime snoring and mild to moderate
obstructive sleep apnaa (OSA) In adulls,

Prescription Use X AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D} (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF NEEDED)

Concurrence of CORH, Office of Device Evaluation {ODE)

W /M, A5%

{)Q“inwsm Sign-Of) A
ision of Anasthesiology, o
Infection Control, Dental Deﬁen:m  Hospitat,

5100 Number___ K 0 50542,

5-1 (Amended)
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Silencer
(K954530)
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510(k) Premarket Notification

510 ! Redisiration$ | Adverse | Recalls | PMA | Classification | Standards
i’@r P Listing Events |
prrSenrel QEB&mE | iation-Em | XRay | Medsun [CLIA
aw a a e as|
Device Classification Name Device, Anti-Snoring
510(¥K) Number K954530
Device Name THE SILENCER
SILENT KNIGHTS VENTURES, INC.
Applicant 1050-1188 West Georgia St.
Vancouver,
Contact L. Wayne Halstrom
Regulation Number 8725570
Classification Product Code LRK
Date Received 09/29/1985
Decision Date 10/30/1995
Decislon Substantially Equivalent (SE)
Classification Advisory Committee Dental
Review Advisory Committee Dental
Type Traditional
Reviewed By Third Party No

Expedited Review
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SnoreControl
(K963591) -
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DEPARTMENT OF HEALTH & HUMAN SERVICES - Public Hoalth Service

Food and Drug Adménistration

9200 Corpovate Boulevard
Rockville MD 20850

Mr. Kenneth Hilsen

¥r. Stephen E. Feldman

C/0 Law Office of Stephen E. Feldman, P.C. JAN -9 g

12 East 41" Street
New York, New York 10017

Re: K963591
Trade Name: Snoring Control Device
Regulatory Class: Unclassified
Product Code: LRK
Dated: October 17, 1997
Received: October 21, 1997

Dear Mrx, Hilsen:

We have reviewed your Section 510(k) notification of intent to
market the device referenced above and we have determined the
device is substantially equivalent {for the indications for
use stated in the enclosure} to devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the
Medical Device Amendments, or to devices that have been
reclassified in accordance with the provisions of the Federal
Food, Drug, and Cosmetic Act (Act}. You may. therefore,
market the device, subject to the general controls provisions
of the Act. The general.controls provisions of the Act
include requirements for annual registration., listing of
devices, good manufacturing practice, labeling, and
prohibitions against migbranding and adulteration.

1f your device is claesified (see above) into either class 11
(Special Controls) or class III (Premarket Approval), it may
be subject to such additional controls. Existing major
requlations affecting your device can be found in the Code of

Fedexal Regulations, Title 21, Parts 800 to 895. A

substantially equivalent determination.assumes..cempliance .with -

the current Good Manufacturing Practice regquirement, as set
forth in the Quality System Regulation (0S8} for Medical
Devices: General regulation (21 CFR Part B20} and that,
through periodic (QS) inspections, the Food and Drug
Administration (FDA} will verify such assumptions. Failure to
comply with the GMP regulation may regult in regulatory
action. 1In addition, FDA may publish furtheg announcements

concerning your device in the Federal Register. Please note:
this response to your premarket notification submission does
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Page 2 - Mr. Hilsen

not affect any obligation you might have under. sections 531
through 542 of the Act for devices under the Electronic
Product Radiation Control provisions, or other Federal laws or

regulations.

Thig letter will allow you to begin marketing your device as
described in your 510 (k} premarket notification. The FDA
finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your
device and thus, permits your device to proceed to the market.

If you desire specific advice for your device on our labeling
regulation (21 CFR Part 801 and additionally 809.10 for in
vitro diagnostic devices), please contact the Office of
Compliance at ({301) 594-4618. Additionally, for questions on
the promotion and advertising of your device, pleage contact
the Office of Compliance at (301) 534-4639. Also, please note
the regulation entitled, °"Misbranding by reference to
premarket notification® (21 CFR 807.97). Other general
information on your responsibilities under the Act may be
obtained from the Division of Small Manufacturers Assistance
at its toll-free number (800) 638-2081 or {301) 443-6527 or at
ite internet address "http://www.f H.gov/cdrh/dsmamain.html".

Divisich of Dental, Infection Control
and General Hoppital Devices

Office of Device Bvaluation

Center for Devices and
Radiological Health

Enclosure

P —_—,— e, —ee——m e -]
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( T EXHIBIT 5 Pag 1ol 1

5 lo(k') Number (if known): ot Enoun

* Device Name:___ Hilsen Aati-Snoring Device

Indications For Use;

The Anti-Snoring Device i3 intaended to alleviate or corroct
sgoxring.

"WWWTWBWMSLM-WONWPAGEEM

Cumeurrence of CDRIL omaofoe»ieeswlmcn—('o‘f)'ﬁ)‘”’

Dreision of Deret, Slecen Control.
e e O
5100k} Numbee
Prescription Use___L~" OoR Over-The-Couater Use
(Per 21 CFR 801.195) .
{Opticnal Farmat 1-2-96)
o — — e —_—_—, e e e - - oe—_——_ 1
Consumer Health Products, Inc

SnoreRx NS 9.0 Premarket Notification
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“omedC.  COVER SHEET MEMORANDUM

1 Reviewer Name - _ (g,' 4 &m
‘bject:  510(k) Number . - |/\ 7216{/%2

" o The Record
o] e eCQr /

Please list CTS decision code § ¢

O Refused to accept (Note: this is considered the first review cycle, See Screening Checklist

http:/feroom.ida. qovleRoomReq!FllestDRH3ICDRHPremarketNotlﬁcatlon51DkProqramlD 563‘1!Screenmq%ZOCheckllst"/oZO?“/a
. 202%2007 doc ) .

0 Hold (Additional Information or Telephone Hold).
.tp\flnal Decision ggE)SE with Limitations, NSE (select code below), Withdrawn, etc.}.

Not Substanhatly Equivalent (NSE) Codes

0 NO _ NSE for lack of predicate

0 -NI NSE for new intended use

0 NQ NSE for new technology that raises new questions of safety ‘and effectiveness
- O NP : NSE for lack of performance data

O NM - NSE requires PMA

B NS NSE no response

0O NH NSE-for another reason

Please complete the following for a-final clearance decision (i.e., SE, SE with leltatmns etc.):

Indwcatlons for Use Page Attach IFU
15 "‘fk) SummaryiStO( ) Statement ' Attach Summar}/ 7
.hful and Accurate Statement. ' Must be present fora Fmat Decnsmn Ve
e T 1Y e £7E M il - At £ a1 ¢ - C o ——— i - "|
i ? . . i
.he device Class 117 . _ L
1 If yes, does firm include Class || Summary? | Must be-present for a Frna.’ Decision Lo
- — —— S — R [ . — .J. . . e —— b R ki
.Does firm reference standards? ' = i
{If yes, please attach form from hitp:/fwww.fda. qovfopacom/morechotceslfdaforms/FDA / '
3654.pdf). RS ~
Is this a combination produyct? ;
(Please specify category see ; e
htip:/feroom.fda.govieRoomRea/Files/CORH3/CDRHPremarkelMNotification510kProgram/0_413b/C0O % ;
MBINAT%ON%2OPRODUCT%20ALGORITHM%ZO(REVISED%EUS 12- 03) DOC | .
Is this a reprocessed single use device? ' ', |
(Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510(k)s for % 7|
___Reprocessed Single-Use Medical Devices, htto://www.fda.gov/cdrh/ode/quidance/1218.himl) , .
— Is this device mtended for pednatnc use only? IR
| Is this a presonphon dewce’P {If both prescriptlon & OTC check bo h boxes.) e
Oid the appﬂr:—étion include a completed FORM FDA 3674 Certification wilh Requwements of o
ClinicalTrials.gov Data Bank? o R
s clinical data necessary to support the review of this 510(k)?
For United States-based clinical studies only: Did the application include a completed FORM
FDA 3674, Certification with Requirements of ClinicalTrials.gov Data Bank? {{f study was v
= | .conducted in the United Siatés, and FORM FDA 3674 was not included ar incomplete, then
appllcant must be contacted to obtaln comp!eted form ) A A
s this device include an Animal Tissue Source? L v
Pedialric Patients age<=21 A

£ 52114

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.g‘ex‘:/ o]r 5'0'1-796-&1 18
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Neonate/Newborn (Birth to 28 days) 1 '/\
-Infant (29 days -< 2 years old) ' : -

d (2 years -< 12 years old) el
dolescent (12 years -< 18 years old) ' St
ransitional Adolescent A (18 <21 years old) Special considerations are being given to this A

group, different from adult$-age 2 21 (different device desugn or testmg different protocol

procedures, etc.) : ,

Transmonal Adolescent B (18 <= 21; No special conSIderatnons compared to adults => 21 years /

old)

Nanotechnology _ v

Is this device subject to the Trackmg Regulation? (Medical Device Tracking : Contact OC. | v
Guidance, hitp:/iwww.fda. qovlcdrhicomplqmdanceﬁ69 html) i § i |

Regulation Number ~ " Class* ’ Product Code

AL gL-8570 | LR

Ifunclassmed see 510(k) Staff)

Additional Product Codes: /"-\

Review: Mm : (hgm ) ))0} )ZL
(Branch Chigfy - (Branch Code) (Date)’

Final Review: 4[\L« ' , l / (5 ) [
{Division Director) ' (Date)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhS._g_gVIOF|3Q1-796?1 18
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Food and Drug Administration
Office of Device Evaluation
10903 New Hampshire Avenue
Silver Spring, MD 20993

Premarket Notification [510(k)} Review
Traditional/Abbreviated

510(k) Memorandum
TO: The Record
FROM: Sheena A. Green
ODE/DAGID/DEDB
DATE: November 14, 2011

SUBJECT:  SnoreRX NS 9.0 (K112205/52)

CONTACT: Gary Mocnik
Regulatory Consultant
Aliso Viejo, CA 92656
Phone: (949)433-0413
Fax: (949)831-9944

Email: gmocnik(@cox.net

RECOMMENDATION: Substantially Equivalent (SE)

Purpose and Submission Summary:

Gary Mocnik & Associates of Aliso Viejo, CA has submitted a pre-market notification (510(k))
on behalf of Consumer Health Products, Inc of Laguna Niguel, CA to introduce the SnoreRX NS
9.0 into interstate-commerce. SnoreRX NS 9.0 would be regulated as a prescription Class II
medical device, and would be classified under 21 CFR 872.5570, as an Intraoral device for
snoring and an intraoral device for snoring and obstructive sleep apnea, product code LRK.

The sponsor claims substantial equivalence to the following predicates:
Snore Guard(K050592)

Silencer (K954530)

Snore Control (K963591)

Pure Sleep now known as SnoreMaster (K954128)

The submission claims conformity to the following standard and/or guidance document:
* [SO 10993-1:2003 Biological Evaluation of Medical Devices — Part | Evaluation and
Testing
= [SO 10993-5:2003 Biological Evaluation of Medical Devices — Part 5 Cytotoxicity
» [SO 10993-10:2003 Biological Evaluation of Medical Devices — Part 10 Intracutaneous

IARIRTE 7
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Irritation Testing

= SO 10993-11:2003 Biological Evaluation of Medical Devices — Part 11 Sensitization
testing

» Class II Special Controls Guidance Document: Intraoral Devices for Snoring and/or
Obstructive Sleep Apnea; Guidance for Industry and FDA, November 12, 2002.

* FDA Blue Book memorandum G-95

Administrative Requirements:

Indications for Use page (Indicate if: Prescription or OTC) X
Truthful and Accuracy Statement X
510(k) Summary or 510(kj Statement X
Standards Form X

S10(k) Summary / 510(k) Statement:
The sponsor has provided a 510(k) summary in the original submission.

| YES | NO | N/A

Required Elements for 510(k) Summary (21 CFR 807.92)
Clearly labeled “510(k) Summary”

Submitter’ s name, address, phone #, a contact person
Date the summary was prepared

The name of the device/trade name/common
name/classification name

An identification of the legally marketed Predicate
Description of the subject device

Statement of intended use(identical to indications for use)
if same, a summary of comparison of technological
characters

I Il TR P P B

>

If different, a summary of how do they compare to
the Predicate

Technological
characteristics

Brief discussion of non-clinical data submitted, X
referenced, or relied on
Brief discussion of clinical data submitted, X
referenced, or relied on, including:
* Description upon whom the device was
tested,
» Data obtained from the tests and
especially:
» Adverse events and complications
= Other information for SE determination
Conclusion that data demonstrate SE X

Performance Data

) IR 8
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| YES|NO | NA
Required Elements for 510(k) Statement (21 CFR 807.93)
Signed verbatim statement X

Indications for Use:
“The Consumer Health Products “SnoreRX NS 9.0” is intended for use on adult patients 18
years or older as an aid for the reduction of snoring.”

Device Description

Yes | No | NA
Is the device life-supporting or life sustaining? X
Is the device an implant (implanted longer than 30 days)? X
Does the device design use software? X
Is the device sterile? X
Is the device reusable (not reprocessed single use)? X
Are “cleaning” instructions included for the end user?

SnoreRX NS 9.0 is an intraoral device that is used at night to reduce snoring by advancing the
lower jaw and thereby minimizing air obstruction. The device consists of two custom fabricated
trays that fit separately over the upper and lower dental arches and engae each other in the
anterior area of the mouth. This interface causes the SoreRX NS 9.0 to function as a mandibular
anterior repositioner. The device employs a “boil & bite” design to provide custom impression
for each patient. The SnoreRX NS 9.0 is boiled for 1 minute, removed and then cooled for 7-10
seconds. It is then placed in the patient’s mouth where they will bite down full force for 30
seconds. The device is then removed and place in a bowl of ice water for 30 seconds which
locks in the teeth impression.

The submission states that SnoreRX NS 9.0 works by allowing the user to adjust the upper or
lower trays in 1 mm increments. It locks in the desired setting but also allows for future changes.
The device has a “PUSH” button feature that unlocks the setting. By continuing to depress the
“PUSH?” button, the user is able to move the lower tray into the new desired position and by
releasing the “PUSH" button, the new setting is locked in place.

:____lHU'. 9
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Predicate Device Comparison
The sponsor ¢laims substantial equivalence to the following predicates: Snore Guard (K050592),
Silencer (K954530), and Snore Control (K963591)

The 510(k) number above referenced for the Snore Guard does not match up to what is listed in
IMAGE. Therefore, it was requested in the first Al letter that the sponsor to clarify the correct
510(k) number for the Snore Guard device. In S001, the sponsor identified the correct 510(k)
number for the Snore Guard as K103004. In addition, in S001 the sponsor identified the Snore
Master renamed Pure Sleep (K954128) as an additional predicate.

The subject device was compared to the other two predicates K954530 and K963591. The
intended uses of the subject device and predicate devices are similar in that they are all to
reduce snoring and are for patients 18 years or older.

The designs of the subject and predicate devices are similar. All devices consist of two parts:
upper and lower trays made of a hard acrylic. The trays of the subject device are made from
ELVAX 3615 while the trays of the Silencer are made from ELVAX 40. All devices allow
mandibular advancement of the patient’s jaw. There are differences in the type of mechanism
that engages the two trays. The subject device is engaged by a “PUSH” button while the
Silencer is engaged by a Halstrom Hinge and clasps. In addition, the labeling of these devices is
similar in that they all include similar contra-indications, warnings, and precautions.

Labeling
Proposed labelling for the SnoreRX NS 9.0 was provided in section 14 of the original submission.

The proposed labeling includes a representation of the device label and a draft of the instructions
for use manual. The draft of the device label include the device name, the required prescription
statement, and a claim that states that the “SnoreRX NS 9.0 is endorsed as a proven clinical
treatment for snoring.” To support the claim above, the sponsor was asked to provide a few
clinical cases. In response in S001, the sponsor removed the claim from the label. Response 1s
acceptable. In addition, the Iabel in the original submission was incomplete. It does not include
the company’s info such as name, address, etc. Therefore, in the first Al letter the sponsor was
asked to revise their label accordingly. A revised label was provided in supplement one that is
complete and acceptable.

The draft of the instructions for use manual includes the following: device name, prescription
statement, device description, contra-indications, warnings, precautions, info on to prepare for
fitting of the device, fitting protocol, cautions, and info on care of device.

It appears from the instructions for use in the original submission that both the patient and
dentist fit this device. Typically, these types of devices are fitted by the dentist in his or her
office; therefore it was recommended that the sponsor remove instructions that instruct the
patient to fit the device and provide specific instructions for the dentist on how to prepare and fit
the device. In addition, it was recommended that the sponsor provide separate patient
instructions on how to care and store their device. The sponsor responded in S001 identifying a
predicate device that was cleared in *95 that included instructions where it seems like the patient
was involved in the fitting of the device. However, base on the Agency’s knowledge about these
type of these devices and current standard practices it is recommended that each sponsor provide
both separate instructions for the dentist on how to fit the device etc and for the patient on how to

4 ue 10
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care and store their device as recommended by the guidance document Class II Special Controls
Guidance Document: Intraoral Devices for Snoring and/or Obstructive Sleep Apnea, Guidance
Jor Industry and FDA issued November 12, 2002. Therefore, the identification of the additional
predicate in S001 by the sponsor is not adequate in addressing this labeling issue; therefore the
sponsor was asked again in the second Al letter to provide clear and concise dentist instructions
and patient instructions as recommended by the guidance document above. In S002, sponsor
revised their instructions for use to specifically state that this device should be fitted by a dentist
or medical professional. Response is acceptable.

