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Section 6 510(k) Summary

510(k) Summary

This 510(k) summary information is being submnitted in accordance with the requirements of
SMI)A 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, Misc Viejo, CA 92656
949.433.0413
949:831.9944 fax
gmocnik~cox. net

DATE PREPARED July 25, 2011

TRADE NAM: SnoreRx NS 9.0

COMMON NAM: Anti-Snoring Mouth Piece

CLASSIFICATION Anti-Snoring Device, 21 CERZ, 872.5570
NAM:

DEVICE Class 11
CLASSIFICATION:

PRODUCT CODE LRK

PREDICATE DEVICES: SnoreGuard (KI103004), Silencer (K(954530), SnoreControl
(K963591), SnoreMaster (K(954128)

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 (1(103 004), the
Silencer (K(954530), the SnoreControl (K(963591), and the SnoreMaster (K(954128), 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 intracral 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
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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 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 predeter-mined 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 frays 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
ISO MEM Elution, Assay with L-929 IS0 10993-5 Passed.
Mouse Fibroblast Cells _______ Non- cytotoxic.
ISO Intracutaneous Irritation Test ISO 10993-10 Passed.

____ ___ ____ ___ ___ _ __ ___ ___ Non-mirritant

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 atients 18 years of age mandibular plastic intraoral

Consumer Health Products, Inc
SnoreRx NS 9.0
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Products or older as an aid for the reduction of snoring. repositioning device inserted
Snorelix 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
(1(103004) moderate obstructive sleep apnea (O)SA) in adults
Silencer Intended to reduce or eliminate night time snoring SAME SAME

((550) in patients 18 years of age or older only.
SnoreControl The anti-snoring device is intended to alleviate or SAM SAME
(K(963591) correct snoring
SnoreMaster The anti-snoring device is intended to alle-viate or SAM4E 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

- 0--- Sameoperaing pineipal- - - - - -

* Same mechanism of action
* Same techniological 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 SnoreRk 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
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DEPARTMENT OF HEALTH & HUM AN SERVICES Public H ealth Service4 Food and Drug Administrati
10903 New I-ampshiie Avenue
Document Control Room -W066-G609
Silver Spring. lvD 20993-0002

Consumer I-lealth Products, Incorporated NOV 1 6 2011
C/O Mr. Gary Mocnik
Regulatory, Consultants
Gary Moenik and Associates
49 Coastal Oak
Aliso Viejo, California 92656

Re: K 1l2205
Trade/Device Name: SnoreRx NS 9.0
Regulation Number: 21 CFR 872.5570
Regulation Name: lntraoral 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. Moenik:

We have reviewed your Section 5 1 0(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 11 (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
Repister.
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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 53 1-542 of
the Act); 21 CFR 1000- 1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 80 1),
please go to http://wvww.fdasgov/AboutFDA/CentersOffices/CDRI-I/CDRI-10ffices
/ucmlI 15809.htm for the Center for Devices and Radiological H-ealth's (CDRH's) Office of
Compliance.. Also, please note the regulation entitled, "Misbranding by reference to
premarket notification" (2ICFR Part 807.97). For questions regarding the reporting of
adverse events under the MDR regulation (21 CFR Part 803), please go to
litti)://www.fda.gov/MedicalDevices/Safety/ReportaProbleii/default.htmi for the CDRI-ls
Office of Surveillance and Biometrics/Divi~ion 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
littp://W ww.fda.iov/MedicalDevices/ResourcesforYouIndustrv/default.ltn.

Sincerely yours,

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
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TIDICATIONS FOR USE STATEMENT

5 1 0(k) Number (if known):

Device Name: SnoreRx NS 9;0

Indications for Use:

The Consumer Health Products "Snorekx NS 9.0" is intended for use on adult
patients 18 years of age dr 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) (Opdonal Format 1-2-96)

Page __of__

(Division Sign-Off)
Division of AnestheSiOlOgY, General Hospital
Infection Control, Dental Devices

510 (k) Number:_____
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room -W066-G609
Silver Spring, MD 20993-0002

Consumer Health Products, Incorporated NOV 1 6 2011
C/O Mr. Gary Mocnik
Regulatory Consultants
Gary Mocnik and Associates
49 Coastal Oak
Aliso Viejo, California 92656

Re: K 12205
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: CDR-I 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 Ill
(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.
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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 53 1-542 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.-ov/AboutFDA/CentersOfFices/CDRIH/CDRHOffices
/ucml 15809.htm for the Center for Devices and Radiological Health's (CDRIH'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.htm 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
http://www.fda.tov/MedicalDevices/ResourcesforYou/Industrv/default.htm.

Sincerely yours,

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
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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 Fotmat 1-2-96)

Page of

(Division Sign-Off)
Division of AnesthesiolOgY, General Hospital
Infection Control, Dental Devices

510(k) Number:
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

U.S. Food and Drug Administration
Center for Devices and Radiological Health
Document Control Center W066-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

November 07, 2011

CONSUMER HEALTH PRODUCTS, INC 510k Number: Ki 12205
C/O GARY MOCNIK AND ASSOCIATES
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.mov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/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/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

- 30
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Nichols, Karl *

From: Microsoft Exchange
To: 'gmocnik@cox.net'
Sent: Thursday, November 03, 2011 9:31 AM
subject: Relayed: K1 12205- Hold Letter

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

'qmocnikSccox.net'

Subject: K112205- Hold Letter

Sent by Microsoft Exchange Server 2007
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

U.S. Food and Drug Administration
Center for Devices and Radiological Health
Document Control Center W066-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

November 03, 2011

CONSUMER HEALTH PRODUCTS, INC 510k Number: KI 12205

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 5 10(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://ww~w.fda.gov/Medica]Devices/DeviceReglulationandGuidance/Overview/MedicalDeviceProvisionsofFDAModer
nizationAct/ucm I 36685.htm.

If after 30 days the additional information (AI), 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(l)). 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 51 0(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.aov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089735.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 remember that the Safe Medical Devices Act of 1990 states that you may not place this device 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

-, "I 59
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Williams, Michael *

From: gmocnik@cox.net
'ent: Wednesday, October 05, 2011 11:44 AM
0o: Williams, Michael *

Subject: Delivered: Hold Letter for K112205

Attachments: ATTOO001

ATT00001 (147 B)

Your message was delivered to the recipient.

155
1
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Williams, Michael *

From: Microsoft Exchange
0: 'gmocnik@cox.net'

aent: Wednesday, October 05, 2011 11:29 AM
Subject: Relayed: Hold Letter for K1 12205

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

'pmocnikdcox.net'

Subject: Hold Letter for K112205

Sent by Microsoft Exchange Server 2007
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

U.S. Food and Drug Administration
Center for Devices and Radiological Halth
Document Control Center W066-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

October 05, 2011

CONSUMER HEALTH PRODUCTS, INC 510k Number: KI 12205

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 5 10(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/DeviceRevulationandGuidance/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/MedicalDeviceProvisionsofFDAModer
nizationAct/ucml 36685.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(l)). 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 51 0(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/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucn089735.htin. 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 remember that the Safe Medical Devices Act of 1990 states that you may not place this device 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

158
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

U.S. Food and Drug Administration
Center for Devices and Radiological Health
Document Control Center W066-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

August 02, 2011

CONSUMER HEALTH PRODUCTS, INC 510k Number: K112205
C/O 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 5 10(k) submitter is incorrect, please notify the 5 10(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 5 10(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/MedicaIDevices/DeviceRepulationandGuidance/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.pov/AboutFDA/ReportsManualsForms/Forms/default.htm.