In the original submission specifically the instructions for use, device description and executive
summary the sponsor claims that their device “eliminates snoring.” It was recommended that the
sponsor provide the appropriate data to support such claim or alternatively remove it. In S001,
the sponsor removed the claim that their dev1ce ellmmates snoring” from the device description
and executive summary; however the claim was, sremoved from the instructions for use. Again,
the sponsor was asked in the second Al letter to prov1de the appropriate data for the claim or
alternatively remove it from the revised instructions for use as well. In addition, the revised
instructions for use do not include the indications for use statement. The sponsor was asked to
revise the instructions for use to include identical indications as the one written on the IFU form.
In response revised instructions for use have been provided where all claims about “eliminating
snoring” has been removed and the indications are identical to the ones written on the IFU form
and 510(k) summary. Response is acceptable.

Sterilization/Shelf life/Reuse

The SnoreRX NS 9.0 is provided non-sterile as are other similar cleared devices. These devices
are provided non-sterile and are not intended to be sterilized. In addition, similarly to other
intraoral snoring and/or OSA devices, SnoreRX NS 9.0 is for single patient — multi use.

Biocompatibility
The sponsor identified two materials that are used to fabricate the major components of the

SnoreRX NS 9.0. These materials arc [N T U
1 SN

9 A

. Section 16 of the original
submission states that two above materials have been tested in according to the guidances given
in ISO 10993-1, 5, 10 as well as FDA Blue Book memorandum (G-95. Table 16-2 in section 16
summarized the test results if the DICN: material. The results in the table suggest
that this material is non-cytotoxic, non-irritant, and negative for evidence of sensitization. For
the [(DICININ, the sponsor notes that they did not conduct biocompatibility testing on this
material but testing was conducted by the supplier Dupont. A letter was referenced in which the
sponsor notes is available from the Dupont that states (DS is biocompatible.

The biocompatibility information above provided by the sponsor in the original submission is
unacceptable, because it does not appear that testing was conducted on the final device but rather
the two above materials alone. In addition, providing a summary of the test results is not
sufficient, it is recommended that the sponsor provide the actual full test reports for review.
Finally, obtaining a letter from the supplier that states that a material is biocompatible is not
adequate. Again, this letter must be supported by the actual test reports. In conclusion, the

s wed TH 1 ‘11
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sponsor was asked in the first Al letter to clarify whether biocompatibility testing was performed
on the final device and if so full test reports must be provided for review. Alternatively, the
sponsor may identify a predicate that uses the same materials (with exact chemical compositions)
with the same intended uses as the ones identified in this device. .

In response, the sponsor identified predicate devices that utilize the same material composition of
the materials used in the subject device. Such predicate devices include Snore Master now
known as Pure Sleep (K954128). In addition, to support the biocompatibility claim the sponsor
provided comparative testing to confirm the based on analytical chemistry evaluations (Infrared
Spectroscopy abs Differential Scanning Calorimetry) the materials of the subject device and the
listed predicate device share equivalent chemical compositions. The colorants identified in the
subject device are (DIE) To support the use of the
colorants above the sponsor provided a supporting document (letter) from the supplier that states
that these colorants are safe for use; however this does not adequately address the concern that
with the addition of the colorants there maybe a change in the biocompatibility properties of the
device. Also, the analytical chemistry evaluation testing provided appears to be incomplete and
difficult to read. Therefore the sponsor was asked in the second Al letter to provide clear and
complete reports of the analytical chemistry tested performed on their device or alternatively
provide a signed biocompatibility certification that states that “The combination of raw
materials that make up the final product {device name} is identical to the finished

products {predicates}. Therefore it can be concluded that the {device name} share the same
biocompatibility with {predicate devices.” In 8002, the sponsor decided to remove all colorants
from the device and provided a signed biocompatibility certification stating that all the materials
that make up this device is identical to the materials that make up the predicate device Pure
Sleep. This response addresses all biocompatibility concerns associated with this device.

Software
This device does not utilize software; therefore this section is not applicable.

Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety
No electrical components are contained in the SnoreRX NS 9.0.

Performance Testing — Bench

The sponsor notes in section 19 that bench testing was conducted on the SnoreRX NS 9.0 and
samples of the device were tested to establish performance of key design features to substantiate
equivalence. It is stated that all samples tested were representatives of finished devices. The
tests conducted included an approved Risk Analysis, visual inspection, engineering and failure
analysis, and a dimensional analysis.

The objective of the visual inspection was to verify that the device was free from any sharp
edges that would result in harm of the patient. The purpose of the engineering and failure
analysis was to verify that the device integrity was maintained throughout the evaluation. The
dimensions of the airway channels of the device were studied during the dimensional analysis.
This test was to assure that there is adequate airflow to accommodate full mouth breathing
during sleep.
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In the original submission summaries of the above tests were provided rather that the actual test
reports. In addition, it was not clear on how the acceptance criteria for these tests were defined.
It was recommended in the first Al letter that the sponsor provide full test reports for the bench
tests above performed on their device and to clarify how the acceptance criteria for each tests
were established. In response, in S001 full test reports were provided and the acceptance criteria
were defined by the predicate devices’ specifications. The results of the Risk Analysis, visual
inspection, and a dimensional analysis tests do not support the performance of this device but
rather the appearance of the device. To address the concern that there maybe insufficient space
for air to flow through the patient’s mouth to accommodate full mouth breathing during sleep the
sponsor provided dimensional cross sections between the subject device and Pure Sleep
(K954128), It was not clear from the information provided in S001 how some of the referenced
measurements were obtained. The sponsor was asked in the second Al letter to provide a
thorough test report or alternatively provide some clinical cases that demonstrate successful use
of this device. In S002, sponsor provided clear description and result of the measurement test
provided on thelr device. Results of the test show that the total airway dimension of the subject
device is 86 mm? while that of the predicate was 67 mm®. These results demonstrated that the
SnoreRX device meets and/or exceeded the airflow capabilities of the predicate device Pure
Sleep because the dimensional airway of the subject device is larger than that of Pure Sleep. It
can be concluded from the data above that all concerns about there being insufficient space for
air flow through the patient’s mouth while using the subject device has been adequately
addressed.

Performance Testing — Animal
No animal test results are required to determine substantial equivalence of these types of devices.

Performance Testing — Clinical

No clinical data was provided in the original submission; however the sponsor stated on the draft
of their device label in the original submission that “SnoreRX NS 9.0 is endorsed as a proven
clinical treatment for snoring.” Sponsor was asked to justify such claim with the appropriate data
or alternatively remove it. In response, the sponsor revised their device label to remove the above
claim.

7
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Substantial Equivalence Discussion

YES NO
1. Same Indication Statement? X |FYES=GoTo3
2. Do Differences Alter The Effect Or Raise New X | IfYES = Stop NSE
Issues of Safety Or Effectiveness?
3. Same Technological Characteristics? X IfYES=GoTo 5
4, Could The New Characteristics Affect Safety IfYES=GoTo6
Or Effectiveness?
5. Descriptive Characteristics Precise Enough? X |IfNO=GoTo8
If YES = Stop SE
6. New Types Of Safety Or Effectiveness If YES = Stop NSE
Questions?
7. Accepted Scientific Methods Exist? ‘ If NO = Stop NSE
8. Performance Data Available? X If NO = Request Data
9. Data Demonstrate Equivalence? X Final Decision: SE

! The Indications for the subject device and the predicate devices are not identical; however they share similar
intended uses in that the devices are used to treat snoring and/or mild to moderate OSA.

2The differences in design of the devices do not alter the effect or raise new issues of safety because the design of
this device is not unique and has been cleared in previous devices.

*The descriptive characteristics such as the dimension of the airway opening channel of the device was not clear. In
addition, the material composition of the device was not clearly specified.

Contact History
(b) (4)
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(b) (4)
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(b) (4)
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(b) (4)
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(b) (4)
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(b) (4)

Recommendation
After review of K112205, K112205/81, K112205/S2 I recommend that the SnoreRX NS 9.0 be

cleared for marketing.

() %M@J@T i D{é// Y

Reviewer
Sheena A. Green
Biomedical Engineer

N

%[‘4‘7\% ll))‘/ ])1

Branch Chief Date /
M. Susan Runner, DDS., M. A.
Branch Chief Dental Devices
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Green, Sheena

From: gmocnik@cox.net
Tuesday, November 01, 2011 6:03 PM
Green, Sheena
Re: K112205/81:; SnoreRX NS - November 1, 2011

Sheena,
Thanks for the response. I will coordinate with my client and get a response back to you
shortly

Gary

"Green wrote:
> Dear Gar
4)

1
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Best Regards,

Sheena

khhkdkhkhrhhkhhhkhhhhhhkhhdrhkdhhkdhdhrhrrxhrtrhrrhkrrhhd

Sheena A. Green, M.S.

Biomedical Engineer/Scientific Reviewer
U.S. Food & Drug Administration
ODE/CDRH/DAGID

10903 New Hampshire Avenue
WOE6 - 2545

Silver Spring, MD 20993
Ph: (301) 796-6279

Fax: {301) 847-8109

p-J

-3

>

>

>

>

>

>

>

>

» Dental Devices Branch
>

>

>

>

>

> sheena.green@fda.hhs.gov
p=3
>
o

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER
LAW. 1If you are not the addressee, or a person authorized to deliver the document to the
addressee, you are hereby notified that any review disclosure, dissemination, copying, or
other action based on the content of this communication is not authorized. If you have
received this document in error, pleagse immediately notify the sender by email or
telephone. This communication is consistent with 21 CFR 10.85(k) and constitutes an
informal communication that represents my best judgment at this time but does not
constitute an advisory opinion, does not necessarily represent the formal position of FDA,
and does not bind or otherwise obligate or commit the agency to the views expressed.
> . i
>
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Gréen, Sheena

From: gmocnik@cox.net

ant: Sunday, October 30, 2011 8:03 PM
10: Green, Sheena
Subject: K112205-response to Al email
Sheena

Just a quick email to see if there is an update on reviewing the information sent to you
two weeks ago regarding the above reference submission.
Thanks in advance.

Gary

1 - :ZqL
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Green, Sheena

From: gmocnik@cox.net
ent: Tuesday, October 04, 2011 4:26 PM
fo: Green, Sheena
Subject: Re: K112205: SnoreRX NS 8.0 - October 3, 2011

Sheena
I have received your email and have forwarded it to the company. I expect that we will
respond within two weeks
Thanks in advance
Gary
~---- "Green wrote:
> Dear Mr. Mocnik,
(b) (4)

1
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b) (4)

Best Regards,

Sheena

IR EEEE RS EAE A S SRS S S RR RERRRERRS SRS RS

>

>

>

>

-

-

» Sheena A. Green, M.S.
> Biomedical Engineer/Scientific Reviewer
> U.5. Food & Drug Administration
> ODE/CDRH/DAGID

> Dental Devices Branch
> 10903 New Hampshire Avenue
> WOE6 - 2545

> S8ilver Spring, MD 20993

> Ph: (301) 7%6-627%9

> Fax: (301) 847-8109

> sheena.green@fda.hhs.gov

>
>
>

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDCRESSED AND MAY
CONTAIN INFORMATION THAT IS PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER
LAW. If you are not the addressee, or a person authorized to deliver the document to the
addressee, you are hereby notified that any review disclosure, dissemination, copying, or
other action based on the content of this communication is not authorized. If you have
received this document in error, please immediately notify the sender by email or
telephone. This communication is consistent with 21 CFR 10.85(k) and constitutes an
informal communication that represents my best judgment at this time but does not
constitute an advisory opinion, does not necessarily represent the formal position of FDA,
and does not bind or otherwise obligate or commit the agency to the views expressed.

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

From: Green, Sheena
ent: Tuesday, November 01, 2011 11:23 AM
(o: '‘gmocnik@cox.net'
Subject: K112205/51: SnoreRX NS - November 1, 2011

Dear Gary,
(b) (4)

1
- s/
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or301-796-81 4386




Best Regards,

Sheena

Fedrde de e de e g A de e s e dor de s e ek e ek ek o e ek e e A e v e e

Sheena A. Green, M.S.
Biomedical Engineer/Scientific Reviewer
U.S. Food & Drug Administration
ODE/CDRH/DAGID

Dental Devices Branch

10903 New Hampshire Avenue
WQO66 - 2545

Silver Spring, MD 20993

Ph: (301) 796-6279

Fax: (301) 847-8109
sheena.green@fda.hhs.gov

* THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS
PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to deliver
the document to the addressee, you are hereby notified that any review disclosure, dissemination, copying, or other action based on the
content of this communication is not authorized. If you have received this document in error, please immediately notify the sender by email or
telephone. This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best
judgment at this time but does not constitute an advisory opinion, does not necessarily represent the formal position of FDA, and does not bind
or otherwise obligate or commit the agency to the views expressed.

L 27
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Green, Sheena

From: Green, Sheena
ent: Monday, October 31, 2011 10:10 AM
. 0: ‘gmochik@cox.net’
Subject: RE: K112205-response to Al email - October 31, 2011
Gary,

Your file is still under review. If and when I have any additional questions you will be
notified. Thanks!

Sheena

----- Original Message-----

From: gmocnik@cox.net [mailto:gmocnik@cox.net]
Sent: Sunday, Octcober 30, 2011 8:03 PM

To: Green, Sheena

Subject: K112205-response to AI email

Sheena

Just a quick email to see if there is an update on reviewing the information sent to you
two weeks ago regarding the above reference submission.

Thanks in advance.

Gary

1 — 28

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

From: Green, Sheena

ant: Tuesday, September 20, 2011 5:14 PM
(0: ‘gmocnik@cox.net’
Subject: RE: K112205

Mr. Mocnik,

Thank you for your e-mail. Your file is currently under review. I cannot estimate if and
when I will have questions. Each reviewer has 90 days to render a recommendation on a
510 (k) review. If and when I have additicnal questions you will be contacted.

Best Regards,
Sheena

————— Original Message-----

From: gmocnik@cox.net [mailto:gmocnik@cox.net]
Sent: Tuesday, September 20, 2011 2:5% PM

To: Green, Sheena

Subject: Re: K112205

Ms. Greene

I was forwarded your information from Myra Browne who indicated you are the reviewer for
the above reference pre-market notification for the SnoreRx device. I am the Offical
correspondent for Consumer Health Products. We were interested in understanding the
status of the review and if there are any dquestions. -

Any insight into the status and the estimated date for questions or clearnace would be
appreciated.

rhanks in advance.
Gary Mocnik

Consultant
949.433.0413

1 29

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

From: Microsoft Exchange

To: 'gmocnik@cox.net’

Sent: Monday, November 07, 2011 2:10 PM
jubject: Relayed: ack letter

Delivery to these recipients or distribution lists is complete, but delivery notification was not
sent by the destination:

'gmocnik@cox.net’

Subject: ack letter

Sent by Microsoft Exchange Server 2007

Phion

1
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Grayson, Giovanna *

From: Grayson, Gigvanna *

Sent: Monday, November 07, 2011 2:10 PM
To: ‘grnocnik@cox.nef’

Subject: ack letter

Attachments: image002.png

DEPARTMENT OF HEALTH & HUMAN SERVICES

Public Health Service

U.8. Food and Drug Administration
Center for Devices and Radiological Health

Document Cogirot'€¥iite; WO66-G609
13903 Ncwﬂampshire Ay
Silver Spr@g, MD 2
NovembBer 07,2

Mocmﬁq,’ﬁ
GARY €

CONSUMER HEALTH PRODUCTS, INC
C/O GARY MOCNIK AND ASSOCIATES
49 COASTAL OAK

ALISO VIEJO, CALIFORNIA 92656
ATTN: GARY MOCNIK

510k Number: K112205
Product: SNORERX 9.0
The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Please remember that all correspondence concerning your submission MUST be sent to the Document
Mail Center at the above letterhead address. Correspondence sent to any address other than the one above will not
be considered as part of your official premarket notification submission. Also, please note the new Blue Book

Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with Industry about

Premarket Files Under Review. Please refer to this guidance for information on current fax and e-mail practices at

http:/f'www.fda gov/MedicalDevices/DeviceRegulationandGuidance/Guidance Documents/ucm089402.htm. On
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated
510(k)s. This guidance can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Guidance Documents/ucm(84365.him. Please
refer to this guidance for assistance on how to format an original submission for a Traditional or Abbreviated 510

(K).

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution until you receive a letter from FDA allowing you to do so. As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a
submission or a requirerment for additional information may occasionally cause the review to extend beyond S0
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

Please ensure that whether you submit a 510(k) Summary as per 21 CFR 807.92, or a 510(k) Statement as
per 21 CFR 807.93, it meets the content and format regulatory requirements.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at

(301)796-5640.
e 32

1 1ﬁijIQlues‘[ions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhS.gO\"/ or 301-796-8118
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Sincerely,

510(k) Staff

33

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
11/7/2011 |
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‘;sﬂ"lfl; o
& . :
g : : Fodd and Drug Administration
3 L . ' : Office of Device Evaluation &
Office of In Vitro Diagnostics
S, COVER SHEET MEMORANDUM :

From:  Reviewer Name S‘% 224V 4 &'YZ £/
~ Subject: 510(k) Number K]z ZOE’/S/

To: The Record

Please list CTS decision code /

x Refused to accept (Note: this is ‘considered the first review cycle See Screening Checkhst .
hitp://ercom.fda. qoweRoomRequllesICDRHSICDRHF'remarkelNotlf ication51 OkProgram/0 5631J'Screenlnq%ZOCheckhst%207%
202%2007.doc )

- @Hold {Additional Informatlon or Telephone ).
Final Decus:on (SE, SE W|th Lirmtations, NSE {select code below), Withdrawn, etc.).

‘Not Subslan’u’ally Equivalent_(NSE}‘Codes

x NO NSE for lack of predicate

X Nl NSE for new inténded use

x NQ NSE for new technology that raises new questlons of safety and effectiveness
Xx NP NSE for lack of performance data

x NM NSE requires PMA

x NS . ~ NSE no response

X NH NSE for another reason

Jlease complete the followmg for a final clearance declszon (ie., SE, SE with Limitations, etc.}).

Indications for-Use Page . | Attach IFU E
51 D(k) Summary 1510(K) Statement i Attach Summary ‘
Truthful and Accurate Statement. Must be present for a Final. Decrsron ' '

i
i
Is the device Class Il? i
§

If yes, does firm include Class Ill Summary? =~ - | Mustbe present for a Final-Decision |

Does firm reférence standards?: ' 5
(If yes, please attach form from http: Ihwww.fda. qov/opacomlmorechmceslfdaformleDA— :
3654.pdf).

ls thls a combmat!on product’r‘
{Please specify category , 5ee - .
" hitp:/féroom.fda.gov/eRoomReg/Files/CDRH3/CDRHPrémarketNotification51 OkProgram/0_413b/CQ
MBlNATION%20PRODUCT%20ALGORITHM%ZO(REVISED%203-12 03). DOC 1 :
Is this a reprocessed single use device? ﬁ ;
-(Guidance for Industry and FDA Staff — MDUFMA - Validation Data in 510(k)s for . !
 Reprocessed Single-Use Medical Devices, htlp Ifwww . fda.govicdrh/ode/quidancel/1216.himi)

Is this dewce intended for pedlatnc use only?

Is thls a prescnptlon devace'? (If both prescription & OTC, check both boxes. )

Did the application include a completed FORM FDA 3674, Certification with Reqwrements of N
ClinicalTrials.gov Data Bank? _

Is clinical data necessary to support the review “of this 510(k)?

For United States-based clinical studies only: Did the application include a completed FORM | - |
‘DA 3674, Certification with Requirements of ClinicalTrials.gov Data Bank? (if study was :

conducted in the United States, and FORM FDA 3674 was not included or incomplete, then l

.apphcant must.be: contacted to obtazn completed form. ) :

Does thls devxce include an Animal Tissue. Source? ) P

AII Pedlatrloﬁeljﬁ@lﬁ,awﬂaét FﬂDNCDRH/OCE/DID at CDRH- FOISTATUS@fda hhs.gov or 301-{796 81 1;8




e

/| Transitional Adolescent B (18 «<=21; No 'special considerations compared to adults => 21 years

Records processed under FOIA Request # 2015-4518; Released by CDRH on 11-30-2015

Neonate/Newborn (Birth' to 28 days)
Infant (29 days -< 2 years old)

" Ghid 2 years -< 12 years old)
Adolescent (12 years -< 18 years oid) -

Transitional Adolescent A (18 - <21 years old) Special COﬂSldEl’atIOI’IS are being given to this
group, different from adults age = 21 (different device design or testmg, different protocol
procedures, etc.)

old)

Nanotechnology i o T

Is this device subject to the Tracking Regulation? (Medical Device Tracking' ‘ Contact OC. i T
. Guidance, http:ﬁwww.fda.qovfcdrhlcompl'quidancelv169.htm|) l | }

Regul'_a_tion Number’ ' Class* o Product Code

T unclassified, see 510(K) Staf)
Additional Product Codes: . 77 L

Roviow: N Kanpor 'E@\\& whly

"~ (Branch Chli Qﬁp@) (Branch Code) " (Pate) -
Final Review: “ i . | . \l fI}” :

(DlVISIOl‘I Directdr) {Date)

Questions? Contact FDA/CDRH/OCE/DID at CDRH'—FOISTATUS@fda.hhs.gQ)Lbr"301-796@1118
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510¢k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCESS

New Device is Compared to - B o
Marketed Device * . . ]

Descriptive Informiation _ Does New Devige Have Same NO Do the Differences Alter the Intended Not Substantially
about New or Marketed Indication Statement?————>  Therapeutic/Diagnostic/eic. Bffect YES  Equivalent Determination
Device Requested a$ Needed {in Deciding, May Consider Impacton | :

l YES Safety and EMfecliveness)?**

New Device Has Same Intended NO

Use and May be “Substantially Equivalent” . L
' New Device Has O

@ . .a New Intended Use

Boes New Device Have Same

- Technelagical Characteristics, NO. Could the New .

c.g. Design; Matcnals ete? % Cheracteristics Do the New Characteristics
) . Affect. Safety or — Raise New Types of Safety YES »O
@ l ’ Effectiveness? or Effectivencss Questions? J
' _ .

NO Are the Descriptive NO :

- Characleristics Precise Enough NO
‘ to Ensure Equivalence? . @
Ase Performince Data - Do Accepted Sciertific
Avaitable to Asses Equivalence? YES . Mtl-hbtiS'Ex_ist for
Assessing Effects of NO-
the New Characteristics?
YES
: YES
h 4 ’ ) . . ‘
Performance Are Performanceé Data Available  NO
Data Reguired ) . To Assess Effccts of New
Characteristics? *+*
' : ' ' YES
GO
Y
> Performance Data Dcmonsumc - Performance Data Demonstrate |
: Equwalence? ———+O _ 0O Equivalence? €——
YES - } YES . NO
NO - -
- “Suhsfanlia’]ly Equivalent’ ;
Teo o Detormination ' _ To
* 5t0(k) Suhm1551ons compare new devices to malk:tcd devices. FDA requests addmunal mformanon ifthe relahonsmp betwecn

marketed and * prcdrcalc (pre—Amtndmcnts or recldssified post-Ameéndments) devices is unclear,

b This decision is normally based on descrzpnv: information alone, but Jimited festing mformalmn is sometimes rcqunred. . 6 2

moueqsm G0 ERASBHISRBIR.A SRR ISTATLRA(R s gov or 01756 8118
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C DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation
10903 New Hampshire Avenue
Sitver Spring, MD 20993

Premarket Notification [S10(k)] Review
Traditional/Abbreviated

510(k) Memorandum
TO: - The Record
FROM: Sheena A. Green
ODE/DAGID/DEDB
DATE: November 1, 2011

SUBJECT:  SnoreRX NS 9.0 (K112205/42)

CONTACT: Gary Mocnik
Regulatory Consultant
Aliso Viejo, CA 92656
Phone: (949)433-0413
Fax: (949)831-9944
Email: gmocnik@cox.net

RECOMMENDATION: Telephone Hold (TH)

Purpose and Submission Summary:

Gary Mocnik & Associates of Aliso Viejo, CA has submitted a pre-market notification (510(k))
on behalf of Consumer Health Products, Inc of Laguna Niguel, CA to introduce the SnoreRX NS
9.0 into interstate commerce. SnoreRX NS 9.0 would be regulated as a prescription Class 11
medical device, and would be classified under 21 CFR 872.5570, as an Intraoral device for
snoring and an intraoral device for snoring and obstructive sleep apnea, product code LRK.

The sponsor claims substantial equivalence to the following predicates:
= Snore Guard(K050592)
= Silencer (K954530)
= Snore Control (K963591)
*  Pure Sleep (K954128)

The submission claims conformity to the following standard and/or guidance document:
=[SO 10993-1:2003 Biological Evaluation of Medical Devices — Part 1 Evaluation and
Testing
» [SO 10993-5:2003 Biological Evaluation of Medical Devices - Part 5 Cytotoxicity
=[SO 10993-10:2003 Biological Evaluation of Medical Devices — Part 10 Intracutaneous

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.g’o\"/'o’r'301-63581 18
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Irritation Testing

« SO 10993-11:2003 Biological Evaluation of Medical Devices — Part 11 Sensmzatlon
testing

= Class Il Special Controls Guidance Document: Intraoral Devices for Snoring and/or
Obstructive Sleep Apnea; Guidance for Industry and FDA, November 12, 2002.

» TDA Blue Book memorandum G-95

Administrative Reguirements:

vIndu":—a_tlt).né— for Use page (Indlcate 1f Prescrlptlon or OTC) o . 5 % -

” Truthful and Accuracy Statement
510(k) Summary or 510(k) S Statement N

Standards Form

><><><

510(k) Summary / 510(k) Statement:
The sponsor has provided a 510(k) summary in the original submission.

| YES | NO | N/A

Required Elements for S10(k) Summary (21 CFR 807.92)
Clearly labeled “510(k) Summary”

Submitter’ s name, address, phone #, a contact person
Date the summary was prepared

The name of the device/trade name/common
name/classification name

An identification of the legally marketed Predicate
Description of the subject device

Statement of intended use(identical to indications for use)
if same, a summary of comparison of technological
characters

b B e s Bl sl b

P

If different, a summary of how do they compare to
the Predicate

Technological
characteristics

Brief discussion of non-clinical data submitted, X
referenced, or relied on
Brief discussion of clinical data submitted, X
referenced, or relied on, including:
* Description upon whom the device was
tested,
= Data obtained from the tests and
especially:
= Adverse events and complications
»  QOther information for SE determination
Conclusion that data demonstrate SE X

Performance Data

2 | ~ " 64

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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| YES | NO | N/A

Required Elements for 510(k) Statement (21 CFR 807.93)
Signed verbatim statement X

Indications for Use:

The sponsor has provided Indications for Use statement that states: “The Consumer Health
Products “SnoreRX NS 9.0” is intended for use on adult patients 18 years or older as an aid for
the reduction and /or alleviation of snoring.”

Device Descrigtion

Yes No N/A

Is the device hfe suppomng or l1fe sustammg‘? 3 X
[s the device an implant (1mplanted Ionger than 30 days)" : X
Dees the device design use software? X

Is the device sterile?

Is the device reusable (not reprocessed single use)?
Are “cleaning” instructions included for the end user?

SnoreRX NS 9.0 1s an intraoral device that is used at night to reduce snoring by advancing the
lower jaw and thereby minimizing air obstruction. The device consists of two custom fabricated
trays that fit separately over the upper and lower dental arches and engae each other in the
anterior area of the mouth. This interface causes the SoreRX NS 9.0 to function as a mandibular
anterior repositioner. The device employs a “boil & bite” design to provide custom impression
for each patient. The SnoreRX NS 9.0 is boiled for | minute, removed and then cooled for 7-10
seconds. It is then placed in the patient’s mouth where they will bite down full force for 30
seconds. The device is then removed and place in a bowl of ice water for 30 seconds which
locks in the teeth impression.

The submission states that SroreRX NS 9.0 works by allowing the user to adjust the upper or
lower trays in 1 mm increments. It locks in the desired setting but also allows for future changes.
The device has a “PUSH” button feature that unlocks the setting. By continuing to depress the
“PUSH” button, the user is able to move the lower tray into the new desired position and by
releasing the “PUSH” button, the new setting is locked in place.

(b)(4)

3 e 65

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



Records processed under FOIA Request # 2015-4518; Released by CDRH on 11-30-2015

Predicate Device Comparison
The sponsor claims substantial equivalence to the following predicates: Snore Guard (K050592),
Silencer (K954530), and Snore Control (K963591)

The 510(k) number above referenced for the Snore Guard does not match up to what is listed in
IMAGE. Therefore, it was requested in the first Al letter that the sponsor to clarify the correct
510(k) number for the Snore Guard device. In S001, the sponsor identified the correct 510(k)
number for the Snore Guard as K103004. In addition, in 5001 the sponsor identified the Snore
Master renamed Pure Sleep (K954128) as an additional predicate.

The subject device was compared to the other two predicates K954530 and K963591. The
intended uses of the subject device and predicate devices are similar in that they are all to
reduce snoring and are for patients 18 years or older.

The designs of the subject and predicate devices are similar. All devices consist of two parts:
upper and lower trays made of a hard acrylic. The trays of the subject device are made from
ELVAX 3615 while the trays of the Silencer are made from ELVAX 40. All devices allow
mandibular advancement of the patient’s jaw. There are differences in the type of mechanism
that engages the two trays. The subject device is engaged by a “PUSH” button while the
Silencer is engaged by a Halstrom Hinge and clasps. In addition, the labeling of these devices is
similar in that they all include similar contra-indications, warnings, and precautions.

Labeling
Proposed labelling for the SnoreRX NS 9.0 was provided in section 14 of the original submission.

The proposed labeling includes a representation of the device label and a draft of the instructions
for use manual. The draft of the device label include the device name, the required prescription
statement, and a claim that states that the “SnoreRX NS 9.0 is endorsed as a proven clinical
treatment for snoring.” To support the claim above, the sponsor was asked to provide a few
clinical cases. In response in S001, the sponsor removed the claim from the label. Response is
acceptable. In addition, the label in the original submission was incomplete. It does not include
the company’s info such as name, address, etc. Therefore, in the first Al letter the sponsor was
asked to revise their label accordingly. A revised label was provided in supplement one that is
complete and acceptable.

The draft of the instructions for use manual includes the following: device name, prescription
statement, device description, contra-indications, warnings, precautions, info on to prepare for
fitting of the device, fitting protocol, cautions, and info on care of device.

It appears from the instructions for use in the original submission that both the patient and
dentist fit this device. Typically, these types of devices are fitted by the dentist in his or her
office; therefore it was recommended that the sponsor remove instructions that instruct the
patient to fit the device and provide specific instructions for the dentist on how to prepare and fit
the device. In addition, it was recommended that the sponsor provide separate patient
instructions on how to care and store their device. The sponsor responded in S001 identifying a
predicate device that was cleared in *95 that included instructions where it seems like the patient
was involved in the fitting of the device. However, base on the Agency’s knowledge about these
type of these devices and current standard practices it is recommended that each sponsor provide

4 7 T
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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both separate instructions for the dentist on how to fit the device etc and for the patient on how to
care and store their device as recommended by the guidance document Class Il Special Controls
Guidance Document: Intraoral Devices for Snoring and/or Obstructive Sleep Apnea; Guidance
for Industry and FDA issued November 12, 2002. Therefore, the identification of the additional
predicate in S001 by the sponsor is not adequate in addressing this labeling issue; therefore the
sponsor will be asked again in the second Al letter to provide clear and concise dentist
instructions and patient instructions as recommended by the guidance document above.

In the original submission specifically the instructions for use, device description and executive
summary the sponsor claims that their device “eliminates snoring.” It was recommended that the
sponsor provide the appropriate data to support such claim or alternatively remove it. In S001,
the sponsor removed the claim that their device “eliminates snoring” from the device description
and executive summary; however the claim was removed from the instructions for use. Again,
the sponsor will be asked in the second Al letter to provide the appropriate data for the claim or
alternatively remove it from the revised instructions for use as well. In addition, the revised
instructions for use do not include the indications for use statement. The sponsor will be asked to
revise the instructions for use to include identical indications as the one written on the IFU form,

Sterilization/Shelf life/Reuse

The SnoreRX NS 9.0 is provided non-sterile as are other similar cleared devices. These devices
are provided non-sterile and are not intended to be sterilized. In addition, similarly to other
intraoral snoring and/or OSA devices, SnoreRX NS 9.0 is for single patient — multi use.

Biocompatibility
The sponsor identified two materials that are used to fabricate the major components of the

SnoreRX NS 9.0. These materials are [ NG CE0: .
N . M. [ Scction 16 of theorigil

submission states that two above materials have been tested in according to the guidances given
in ISO 10993-1, 5, 10 as well as FDA Blue Book memorandum G-95. Table 16-2 in section 16
summarized the test results if the Easter Copolyester material. The results in the table suggest
that this material is non-cytotoxic, non-irritant, and negative for evidence of sensitization. For
the ELVAX 3165, the sponsor notes that they did not conduct biocompatibility testing on this
material but testing was conducted by the supplier Dupont. A letter was referenced in which the

sponsor notes is available from the [N O is biocompatible.

The biocompatibility information above provided by the sponsor in the original submission is
unacceptable, because it does not appear that testing was conducted on the final device but rather
the two above materials alone. In addition, providing a summary of the test results is not -
sufficient, it is recommended that the sponsor provide the actual full test reports for review.
Finally, obtaining a letter from the supplier that states that a material is biocompatible is not
adequate. Again, this letter must be supported by the actual test reports. In conclusion, the
sponsor was asked in the first Al letter to clarify whether biocompatibility testing was performed
on the final device and if so full test reports must be provided for review. Alternatively, the
sponsor may identify a predicate that uses the same materials (with exact chemical compositions)
with the same intended uses as the ones identified in this device.
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In response, the sponsor identified predicate devices that utilize the same material composition of
the materials used in the subject device. Such predicate devices include Snore Master now
known as Pure Sleep (K954128). In addition, to support the biocompatibility claim the sponsor
provided comparative testing to confirm the based on analytical chemistry evaluations (Infrared
Spectroscopy abs Differential Scanning Calorimitry) the materials of the subject device and the
listed predicate device share equivalent chemical compositions. The colorants identified in the
subject device are [N B I OO To support the use of the
colorants above the sponsor provided a supporting document (letter) from the supplier that states
that these colorants are safe for use; however this does not adequately address the concern that
with the addition of the colorants there maybe a change in the biocompatibility properties of the
device. Also, the analytical chemistry evaluation testing provided appears to be incomplete and
difficult to read. Therefore the sponsor will be asked in the second Al letter to provide clear and
complete of the analytical chemistry tested performed on their device or alternatively provide a
signed biocompatibility certification that states that “The combination of raw materials that make
up the final product {device name} is identical to the finished products {predicates). Therefore
it can be concluded that the {device name} share the same biocompatibility with {predicate
devices. "

Software
This device does not utilize software; therefore this section is not applicable.

Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety
No electrical components are contained in the SnoreRX NS 9.0.

Performance Testing — Bench

The sponsor notes in section 19 that bench testing was conducted on the SnoreRX NS 9.0 and
samples of the device were tested to establish performance of key design features to substantiate
equivalence. It is stated that all samples tested were representatives of finished devices. The
tests conducted included an approved Risk Analysis, visual inspection, engineering and failure
analysis, and a dimensional analysis.