We remind you that Title Vill of the Food and Drug Administration Amendments Act of 2007 (FDAAA)
amended the PHS Act by adding new section 402() (42 U.S.C. § 282()), 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 402j) requires that a certification
form http://www.fda.2ov/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 4026) of The Public Health Service Act,
Added By Title VIII of The Food and Drug Administration Amendments Act of 2007"
http)://www.fda.pcov/Medica]Devices/DeviceRe ,uLlationandGuidance/HowtoMarketYourDevice/Prem-arketSubmissio
ns/PremarketNotification5l0k/ucml34034.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 5 10(k) review: 1) Guidance for Industry and FDA Staff
entitled, "Interactive Review for Medical Device Submissions: 51 0(k)s, Original PMAs, PMA Supplements,
Original BLAs and BLA Supplements". This guidance can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/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
so, 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., 5 10(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.f'da.izov/Medica]Devices/DeviceRegsulationandGuidance/HowtoMarketYourDevice/PremarketSubmissio
ns/ucm1 34508.html. In addition, the 510(k) Program Video is now available for viewing on line at
http://www.fda.gov/Medica]Devices/DeviceRegulationandGuidance/HowtoMarket YourDevice/PremarketSubmissio
ns/PremarketNotification5IOk/ucmO7O20I.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.2ov/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,

5 10(k) Staff
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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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Section 1 Health Device User Fee cover Sheet

1. Cover Sheets (Form FDA 3601 and FDA 3514)

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

FDA Form 3601

DEPARTMENT OF REALTH AND HUMAN SERVICES PAYMENT IDENTFICATION NUMBER: 
FOOD AND DRUG ADMINISTRATION Wrfe h Payment identiicadi number on your check.
MEDICAL DEVICE USER FEE COVER SHEET I

A rtnmIpid renvAr shel m.nt arnmpnny taeth riiald npilltfmin (1 .supplfmlnt subjnlft nfltfs It pnvnment S San? fy (115 mal ns
courier, please Include a copy of tS completed form with payment Payment and maling instructions can be found at

http:Aw.fda.govioCmdutfmlu ove&siteet.htmI

1. COMPANY NAME AND ADDRESS (include name, stee 2. CONTACT NAME
address, city state, country, and post ofice code) James cronn

2.1 E-MAIL ADDRESS
APNEA SCIENCES CORPORATION jaman .com
17 Browunsbury Rd 2.2 TELEPHONE NUMBER (include Area code)

Laguna Niguel CA 92770382 949-240-32%0
Us 2.3 FACSIMILE (FAX) NUMBER (Include Area code)

1.1 EMPLOYER IDENTIFICATION NUMBER (EIN)

3. TYPE OF PREMARKET APPLICATION (Select one of the tllkaing in each column: If you are unsue, rlease refer to the application
descritions at the tlewting web site: httpi/wwafda.govfoc'mdulma
Select an application te 3.1 Select a center
(X) Premarmet naticapon(510(i)); except for thurd party XI CORH
[ 513(g) Request for Information [I CBER

[I Biologics License Application (BLA) 3.2 Select one of the tyoes beW&

I I Premaket Approval A pication (PMA) [XI Original Application

(IModularPMA Supolement Tvoes
[I Product Development Protocol (PDP) I] Efficacy (BLA)
[I Premarket Report (PMR) I I Panel Trac (PMA, PMR. PDP)

[I Annual Fee for Periodic Reporting (APR) 0) Real-Time (PMA, PMR. PDP)

1 30-Day Notice I I 180-day (PMA, PMR, PDP)

4. ARE YOU A SMALL BUSINESS? (See the instructions for more informaion on determining this status)

[X) YES, I meet the small business criterta and have submitted the nequired NO, I am not a small business
Ua2lifyffig documents to FDA

4.1 If Yes, please enter your Small Busiess Decision Number SBD110148

5. FDA WILL NOT ACCEPT 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?
[XI YES (AlI of our establishments have registered and paid tilhe fee, ortiis Is our first device, and we wil register and pay tie fee within

30 days of FDA's approvalvclearance of this device.)
[) NO (11 'NO.' FDA wil not accept your sumnnisstin uintl you have paid an fees due to FDA. This submission wn not be processed: see

httpjvww.fda.govcdthkmdufma for additional information)

6. IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE
APPLICABLE EXCEPTION.
(I This application is the first PMA submitted by a qualied smal business, I I The sole purpose of the aDplication is to support
including any affiflates conditions of use for a pediatric population

I Tl5 blolpog application Is cubftod under scton 351 of thePblic ~ (I The applilcaton is submitted by a state or federal

Health Service Act for a product licensed for further manufacturing use o etty for a device Mt is not to be distribtedcominercialy

7. IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN A
PEDIATRIC POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? (it so, the application Is
subject to the fee that applies for an oinoal premarket approval application (PMA).
IIYES [XJNO

PAPERWORK REDUCTION ACT STATEMENT
Public reporting burden for this collection of Informaltn Is estimated to average 18 minutes per response, incliing the time for revieng

nctions, searching existing data sources, gathering and mairtakning the data needed, and completing and reving tie colection of
information. Send comments regarding this burden es*ivate or any other aspect of ts collection of infornation. includztg suggestions for
reducing this burden, to the adkiss below.

Department of Health and Human Services, Food and Drug Admitusatin, Ofice of Chief Informaton Officer, 1350 Plccard Drive. 4th
Fiuut RouLvdiu, MD 20830
(Please do NOT return this form to the above address, except as it peutains to comments on the burden estimate.]

B. USER FEE PAYMENT AMOULNT SUBMITTED FOR THIS PREMARKET APPLICATION
 12-Jul-2011

rrDA3na cao)
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umme rayment Page 1 of I

Online Payment
Step 3: Confirm Payment 11 2 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:

Transaction Date and Time: 07/12/2011 15:55 EDT
Payment Summary
Account Holder Name: APNEA SCIENCES CORPORATION

Payment Amount
Account Type: Business Checking Payment Date: 0711312011

Routing Number: 
Account Number: 

Check Number 

CONFIRMATION OF FDA

51OK APPLICATION PAYMENT

https://www.pay.gov/paygov/payments/authorizeACHPayment.html - 180 7/12/2011
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Section I Health Device User Fee cover Sheet

FDA Form 3514
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Section 2 Certification of Compliance- ClinicalTrials.gov

2. Certification of Compliance with ClinicalTrialsgov FDA Form 3674

(See attached)
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Section 3 Standards Data Report Form(s)

3. Standards Data Report FDA Form 3654

(See attached)
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Section 3 Standards Data Report Form(s)

Fom Approved: OMB No. 00100120: Expiraaon Date: WI1

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
E Traditinal special V AbtreAatad

STANDARD TiTEI

ISO 10993-1 Biological Evaluation of Medical Device- Part I Evaluation and Testing (2003)

Please answer the foltowing questions Yes No

Is this standard recognized by FDA 27 ...................... ................... I -1

FDA Recognition number ...........................................................- # 02-98

Was a third party laboratory responsible for testing conformity of the device to this standard identified
in the 510(k)? .... .......................... ................................ 0 0

Is a summary report4 describing the extent of conformance of the standard used included in the
510(k)? .................................................. ..................................................................... . ..... O
If no, com plete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it
pertains to this device ? ......................................................................................................................... 0

Does this standard include acceptance criteria? .................................... 0 0l
If no, include the results of testing In the 510(k).

Does this standard include more than one option or selection of tests? .............................................. 1 E
If yes, report options selected in the summary report table.

Ware there any deviations or adaptations made in the use of the standard?...... ............... 0 Z
If yes, were deviations In accordance with the FDA supplemental Information sheet (SIS)s?.............. 0 Z

Were deviations or adaptations made beyond what is specified in the FDA SIS?................ 0 0
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusiona from the standard? .................................................................................... 0 0
If yes, report these exclusions In the summary report table.

is there an FDA guidancre that Is associated with this standard?............................. ............ 0.......... 0 O

If yes, was the guidance document followed in preparation of this 510k?.............................................0 0
Title of guidance: G-95 Blue Book Memorandum: Uso oflSO 10993-1

The bmttin co'weten o the blis: ISDOJ nrrec ideeLr" ireatio body ined &i cOMrace assewernt to this
Iae of standadl (dati di pubtballor4 siardard. The sanrnary 'po$t indudes htinban on JS standards
A'tnHty 121 U.S.C. 300 wnwIda.gov/carwdspog t.rU uneIUs dtfll Ve noe5oen or re ovste.

Ihttp:/hwwaccensdafka.gwlip t oc/oSmndards The supp ralntal Lrnsiorn shoot (SIS) is additible ibnfloat
ssarch' dmWhih is necessary before FDA recognhzes the stanidutd. Found at

The nn r mrca, eea epts:a ss..oe .. s s hatwww accssd .ts.idaoscrinacrcdtosidcttadardsJ

to the devcm unda r (for e mp4, obtmailo osat sstha); serchldrn

choice. mas when optins at a sgatdlan of methods are dcrtibed: The anie sans or CoRH Gudance Documents a be urd at

dowrts fro ,t standad; U not appcable to .w M adv.1txIm/9ukohM
dea and tha name arwl addss of he tet tatantory or

FORM FDA 3654 (9O0T) Page I v. !OAstat... T
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Section 3 Standards Data Report Form(s)

EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORTTABLE

STANDARD TITLE
ISO 10993-1 Biological Evaution of Medical Device- Part I Evaluation and Testing (2003)

CONFORMANCE WITH WTAMNARD SECTIONS'
SECTION NUMBER SECTION TITLE CONFORMANCE?
All All 9 Y D 0O O wA

TYPE OF DEVIATION OR OPTION SELECTED'

See attached description of complianme located in setion 16 of this 5Ifk submission

DESCRIPTION
See altadhed description of compliance located in section 16 orthis 510k submission

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

SECTION NUMBER SECTION TITLE CONFORMANCE7

SYes fl No [ NIA
TYPE OF DEVIATION OR OPTION SELECTED'

DESCRIPTION

JUSTIFICATION

SECTION NI IMRFR SECTION TITLE CONFOPMANCE.?

C3 Yes O- No F NIA
TYPE OF DEVIATION OR OPTION SELECTED

DESCRIPTION

JUSTIFICATION

* For completeness lint oil solform of the standard and indicate whether conformance is meL i a section is not applicable (NIA)
an explanation is needed underjustifionf Some etandards include options, no similar to deviations, the option chosen needs
to be described and adequately justified as appropriate for the sublec device. Explanation of all deviations or description of
options seleced when Mellowing a standard in required under type of deviation or option selocted,"desrisption'and iJustificoo
tio*r on the report. Mows than one page may be necessary

* Types of deviations can Include an exclusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (SIS), a deviation to adapt the standard to the device, or any adaptation of a section.

Paperwork Reduction At Statement

Public reporting burden for ihis collction of infornation is estimated to average I hour per response. including the
time for ruviewing lnstuctlons searching existing data sources, gathering and maintaining the data needed. and
completing and reviewing the collection of information. Send comments regarding this burden estimate or any other
aspect of this collection of infonmation, including suggestions for reducing this borden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MID 20850

An agene, may not cornmcr or sponsor, and a person is not required to nrpond to. a collection ofinformation
unless it displays a currenily valid 0MB contrl number

FORM FDA 3654 (9107) Page 2
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Section 4 Cover Letter

4. Cover Letter

(See attached)
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July25, 2011

Food and Drug Administration
Center for Device and Radiological Health D C
Document Mail Center (WO66-0609)
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002 A( 1 -

RE: 510(k) Notification - Abbreviated
SnoreRx NS 9.0

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 included. 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 SnoreRx NS 9.0 is presented below
in tabular form:

Question Yes No
Is the device intended for prescription use? X

Is the device intended for over-the-counter use? X
Does the device contain components from a tissue or biologic source? X

Is the device provided sterile? X

Is the device intended fbr single use? X

Is the device a reprocessed single use device? X

Does the device contain a drug? X

Does the device contain a biologic? X
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Question Ys 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 Viejo, CA 92656
949.433.0413
gmocnik@cox.net

Sincerely,

Gary Moenik
Official Correspondent for Consumer Health Products

Consumer Health Products, Inc.
SnoreRx NS 9.0 Premarket Notification

- 193

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



5. Indications for Use Statement

INDICATIONS FOR USE STATEMENT

5 10(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) (Optonal Formt 1-2-96)

Page of
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Section 6 510(k) Summary

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 ofASC
17 Brownsbury Road #110
Laguna Niguel, CA 92677

CONTAcr: Gary Mocnik
49 Coastal Oak, Aliso Viejo, CA 92656
949.433.0413
949.831.9944 fhx
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:

PRODUCT CODE LRK

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

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 (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 interfhce, and thus this device, finctions as a mandibular anterior
repositioner, which acts to increase the patient's pharyngeal space, improving the ability
to exchange air during sleep
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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 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

ISO 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 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
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
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Section 6 510(k) Summary

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
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Section 7 Truthful & Accurate Statement

7. Truthful and Accurate Statement

Pursuant to 21 CFR 807.876), I certify that in my capacity as President of
ConsumerHealth 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.

Jarcld'Fallon 7-25-2011
Consumer Health Products, Inc.

A Division ofASC
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Section 8 Class III Summary and Certification

8. Class III Summary and Certification

The consumer Health Products SnoreRx NS 9.0 is a class It Health device
regulated under 21 CFR §892.5700. The Class III Summary and
Certification requirement as described in 21 CFR §807.870) and §807.94 do
not apply to this device and submission.

Consumer Health Products, Inc
SnoreRx NS 9.0 Premarket Notification

199

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



Section 9 Financial Certification
or Disclosure Statement

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.
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Section 10 Declaration of Conformity
& Summary Reports

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 11 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 is
designed with micro adjustment to accommodate overbite. Once the micro adjustment is
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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Section 10 Declaration of Conformity
& Summary Reports

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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Section 10 Declaration of Conformity
& Summary Reports

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 pre etermined acceptance criteria were met.

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.

Larry Rissor Date
Director of Operations
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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 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 alleviation 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
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Section 11 Executive Summary

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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Section 12 Device Description

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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Section 12 Device Description

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".
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Section 12 Device Description

SnoreRx NS 9.0

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.
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Section 12 Device Description

Dimensional information for the device is provided in the following figures
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Section 12 Device Description

Drawings showing the two materials used
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Section 12 Device Description

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 fill 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 Imm 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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Section 13 Substantial Equivalence Discussion

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

Consumer Health SomnoGuard SILENT KNIGHTS KENNETH
Products K950592 VENTURES, INC HILSEN

"SnoreRs 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
is intended for use obstructive sleep snoring
on adult patients 18 apnea (OSA) in adults
years of age or
older as an aid for
the reduction
and/or alleviation
of snoring only.

2. DOES NEW DEVICE HAVE THE SAME TECHNOLOGICAL CHARACTERISTICS,

E.G., DESIGN, MATERIALS, ETC.? .. .................................................................... 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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Section 13 Substantial Equivalence Discussion

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
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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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Section 13 Substantial Equivalence Discussion

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

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 / ower 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? ......................................... . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . YES

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.
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Section 13 Substantial Equivalence Discussion

4. ARE PERFORMANCE DATA AVAILABLE TO ASSESS EQUIVALENCE 9 ..... 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 9 ....... 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.

Consumer Health Products, Inc
SnoreRx NS 9.0 Premarket Notification 218

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



urn rj~
Sa

-
t
w S.

Uz-1  -4
2L'~ hi'

C. ,r~.
If

0 U I. It
p ;. a 1! ar

- r La
a 1111 DvII 2 ~ p.

ft.-

en
U. a
w

* s-s.
It
2
ft

S 3

az - I
- ft A

n a.
w C
o U

C
U
ft
9

I -'~~ Ii Ct
0

2 .i r ra
0
U

- - 24 S.
Uo
9 0
ft

0
ft

CI) 2 U
ft
ft

'F; -.(a
C Z~ a

U
Ca
ra
S.
U

219

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



Section 14 Proposed Labeling

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

Snor-eRx NS 9()

You deserve a good night's jest
WE GUARANTEE ITI

(Cton: Federal law rsdd, tis devi to sahe M or by order of a
phdsiin or = apprnpdhly Ucensed practiler
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Section 14 Proposed Labeling

14.2 Draft Instructions for use

SNORERX
NS 9.0

INSTRUCTIONS FOR CARE & USE
[21 CFR 80787(E)]

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:

* 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 periodontal gum disease

* Patients undergoing orthodontic treatment

* Patients with chronic asthma, emphysema, or any respiratory disorder
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Section 14 Proposed Labeling

WARNINGS
The use of the SnoreRx NS 9.0 may cause:

* Tooth movement or changes in dental occlusion
* Gingival or dental soreness
* Pain or soreness 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:
* Timer with second hand * A small pot for heating two quarts of boiling water
* A towel * A small bowl of ice water
* A spatula, or tongs

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!
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Section 14 Proposed Labeling

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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Section 15 Sterilization & Shelf Life

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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Section 16 Biocompatibility

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.
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Section 16 Biocompatibility

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

Nature of contact
Cytotoxicity- MEM Elution

Surface (mucosal) contact Irritation- Intracutaneous
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

All studies were conducted in compliance with the current FDA 21 CFR,
Part 58 - Good Laboratory Practice
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Section 16 Biocompatihility

Results
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Section 16 Biocompatibility

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.
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Section 16 Biocompatihility

INFORMATION
Data Sheet

MSDS
Biocompatibility Test Results from 
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Section 16 Biocompatibility

INFORMATION
Data Sheet

MSDS
EVA Biocompatibility Information
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Section 17 Software

17. Software

This section does not apply.
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Section 18 Electromagnetic Compatibility
And Electrical Safety

18. Electromagnetic Compatibility and Electrical Safety

This section does not apply.
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Section 19 Performance Testing- bench

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.