The objective of the visual inspection was to verify that the device was free from any sharp
edges that would result in harm of the patient. The purpose of the engineering and failure
analysis was to verify that the device integrity was maintained throughout the evaluation. The
dimensions of the airway channels of the device were studied during the dimensional analysis.
This test was to assure that there is adequate airflow to accommodate full mouth breathing
during sleep. ‘

In the original submission summaries of the above tests were provided rather that the actual test
reports. In addition, it was not clear on how the acceptance criteria for these tests were defined.
It was recommended in the first Al letter that the sponsor provide full test reports for the bench
tests above performed on their device and to clarify how the acceptance criteria for each tests
were established. In response, in S001 full test reports were provided and the acceptance criteria
were defined by the predicate devices’ specifications. The results of the Risk Analysis, visual
inspection, and a dimensional analysis tests do not support the performance of this device but
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rather the appearance of the device. To address the concern that there maybe insufficient space
for air to flow through the patient’s mouth to accomodate full mouth breathing during sleep the
sponsor provided dimensional cross sections between the subject device and Pure Sleep
(K954128). It is not clear from the information how some of the referenced measurements were
obtained. The sponsor will be asked in the second Al letter to provide a thorough test report or
alternatively provide some clinical cases that demonstrate successful use of this device.

Performance Testing — Animal
No animal test results are required to determine substantial equivalence of these types of devices.

Performance Testing — Clinical

No clinical data was provided in the original submission; however the sponsor stated on the draft
of their device label in the original submission that “SnoreRX NS 9.0 is endorsed as a proven
clinical treatment for snoring.” Sponsor was asked to justify such claim with the appropriate data
or alternatively remove it. In response, the sponsor revised their device label to remove the above
claim.

Substantial Equivalence Discussion

YES NO
1. Same Indication Statement? ‘ . X 'IfYES=Go To 3
2 Do Differences Alter The Effect Or Rai;;ilew l X If YES Stop NSE -
Issues of Safety Or Effectiveness? .
3 San;e%e;:ljmologlcal Characterlstlcs“? X If YES = Go ToS -
4: Could The New Characterlsncs Affect Safety '- - IfYES=GoTo 6
Or Effectiveness? ; ?
5. Descriptive Characterlstlcs Pre01se Enough"? o X | IfN0=Go To 8 :
If YES = Stop SE
6. mNew Types of Safety C;;Ei:%;ctweness o E If YES Stop NSE
Questions? ; 1
7. Accepted Scientific Methods Exis? || | IFNO= - StopNSE_
.—‘-8 Performance Data Available? | X If NO Request Data -
“éwDatz:]Sem_(;rul—;t;z—ite Eélmli.l\_f;levncé? I Flnal Dec1810n TH

Contact History
(b) (4)
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(b) (4)
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(b) (4)
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(b) (4)
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(b) (4)

Recommendation

After review of K112205 and K112205/81 I recommend that this file be placed back on
telephone hold until all of the deficiencies above dated November 1, 2011 are adequately
addressed.

OYIMW’M// // / ////,/,/

Rev\féw/

Sheena A. Green
Biomedical Engineer

/ nl\}l)

Branch Chief Date’
M. Susan Runner, DDS., M.A. :
Branch Chief Dental Devices
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Greemsmer‘a#

From: Green, Sheena

Sent: Tuesday, November 01, 2011 11:23 AM
To: 'gmocnik@cox.net’
Subject: K112205/31; SnoreRX NS - November 1, 2011

Dear Gary,
(b) (4)

-
1 [ B O
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(b) (4)

Best Regards,

Sheena
e s e vk v e W 9 e e vk e e i e 2 e o e e vk ok vl s ke ok v i e vk e e Aok e ek e e ok

Sheena A. Green, M.S.
Biomedical Engineer/Scientific Reviewer
U.S. Food & Drug Administration
ODE/CDRH/DAGID

Dental Devices Branch

10903 New Hampshire Avenue
WQB6 - 2545

Silver Spring, MD 20993

Ph: {301} 796-6279

Fax: (301) 847-8109
sheena.green@fda.hhs.gov

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS
PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW, If you are not the addressee, or a person authorized to deliver
the document to the addressee, you are hereby notified that any review disclosure, dissemination, copying, or other action based on the
content of this communication is not authorized, If you have received this document in error, please immediately notify the sender by email or
telephone. This communication is consistent with 21 CFR 10.85(k} and constitutes an informal communication that represents my best
judgment at this time but does not constitute an advisory opinion, does not necessarily represent the formal position of FDA, and does not bind
or otherwise obligate or commit the agency to the views expressed.
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E i
Food and Drug Administration
( Office of Device Evaluation &
. Office of 1n Vitro Diagnostics

E?: COVER SHEET MEMORANDUM

From:  Reviewer Name %éﬁﬂ,ﬁ&g‘ /4 . G?Wm
Subject:  510(k) Number K! 11;(\5 :

To: The Record

oo HEALT

—
Piease list CTS decision code
x Refused to accept (Note: this is considered the first review cycle, See Screening Checklist
http:fferoom.fda, qov.’eRoomReq/Flles/CDRHSICDRHPremarketNotlfca tion510kProgram/0 563 1/Screening%20Checklist%207%

202%20C07 doc )
@)Hold Additional information oTelephone Hol

x Final Decision (SE, SE with Limitations, NSE (select code below), Withdrawn, elc.).

Not Substantially Equivalent (NSE) Codes

x NO NSE for lack of predicate

X NI NSE for new intended use

x NQ NSE for new technology that raises new questions of safety and effectiveness
x NP NSE for lack of performance data

x NM NSE requires PMA

x NS NSE no response

x NH NSE for another reason

Please complete the following for a final clearance decision {i.e., SE, SE with Limitations,etc.):

Ind|cat|ons for Use Page Attach IFU

510(k) Summary /510(k) Statement U Attach Summary.
‘?r::tur;f‘t_rlnéur;d—;tccurate Statement ‘ o Musr be present for a Fmet'—f)e-ctsron ‘n T
ls the device Class in? S | o S 1 -
If yes, does firm lnclude Class Ill Summary? : Must be present for a Final Decision |

Does firm reference standards'?
(If yes, please attach form from hitp: {veww.fda. qov/opacomlmorecho:ces!fdaformsIF DA-

3654.pdf) .

Is thls a combmatlon product? -
(Please specify category see
hitp:#/eroom.fda . gov/ieRoomReaq/Files/CDRH3/CORHPremarkeiNotification510kProgram/_413b/CO
MBINATION%ZOPRODUCT%20ALGORITHM%?_O(REVISED%203 12-03).DOC

“Is this a reprocessed single use device? ‘ i .
(Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510(k)s for _
~ Reprocessed Single-Use Medical Devices, hitp;/fwww fda.gov/cdrh/ode/guidance/1216.html) | 1

s this de\nce intended for pediatric use only?

Is this a prescnptlon device? (if both prescription & OTC, check both boxes.) ;

" Did the appllcataon mclude a completed FORM FDA 3674, Certification wuth Reqwrements of
ClinicalTriats. gov Data Bank? SN RO S
Is clinical data necessary to support the review of thtS 510(k)? S = *

For United States-based clinical studies only: Did the application include a completed FORM
FDA 3674, Certification with Requiréments of ClinicalTrials.gov Data Bank? (If study was
conducted in the United States, and FORM FDA 3674 was not included or incomplete, then
appllcant must be contacted to obtam completed form )

Does thls dewce anclude an Ammal T|ssue Source’P

A” PEdlat”C Patlents age< =21 ’ ” N o i
Rev. 5/12/Ruestions? Contact FDAICDRHIOGE/DID at CDRH-FOISTATUS@(da.hs gov or 301- 7§6 8118
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Neonata/Newbarn (Birth to 28 days)

Infant (29 days -< 2 years old} .

Childg (2 years -< 12 years oEd)

Adolascent (12 years < 18 years old) o

Transitional Adolescent A (18 <21 years old) Specral consrdera(rons are being given to thrs
group, different from adults age 2 21 (different device des:gn or testing, different protocol
procedures etc. )

Transiiona! Adolescent B (18 -<= 21 ‘No specrai consrderatlons compared to adults => 21 years
Dld)

" Nanotechnology

Is this device subject to the Tracklng Regulatron’? (Medrcal Device Trackmg o Contact OC. o
Guidance, hitp:/iwww.fda.gov/cdrh/comp/guidance/168.htm!) ‘

Regulation Number : Class* Product Code

(*!f unclassified, see 510(k) Staff)
Additional Product Codes:

Reviow éwx\(@/ww W;\ 0k LLP

Branc Code) {Date})
Final Review: (™ 10 )3)
L &/(Division Director) ' : (Date)
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S10(k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCESS

Mew Device is Compared 1o

Marketed Devige

Descriptive Information Does New Device Have Same  NO Do the Differences Alter the Intended ' Mot Substantially
about New or Marketed Indication Statement’ ¥ Therapeutic/Dingnostic/ete. Effect YES  Equivaleni Delermination
Device Requested a§ Needed (in Deciding, May Consider fmpacton

‘ YES Safely and Effectivenzss)?**
Y .
New Device Has Same Intended NO

Use and May be “Substantially Equivalen:” < ¥ * O
) New Device Has

@ . @ New fntended Use

Does New Device Have Same
- Technological Characteristics, NO Could the New )

e.g. Design, Malenals, etc.? — ¥ Characteristics Do the New Characleristics

YES Alfect Safety or ———# Raise New Types of Safety YES
@ ] Effectiveness? or Effectiveness Questions?
. i
. Y .
NGO Are the Descriptive NO .
NO

~ Characteristics Precise Enough
to Ensure Equivaleace? < @

NO
Are Performance Data Do Accepted Scientific
Availzhle to-Asses Equivalence? YES Metods Exist for
Assessing Effects of NO-
the New Characteristics?
YES
‘II" YES
Y
Performance Arse Performance Data Available  NO

To Assess Effecls of New

Data Required
Characteristicg? **+*

YES

(O
Y .
> performance Data Demonstrate ’ Performance Data Demonstrale

Equivalence? ————— () _ 0O 4 Equivalence? <
YES - ' - YES . “NO

NG

- “Substantially Equivalent’ @
To , Determination 7 Ta

* 510(k} Submissions compare new devices to m'ukcled devices. FDA requests additional mformatlon if the relationship betwccn
marketed and ¢ predlcatc (pre-Amendments or reclassified post-Amendments) devices is unclear,

A _ This decision is normalty based on descfiptivc information a[nnc but fimited testing information is sometimes required. |

et Data maybe in lhl. SlO(k) other S10(K)s, the Camcr s, clasmﬁcauon files, or thc literature.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs. gov or 30117%618118
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ﬁc DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
Office of Device Evaluation
10903 New Hampshire Avenue
Silver Spring, MD 20993

Premarket Notification [510(k)] Review
Traditional/Abbreviated

510(k) Memorandum
TO: The Record
FROM: Sheena A. Green
ODE/DAGID/DEDB
DATE: October 3, 2011

. SUBJECT:  SnoreRX NS 9.0 (K112205/A41)

CONTACT: Gary Mocnik
Regulatory Consultant
Aliso Viejo, CA 92656
Phone: (949)433-0413
Fax: (949)831-9944
Email: gmocnik@cox.net

RECOMMENDATION: Telephone Hold (TH)

#
Purpose and Submission Summary

Gary Mocnik & Associates of Aliso Viejo, CA has submitted a pre-market notification (510(k))
on behalf of Consumer Health Products, Inc of Laguna Niguel, CA to introduce the SnoreRX NS
9.0 into interstate commerce. SnoreRX NS 9.0 would be regulated as a prescription Class II
medical device, and would be classified under 21 CFR 872.5570, as an Intraoral device for
snoring and an intraoral device for snoring and obstructive sleep apnea, product code L.RK.

The sponsor claims substantial equivalence to the following predicates:
= Snore Guard(K050592)
»  Silencer (K954530)
» Snore Control (K963591)

The submission claims conformity to the following standard and/or guidance document:
=[SO 10993-1:2003 Biological Evaluation of Medical Devices — Part 1 Evaluation and
Testing
» Class Il Special Controls Guidance Document: Intraoral Devices for Snoring and/or
Obstructive Sleep Apnea; Guidance for Industry and FDA, November 12, 2002.
» FDA Blue Book memorandum G-93

~ 162
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Administrative Requirements

X

Truthful and Accuracy Statement A X ‘

S e e - e _x I
X

5 10(k) Summary or 51 O(k) Statement :

e e i e e 2t St - ———— - [N R S

Standards Form

510¢{k) Summary / 510(k) Statement
The sponsor has provided a 510(k) summary in the original submission.

|YESINO |NIA

Required Elements for 510(k) Summary (21 CFR 807.92)

Clearly labeled “510(k) Summary”

Submiiter’ s name, address, phone #, a contact person

Date the summary was prepared

The name of the device/trade name/common name/classification name
An identification of the legally marketed Predicate

Description of the subject device

Statement of intended use(identical to indications for use)

if same, a summary of comparison of technological characters X

AP AP AP P

If different, a summary of how do they compare to the Predicate X

Technological
characteristics

Brief discussion of non-clinical data submitted, referenced, or
relied on
Brief discussion of clinical data submitted, referenced, or relied X
on, including:

= Description upon whom the device was tested,

®  Data obtained from the tests and especially:

= Adverse events and complications

®»  Qther information for SE determination
Conclusion that data demonstraie SE X

Required Elements for 510(k) Statement (21 CFR 807.93)

s

Performance Data

Signed verbatim statement X

Indications for Use

The sponsor has provided Indications for Use statement that states: “The Consumer Health
Products “SnoreRX NS 9.0” is intended for use on adult patients 18 years or older as an aid for
the reduction and /or alleviation of snoring.”

Device Description

ls the device life-supporting or life sustaining?

' 2
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Yes No N/A

Is the device an 1mptant (lmplanted longer than 30 days)'? o X

Does the device deswn use soﬁware’?

Is the device sterile? ‘ > X

Is the device reusable (not reprocessed single use)? i

Are “cleaning” instructions included for the end user? !

SnoreRX NS 9.0 is an intraora! device that is used at night to reduce snoring by advancing the
lower jaw and thereby minimizing air obstruction. The device consists of two custom fabricated
trays that fit separately over the upper and lower dental arches and engae each other in the
anterior area of the mouth. This interface causes the SoreRX NS 9.0 to function as a mandibular
anterior repositioner. The device employs a “boil & bite” design to provide custom impression
for each patient. The SnoreRX NS 9.0 is boiled for 1 minute, removed and then cooled for 7-10
seconds. It is then placed in the patient’s mouth where they will bite down full force for 30
seconds. The device is then removed and place in a bowl of ice water for 30 seconds which
locks in the teeth impression.

The submission states that SnoreRX NS 9.0 works by allowing the user to adjust the upper or
lower trays in 1 mm increments. It locks in the desired setting but also allows for future changes.
The device has a “PUSH?” button feature that unlocks the setting. By continuing to depress the
“PUSH” button, the user is able to move the lower tray into the new desired position and by
releasing the “PUSH” button, the new setting is locked in place.

Two main components are used to fabricate the SnoreRX NS 9.0. The upp
fabricated from [N I8 and the impression material is
(b)(4) he sponsor notes that the above materials have been used in previously cleared device.

Reviewer’s note: The sponsor will be asked to identify each component of the device including
the “PUSH” button and their material compositions. In addition, the sponsor will be asked 1o
identify a predicate in which each identified material has been previously cleared along with
their CAS numbers where applicable (deficiency #1, A001).

Predicate Device Comparison
The sponsor claims substantial equivalence to the following predicates: Snore Guard (K050592),
Silencer (K954530), and Snore Control (K963591) '

The 510(k} number above referenced for the Snore Guard does not match up to what is listed in
IMAGE.

Reviewer’s note: The sponsor will be asked to clarify the correct 510(k) number for the Snore Guard
device (deficiency #2, A001).

The subject device was compared to the other two predicates K954530 and K963591. The
intended uses of the subject device and predicate devices are similar in that they are all to
reduce snoring and are for patients 18 years or older.

3 L
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The designs of the subject and predicate devices are similar. All devices consist of two parts:
upper and lower trays made of a hard acrylic. The trays of the subject device are made from
ELVAX 3615 while the trays of the Silencer are made from ELVAX 40. All devices allow
mandibular advancement of the patient's jaw. There are differences in the type of mechanism
that engages the two trays. The subject device is engaged by a “PUSH” button while the
Silencer is engaged by a Halstrom Hinge and clasps. In addition, the labeling of these devices is
similar in that they all include similar contra-indications, warnings, and precautions.

Labeling
Proposed labelling for the SnoreRX NS 9.0 was provided in section 14 of the original submission.

The proposed labeling includes a representation of the device label and a draft of the instructions
for use manual. The draft of the device label include the device name, the required prescription
statement, and a claim that states that the “SnoreRX NS 9.0 is endorsed as a proven clinical
treatment for snoring.”

Reviewer's note: To support the claim above, the sponsor will be asked to provide a few clinical
cases. In addition, the label above is incomplete. It does not include the company’s info such as

name, address, etc. The sponsor will be asked to revise their label accordingly (deficiency #3,
A001).

The draft of the instructions for use manual includes the following: device name, prescription
statement, device description, contra-indications, warnings, precautions, info on to prepare for
fitting of the device, fitting protocol, cautions, and info on care of device.

Reviewer’s note: It appears from the instructions for use that both the patient and dentist fit this
device. Typically, these types of devices are fitted by the dentist in his or her office; therefore it
will be recommended that the sponsor remove instructions that instruct the patient o fil the
device and provide specific instructions for the dentist on how to prepare and fit the device. In
addition, it will be recommended that the sponsor provide separate patient instructions on how
to care and store their device (deficiency #4, A001).

Reviewer’s note: In addition in the instructions for use and throughout the labeling specifically
device description and executive summary the sponsor claims that their device “eliminates
snoring.”" It will be recommended that the sponsor provide the appropriate data to support such
claim or alternatively remove it (deficiency #35, A001).

Sterilization/Shelf life/Reuse

The SnoreRX NS 9.0 is provided non-sterile as are other similar cleared devices. These devices
are provided non-sterile and are not intended to be sterilized. In addition, similarly to other
intraoral snoring and/or OSA devices, SnoreRX NS 9.0 is for single patient — multi use.