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
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Section 19 Performance Testing- bench

PERFORMANCE TESTING
MouthGuard NS 9.0

U ME M
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Section 20 Performance Testing- Animals

20. Performance Testing- Animals

This section does not apply.
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Section 21 Clinical Data

21. Clinical Data

This section does not apply.
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Appendix 1 Predicate Device Information

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.
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Appendix 1 Predicate Device Information

o5bl-
Level 3. 20 Clarke Streel
Crows Nest, NSW 2065

Australia

Tel: +61294399890
Fax: +01294399892

www.somnomed.com.au

510(k) Summary
Contact Person: Elaine Duncan

Paladin Medical Inc. JUL 1 2 2095
PO Box 560
Stillwater MN 55082

Tel: (715) 549 6035
Fax: (715)5495380

Brand Name: SOMNOMED MAS RXA

Common Name: Mandibutar advancement device

Classification Name: Device, anti-snoring (21CFR872.5570)

Product Code: LRK

Predicate Device: MDSA K042161

Date Prepared: 3 March 2000

Description Of The Device: The Somnomed MAS RxA is an intraoral device used for
treating Snoring and Sleep Apnea. It consists of two custom fitted trays which lit over the
upper and lower teeth and engage by means of adjustable lugs. The device functions as a
mandibular repositionor, which acts to increase the patient's pharyngeal space, improving
their ability to exchange air during sleep. 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 filling the device.

Indications For Use: The SomnoMed MAS RxA is intended to 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
equivalent to the Bird MOSA device. Both the Somnomed MAS RxA and the MDSA are
prescription Custom Made titratatwe mandibular repositioning devices tor the dental
treatment of patients suffering snoring and mild to moderate obstructive sleep apnea.

The technical designs and manufacture of the two devices are almost Identical, 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. The only design
difference is in the naturo of the adjustable mechanisms in the two devices. The MDSA
device achieves mandibular advancement by means of a locking clasp placed at the front
centro of the two acrylic trays, whereas the Somnomed RxA uses interlocking lugs and
wings placed on the sides of the trays. The dental acrylic, adjustment screws 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 risk assessment concluded that there were no new safety concerns raised by the design
of the Somnomed MAS RxA.

7 - 1 (amended)
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Appendix 1 Predicate Device Information

DEPAIRMENTOF HEALTH & HUMAN SERVICES Pubilc Health Sevice

Food and DrugAdministration
920D Corporate Boulevard
Rocville MD 2050

Somnomed Limited JUL12 2005
C/O Ms. Elaine Duncan
Paladin Medical Incorporated
P.O. Box 560
Stillwater, Minnesota 55082

Re: K050592
Trade/Device Name: MAS RxA
Reguintion Number: 21 CFR 872.5570
Regulation Name: Intraorl Devices for Snoring and Intraoral

Devices for Snoring and Obstructive 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 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.

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

Page 2 - Ms. Duncan

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 notlimitd to: registration
and listing (21 CFR Part 807); labeling (21 CFR Part 801); 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.

This letter will allow you to begin marketing your device as described in your Section 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),
please contact the Office of Compliance at (240) 276-0115. Also, please note the regulation
entided, "Misbranding by reference to prenarket notification" (21CFR Part 807.97). You
may obtain other general information on your rsponsibilitics under the Act from the
Division of Small Manufacturers. International and Consumer Assistance at its toll-free
number (800) 638-2041 or (301) 443-6597 or at its Internet address
http://www.fda.zov/cdrb/industry/suppor/index.htmi.

Sincerely yours,

Chin Lini, Ph.D.
Director
Division of Ancthcsiolvgy, Occnpd Hospital,

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

Radiological Health

Enclosure
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Appendix 1 Predicate Device Information

FDA 510 (k) - K050592 - Response to 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 lime snoring and mild to moderate
obstructive sleep apnea (OSA) In adults.

Prescription Use X AND/OR Over-The-Counter Use_

(Part 21 CPR 801 Subpart 0) (21 CFR 801 Subpart C)

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

Concurrence of CDRH. Office of Device Evaluation (ODE)

iviso Sign,.Off)n
Division of Aneqshe ,oGnerbal
Infection Contro. Dental eces

510(k) Number k 0 2.

5-1 (Amended)
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Silencer
(K954530)
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Appendix 1 Predicate Device Information

510(k) Premarket Notification

= I Reastruon & I A.vers I .. Il! I P!6 I Classification I standards
fu Usin Events
EBTn I Radiation-Emifina I XBox I Medwn I adU!

fl Prducts Assefll 110ol1

New Search Back To Search Results

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 Haltrom
Regulation Number 872.5570
Classification Product Code LRK
Date Received 09/29/1995
Decision Date 10/30/1995
Decision Substantially Equivalent (SE)
Classification Advisory Committee Dental
Review Advisory Committee Dental
Type Traditional
Reviewed By Third Party No
Expedited Review
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ApDendix 1 Predicate Device Information

SnoreControl
(K963591)
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Appendix 1 Predicate Device Information

DEPARTMENT OF HEALTH & HUMAN SERVICS Pube Hinh SEVIN

Food NW Mwf Admintimn
9200 -Wpa ovd
Rodils MD 20850

Mr. Kenneth Hilsen
M4r. Stephen E. Feldman
C/O Law Office of Stephen E. Feldman, P.C. JAN -9
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 Mr. 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 misbranding and adulteration.

If your device is classified (see above) into either class II
(Special Controls) or class III (Premarket Approval), it may
be subject to such additional controls. Existing major
regulations affecting your device can be found in the Code of
Federal Reaulations, Title 21, Parts 800 to 895. A
substantially equivalent.determination. assume&-ccmpliance -with
the current Good Manufacturing Practice requirement, as set
forth in the Quality System Regulation (QS) for Medical
Devices: General regulation (21 CFR Part 820) and that,
through periodic (QS) inspections, the Food and Drug
Administration (FDA) will verify such assumptions. Failure to
comply with the GMP regulation may result in regulatory
action. In addition, FDA may publish further announcements
concerning your device in the Federal Reister. Please note:
this response to your premarket notification submission does
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Appendix 1 Predicate Device Information

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.

This 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, please contact
the Office of Compliance at (301) 594-4639. Also, please note
the regulation entitled, bMisbranding by reference to
premarket notification" (21 CPR 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) 638-2041 or (301) 443-6597 or at

its internet address "http://www.f .gov/cdrh/dsmamain.html".

Since ly

Timo. A. Uatowski
Direct
Divisio of Dental, Infection Control

and General Hospital Devices
Office of Device Evaluation
Center for Devices and
Radiological Health

Enclosure
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Appendix 1 Predicate Device Information

[ ~5 FXWj& Brr 5 ra.*

Slo)Numbcro(iflMown): not tnon

Dcia a Ic ilison nt-sncrln9 Dticg

Indicatiof For use:

The Anti-snoring Device is intended to alleviate or correct

scoting.

,'MASE DO NCTWRIT BELOW TISLIN- CON D INONANM PAGE FNEBDEZ)

Omanwuce of CDRH( Offic of Device Ewlaltion (ODE)

IpMto soala

DuMon of ILo

Prescription Usc OR Over-The-Counter Use
(Per 2X CFR soi.F)9)

(Op~wsdFufl 1-2-96)
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Appendix 1 Predicate Device Iformation

END OF SUBMISSION
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Food and Drug Administration
Office of Device Evaluation &
Office of In Vitro Diagnostics

COVER SHEET MEMORANDUM

I: Reviewer Name C Cott(
'bject: 510(k) Number 6

to: The Record

Please list CTS decision code
O Refused to accept (Note: this is considered the first review cycle, See Screening Checklist

http://eroom.fda.oov/eRoomRe/Files/CDRH3/CDRHPremarketNotification5l0kProram/0 5631/Screenin%20ChckIist%207 %
* 202%2007.doc)

O Hold (Additional Information or Telephone Hold).
Final Decision DSE with Limitations, NSE (select code below), Withdrawn, etc.).