Biocompatibility

The sponsor identified two materals th
SnoreRX NS 9.0. These materials are
Specifically, it is noted that the upper and lower trays of the device are made from [QIEN-

(b)(4) I and the impression material is (DI - Section 16 of the original

4 L
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submission states that two above materials have been tested in according to the guidances given
in ISO 10993-1, 5, 10 as well as FDA Blue Book memorandum G-95. Table 16-2 in section 16
summarized the test results if the I. The results in the table suggest
that this material is non-cytotoxic, non-irritant, and negative for evidence of sensitization. For
th N 2., the sponsor notes that they did not conduct biocompatibility testing on this
material but testing was conducted by the supplier Dupont. A letter was referenced in which the
sponsor notes is available from the Dupont that states I G2 is biocompatible.

(b)(4)

Software
This device does not utilize software; therefore this section is not applicable.

Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety
No electrical components are contained in the SnoreRX NS 9.0.

Performance Testing — Bench

The sponsor notes in section 19 that bench testing was conducted on the SnoreRX NS 9.0 and
samples of the device were tested to establish performance of key design features to substantiate
equivalence. It is stated that all samples tested were representatives of finished devices. The
tests conducted included an approved Risk Analysis, visual inspection, engineering and failure
analysis, and a dimensional analysis.

The objective of the visual inspection was to verify that the device was free from any sharp
edges that would result in harm of the patient. The purpose of the engineering and failure
analysis was to verify that the device integrity was maintained throughout the evaluation. The
dimensions of the airway channels of the device were studied during the dimensional analysis.
This test was to assure that there is adequate airflow to accommodate full mouth breathing
during sleep.

Reviewer’s note: Summaries of the above tests were provided rather that the actual test reports.
In addition, it is not clear on how the acceptance crileria for these tests were defined. It will be
recommended that the sponsor provide full test reports for the bench tests above performed on

their device and to clarify how the acceptance criteria for each tests were established (deficiency
#7, A001).

5 .
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Performance Testing — Animal
No animal test results are required to determine substantial equivalence of these types of devices.

Performance Testing — Clinical

No clinical data was provided in the original submission; however the sponsor states on the draft
of their device label that “SnoreRX NS 9.0 is endorsed as a proven clinical treatment for
snoring.” (See labeling above}

Substantial Equivalence Discussion

YES NO
1. Same Indication Statement‘7 X IfYES= Go To 3
772. Do —leferences Alter The Effect or Ralse NewJ‘MNX IfYES Stop NSE B
Issues of Safety Or Effectiveness? f
3. Same Techlie-l—c_)glc;la;aEterlstlcs7 o { X R If YES Go To 5
" ‘4. Could The New Characteristics Affect Safety 3 If YES = Go To 6
Or Effectiveness?
| 5 Be‘ecrlptwe Characteristics Pre(:lse Enou:gh‘? o _m_X i If N_O : Go Te é
- - wi N If YES = Stop SE
6. New Types Of Safety Or Effectiveness ; If YES Stop NSE
Questions? ' '
7. Accepted Scientific Methods Exist? ' IINO=Stop NSE
8 Performance Datﬁa»Aivallab]e‘? - ‘ X If NO Request Data -
9 Data Demonstrate Equivalence? o | F1na1 Decmon TH -

(b) (4)
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(b) (4)

7 — 168
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(b) (4)

Recommendation
After review of K112205 I recommend that this file be placed on telephone hold until ali of the
deficiencies above are adequately addressed.

%/{ W lo/3 ///
Réviewer _ Date

Sheena A. Green
Biomedical Engineer

Branch Chief Date ' ¢/
M. Susan Runner, DDS., M.A.
Branch Chief Dental Devices

s - 169
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Greemsmma#

From: Green, Sheena

Sent: Monday, October 03, 2011 10:36 AM

To: 'gmocnik@cox.net’ :
Subject: K112205: SnoreRX NS 9.0 - October 3, 2011

Dear Mr. Mocnik,

(b) (4)

1
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 3(;]1 -299-81 18




(b) (4)

Best Regards,

Sheena

she s o o e o0 e oo o ok o ok ok ok ok ok A o ok 3K ok s ook ok sk okok ok o o ok ok 0k

Sheena A. Green, M.S.

Biomedical Engineer/Scientific Reviewer
U.S. Food & Drug Administration
ODE/CDRH/DAGID

Dental Devices Branch

10903 New Hampshire Avenue

WOG6E6 - 2545

Silver Spring, MD 20993

Ph: {301) 796-6279

Fax: (301) 847-8109

sheena.green@fda.hhs.gov

- z Sior o T
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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THIS MESSAGE 15 INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS
PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM D!SCLOSURE UNDER LAW, If you are not the addressese, or a person authorized to deliver
the document to the addressee, you are hereby notified that any review disclosure, dissemination, copying, or other action based on the
content of this communication is not authorized. If you have received this document in error, please immediately notify the sender by email or
telephone. This communication is consistent with 21 CFR 10.85(k) and constitutes an informal communication that represents my best
judgment at this time but does not constitute an advisory opinion, does not necessarily represent the formal position of FDA, and does not bind
or otherwise obligate or commit the agency to the views expressed.
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510¢k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCESS

New Devicq is Compared. 1o
Markettd Device *

Descriplive Information
about Mew or Markeied Indicatioh Stol
Device Requested as Needed

Use and May be

NE Argl

Are Performance Dala
Available tor Asses Equivalence?

O YES

B/

Performance
Data Required

L

b

New Device Has Same Imended

- Characleristics Precise Enough

! to Ensurc Equivalence?
NO ' '

YES

Suh

r,tlantinjl?y Equivalen”

@)

¢ Dm‘cr:nccs Alter the Intended Mot Substantiatly
usndclc Effect YES  Equivalent Determination

New Device Has

@ Mew Intended Use

M. Could the New

P Characteristics . Do the New Characteristics
AffectSofety or —
Effectiyeness? or Effectivencss Questions?

NO _
NO

@

Do Aceepted Seientific
Wleihody Exist for
Assessing Effects of .

the New Characteristics?

-y

» Reise New Types of Safery YES »O

11

NO-

r N N .
Are Performance Data Avaitable  NO

To Assess Effects of New

Characteristics? ***

YES

Equivalence?

YES .

Determination

marketed and ! prcdrca(c {pre-Amendments or recldssified post-Amendments) devices i unclear,

3

R

Data maybe in (hc 5]0(k) other' S10(k)s, the Ccnlu 5 clasmﬁcallon files, or thc Tterature.

Performance Data Demonstrate

*
MO

310{k} Submissions compare new devices to mad-ccled devices. FDA requests addmona] mformallon il the rc!atmnshtp b:twccn

This desision is normally based on dcscnpmc information a|0nc but fnited lesting mformalltm iz somelimes rcqulrtd

[

Questions? Contact FDA/CDRH/OCE/DID at CDRH FOISTATUS@fda hhs govor 301-796-8118
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-/: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

EA
o WALy

" w UJ.S. Food and Drug Administration

hvazg Center for Devices and Radiological Health
Document Control Center W0O66-G609
10903 New Hampshire Avenue

Silver Spring, MD 209930002

October 18, 2011

CONSUMER HEALTH PRODUCTS, INC 510k Number: K112205
C/O GARY MOCNIK AND ASSCQCIATES
49 COASTAL OAK Product: SNORERX 9.0

ALISO VIEJO, CALIFORNIA 92656
ATTN: GARY MOCNIK

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document
Mail Center at the above letterhead address. Correspondence sent to any address other than the one above will not
be considered as part of your official premarket notification submission. Also, please note the new Blue Book
Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with Industry about
Premarket Files Under Review. Please refer to this guidance for information on current fax and e-mail practices at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm(89402.htm. On
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated
510(k)s. This guidance can be found at

http://www.fda.gov/Medical Devices/DeviceRegulationandGuidance/Guidance Documents/ucm084365.htm.  Please
refer to this guidance for assistance on how to format an original submission for a Traditional or Abbreviated
510(k).

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution until you receive a letter from FDA allowing you to do so. As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a
submission or a requirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

Please ensure that whether you submit a 510(k) Summary as per 21 CFR 807.92, or a 510(k) Statement as
per 21 CFR 807.93, it meets the content and format regulatory requirements.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
" Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640.

Sincerely,

510(k) Staff

o 77
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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FDA CDRH DMC
Gary S. Mocnik & Associates
Regulatory Consultants 0CT18 201
49 Coastal Oak . ) A
Aliso Viejo, California 92656 Recel\IEd aaias
949-433-0413

October 17, 2011

Ms. Sheena Green

Food and Drug Administration

Center for Device and Radiological Health
Document Mail Center (W066-0609)
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Re:  SnoreRx NS 9.0 (K112205)
Email communication dated 10-03-2011

Dear Ms. Green,

Thank you for your efforts in reviewing this premarket notification. The following is in response
to your email communication dated October 3, 2011 requesting additional information regarding
the above referenced submission. The FDA request is repeated in italics followed by the
company’s response. Additionally, in responding to several of the agency requests we have
identified an additional predicate device, the “PureSleep” (formerly known as “SnoreMaster”
and cleared under K954128), that has the same technological features, the same intended use, is
constructed from identical materials, and has the same operating principles as the proposed
device.

We believe that these responses adequately address the issues raised by the agency and are
adequate to determine substantial equivalency to the predicate devices.

Thank you for your consideration of this response. If you have any questions or need any further
information, please contact me at (949)433-0413. Please also note that Jim Fallon (principle of
Consumer Health Products) should be considered an authorized respondent for this submission.

Sincerely,

Ao moA\

Gary S. Mocnik
Official Correspondent for Consumer Health Products

%’5§"w~ 78

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov br 301-796-8118 .
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(b) (4)
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b) (4)
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b) (4)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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(b) (4)
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




(b) (4)

Records processed under FOIA Request # 2015-4518; Released by CDRH on 11-30-2015
K112205-Response to 10-3-11 Al request Page 7 of 77

SRTRTINY:

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Attachments for Item 2

¥ o300y

FEB 25 &0
510{k) Summary

Ranir's Snoro Guard

Suhrnn-hr’s Name, Addmasa, Telephone Number, Contact Person
and Dats Praparod

Ranir, LLC

4701 East1 Parls Avenue SE

Grand Ropids, Mi 49612

Phone: (G16) 608-8880

Facaimile: (616) 656-7650

Contac! Porson: Jefl Fisher

Data Preparad: December 13, 2010
Name of Devico

Snore Guard
Commaon or iJsual Name/Classification Rame

Intracenl Anti-Snoring Dovice
Predicaty Dovices

Snaro Guord Advanco (K102118)
SkeepRight Original (K100545)

Purpose of Bubmizsion
Tho Snore Guard iz & modification to the Snor Guard Advanca.
tandod Uso ! trvfications for Use

The Snore Guan! is indicalad for use In the reatment of nighttimo snoring and mild to
moderate Obstructive Sioep Apnea n adults 10 years of age or okder.

Tochnotogical Charzctunistics
The Snoro Guard consists of a mouthipard wom on the manxilia, connected to an occlusal
m(mm‘mrmpmmmmuwsmmm. Botn the
maltary ey and the occlusal ramp are custom fitted using B “bof-and-bito® process.
Substantial Equivalonce
The Snoro Guard has the ame intended use and simiar indications, princides of operation,
and technological characiesistics as Soare Guard, The minor differancos in Bw Snore
Guard's technological chamchoristics do not raise by new quastions of safety or

cffectivencss. Thus, the Snora Guard s subsiantizlly aquivatent to its identfied pradicate
devices,

— 90

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH & i‘iUMAH SERVICES Public Health Service

Food izt Drug Adminisiration
10903 New Hampshire Averue
Dosumeni Contnl Rewm =WHESLIGH?
Sitver Spring. MO 2099)-0X102

i
4 i RaninLLC :
) 1 ' " C/O Mr, Gerard J. Prud'homme
| Hogan Lovells US LLP
! T 555 Thineenth Street, NW
* .1 Washinglon, District of Columbia 20004 FEB 3§
: -ul .
. ‘ 5.:1*;:., Re: K103004
b ” i Trade/Device Name: Snore Guard
3o Regulation Number: 2t CFR §72.5570
b FERNETD Regulation Nume: Intrzoral Devices for Snoring and Intrporal Devices for Snoring and
A : Obstructive Sleep Apnea

Regulatory Class: I
. Product Code: LRK
e Dated: February 17, 2011
v Received: February (7, 2011

v ke

2w S
CAr RO
.

Dear Mr. Pred homme;

Wt have reviewed your Section $10{k) premarket notificetion of intent to markel the device
refercnced above and have determined the device is subsiantindly equivalent (for the
. indications for use stated in the enclosure) to legally marketed predicate devices marketed in
T interstate commerce prior to May 28, 1976, the cnactment date of the Medical Dovice
T Amendments, or to devices that have been reclassified in accordance with the provisions of
the Federal Food, Drug, and Cosmetic Act {(A<t) thit do not require approval of a promarket
spproval applicetion (PMA). You may, therefore, market the device, suhject to the gencral

; controls provisions of the Act. The general controls provisions of the Act include

i requirements for nnnual registration, listing of devices, good manufacturing practice,

. labeling, and prohibitions against mishranding and adulteration. Please note: CDRH docs
SR not evaluate information related to contract lizbility warranties. We remind you, however,

that device Iabeling must be truthful and not misleading.

If your device is classified (sec above) into either clace 11 (Special Controls) ar class I
’ (PMA), it may be subject to ndditional controls. Existing major regulations affecting your
P device can be found in the Code of Federal Regulaticns, Title 21, Parts 80010 893, In
"+ 5 addition, FDA may publish further announcements canceming your device in the Federl

91
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Page 2- Mr. Prud*homme

. Please be advised that FDA's issuance of a substantial equivalence determination does not
Lt mean that FDA has made n determination thay your device complies with other requirements
o of the Act or any Federa! stotutes and regulations administered by other Federal agencies.

) You must comply with 2!l the Act’s requirements, including, but not limited to; registearion
and listing (21 CFR Pant 807); labeling (21 CFR Poni 801); medicat device reponing
{reporting of medicel device-related sdverse events) (21 CFR 803); good manufacturing
proctice requirements as set forth in the quality systems (QS) regulation (21 CFR Pant 820),
and if applicable, the electronic product radiation control provisions (Sections 531-542 of
~r the Act); 21 CFR 1000-1050. :

b If you desire specific advice for your device on our labeling regulation (21 CFR Pant E01).
plense goto

L hng:#w'w,[da.ggvMboulFDNantcrsOfﬁcﬂQ!)ﬂﬂ!QDRHOt'ﬁccsfucmI 15809.btm for
the Center for Devices and Rediological Healih's (CDRH's) Office of Compliance. Also,
please note the regulation enfitled, “Misbranding by refercnee to premarket notification”
(21CFR Pan 807.97). For questions reganding the reporting of adverse evems under the

MDR reguiation (21 CFR Part 803}, please go to
hug'ﬂm.g@.ggv{Mgdicnchvices!SafcME:E[l_ngroblemldefauh.htm for the CDRHz

OfMice of Surveillance and Biometries/Division of Postmarket Surveillance.

i You may obtain other peneral information on your responsibilities under the Act from the
Division of Small Manufacturers, [nternationat and Consumer Assistance at its toll-free
number (300) 638-2041 or {301) 796-7100 or t its Internct address

hetp:iwww, |d§,ngIMedica]Dcvicang;gg;gcsforYoWlndustgfggfauh.hun.

- - Sincerely yﬁmv

R . Q\‘ ! E

por x’ {:_"j Uim \)\-MW/

Anthony D, Watson, BS., M.S., M.B.A.

Director
Division of Anesthesiology, Genera! Haospital,
i Infection Control and Dental Devices
2 Office of Device Evaluation

Yo Center for Devices and
' Radiological Health

Enclosuse

NI 92
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¥103004

tndications for Uae Statement
530(k) Numbar (if known);

Dovice Name: Snavo Guard
Ind=cations for Lisa:

The Snare Guard is indicated for use in the treatment of nighttime snoring and mild to moderate
Obstructive Sleep Apnea in adults 18 years of ege or older.

Prescription Use __ X ANDIOR Over-The-Counter Use
{Per 24 C.F.R. 807.109) (Per 21 CFR. 807 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF
NEEDED)

Concurrence of CORH, Office of Device Evaluation (ODE)

Siuod s

ion Sign-0ffy’
om::m of Anesthesiology, Gencral Hospital

infection Gonuol, Dent2) Devices
100 tmber <p KaOLJ‘___

e 93
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Attachment for Item 3

DRAFT BOX FRONT LABEL

YOU DESERVE A GOOD NIGHT'S REST
WE GUARANTEE IT!

DRAFT BOX BACK LABEL

SnoreRx

Caution: Federal law restricts this device to sale on or by order of a
physician or an appropriately licensed pracritioner

Consumer Health Products, Inc.
17 Brownsbury Road

Laguna Niguel, CA. 92677

949 snorernx
customerservice@snorerx.co

i 94
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Attachment 4.1
PureSleep Instructions For Use

PrireSloopy Instruction Guide

The StOP Snoring Sotution : Pieass ead carefully

STOP
SNORING

Why You Snore...

Most snoring is caused by a partial obstruction of the upper airway
(the region behind the tongue). When we're awake, we consciously keep
our upper airway open, allowing unohstructed hreathing,

But when people fall asleep, those muscles relax, and the airway can
become narrower. For most people who snore, air rushing through the
narrowed opening causes the soft tissue in this part of the upper airway
to vibrate, making the familiar sound of snoring.

e 95
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in the U.S. alone, more
than 23% of married
couples report that they
sleep separately hecause
of interrupted sieep. with
snoring being the most
common problem

Why PureSleep works.

PureSIeep is an intraoral device designed to reduce or eliminate
snoring by holding your lower jaw slightly forward of its normal position
while you sleep. This tends to widen the upper airway so air isn't forced
through such 2 narrow opening. PureSleep works because it opens your
upper airway and eliminates the vibrations we all know as snoring.

It’s that sm'.lple—and that effective!

i e ——
|

www.puresleep.com

96

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



Records processed under FOIA Request # 2015-4518; Released by CDRH on 11-30-2015
K112205-Response to 10-3-11 Al requaat Page 20 of

A\ Do not use PureSleep if...

» You have been diagnosed with central sleep apnea. PureSleep is not 2
treatment for sleep apnea or any other medical condition.
¢ You have chronic asthma, emphysema, or any other severe
respiratory disorder. If you have a history of any of these diseases,
consult a physician prior to use. :
» You have loose teeth, abscesses, or severe gum disease. Did you knou...
» You are less than 18 yvears of age. snoring can be a symptom of

X % 3 sleep apnea which is a serious
* You have had a dental implant within the last year. Todical "oncltm; b

» You have been diagnosed with temporomandibular disorder lead to high biood pressure
(TMD), which is a disease of the"jaw joint", unless a dentist or heart disease and stroke. For
physician has advised you that you may use PureSleep. more information about sleep

« You have full dentures or are undergoing orthodontic treatment. apnea. go lo sleepapnea.org

» The package seal was broken when vou received your PureSleep.

If you are unable to use your PureSleep for any of these reasons,
please return it for a refund per the terms of the PureSleep 30
day money-back guarantee.

How to prepare for fitting,

1. Brush your teeth. Clean teeth mean
that food particles won't be trapped in
the device during the fitting process.
If you have partial dentures, remove them.

2. Determine what fype of bite you have. When you close your jaw
normally, do your upper front teeth overlap your lower front teeth?
If s0, you are like most people, and have a typical bite and should
connect the upper and lower components of your PureSleep in the
“neutral” setting, as described in the next step. Everyone else will
use the “advanced” setting,

3 « Attach the upper and lower parts of PureSleep in the setting
that is best for you. The upper and lower components of PureSleep
are designed 1o fit together. The two plastic pins in the upper
eomponmtﬁlmwlwlesmmelowercompommmlhreeposmhle

position uﬁmmﬂnmm
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PyireSlcep
The STOP Snoring Sokstion

T e e e R U TR LRI

NEUTRAL SETTING
o Use the two holes closest to the front of the device.

ADVANCED SETTING
o [ise the center two holes.

CUSTOM SETTING

» Use the two holes closest to the back.
Note: This setting should only be used
il directed by a dentisL.

I

STOP
SNORING |

www.pureslesp.com

Helpful hints, important tips.

HERE'S WHAT YOU WILL NEED: PREVIEW OF THE FITTING PROCESS:
A timer with a second hand is critical

) ;wmefm Slieanpgt ofro\i:g[mg 1o your success in fitting PureSleep.
tul qreferah] slotted Here’s how it’s going to work...

* aspatula, p v

= 4 limer with a second hand _ . \’o‘u' will be heating the dev.ice in

« a toothbrush and toothpaste boiling hot water for one minute.

= cuticle scissors "’ = Then vou'll remove PureSleep

from the water and wait 10 to 12
seconds for the device to cool.

* 2 towel

o While bolding your jaw forward,

you must bite down hard to make

an impression of your teeth in the

softened plastic. You'll be holding
that position for 30 seconds.
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Common Mistakes to Avoid...

TR AL TR TRV

Fllllng the PureSleep to your mouth is simple, but it's not quite

as simple as it may seem. While you may be tempted to proceed

without carefully reading the instructions, there are a number of

details that can make a big difference. Here are the most common

mistakes and how to avoid them: Did Jyou knouw...
according to a recent
National Sleep Foundation
study, among those
raspondents who hava a

= If you don’t wait at least 10 seconds after removing PureSleep
from the hot water, you can burn your mouth. But if you wait
more than 12 seconds, the soft plastic will begin to harden and

vou won't get a deep enough impression of your teeth. partner who snores, 38%

» Most people naturally tend to move their lower jaw backwards as mentioned having problems
they bite down. However, doing this will result in an improper fit, In their relationship dug 1o
s0 you must resis! this tendency. To ensure a proper fit, continue sigep ISSUes.

to hold your lower jaw forward while biting down.

* Don’t be afraid to bite down hard. A deep impression will provide
greater comfort and effectiveness.

T =

‘You are now ready to fit your PureSleep:

How to custom-fit your PureSleep’ in

1. Boil one to tuo guarts of water in a medium size
poi. Once the water comes to a boil, remove it from
the stove and turn off the burner. Do not leave boiling
water unattended.

2. Heat the PureSleep. Using the spatula, slowly lower
the PureSleep into the pot of hot water for one minute.
To insure that the hot waler comes into contact with
the entire device, use the spatula to hold the device
under water. Avoid unnecessary movement,
which can cause the two components to
separate. If this happens, let the PureSleep
cool for one minute and repeat this step.
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o Sk
just minutes. Pure.ee0
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3. rir the PureSleep fo your mouth. Hold the PureSleep out

of the water with the spatula for exactly 10 to 12 seconds.

Then as quickly as possible, perform the following actions:

o Thrust your jaw forward as far as you comfortably can.

* Place the PureSleep in your mouth.

» Continuing to bold your jaw forward, bite down very firmly.
Important Note: Most people naturally tend to move their lower
jaw backwards as they bite down. However, doing this will result
in an improper fit, so you must resist this tendency.

4. Hold ihis position for 45 seconds. Remove from your mouth and
place the PureSleep under cool running tap water.

Note: It's normal for vour teeth and gums to feel very warm during
this process. If you are unable lo maintain this position for the
full 45 seconds, just hold it as long as you can.

Dy re. Cleen

The Opmm

8. 77im au ay excess malerial for greater comforl. Now that you have fitted
your PureSleep, you may notice that some of the soft plastic has been fused
or melted together. This is normal at both ends of the device as it holds the
two pieces together.

However, some soft plastic may have been displaced and could interfere with
vour tongue and cause irritation. Excess plastic may have accumulated
along the inner portions of the PureSleep. Also, sharp peaks of soft plastic
may form during the fitting process. You should cut away any extra
material using cuticle scissors.
Caution: For greater safety, fold your towel in half two or three
times and use it 1o hold vour PureSleep while trimming material.

PureSleep works best if you have made a deep impression of your feeth
in the soft plastic. 1f you think that you have not achieved the best

impression possible, simply repeat fitting steps 2 though 5. Try to avoid
mmfnemmdunmmumdmgsumaymkm

www.puresieep.com
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Before you use your PureSleep...

* Brush your teeth.

* Remove partial dentures.

« Your PureSleep has been specifically prescribed to you and
custom-fitted to your mouth. You should not let anyone else use
your PureSleep.

» PureSleep works best if you sleep on your side or stomach. Specially
designed pillows and “leg pillows™ are available which can help
you stay on your side during sleep.

» At first, some people have trouble sleeping with their PureSleep and
some may even experience excess salivation or a slight “gagging”
response. If this happens to you, make sure you have trimmed
away any excess soft plastic, as described earlier. Also by placing
your PureSleep in your mouth well in advance of going to bed, vou
can become acclimated to it before trying to sleep.

* If you wake up in the middle of the night and are bothered by
your PureSleep, just take it out and go back to sleep. Each night,
you should be able to sleep longer with your PureSleep, and in
just a few nights, you should be sleeping snorelessly through the
entire night!

What to expect the next morning...

1's normal for your jaw, teeth, and gums to feel moderately sore and
fatigued for the first three to five mornings as you acclimate to the new
position during sleep. Also, if vou don't use your PureSleep for several days,
vou may need to “re-acclimate” yourself.

A(".;mli(m' 1t is not normal to experience severe, sharp pain or for your
jaw to suddenly become more limited in its ability to open. These
symptoms may be an indication of a serious problem with the main joint
of your jaw, called temporomandibular disorder (TMD). Additional
symptoms of TMD include clicking or popping sounds when moving vour
jaw. If vou experience these symptoms or believe that vou may have TMD,
discontinue use immediately and contact ThePure Sleep Company for a
full refund per the terms of the PureSleep 30 day money-back guarantee.
If these symptoms persist, you should contact your dentist or physician.
Likewise, discontinue use if your snoring becomes worse, you have
difficulty breathing while using vour PureSleep, or you experience ongoing
pain in your teeth or gums.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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How to get used to the forward position.

e e R R LRI LR LR L

Each morning, vour jaw will tend to stay in a “forward”
position after the PureSleep is removed because the muscles
in your jaw have become used to this position during the
mght This is normal and is no cause for alarm. Within two
to three hours, your jaw should return to its normal position.

You can also significantly shorten this time by performing
a simple “jaw stretching” exercise in which you gently push
vour jaw hackwards while relaxing the muscles in your jaw
and holding this position for about a minute.

Caution: If vour jaw does not return to its normal

position or if you experience any movement of your
teeth, discontinue use and contact The Pure Sleep Company
for a full refund per the terms of the PureSleep 30 day
money-back guarantee. If symptoms persist, contact your

Taking care of
your PureSleep.

* Be sure to store PureSleep in a cool,
dry place.

« Periodically, clean PureSleep with
a toothbrush and toothpaste. or
soak in water with effervescent
oral device cleaning tablets.

» Do not use harsh chemicals or
household cleaning products
like bleach or ammonia.

BywreSleppy
The SIOP Snoring Sokstion
Take care of your PureSieep and FureSieep will take care of

Questions? you. Remember to clean accorting to instructions (at leff).
Call 866-879-3777 How go to skeep!

Indvadual results may vary

& XIS The: Piste Slaen Compaany Al rights merved Printad in 1/ 5.4
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Attachment 4.2

Revised Draft SnoreRx Instruction For Use
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Instructions for Use

SnoreR
MouthGuard

INSTRUCTIONS FOR CARE & USE
[21 CFR 80787(e)]

SnoreRx is an intraoral appliance designed to reduce, or eliminate snoring by keeping the
patient’s airway open. It is not intended to treat any health, or clinical
condition. If the patient believes they may have a health issue such as sleep apnea they
should consult their healthcare professional immediately.

DO NOT USE SNORERX IF:

» You have been diagnosed with central sleep apnea. SnoreRx is not a

treatment for sleep apnea or any other medical condition.

« You have chronic asthma, emphysema, or any other severe

respiratory disorder. If you have a history of any of these diseases,

consult a physician prior to use.

» You have loose teeth, abscesses, or severe gum disease.

= You are less than 18 years of age.

+ You have had a dental implant within the last year.

- You have been diagnosed with temporomandibular disorder

(TMD), which is a disease of the “jaw joint”, unless a dentist or

physician has advised you that you may use SnoreRx.

- You have full dentures or are undergoing orthodontic treatment.

» The package seal was broken when you received your SnoreRx.
If you are unable to use your SnoreRx for any of these reasons,
please return it for a refund per the terms of the SnoreRx 30
day money-back guarantee.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhsT.aov or 301 -%581 18
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CONTRAINDICATIONS
The SnoreRx is contraindicated in:

a & & o & & e

Patients with sleep apnea, OSA.

Patients under the age of 18

Patients with a history of TMD, temporomandibuiar disorder

Patients who have had teeth implants within the past year

Patients who wear dentures

Patients with loose teeth, abscesses, or severe gum disease

Patients undergoing orthodontic treatment

Patients with chronic asthma, emphysema, or any respiratory disorder

WARNINGS
Use of SnoreRx may cause:

Tooth movement or changes in dental occlusion
Gingival or dental soreness

Pain or soreness to the temporomandibular joint
Excessive salivation

CUSTOM FITTING INSTRUCTIONS
Materials required for custom fitting are:

Timer with second hand

A small pot for heating two quarts of boiling water
A towel

A spatula, or tongs

CUSTOM FITTING PROTOCOL

1.

Boil two quarts of water, remove the pot from the stove and turn off the stove.
Do not leave boiling water unattended.

Using the spatula or tongs to submerge the SnoreRx into the boiled water for
precisely 90 SECONDS and then remove from the boiled water.

Very quickly dry SnoreRx with a paper towe! to remove any water.

Important - Immediately (within 10 seconds) after removing SnoreRx from the boiled
water, place it in the patient’s mouth (in the 0 advancement position) to bite down
firmly for 30 SECONDS. Note: It is recommenced that the patient's teeth be
brushed and flossed before the fitting.

Remove SnoreRx from the mouth and put it in a bowl of ice water for 60 SECONDS
to set the impression. Note: SnoreRx works best with a deep impression of the
teeth. if this does not occur repeat steps 1, 2, 3 and 4.

Advance and set the lower jaw piece to 4-5mm, whichever is more comfortable. This
is best done by clicking forward and rocking backward the lower jaw piece as
desired. DONE! [Future adjustments may be made as required]

-1
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Before you use your SnoreRx:

Brush your teeth.

» Remove partial dentures.

» Your SnoreRx has been custom-fitted to your mouth. You should not let anyone
else use your SnoreRx.

- SnoreRx works best if you sleep on your side or stomach. Specially designed
pillows and “leg pillows” are available which can help you stay on your side during
sleep.

- At first, some people have trouble sleeping with their SnoreRx and some may even
experience excess salivation. Also by placing your SnoreRx in your mouth well in
advance of going to bed, you can become acclimated to it before trying to sleep.

- If you wake up in the middie of the night and are bothered by your SnoreRx, just
take it out and go back to sleep. Each night, you should be able to sleep longer with
your SnoreRx, and in just a few nights, you should be sleeping with reduced snoring
through the entire night!

USER INSTRUCTIONS

SnoreRx should be worn for 1-3 hours for the first 2 days. This helps to acclimate
your mouth to wearing it.

It is common to have a dry mouth and for your jaw, teeth and gums to feel tender
during initial use of SnoreRx.

SnoreRx can be adjusted forwards or backwards to both maximize comfort and
reduce snoring. This can be done by clicking the lower jaw piece of SnoreRx forward
or rocking it backward to the desired position. Most snoring can be reduced with a
setting between 4-7mm.

CARE & HANDLING

*

Store SnoreRx in its case in a cool dry place.
Periodically, clean SnoreRx with a toothbrush and toothpaste.
Do not use harsh chemicals or household cleaning products like bleach or ammonia.

CAUTION

If you experience prolonged discomfort, bleeding, loose or moving teeth, excess jaw pain,
limited jaw movement, bite changes or other problems that may be associated with using
SnoreRx immediately discontinue use and contact your dentist or physician for advice. Also
contact Consumer Health Products for a refund according to campany policy.

QUESTIONS

Consumer Heaith Products, Inc.
1 Brownsbury Road
Laguna Niguel, Ca. 92677

Email: customerservice@snorerx.co
Phone: (949) Snorerx (766 -7379)
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Attachment 5

Revised Sections from original submission
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Redlined portion of Section 12from Original Submission

Section 12 Device Description

12.  Device Descriprion

The Consumer Health Products SnorsRx NS 9.0 is an intraorz] device used at
| aight to reduce of-eliminate-snoring by advancing the lower jaw and thereby
minimizing air obstruction and furbulence. The common term for these types of
devices is a Mandibular Adjusting Device (MAD). The device consists of two
custom fabricated trays (censtructed with 2 material 1o allow for customizing
teeth impression) that fit separately over the upper and lower dental arches, and
engage each other in the anterior area of the mouth. This tnterface, and dms this
device, fimctions as 2 mandibular anterior repesitioner, which acts to merease the
patient’s pharyageal space, improving the ability to exchange air during sleep.

. SporeRx NS 9.0

Thas schematic provides a detailed description of the SnoreRx NS 9.6, The amrows in the
front iflustrate the airway channels that facilitate mouth breathers. The enpraved word
*PUSH" serves to unlock the lower tray for resetting The gradient scale, "10-5-1"
records the setting that comresponds to the relative repositioning distance selected for
quick fumre reference.

Snoreftx NS 9.0 Premarket Notification
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Revised portion of Section 12from Original Submission
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Section 12 Device Description

12, Device Description

The Consumer Health Products SnoreRx NS 9.0 is an intraoral device used at
night to reduce snoring by advancing the lower jaw and thereby minimizing air
obstruction and turbulence. The common term for these types of devices is a
Mandibular Adjusting Device (MAD). The device consists of two custom
fabricated trays (constructed with a material to allow for customizing teeth
tmpression) that fit scparately over the upper and lower dental arches, and engage
cach other in the anterior area of the mouth. This interface. and thus this device,
functions s a mandibular anterior repositioner. which acts to increase the
patient’s pharyngeal space, improving the ability to exchange air during sleep.

. SnoreRx NS 9.0

This schemane provides a detailed description of the SnoreRx NS 9.0. The arrows in the
front illustrate the airway channels that facilitate mouth breathers. The engraved word
"PUSH" serves to unlock the lower tray for resetting. The gradient ceale, "10-5-1"
records the setiing that corresponds to the relative repositioning distance selected for
quick firture reference.

[ A A S .. e, ]
Consumer Health Products, Inc
SnoreRx NS 9.0 Premarket Notification
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Redlined portion of Section 11 from Original Submission
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(b)(4) Draft
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Revised portion of Section 11 from Original Submission

Section 11 Executive Summary

11.  Executive Summary

Executive Summary
Device Description

The Consumer Health Products SnoreRx NS 9.0 is an intraoral device used at night
to reduce snoring by advancing the lower jaw and thereby minimizing, The device
consists of two custom fabricated trays that fit scparately over the upper and lower
dental arches and engage each other in the anterior area of the mouth. This
interface, and thus this device, functions as a mandibular anterior repositioner,
which acts to incresse the patient’s pharyngeal space, improving the ability to
exchange air during sleep.

Intended Use

The Conswner Health Products “SnoreRx NS 9.0” 1s intended for usc on adult
patients 18 vears of age or older as an aid for the reduction of snoring.