Not Substantially Equivalent (NSE) Codes

O NO NSE for lack of predicate
0 NI NSE for new intended use
0 NO NSE for new technology that raises new questions of safety and effectiveness
O NP NSE for lack of performance data
0 NM NSE requires PMA
[ NS NSE no response
O NH NSE for another reason

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

Indications for Use Page Attach IFU

Nk) Summary 510(k) Statement Attach Sumnay

.thful and Accurate Statement. Must he present for a Final Decision

.he device Class Ill?

If yes, does firm include Class II Summary? Must he present for a Final Decision

Does firm reference standards?
(If yes, please attach form from http://www.fda qov/opacbm/morechoices/fdaforms/FDA-
3654.pdf)

Is this a combination product?
(Please specify category _ see
http://eroom.fdangov/eRoomRe/Files/CDRH3/CDRHPremarketNotification5lokProgram/0 413blCO
MBINATION%20PRODUCT%20ALGORITHM%20(REVISED%203-12-03).DOC

is this a reprocessed single use device?
(Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510(k)s for
Reprocessed Singe-Use Medical Devices, http://www.fda.gov/cdrh/ode/guidance/1 216.html)

Is this device intended for pediatric use only?
Is this a prescription device? (If both prescription & OTC, check both boxes )
Did the application include a completed FORM FDA 3674, Certification with Requirements of
ClinicalTribls.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
FDA 3674, Certification with Requirements of ClihicalTrials.gov Data Bank? (If study was
conducted in the United States, and FORM FDA 3674 was not included or incomplete, then
applicant must be contacted to obtain completed form.)

s this device include an Animal Tissue Source?tediatric Patients age<=21
5/12/11

4
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Neonate/Newborn (Birth to 28 days)

cInfant (29 days -< 2 years old)

d (2 years -< 12 years old)

dolescent (12 years -< 18 years old)

ransitional Adolescent A (18 - <21 years old) Special considerations are being given to this
group, different from adults age 2 21 (different device design or testing, different protocol
procedures, etc.)
Transitional Adolescent B (18 t<= 21; No special considerations compared to adults => 21 years
old)

Nanotechnology

Is this device subject to the tracking Regulation? (Medical Device Tracking i Contact Oc IC
Guidance, http://www.fda.gov/cdrh/comp/quidance/169.html)

Regulation Number Class* Product Code

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

Review: IJ) )
(Branch Chif) (BrancCode) (Date)

Final Review: ([ 1(
(Division Director) (Date)

I
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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)j 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 (K] 12205/S2)

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 SnoreRXNS
9.0 into interstate commerce. SnoreRXNS 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:
* ISO 10993-1:2003 Biological Evaluation of Medical Devices - Part 1 Evaluation and

Testing
* ISO 10993-5:2003 Biological Evaluation of Medical Devices - Part 5 Cytotoxicity
* ISO 10993-10:2003 Biological Evaluation of Medical Devices - Part 10 Intracutaneous
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Irritation Testing
* ISO 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

5 10(k) Summary or 510(k) Statenien X

Standards Form X

510(k) Summary I 510(k) Statement:
The sponsor has provided a 5 10(k) summary in the original submission.

I YES NO N/A

R quired Elements for 510(k) Summary (21 CFR 807.92)
Clearly labeled "510(k) Summary" X
Submitter' s name, address, phone #, a contact person X
Date the summary was prepared X
The name of the device/trade name/common X
name/classification name
An identification of the legally marketed Predicate X
Description of the subject device X
Statement of intended use(identical to indications for use) X

if same, a summary of comparison of technological X
to. characters

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

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

4 cl Brief discussion of clinical data submitted, X
referenced, or relied on, including:

E Description upon whom the device was
tested,

* Data obtained froth the tests and
especially:

* Adverse events and complications
* Other information for SE determination

Conclusion that data demonstrate SE X

2
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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 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

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)?
Are "cleaning" instructions included for the end user? x

SnoreRXNS 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 SoreRXNS 9.0 to function as a mandibular
anterior repositioner. The device employs a "boil & bite" design to provide custom impression
for each patient. The SnoreRXNS 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 SnoreRXNS 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.

39
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Predicate Device Comparison
The sponsor claims substantial equivalence to the following predicates: Snore Guard (KO50592),
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 5001, 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 SnoreRXNS 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 SOOI 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
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care and store their device as recommended by the guidance document Class 11 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 was asked again in the second AI 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 device "eliminates snoring" from the device description
and executive summary; however the claim was removed from the instructions for use. Again,
the sponsor was asked in the second AI 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 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 SnoreRXNS 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, SnoreRXNS 9.0 is for single patient - multi use.

Biocompatibility
The sponsor identified two materials that are used to fabricate the major components of the
SnoreRXNS 9.0. These materials are   

. 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  material. The results in the table suggest
that this material is non-cytotoxic, non-irritant, and negative for evidence of sensitization. For
the , 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  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
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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  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 S002, 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 SnoreRXNS 9.0.

Performance Testing - Bench
The sponsor notes in section 19 that bench testing was conducted on the SnoreRXNS 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 AI 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 their device. Results of the test show that the total airway dimension of the subject
device is 86 mm2 while that of the predicate was 67 nun2. 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.
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Substantial Equivalence Discussion
YES NO

1. Same Indication Statement? X If YES =Go To 3

2. Do Differences Alter The Effect Or Raise New X If YES = Stop NSE
Issues of Safety Or Effectiveness?

3. Same Technological Characteristics? X If YES = Go To 5

4. Could The New Characteristics Affect Safety If YES = Go To 6
Or Effectiveness?

5. Descriptive Characteristics Precise Enough? X If NO = Go To 8

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.
2 The 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
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Recommendation
After review of KI 12205, Ki 12205/S1, Ki 12205/S2 I recommend that the SnoreRXNS 9.0 be
cleared for marketing.

keviewer Da
Sheena A. Green
Biomedical Engineer

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

From: gmocnik@cox.net
,ent: Tuesday, November 01, 2011 6:03 PM
fo: Green, Sheena
Subject: Re: K112205/S1: 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 Gary,
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> Best Regards,

> Sheena

" Sheena A. Green, M.S.
> Biomedical Engineer/scientific Reviewer
> U.S. Food & Drug Administration
> ODE/CDRH/DAGID
> Dental Devices Branch
" 10903 New Hampshire Avenue
> WO66 - 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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Green, Sheena

From: gmocnik@cox.net
ent: Sunday, October 30, 2011 8:03 PM

t o: Green, Sheena
Subject: K1 12205-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
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Green, Sheena

From: gmocnik@cox.net
ent: Tuesday, October 04, 20114:26 PM

(0: Green, Sheena
Subject: Re: K112205: SnoreRX NS 9.0 - 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,
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> Best Regards,

> Sheena

> Sheena A. Green, M.S.
> Biomedical Engineer/Scientific Reviewer
> U.S. Food & Drug Administration
" ODE/CDRH/DAGID
> Dental Devices Branch
> 10903 New Hampshire Avenue
" WO66 - 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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Green, Sheena

From: Green, Sheena
ent: Tuesday, November 01, 2011 11:23 AM

1,0: 'gmocnik@cox.net'
Subject: K112205/S1: SnoreRX NS - November 1, 2011

Dear Gary,
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Best Regards,

Sheena

Sheena A. Green, M.S.
Biomedical Engineer/Scientific Reviewer
U.S. Food & Drug Administration
ODE/CDRH/DAGID
Dental Devices Branch
10903 New Hampshire Avenue
W066 - 2545
Silver Spring, MD 20993
Ph: (301) 796-6279
Fax: (301) 847-8109
sheena.green(afda.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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Green, Sheena

From: Green, Sheena
ent: Monday, October 31, 2011 10:10 AM

.0: 'gmocnik@cox.net'
Subject: RE: K1 12205-response to Al email - October31, 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, October 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
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Green, Sheena

From: Green, Sheena
int: Tuesday, September 20, 2011 5:14 PM

0o: '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 additional questions you will be contacted.

Best Regards,

Sheena

----- Original Message-----
From: gmocnik@cox.net [mailto:gmocnik@cox.net]
Sent: Tuesday, September 20, 2011 2:59 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 questions.

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

±hanks in advance.

Gary Mocnik
Consultant
949.433.0413
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Grayson, Giovanna *

From: Microsoft Exchange
To: 'gmocnik@cox.net'
Sent: Monday, November 07, 2011 2:10 PM
Subject: Relayed: ack letter

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

pamocnik@cox.net'

Subject: ack letter

Sent by Microsoft Exchange Server 2007
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Page 1 of 2

Grayson, Giovanna *

From: Grayson, Giovanna

Sent: Monday, November 07, 2011 2:10 PM

To: 'gmocnik@cox.net'

Subject: ack letter

Attachments: image002.png

DEPARTMENT OF HEALTH & HUMAN SERVICES
Public Health Service
U.S. Food and Drug Administration
Center for Devices and Radiological Health
Document Cool'Lte WO66-G609
10903 Ncwftanpashr cAAjte
SilverSp MD 2 02

NvmRr07 .jf
MOCN I
GARY *0.

CONSUMER HEALTH PRODUCTS, INC
C/O GARY MOCNIK AND ASSOCIATES
49 COASTAL OAK
ALISO VIEJO, CALIFORNIA 92656
ATTN: GARY MOCNIK

51Ok Number: KI 12205

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://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucnm089402.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.
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Sincerely,

5 10(k) Staff
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Food and Drug Administration
Office of Device Evaluation&
Office of In Vitro Diagnostics

COVER SHEET MEMORANDUM

Fron: Reviewer Name i
Subject: 510(k) Number S- /
To: The Record

Please list CTS decision code
x Refused to accept (Note: this is considered the first review cycle, See Screening Checklist

http://eroom.fda.ov/eRoomRe/Files/CDRH3/CDRHPrmarketNotificgtionS1OkProgram/0 5631/Screeninq%20Checkist%207%
202%2007.doc)

Hold (Additional Information or Telephone ).
.Final Decision (SE, SE with Lim-hlions, NSE (select code below), Withdrawn, etc.).

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

'lease complete the following for a final clearance decision (i.e., SE, SE with Limitations, etc.): s

Indications for Use Page Attach IFU

510(k) Summary /510(k) Statement Attach Summary

Truthful and Accurate Statement. Mustbe present for a Final.Decision

Is the device Class ill?

If yes, does firm include Class III Summary? Must be present for a Final Decision

Does firm reference standards?
(If yes, please attach form from http://www.fda.ov/opacom/morechoices/fdaforms/FDA-
3654.pdf).

Is this a combination product?
(Please. pecify category see
htt://eroom.fda.qov/eRoomReol/Files/CDRH3/CDRHPremarketNotification5 1kPropram/0 413b/CO
MBINATION%2PRODUCT%20ALGORITHM%20(REVISED%203-12-03).DOC

Is thareprocessed single use device?
(Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510(k)s for,
SRpoesed§Sge-Use Medical D6viceshttp://www.fda.qov/cdrl/ode/quidance/1216.htmi

Is this device intended for pediatric use only?

Is this a prescription device? (If both prescription & OTC, check both boxes.)

Did the application include a completed FORM FDA 3674, Certification with Requirements of -

ClinicalTrials.gov Data Bank? - I
Is clinical data necessaiy to support the review ofthis 510(k)?
For United States-based clinical studies only: Did the application include a completed FORM

DA 3674, Certification with Requireients of ClinicalTrials.gov Data Bank? (if study was
conducted in the United States, and FORM FDA 3674 was not included or incomplete, then

*applicant must be contacted to obtain completed form.)

Does this device include an Animal Tissue.Source? - 60
All Pediatric Patients age<=21
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Neonate/Newborn (Birth to 2&days)

Infant (29 days -< 2 years old)

Child. (2 years -< 12 years old)

Adolescent (12 years -< 18 years old) .

Transitional Adolescent A (18 - <21 years old).Special considerations are being given to this
group, different from adults age P 21 (different device design or testing, different protocol
procedures, etc.)

Transitional Adolescent B (18 -< 21; No.special considerations compared to adults => 21 years
old)

Nanotechnology

Is this device subject to the Tracking Regulation? (Medical Device Tracking Contact OC.
Guidance, httn://www.fda.qov/cdrhicomp/quidance/169.htmi)

Regulation Number Class* Product Code

(*If unclassified, see 510(k) Staff)

Additional Product Codes:

Review:-.I
(Branch Chi f) (Brancn Code) ( ate)

Vinal Review:
(Divisioh Direcr) Da e)

61
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510(k) "SUBSTANTIAL EQUIVALENCE"
DECISION-MAKING PROCESS

New Device is Compared to A
Marketed Device I

Descriptive Information Does New Device Have Same NO Do the Differences Alter the Intended Not Substantially
about New or Marketed Indication Statement? . Therapeutic/Diagnosticletc. Effect YES Equivalent Determination

Device Requested at Needed (in Deciding, May Consider Impact.on
YES Safety and Efeciveness)?"

New Device Has Same intended NO
Use and May be "Substantially Equivalent" 

.0--4 New Device Has 0
New Intended Use

Does New Device Have Same
Technological Characteristics, NO. Could the New
e.g, Design; Materials, etc.? I Characteristics Do the New Characteristics

YES Affect.Safety or - Raise New Types of Safety YES
Effecti eness? or Effectiveness Questions?

NO Are the Descriptive NO
Characteristics Precise Enough NO

NOto 
Ensure Equivalence? 

j
Arc Perfbrmjace Data . Do Accepted Sciertific

Available to-Asses Equivalence? YES . M th'ods-Exist for
Assessing Effects of NO

the New Characteristics?
YES

YES

Performance Are Performance Data Available NO
Data Required To Assess Effects of New

Characteristics?

YES

Performance Data Demonstrate - Performance Data Demonstrate
Equivalence? C) _ Equivalence?

YES - .NO

iNO

<"Substantially Equivalent'
To Determination To

* 510(k) Submissions compare new devices to maiketed devices. FDA requests additional information if the relationship between
marketed and "predicate" (pre-Amendments or reclassified post-Amendments) devices is unclear.

This decision is normally based onrdescriptive information alone, but limited testing information is sometimes required 6.2
* Data maybe in the 510(k), other 510(k)sthe Center's clssification files, or the literature.
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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: November 1, 2011

SUBJECT: SnoreRX NS 9.0 (K] l2205/A2)

CONTACT: Gary Mocnik
Regulatory Consultant
Aliso Viejo, CA 92656
Phone: (949)433-0413
Fax: (949)831-9944
Email: gmocnik(Ecox.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 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:
* ISO 10993-1:2003 Biological Evaluation of Medical Devices - Part 1 Evaluation and

Testing
* ISO 10993-5:2003 Biological Evaluation of Medical Devices - Part 5 Cytotoxicity
* ISO 10993-10:2003 Biological Evaluation of Medical Devices - Part 10 Intracutaneous

-! I1, 63
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Irritation Testing
* ISO 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(k) Statement X

Standards Form X

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 510(k) Summary (21 CFR 807.92)

Clearly labeled "5 10(k) Summary" X

Submitter' s name, address, phone #, a contact person X
Date the summary was prepared X
The name of the device/trade name/common X
name/classification name
An identification of the legally marketed Predicate X
Description of the subject device X
Statement of intended use(identical to indications for use) X

if same, a summary of comparison of technological X
characters

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

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

a 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

2 64
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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 Description

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 sterile9  X

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

SnoreRfXNS 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 SnoreRXNS 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 SnoreRXNS 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.
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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 SnoreRXNS 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 SOO I, 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 _ 1i , 66
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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 11 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 AI 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 5001,
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 SnoreRXNS 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, SnoreRXNS 9.0 is for single patient - multi use.

BiocompatibilitV
The sponsor identified two materials that are used to fabricate the major components of the
SnoreRXNS 9.0. These materials are   

    . 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 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   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.

5 67

(b)(4) 

(
b
)
(
4
) 

(b)
(4) 

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



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     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 SnoreRXNS 9.0.