Predicate Devicos

The Consumer Health Products “SnoreRx NS 9.0 is substantially equivalent in
intended use, prineipal of operation and technological characteristics to the typical
devices cleared under Product Code LRK as well as those listed below
A summary of the substantal equivalence between the Consumer Health Products
“SnorcRx NS 9.0” nnd the predicates 15 found m the table below.

Substantial Equivalence Table

Product Intended Use Principle of | Overail
Operation Technological
Characteristics
Consumer Health | The Consumer Health Producis “SnoreRx NS Provides for | Custom fitted
Preducts SnereRx | 9.07 is intended for use on adult patients 13 mandibular | plastic intraoral
N§9.0 years of age or older as an aid for the reduction | repositiontng | device mserted
of snormng. to increase over the upper
pharyngeal and lower dentzl
space arches.
SnoreGuard Intendad to reduce night time snorng and mutd | SAME SAME
(K103004) to moderate obstructive sleep apnea (0SA) in
adults
Silencer Intended to reduce or ehminate might time SAME SAME
(K954530) snonng
n patients 18 years of age or older only.
SnoreControl The anti-snormg device 15 mtended to alleviate | SAME SAME
L053591) of cofrect soponog

- ]
Conwumer Health Products, Ine

SnoreRx NS 9.0 Premarket Notfication
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Section 11 Executive Summary

Performance Testing

Performance testing was conducted for the Consumer Health Products SnoreRx NS
9.0 to demonstrate the integrity and suimbility of the device for its intended use.
The results of the testing indicate that the Consumer Health Products SnoreRx NS
9.0 C is substantially equivalent to the predicate devices and is safe and effective
for its intended use.
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Attachment for Item 6.1

Material Characterization Test Results
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Attachments for Item 7
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Attachment for Item 8

Comparison of airway passages for mouth breathers
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PURESLEEP

e

] 0150 cu INSIDE DIAMETER OF SLOT

o | 0.024 cu EACH structural “tooth’
01890 ——| |o—

oo ao 0.007 cu EACH

0.150 cu in gross measurement
- 0.048 square ‘teeth’ (0.024 x 2)

0.102 cu in net airflow
- 0.028 rounded ‘teeth’ (0.007 x 4)
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SnoreRX

* - ‘um;
: S

0.066 measurement
X2

0.132 cu in net airflow

SUMMARY: The airway channel of the SnoreRx compares very
favorably with the predicate device. There is therefore sufficient
airflow for full mouth breathers while sleeping.
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Attachment for Item 9

Revised from original submission

Section 13 Substantial Equivalence Discussion
Comparison of Predicate Devices
[807.92(a){5}]
Attribute SnoreRx SomnaGuard Silencer SacreControl
KOBOS62K103004  HI54530 K963591
Year FDA Clearad 2006 1995 1997
[(use: |
Intended as an intraprz! device Yes Yes Yes Yes
intended to reduce or help alleviate snaring Yes Yes Yes Yes
Indicated for use with persons wha snore Yes Yes Yes Yes
Indizated for single user Yes Yes Yes Yes
Indicated for use at homa Yes Yes ¥Yes Yes
[ Desizn: 1
“Boil & Bite" material for fitting Yes Yes Yes Yes
(an be adjusted Yes Yes Yas Yes
Permits User ta breath through mouth & nose Yes Yes No Yes
Fived and stahle retention Yes Yes No Yes
Designed with upper and lower tray Yes Yes o Yes
Custom for each user Yes Yes Yes Yes
tncorporates shigniment for proper fitting Yes Yes Yes Yes
Flacad in users mouth each evening ¥Yes Yes Yes Yes
Cleaned daity Yes Yes Yes Yes
Easily removed from mouth Yes Yes Yes Yes
Sanitized when boiled Yes Yes Yes Yes
| pateriats: _
Non Sterile Yes Yes Yes Yes
Heat Sensitive Moldable Yes Yes Yes Yes
i Yas Yus Xas X¥s5
Consarreer Health Products, Ine
SnoreRx NS 9.0 Premarker Notification
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Revised Substantial Equivalency Tables

Comparison of Predicate Devices

[807.92{a){5}} SnoreMaster
Attribute SnoreRx somnoGuard Silencer SnoreControl PureSleep
K103004 K954530 K963591 K954128

Year FDA Cleared 2006 1995 1997 1995

[ Use: L J
Intended as an intraoral device Yes Yes Yes Yes Yes
Intended to reduce or help alleviate
snoring Yes Yes Yes Yes Yes
Indicated for use with persons who
snore Yes Yes Yes Yes Yes
Indicated for single user Yes Yes Yes Yes Yes
Indicated for use at home Yes Yes Yes Yes Yes

| Daesign: ) I
"Boil & Bite” material for fitting Yes Yes Yes Yes Yes
Can be adjusted Yes Yes Yes Yes Yes
Permits User to breath through
mouth & nose Yes Yes No Yes Yes
Fixed and stable retention Yes Yes No Yes Yes
Designed with upper and lower tray Yes Yes No Yes Yes
Custom for each user Yes Yes Yes Yes Yes
Incorporates alignment for proper
fitting Yes Yes Yes Yes Yes
Placed in users mouth each evening Yes Yes Yes Yes Yes
Ueaned daily Yes Yes Yes Yes Yes
Easily removed from mouth Yes Yes Yes Yes Yes
Sanitized when boiled Yes Yes Yes Yes Yes

| Materials: I
Non Sterile Yes Yes Yes Yes Yes
Heat Sensitive Moldable Yes Yes Yes Yes Yes

PERFORMANCE DATA EQUIVALENCE

Performance Standard | snoreRx ! SomneGuard| Silencer | SnareControl SnoreMaster
Deslgn - provides adequate air central front front chaanel
channel two in front channel channel front channel
Design - incorporates alignment Yes
feature Yes Yes Yes Yes
Design - setting may be changed and Yes
reset Yes Yes - screw Yes - Plate Yes - Velcro
Design - Employs two trays - upper / Yes
lower Yes Yes Yes Yes
Offers custom thermal fit Yes Yes Yes Yes Yes
Locking mechanism to maintain Yes - Yes
advancement Yes Bolt/screw Yes - plate Yes - Velcro
Ability to micro adjust advancement Yes Yes Yes Yes Yes
Material - Health grade Identical to
thermoplastic Yes Yes Yes Yes proposed

\
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Attachment for Item 10

No additional information required to support response
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Attachment for Item 11
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Attachment for Item 12
Redlines of Section 6 of Original Submssion

i
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(b)(4) Draft
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Revised Section 6 (510(k) Summary)
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510(k) Summary

This 510(k) summary information is being submitted in accordance with the requirements of
SMDA 1990 and 21 CFR 807.92.

APPLICANT: Consumer Health Products, Inc.
17 Brownsbury Road #110
Laguna Niguel, CA 92677
CONTACT : Gary Mocnik
49 Coastal Qak, Aliso Viejo, CA 92656
949.433.0413
949.831.9944 fax
gmocnik@cox.net
DATE PREPARED July 25,2011

TRADE NAME: SnoreRx NS 9.0

COMMON NAME: Anti-Snoring Mouth Piece
CLASSIFICATION Anti-Snoring Device, 21 CFR, 8§72.5570
NAME:

DEVICE Class 11

CLASSIFICATION:

PropuUCT CODE LRK

PREDICATE DEVICES: SnoreGuard (K103004), Silencer (K954530), SnoreControl
(K963591), SnoreMaster (K9354128)

Substantially Equivalent To:

The Consumer Health Products SnoreRx NS 9.0 is substantially equivalent in intended use,
principal of operation and technological characteristics to the SnoreGuard (K103004), the
Silencer (K954530), the SnoreControl (K963591), and the SnoreMaster (K954128), as well as
other predicate devices cleared with an LRK Product Code.

Description of the Device Subject to Premarket Notification:

The Consumer Health Products SnoreRx NS 9.0 is an intraoral device used at night to reduce
snoring by advancing the lower jaw and thereby minimizing air obstruction and turbulence. The
device consists of two custom fabricated trays that fit separately over the upper and lower dental
arches and engage each other in the anterior area of the mouth. This interface, and thus this
device, functions as a mandibular anterior repositioner, which acts to increase the patient’s
pharyngeal space, improving the ability to exchange air during sleep

Indication for Use:

The Consumer Health Products “SnoreRx NS 9.0” is intended for use on adult patients 18 years
of age or older as an aid for the reduction of snoring.
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Discussion of Technological Characteristics:

The Consumer Health Products SnoreRx NS 9.0 has similar physical and technical
characteristics to the predicate devices. The Consumer Health Products SnoreRx NS 9.0 and the
identified predicates all provide means for advancing the lower jaw in a predetermined manner.
The technical designs and manufacture of the SnoreRx NS 9.0 and the predicate devices are very
similar, being composed of custom fitted acrylic trays which fit onto the upper and lower teeth
and which are positioned in relation to each other by an adjustable mechanism.

Non-Clinical Performance Data:

Performance testing was conducted to evaluate and characterize the performance of the
Consumer Health Products SnoreRx NS 9.0. Preclinical testing conducted included dimensional
conformance evaluation, visual inspections, design verification testing to confirm airway passage
equivalency, and biocompatibility testing of device materials based on the applicable elements of
IS0 10993-1 shown below.

Test Performed Standard Test Result/Conclusion

ISO MEM Elution Assay with L-929 180 10993-5 Passed.

Mouse Fibroblast Cells Non-cytoloxic

[SO Intracutaneous Irritation Test ISO 10993-10 Passed.
Non-irritant

Sensitization: Guinea Pig Maximization IS0 10993-10 | Passed/Negative for evidence of
sensitization

Additionally material characterization testing was performed and concluded that the materials
used in the construction of the Consumer Health Products SnoreRx NS 9.0 are identical the a
listed predicate device.

Clinical Data

This submission does not rely on clinical data to determine substantial equivalency to the
predicate devices.

Basis for Determination of Substantial Equivalence:

The following table displays the differences and similarities between the new SnoreRx NS 9.0
and other previously marketed devices.

Product Intended Use Principle of | Overall
Operation Technological
Characteristics
Consumer The Consumer Health Products “SnoreRx NS 9.07 | Provides for | Custom fitted
Medical is intended for use on adult patients 18 years of age | mandibular plastic intraoral
Produets or older as an aid for the reduction of snoring. repositioning | device inserted
SnoreRx NS to increase over the upper
9.0 pharyngeal and lower dentai
space arches.
SnoreGuard Intended to reduce night time snoring and mild to SAME SAME
(K103604) moderate obstructive sleep apnea (OSA) in adults
Silencer Intended to reduce or eliminate night time snoring SAME SAME

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gev or 301-1795-8?118
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(K954530) in patients 18 years of age or older only.

SnoreControl The anti-snoring device is intended to alleviate or SAME SAME
(K963591) correct snoring

SnoreMaster The anti-snoring device is intended to alleviate or SAME SAME
(9541285) correct snoring

Conclusions Drawn

As shown, the Consumer Health Products SnoreRx NS 9.0 has the following similarities to the
predicate devices:

Same intended use

Same design characteristics

Same operating principal

Same mechanism of action

Same technological characteristics

Upon reviewing the safety and efficacy information provided in this submission and comparing
intended use, principle of operation and overall technological characteristics, the Consumer
Health Products SnoreRx NS 9.0 is determined to be substantially equivalent to existing legally
marketed devices, performs as well as the predicate devices, and is as safe and effective for its
intended use.
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END OF SUBMISSION
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Gary S. Mocnik & Associates
Regulatory Consultants
49 Coastal Oak
Aliso Viejo, California 92656
949-433-0413

No{rcmber 4,2011
FDA CDRH DMC

NOV 0 7 201
Ms. Sheena Green L :
Food and Drug Administration Received
Center for Device and Radiological Health
Document Mail Center (W066-0609)
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

Re:  SnoreRx NS 9.0 (K112205/81)
Response to email communication dated 11-01-2011

Dear Ms. Green,

Thank you for your efforts in reviewing this premarket notification. The following is in response
to your email communication dated November 1, 2011 requesting additional information
regarding the above referenced submission. The FDA request is repeated in italics followed by
the company 8 response.

We believe that these responses adequately address the issues raised by the agency and are
adequate to determine substantial equivalency to the predicate devices.

Thank you for your consideration of this response. If you have any questions or need any further
information, please contact me at (949) 433-0413.

Sincerely,

A A

Gary S. Mocnik
Official Correspondent for Consumer Health Products
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(b)(4) Draft
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(b)(4) Draft
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Attachments for Item 1
(Revised Instructions For Use)
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Instructions for Use

SnoreR,
MouthGuard

INSTRUCTIONS FOR CARE & USE
[21 CFR 80787(e)]

SnoreRx is an intraoral appliance designed to reduce snoring by keeping the
patient’'s airway open. It is not intended to treat any health, or clinical
condition. If the patient believes they may have a health issue such as sleep apnea they
should consult their healthcare professional immediately.

INDICATIONS FOR USE:

The Consumer Health Products “SnoreRx NS 9.0 is intended for use on adult patients 18
years of age or older as an aid for the reduction of snoring.

DO NOT USE SNORERX IF:

e You have been diagnosed with central sleep apnea. SnoreRx is not a treatment for
sleep apnea or any other medical condition.

* You have chronic asthma, emphysema, or any other severe respiratory disorder. If

you have a history of any of these diseases, consult a physician prior to use.

You have loose teeth, abscesses, or severe gum disease.

You are less than 18 years of age.

You have had a dental implant within the last year.

You have been diagnosed with temporomandibular disorder

(TMD), which is a disease of the “jaw joint”, unless a dentist or physician has advised

you that you may use SnoreRx.

You have full dentures or are undergoing orthodontic treatment.

e The package seal was broken when you received your SnoreRx.
If you are unable to use your SnoreRx for any of these reasons, please retum it for a
refund per the terms of the SnoreRx 30 day money-back guarantee.
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WARNINGS

Use of SnoreRx may cause:

Tooth movement or changes in dental occlusion
Gingival or dental soreness

Pain or soreness to the temporomandibular joint
Excessive salivation

CUSTOM FITTING INSTRUCTIONS (SnoreRx is to be fitted by or under the direction of a
dentist or licensed medical practitioner)

Materials required for custom fitting are:
o Timer with second hand
* A small pot for heating two quarts of boiling water
s Atowel :
s A spatuia, or tongs

CUSTOM FITTING PROTOCOL
1. Boil two quarts of water, remove the pot from the stove and tumn off the stove.
Do not leave boiling water unattended.
2. Using the spatula or tongs to submerge the SnoreRx into the boiled water for
precisely 90 SECONDS and then remove from the boiled water.
Very quickly dry SnoreRx with a paper towel to remove any water.
4. Important - Immediately (within 10 seconds) after removing SnoreRx from the boiled
water, place it in the patient's mouth (in the 0 advancement position) to bite down

firmly for 30 SECONDS. Note: It is recommended that the patient's teeth be
brushed and flossed before the fitting.

5. Remove SnoreRx from the mouth and put it in a bowl of ice water for 60 SECONDS
to set the impression. Note: SnoreRx works best with a deep impression of the
teeth. If this does not occur repeat steps 1, 2, 3 and 4.

6. Advance and set the lower jaw piece to 4-5mm, whichever is more comfortable. This
is best done by clicking forward and rocking backward the lower jaw piece as
desired. DONE! [Future adjustments may be made as reguired]

g

BEFORE YOU USE YOUR SnoreRx:
Brush your teeth.

Remove partial dentures. _
Your SnoreRx has been custom-fitted to your mouth. You should not let anyone else
use your SnoreRx.

» SnoreRx works best if you sleep on your side or stomach. Specially designed pillows
and “leg pillows" are available which can help you stay on your side during sleep.

e At first, some people have trouble sleeping with their SnoreRx and some may even
experience excess salivation. Also by placing your SnoreRx in your mouth well in
advance of going to bed, you can become acclimated to it before trying to sleep.

e If you wake up in the middle of the night and are bothered by your SnoreRx, just take
it out and go back to sleep. Each night, you should be able to sleep longer with your
SnoreRx, and in just a few nights, you should be sleeping with reduced snoring
through the entire night!
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USER INSTRUCTIONS

¢ SnoreRx should be worn for 1-3 hours for the first 2 days. This helps to acclimate
your mouth to wearing it.

e ltis common to have a dry mouth and for your jaw, teeth and gums to feel tender
during initial use of SnoreRx.

* SnoreRx can be adjusted forwards or backwards to both maximize comfort and
reduce snoring. This can be done by clicking the lower jaw piece of SnoreRx forward
or rocking it backward to the desired position. Most snoring can be reduced with a
setting between 4-7mm.

CARE & HANDLING
+ Store SnoreRx in its case in a cool dry place.
» Periodically, clean SnoreRx with a toothbrush and toothpaste.
» Do not use harsh chemicals or household cleaning products like bleach or ammonia.

CAUTION

If you experience prolonged discomfort, bleeding, loose or moving teeth, excess jaw pain,
limited jaw movement, bite changes or other problems that may be associated with using
SnoreRx immediately discontinue use and contact your dentist or physician for advice. Also
contact Consumer Health Products for a refund according to company policy.

QUESTIONS

Consumer Health Products, Inc.
1 Brownsbury Road
Laguna Niguel, Ca. 92677

Email: customerservice@snorerx.co
Phone: (949) Snorerx (766 -7379)
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Attachment for Item 2

See Attachment 1
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Attachment for Item 3

(Material Certification Statement)
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Certification Statement

The combination of raw materials that make up the final product known as
SnoreRx, is identical to the finished predicate product known as Pure Sleep.
Therefore, it can be concluded that SnoreRx shares the same biocompatibility with
the predicate device known as Pure Sleep.

Additionally, Pursuant to 21 CFR 807.87(j), I certify that in my capacity as
President of Consumer Health Products, Inc., I believe to the best of my
knowledge, that all data and information submitted in this premarket notification
are truthful and accurate and that no material fact has been omitted.