Performance Testing - Bench
The sponsor notes in section 19 that bench testing was conducted on the SnoreRXNS 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 SOOI 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 If YES = Go To 3

2. Do Differences Alter The Effect Or Raise New X If YES = Stop NSE
Issues of Safety Or Effectiveness?

3. Same Technological Characteristics? X If YES = Go To 5

4. Could The New Characteristics Affect Safety If YES = Go To 6
Or Effectiveness?

5. Descriptive Characteristics Precise Enough? X If NO = Go To 8

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? Final Decision: TH

Contact History
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Recommendation
After review of KI 12205 and KI 12205/SI I recommend that this file be placed back on
telephone hold until all of the deficiencies above dated November 1, 2011 are adequately
addressed.

evi er 6ate
Sheena A. Green
Biomedical Engineer

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

From: Green, Sheena
Sent: Tuesday, November 01, 2011 11:23 AM
To: 'gmocnik@cox.net'
Subject: K112205/S1: SnoreRX NS - November 1, 2011

Dear Gary,
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Best Regards,

Sheena

Sheena A. Green, M.S.
Biomedical Engineer/Scientific Reviewer

U.S. Food & Drug Administration
ODE/CDRH/DAGID
Dental Devices Branch
10903 New Hampshire Avenue
W066 - 2545

Silver Spring, MD 20993
Ph: (301) 796-6279
Fax: (301) 847-8109
sheena.green(a0fda.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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Food and Drug Administration
Office of Device Evaluation &
Office of In Vitro Diagnostics

'LoCOVER SHEET MEMORANDUM

From: Reviewer Name 6Ac' a C 4
Subject: 510(k) Number c16
To: The Record

Please list CTS decision code
x Refused to accept (Note: this is considered the first review cycle, See Screening Checklist

http:/eroomfda.gov/eRoonmRen/FilesODRH3/CDRHPremarketNotification5lOkPronram/0 5631/Screeninq%20Checklist% 207%
.202%2007.doc )

Hold (Additional Information o
x Final Decision (SE, SE with Limitations, NSE (select code below), Withdrawn, etc.).

Not Substantially Equivalent (NSE) Codes

x NO NSE for lack of predicate
x NI NSE for new intended use
x NO 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.): 0

Indications for Use Page Attach IFU
. ...... . ..... .......... ,,.----....i. -. ,.-...,, .

510(k) Summary /510(k) Statement I Attach Summary

Truthful and Accurate Statement. Must be present for a Final Decision

Is the device Class III?

If yes, does firm include Class Ill Summary? Must be present fat a Final Decision

Does firm reference standards?
(If yes, please attach form from http://www.fda.qov/opacom/morechoices/fdaforms/FDA-
3654.pdf).

Is this a combination product?
(Please. specify category _ see
http://eroom.fda.gov/eRoomRe/Files/CDRH3/CDRHPremarketNotificatioh51OkProoram/0 413b/CO
MBINATION%20PRODUCT%20ALGORITHM%20(REVISED%203-12-03).DOC

Is this a reprocessed single use device?
(Guidance for Industry and FDA Staff - MDUFMA -Validation Data in 510(k)s for
Reprocessed Single-Use Medical Devices, http://www.fda.ov/cdrh/ode/quidance/1216.htmi

Is this device intended for pediatric use only?

Is this a prescription device? (If both prescription & OTC, check both boxes.)

Did the application include a completed FORM FDA 3674, Certification with Requirements of
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
FDA 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
applicant must be contacted to obtain completed form.)

Does this device include an Animal Tissue Source?

All Pediatric Patients age<=21

Rev. 5/12/11
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Neonate/Newborn (Birth to 28 days)

Infant (29 days -< 2 years old)

Child (2 years -< 12 years old)

Adolescent (12 years -< 18 years old)

Transitional Adolescent A (18 - <21 years old) Special considerations are being given to this
group, different from adults age 21 (differeht device design or testing, different protocol
procedures, etc.)

Transitional Adolescent B (18 -<= 21 No special considerations compared to adults => 21 years
old)
Nanotechnology

Is this device subject to the Tracking Regulation? (Medical Device Tracking Contact OC.
Guidance, http://www.fda gov/cdrh/comp/quidance/169,html)

Regulation Number Class* Product Code

(If unclassified, see 510(k) Staff)
Additional Product Codes:

Review:
anch Chi (Branc Code) (Date)

Final Review:
(Division Director) (Date)
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510(k) "SU STANTIAL EQUIVALENCE"
DECISION-MAKING PROCESS

New Device is Compared to A
Marketed Device @

Descriptive Infornmat ion Does New Device Have Saine NO Do hie Di ferences Alter the intended Not S ubstanti lsy
about New or Marketed Indication Staentent7 ? Therapetici/Diaginostic/ec. Effect YES Eqtivvaleni Determination

Device Requtested as Needed (in Deciding, May Consider impact on
YES Safety and Effectiveness)?"

New Device Has Same Ilnended NO
Use and May be "Substanially Equivalent"

New Device Has 0

0 HNe Intended Use

Does New Device Have Same
Technological Osaracteristics, NO Could the Newv
e.g. Design, Materials, etc.? t Characteristics Do the New Characteristics

YES Affect Safety or - Raise New Types of Safety YES 0

5 Effectiveness? or Effectiveness Questions?

NO Are the Descriptive NO
Characteristics Precise Enough NO

to Ensure Equivalence? I

NO Z (
Are Performance Data Do Accepted Scientific

Available to-Asses Equivalence? YES Mtthbds Exist for
Assessing Effects of NO

the New Characteristics?
YES

YES

Performance Are Performance Data Available NO
Data Required . To Assess Effects of New

Characteristics? *

YES

Perfomiance Data Demonstrate Performance Data Demonstrate
Equivalence? Equivalence? 4-

NO YES YES*. { NO

INO

"SubstantiallyEquivalenA
To Determination To

510(k) Submissions compare neiv devices to marketed devices. DA requests additional information if the relationship between
marketed and "predicate" (pre-Amendments or reclassified post-Amendmens) devices is unclear.

41 This decision is normally based on descriptive information alone, but limited testing information is sometimes required

*" Data maybe in the 510(k), other 510(k)s, the Center's classification files, or the lierature.
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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: SnoreRXNS 9.0 (K112205/A])

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

The submission claims conformity to the following standard and/or guidance document:
* ISO 10993-1:2003 Biological Evaluation of Medical Devices - Part I Evaluation and

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
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Administrative Requirements

Indications for Use page (Indicate if: Prescription or OTC) X

Truthful and Accuracy Statement X

510(k) Summary or 510(k) Statement X

Standards Form X

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 510(k) Summary (21 CFR 807.92)
Clearly labeled "5 10(k) Summary" X
Submitter' s name, address, phone #, a contact person X
Date the summary was prepared X

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

Description of the subject device X
Statement of intended use(identical to indications for use) X X

if same, a summary of comparison of technological characters X

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

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:
S Adverse events and complications
* Other information for SE determination

Conclusion that data demonstrate SE X

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 Description

Is the device life-supporting or life sustaining? X

2 1 63
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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?

SnoreRXNS 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 SoreRXNS 9.0 to function as a mandibular

anterior repositioner. The device employs a "boil & bite" design to provide custom impression
for each patient. The SnoreRXNS 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 SnoreRXNS 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 SnoreRXNS 9.0. The uppe trays are
fabricated from   and the impression material is

The sponsor notes that the above materials have been used in previously cleared device.

Reviewer's note: The sponsor will be asked to identif each component of the device including
the "PUSH" button and their material compositions. In addition, the sponsor will be asked to
identif a predicate in which each identified material has been previously cleared along with
their CAS numbers where applicable (deficiency #1, A 001).

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 clariflj 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.
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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.

Labelin2
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 afew 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 (defciency #3,
A 001).

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 tofit 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, A 001).

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 #5, A001).

Sterilization/Shelf life/Reuse
The SnoreRXNS 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, SnoreRXNS 9.0 is for single patient - multi use.

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

SnoreRXNS 9.0. These materials are
Specifically, it is noted that the upper and lower trays of the device are made from 

  and the impression material is  . Section 16 of the original
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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 . The results in the table suggest
that this material is non-cytotoxic, non-irritant, and negative for evidence of sensitization. For

the  , 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   is biocompatible.

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 SnoreRXNS 9.0.