/
James Fallon 11-4-2011
onsumer Health Products, Inc. :

A Division of ASC
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Attachments for Jtem 5

(Click link below for full versions of attached forms)

3654 combined.pdf
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Form Approvad: OMB No. (1910-0120; Expiratinn Date: 831410

Department of Heslth end Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
{To ba ﬂltod in by applicant)

This report and the Summary Raport Tahle are to be completed by the applicant when submitting & 510(k) that rafar-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k). .

TYPE OF 510{K} SUBMISSION
7} Tradtionat {7 speciat ¥t Apbraviaied

STANDARD TITLE®
L 150 10993- 10 Blological Evoluation of Medical Device- Pan 10 Tests for brritation (2002)

Pioase answar the following questions Yos Ao
is this standard recognized by FDAZ? .......cocvoreecee . e ieebrrer e e ss sk ot et e s y
FDA RSCOGNUTON DUMDBEY .....ooeosseoees s eeceescessesceeseesressene o Srreeee e R b4 B oot s een s taas st #0287

Was a third party laborstory responsible for testing conformity of the device to this standard identified
B0 HAB BHOIKID covirrneeeeeeereeeses st msomiet st ee s smeseem s eessssnsons serans vt siaeeee s aenna e semnn st ¥ I}

is & summary report* describing the extent of conformance of the standard used included in the
311y DR reeeeaese et srarees v s mssa b SO T SRR 4

if o, complete a summary report table.

Does the test data for this device demonstrate conformity 1o the requirements of this standard as it

PEIAING 10 this dBVICBT e eee oo R ¥4 B |
Does this stendard inclide BCCEPIANCS CIBMAT (... erees e sessssasssisns s eemserensesseserseecossecesmsernees o) ]
if no, inciude the results of lesting in the 510(k).
Does this standard include more than one option or SelRcHON 8 15157 ..o oo s s eseessens ¥ 0
if yes, roport options selected in the summary report tabls.
Woere there any deviations or adaptations made In the use of the standard? .........ocoveeoeveeeeeereenrenn. 0 vy
If yos, were devietions in accordance with the FDA supplamental information shest (8IS 7. 1 ;)
Were deviations or adaptations made boyond what is $pecified in the FDA SIST .o, 0
if yes, report these deviations or adaptations in the summary report table.
Were thera any exclusions fFom the SIANABIT .. ..ot seseeneerseessisseesssssseeenee . O
if yés, raport these exclusions in the summary report table.
s there an FDA guidance® that is assodiated with this StBNOSIG7 ........ooooeceeeeoeeceevereoor, A ]
If yes, was the guidance document followed in preparation of this 510k? W il
Title of guitance: G5 Bluc Book Memorandum: Uso of IS0 10993-1

* The formwiting convention for the titie is: [S0O] Inumeric identitior] cerificaton body #wohwed it confoemestos asseserant Lo this

Ritle of standard] jcate of publcation] siandird, The summary report ingudes informatio on af standants
# hurthority [21 11.5.C. 360d], www.fdn.goviodrvtaspron. htmi ullktred during tho develonmant of the davice,
* yirze:ffweorw. SCOBBRCNLA. Ida . gow/ seripts/odrhicidoc/ ciStandaros) * Tha supplemental infarmation shwet (S13) bs nodbona! information
search.chm which is necessnty befve FDA recognizes e standard, Found
htipevnew gooersdatn fdn govissripisicithicfdoes/efStondarde

4 T cummary rebofl SHouk NCAICH: BNy SCApRUONS uaes 1o adapt
1o the device under review fior sxamole, Miomative Lest methods); sapch.clr
cnoites magy whon opiions oF & selection of muthods pre oescrited; € The onilne search for CDRH Guidance Documents ean be tound at
deviztions fiom the Stendard; raguirements nat apcticable o the wener fda govicdrivguidenge.hitmd
dovioe: and e name and sdaresa of the test isbarstory or

FORM FDA 3854 (3/07} Page | YW Gt MG 19 EF
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EXTENT OF STANDARD CONFORMANCE

SUMMARY REPORTTABLE
STANDARD TITLE
1SO 1099310 Biological Evahuation of Medical Device- Part 10 Tests for Irritation (2002) _
CONFORMANCE WITH STANDARD SECTIONS® - —
SECTION NUMBER | SECTION TITLE CONFORMANCE?
Al Al ives ine [Jwa

TYPE OF DEVIATION OR OPTION SELECTED®

Sec atiached description of comphiznce located in this 510k submission
DESCRIFTION

See atiached description of compliance focated in this 510k submission
JUSTIFICATION

See sttached descriptton of compliance located in this §10k submission

SECTION NUMBER fSECTlON TITLE . CONFORMANCE?
i Cives Tine Tinm
TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIFTION

JUSTIFICATION

SECTION NUMBER | SECTION TITLE | CONFORMANCE?
| Tlves [Ine Finm

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIFTION

JUSTIFICATION

* For compieteness list all sectians of the standard and indicate whether conformanca s met. i a section s not applicabla (NiA}
an explanation is neaded under Justification.” Some standards include oplions, so simitar to deviations. the oplion chosen reeds
to be described and adequataly justified as appropriata for the subject device. Explanation of ali deviations or description of
options selectad when fotlowing & standard is required under "type of deviation or option sslacted.” "description” and “justifica-
tion” on the reporl. Mora than one page may be nocessary.
* Types of daviations cani include an sxchusion of 3 seclion In the standard, a daviation drought out by the FDA supplemantal
intormation sheet {518}, a deviation to adap! the standard o tha device, or eny adaptation of a section,
w
———— L e ——— e
 Paporwork Redurtion Act Statement

Public reposting burden for this collection of information is estimated 1o average 1 hour por response, including the
time for reviewing instructions, starching existing datn sources, guthering and maintaining the data necded, and
completing and reviewing the collection of information. Send comments regarding this burden cstimate or any other
aspect af this collection of informamion, incleding suggestians for reduzing this burden, 1o:

Center for Nievices and Radiological Health
1350 Piccard Drive
Rockville, MId 20850

An ayency may nof conduct or sponsor, and ¢ person is not requined to respond to, a collection of information
unlesy it displays a currenrly valid OMB conmul mumber.

FORM FDA 3654 (9107) Page 2
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Form Approvec: OMB No. 0810-0120; Explration Date: &21710

Cepartment of Haatth and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
{To be filled in by appiicant)

This report and the Summary Report Table are to be completed hy the applican whan submitting a 510(k) that refer-
ences a nations! or internationst standard. A separate report Is required for each standard referanced in the 510(k),

TYPE QF $10{K} SUBMISSION

{ Trodnionat i spacint ¥} Abbravistes
STANDARD TITLE |
IS0 10993-5 Biologieal Evaluation of Medical Dievice- Pant § Tesis for In Viro Cytotoxicity (2009)
Ploase answer the foliowing questions Yes No
Is this standard recognized By FDAZ? ... caricsrcrrnisssecsrerecsrs e ssresresseessmssnsessemseeeeoeereeeees A -
FDA Recognition AUMBErS ......oeeeeevveesveoens reemsees et et et st se e rennrn rereesemseseree s renen et sraras #0153

Was a third party laboratory responsible for testing conformity of the device to this standand identified

I8 BIB{KY? oooeorecvee e eeremcasrsmamsecessmvassenns oo s e ses s eeemsss st esm s saees e rese s eeesesen et e eeese s seeeenessereeeessren {d
Is a summary report * dascribing the extent of conformance of the standard used included in the
SABLKY? cevveonmerssrsremsessse s srassa s sss e rssmsss s s Rttt e e see s e e nemerenemm e e s reees e aam e stre i BRI

If no. complete a summary report table.

Does the tost data for this device demonstrate contom:ty to the requirements of this standard as it

periing 10 this GBVIEE? .. e eerreteents e e e nr s et st & O
Does this Standard incide BCCEPIANCE CHIBTIA? ... reeerrersessssssssianeseesesesemsssesesesormmrssomseemememnns 4 L]
Y no, indudse the results of testing in tha 510(k).
Does this standard inciude more than ane option or eslection of tests? ........... et st et st . W 1
If yes, report options salected in tho summary report table.
Were there any deviations or adaptations made in the use of the stendard? ........oceeveeroo. s O W
If yes, were devialions in accordance with the FDA supplemental informalion sheat {S81S)¢7 ............ 11 A
Wore deviations cr adaptations made beyond what is spaciiiad in the FDA SIST e veren i (] ]
If yes, report thase devialions or adaptations in the summary report lable,
Woro there any exciusions from the SLERGATE? ..o e veeeeeeeeeesss e esr oo rereser s b eean et . &
If yes, report these exclusions in the summary report table.
Is there an FDA guldance® that is associated with this SaRGATAT ....o.c.oe.eeeceeveeeeeeeeres e s v 0
if yes, was the guidance document foliowed in preparation of this 510k7 ... W i3
Tiile of guidanca: 5-95 Blue Book Mcmormndym: Use of ISO 10993-1
* The tormatling corvention or the titla k2 [SDO] inumenie Identifler} cartification body Involvad in conlormonce assessmant to this
[titte of xinngard] jdate of publication] standard, The surmmary report Includen inlormation on all standards
2 fasthority [21 U.S.C. 3504}, www s, govicorisidsotog. hum! utifizad during tha development of the dovice,
* httpihwww. accosscdain. in goviscriptaedrh/cldos welStandurds/  The eupplamental information sheot (SIS} ix addiional inkrmation
asarch.ohm which is necessary before FOA recognizes the standord, Found sl

* The eurvmary report shinsd Incroe; any adapiatons used 1o sdapt hittp:fieeerwe acoensania fda govismipisiedriveldocs efSlandards

13 the dovicn wnier rview (for axemple, ahomative st methods); soareh.cfm
choions moto whan options or o selackion of Mothads i deseibod; * Tha onilme soarch fr CORH Guidanos Documents can 53 found &1
devistians frorn the standard; requirementa ot abplicable to the www.lda.gavicdiguldance atmt
dovion; and the nisne end sddress of the loat laboratory or
FORM FDA 3854 (9/47) Page 1 N Crughtn 01 Sibang  EF

H
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs. gov or 301 79é &18
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
ISO 10993-5 Biologicnl Evaluation of Medical Device- Pant § Test for a Vitro Cytotaxicity (2009)
CONFORMANCE WiTH STANDARD SECTIONS®

SECTIONNUMBER | SECTIDN TITLE CONFORMANGE?
All Al Vives DOne ina
TYPE OF DEVIATION OR OFTION SELECTED®

See attached description of compliance located in this 5 10k submission

DESCRIPTION

See pttached description of compliance located tn this 310k submission

JUSTIFICATION

Sea attached description of compliance located in this 510k submission

SBECTIONNUMBER | SESTION TITLE : CONFORMANCE?
| Oves Dite Jwa

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIFTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?
Uives Tine Diwa

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

* For completeness list afl sactions of the standard and indicata whather contormancs is met. If a sectian Is nol applicable {N/AY
an explanation is needed under Justification.” Boms standards include oplions, so similar to deviations, the option chosen neads
to be describad and adequatety justified as appropriata for the subject device. Expianation of all deviations er description of
options Selected when loliowing a standasd s required undar “type of deviation or aption solecled,” "description” and *justifica-
tion" on the report. More than ons pags moy be nacessary.

* Types of devistions can include an exclusion of s section in the standand, 8 deviation brought out by the FDA supplemental
information sheet (S15). a deviation 1 adapt the sisndard to the device, or any edaptation of a section,

!“ P R R ——

Paperwork Reduction Act Statement

Public repaorting burden for this collection of information is estimated to average | hour per response, inchuding the
time for reviewing ingtructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the eollection of information. Send comments regarding this burden estimate ar any other
aspect of this colleciion of information, including suggestions for reducing this burden, 10

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An ageney may sol conduct or sponsor, and a person is not reguired w respond to, @ colleciion of formation
unless it displays a currenrly valid OMB consrol number:

FORM FDA 3634 (9/07) Paga 2

S
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.govor 301-79643198
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Attachment for Item 6
IFU form

v 50

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

INDICATIONS FOR USE STATEMENT

510(k) Number (if known):
Device Name: SnoreRx NS 9.0

Indications for Use:

The Consumer Health Products “SnoreRx NS 9.0” is intended for use on adult
patients 18 years of age or older as an aid for the reduction of snoring.

(PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER
PAGE IF NEEDED)

Concurrence of CDRH, Ofﬁce of Device Evaluation (ODE)
OR

Prescription Use X Over-The-Counter Use
(Per 21 CFR 801.109) {Optional Format 1-2-96)

Page  of

_ 5]

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Attachment for Item 6
(Revised 510(k) Summary)

e 52

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or"301-796-8118
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Section 6 510(k) Summary

510(k) Summary

This 510(k) summary information is being submitted in accordance with the requirements of
SMDA 1990 and 21 CFR 807.92.

APPLICANT: Consumer Health Products, Inc.
17 Brownsbury Road #110
Laguna Niguel, CA 92677
CONTACT: Gary Mocnik

49 Coastal Oak, Aliso Viejo, CA 92656
949.433.0413 :
949.831.9944 fax

gmocnik@cox.net
DATE PREPARED July 25, 2011
TRADE NAME; SnoreRx NS 9.0
CoMMON NAME: Anti-Snoring Mouth Piece
CLASSIFICATION Anti-Snoring Device, 21 CFR, 872.5570
NAME:
DEVICE Class 11
CLASSIFICATION:

Propuct CobE LRK

PREDICATE DEVICES: SnoreGuard (K103004), Silencer (K954530), SnoreControl
(K963591), SnoreMaster (K954128)

Substantially Equivalent To: ‘

The Consumer Health Products SnoreRx NS 9.0 is substantially equivalent in intended use,
principal of operation and technological characteristics to the SnoreGuard (K103004), the
Silencer (K954530), the SnoreControl (K963591), and the SnoreMaster (K954128), as well as
other predicate devices cleared with an LRK Product Code.

Description of the Device Subject to Premarket Notification:

The Consumer Health Products SnoreRx NS 9.0 is an intraoral device used at night to reduce
snoring by advancing the lower jaw and thereby minimizing air obstruction and turbulence. The
device consists of two custom fabricated trays that fit separately over the upper and lower dental
arches and engage each other in the anterior area of the mouth. This interface, and thus this
device, functions as a mandibular anterior repositioner, which acts to increase the patient’s
pharyngeal space, improving the ability to exchange air during sleep

Consumer Health Products, inc
SnoreRx NS 9.0
Premarket Notification .

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov—bf“ BH1 -796%51 8
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Section 6 510(k) Summary

Indication for Use:

The Consumer Health Products “SnoreRx NS 9.0” is intended for use on adult patients 18 years
of age or older as an aid for the reduction of snoring.

Discussion of Technological Characteristics:

The Consumer Health Products SnoreRx NS 9.0 has similar physical and technical
characteristics to the predicate devices. The Consumer Health Products SnoreRx NS 9.0 and the
identified predicates all provide means for advancing the lower jaw in a predetermined manner.
The technical designs and manufacture of the SnoreRx NS 9.0 and the predicate devices are very
similar, being composed of custom fitted acrylic trays which fit onto the upper and lower teeth
and which are positioned in relation to each other by an adjustable mechanism.

Non-Clinical Performance Data:

Performance testing was conducted to evaluate and characterize the performance of the
Consumer Health Products SnoreRx NS 9.0. Preclinical testing conducted included dimensional
conformance evaluation, visual inspections, design verification testing to confirm airway passage
equivalency, and biocompatibility testing of device materials based on the applicable elements of
ISO 10993-1 shown below.

Test Performed Standard Test Result/Conclusion

18O MEM Elution Assay with L-929 ISO 10993-5 Passed.
Mouse Fibroblast Cells Non-cytotoxic
ISO Intracutaneous Irritation Test 1SO 10993-10 Passed.
' Non-irritant
Sensitization: Guinea Pig Maximization ISO 10993-10 Passed/Negative for evidence of
sensitization

Additionally material characterization testing was performed and concluded that the materials
used in the construction of the Consumer Health Products SnoreRx NS 9.0 are identical the listed
predicate device.

Clinical Data

This submission does not rely on clinical data to determine substantial equivalency to the
predicate devices.

Basis for Determination of Substantial Equivalence:

The following table displays the differences and similarities between the new SnoreRx NS 9.0
and other previously marketed devices.

Product Intended Use Principle of | Overall
Operation Technological
Characteristics
Consumer The Consumer Health Products “SnoreRx NS 9.0" | Provides for | Custom fitted
Medical is intended for use on adult patients 18 years of age | mandibular plastic intraoral

Consumer Health Products, inc
SnoreRx NS 9.0
Premarket Notification

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 5 4
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Section 6 510(k) Summary
Products or older as an aid for the reduction of snoring. repositioning | device inserted
SnoreRx NS to increase over the upper
9.0 pharyngeal and lower dental

space arches.

| SnoreGuard Intended to reduce night time snoring and mild to SAME SAME

(K103004) moderate obstructive sleep apnea (OSA) in adults

Silencer Intended to reduce or eliminate night time snoring SAME SAME

(K954530) in patients 18 years of age or oldet only.

SnoreControl The anti-snoring device is intended to alleviate or SAME SAME

(K963591) corTect snoring

SnoreéMaster The anti-snoring device is intended to alleviate or SAME SAME

{9541285) correct snoring

Conclusions Drawn

As shown, the Consumer Health Products SnoreRx NS 9.0 has the following similarities to the
predicate devices: '

Same intended use

Same design characteristics

Same operating principal

Same mechanism of action

Same technological characteristics

Upon reviewing the safety and efficacy information provided in this submission and comparing
intended use, principle of operation and overall technological characteristics, the Consumer
Health Products SnoreRx NS 9.0 is determined to be substantially equivalent to existing legally

marketed devices, performs as well as the predicate devices, and is as safe and effective for its
intended use.

Consumer Health Products, Inc
SnoreRx NS 9.0

Premarket Notification

v 55

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

~r 56

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