Performance Testin2 - 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 criteria 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).
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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? X If YES = Go To 3

2. Do Differences Alter The Effect Or Raise New X If YES = Stop NSE
Issues of Safety Or Effectiveness?

3. Same Technological Characteristics? X If YES = Go To 5

4. Could The New Characteristics Affect Safety If YES Go To 6
Or Effectiveness?

5. Descriptive Characteristics Precise Enough? X If NO = Go To 8

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? Final Decision: TH
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Recommendation
After review of KI 12205 I recommend that this file be placed on telephone hold until all of the
deficiencies above are adequately addressed.

Reviewer Date
Sheena A. Green
Biomedical Engineer

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

- 169

(b) (4)

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



Green, Sheena

From: Green, Sheena
Sent: Monday, October 03, 2011 10:36 AM
To: 'gmocnik@cox.net'
Subject: K1 12205: SnoreRX NS 9.0 - October 3, 2011

Dear Mr. Mocnik,
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Best Regards,

Sheena

Sheena A. Green, M.S.
Biomedical Engineer/Scientific Reviewer
U.S. Food & Drug Administration
ODE/CDRH/DAGID
Dental Devices Branch
10903 New Hampshire Avenue
W066 - 2545

Silver Spring, MD 20993
Ph: (301) 796-6279
Fax: (301) 847-8109
sheena.green(@fda.hhs.gov
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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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51Q(k) "SIUSTANTIAL EQUTVALZNCE"
I)ECISION-MAKING PRO CESS

New Devic 's Compred toA
Market d Device *

Descriptive Informat'on Does New evice Have Sa e Differences Alter the Intended Not Substantially
about Ne1 or Marketed enicatio S tnt. . Therapcuti * ostdeic. Effect YES Eguivalent Doermination
Device Requested as Needed (in Deciding, May C sider impacton

YES Safety and Effect' eness)?7

New Device Has Same Intended . NO
Use and May be T . y _

New Device Has o
New Intended Use

Does New Device ave Same
Technological Ch racteristics, NO. Could the New
e.g, Design; Mat rials; etc.? l Characteristics Do the New Characteristics

YS AfecItSnfety or -> Raise New Types of Safcy YES
5 Effectimeness? or Effectiveness Questions?

NO AreI -Descriptive NO
Characteristics Precise Enough 00

to Ensure Equivitlence? 4

NO
Are ertrmhpce Data Do Accepted Scientific

Availab c to-Asses Equivalenc? YES Meth'ods Exist for .

* Asscssing Effects of NO
the New Characteristics?

YES
YES

Performance AT, Performincoo Data Available NO0
Data Require,] To Assess Effects of New

Cliaracterislics? "

YES

NO

"Substantitlly Equivalent '
To ADetermination To

510(k) Submissions compare new devices to maiketed devices. FDA requests additional.infornation if the reationship between
marketect and "predicate" (pte-Amendmnents or redzssified post-Amndmrents) d6v ices is inclear.

"This decisior is normally based oidesctiptive information alone, butimhited testing informalion is sometimes requiired

lData maybe in the 510(k), other'5t0(k)s,.[he Ceriter's classification files, or the ltoerature. it6
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

U.S. Food and Drug Administration

Center for Devices and Radiological Health
Document Control Center W066-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

October 18, 2011

CONSUMER HEALTH PRODUCTS, INC 510k Number: KI 12205

C/O GARY MOCNIK AND ASSOCIATES
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/DeviceRevulationandGuidance/GuidanceDocuments/ucn089402.htm. On
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated
51 0(k)s. This guidance can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuinents/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
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Kin12205Response to 10-3-11 Ai request Page 1 of T7 b5//

Gary S. Mocnik & Associates FDA CDPM WAG
Regulatory Consultants OCT 1 8

49 Coastal Oak vedAliso Viejo, California 92656 Recei
949433-0413

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 'TureSleep" (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 meat (949) 433-0413. Please also note that Jim Fallon (principle of
Consumer Health Products) should be considered an authorized respondent for this submission.

Sincerely

Can S. Mocnik
Official Correspondent for Consumer Health Products
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I Attachments for Item 2

510(k) Swnmnry FB2 Q

Rart's Snore Gaurd

Submitr' Nam, Addrss. Telestrono Number,. COAiUlat Persoan
and Date.Prepared-

flair, U.C
470r East Ports Avenuie SE
Gran Rapids, all 49812
Ph"r,: (616) 69&M18

Fac~fdmlt (618)656-7650
Contact personr Jeff Flste

Data Ptepart Decemnbe 13. 2010

Hroof Device

Snmr Guano

Corman' Or Usual Nhin.lCtassilocation Nam

lnftrawoi AntlSnot Device

Predlcalto Devices

Snore Guard Aivonc (KiO7118)I~ ~ ~ ~~ ~~lc O~r"Nt~ (K100545) od ngonmldt

The Swoe 6uad isoa modfication t wSoeGadAvne

bie= d~s a bI IlCaTotlmnsf.,U

The Snre" Guard is indicated fa, u,, in ft fsrelet of righuimaoivad ntlt
nodoato ObShladjv SlIe Apnea Mi adula1 yearso dap er.I ~ ~TcfInoiotc Cbsrscttttilcsk

The Snor Guard consists of a omcflbod v ort the maidla, connte as an onli
Stops (cmfd ar, oahdtsl w hi th wclt the parsers .natbtsr wbd2on SM hi
,nadtaw' pay and the accusal V o n ctaw Ciled usfi sBole~d.bto* VOCCes

Iudatal qiaoa
TiIn, ur a mrm nedduean kl nian.pkV foeain

In idalgclcrrcelic r" ur.Teiia eecsi h nr
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Z DEPARTMENT OF HEALTH & HUMAN SERVICES rab. .ic e Sk

F'.c r Dn Adnniradun
I GM3 New Hanpshirt Avwruw
Docmet Conal Rewm -W[6Mi60i9
S&ier Snrng D

Ranir, LLC
C/O Mr. Gerrd J. Prud'homme
Hogan Lovells US LLP
555 Thirteenth Street, NW

Washington, District o Columbia 20004 ll e pc

P Re: K10o3004

inTradcmDevice Name Snore Guard
:;, Regulation Number: 21 CFR 872.5570

Regulation Name: Intraoral Devices for Snring and Inaoral Devices for Snoring and
O blructive S Yep Apnea
Regulatory Class ii
Product Code: LRIC

Dated: February 17.2011
. Received: February 17. 2011

tj Dear Mr. Prud'hommc;

We ho reviewed yora Section reatD(k) pretnarket notifi cation of intent to market the device
referenced above and have determined the device is substantially equivalent (for the

indications for ie stated in the enclosurc) to legally markeed predicate devices marketed in
interstate commerce prior to May 28. 1976, the entactment dale of the Medical Device

Amendmes, or to devices that have been erclassifted in accordance with the plvisions of
the Federal Food, Drug, and Cosmetic Act (Act) that do not require approval of a prcurakci

approval application (PMA). You may, therefore, market te device, subject to the general

controls prvisions 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. Picase 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 chassified (sce showe) into either class 11 (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. itie 21, Paits 800 to 898. In
addition, FDA may publish tznher announcements concerning your device in the Federd
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Page 2- Mr. Prud'homme

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 Pan 820);
and if applicable, the electronic product radiation control provisions (Sections 531-542 of

:, ~ the Act); 21 CFR 1000-1050,

I f you desire specific advice for your device on our labeling regulation (21 CFR Pan 801).
E', please go to

httn:1/wwwfda.gov/AboutFDA/CentersOffics/CDRHICDRHOfficCsJUcm 155809,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 prenarket notification"
(2 1CFR Pa 807.97). For questions regarding the reporting of adverse events under the
MDR regulation (21 CFR Pan 803), please go to
http)/www.Fv~i~dienDevices/Snfeltep-ortaProblemt/default.htmp for the CDRH's
Office of Surveillance and Biomclrics/Division of Postmarket Surveillance.

You may obtain other general information an your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-frc
number(800) 638-2041 or (301) 796-7100 or at its Internet address
htt//www[fdaoviMedicalDevicesResuicesforYotlndustry/defauilt.htm.

Sincerely y

" 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 andRadiological HIakh

Enclosure
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I Y 103009

indications for Use Statement

S10(k) Number (if keowim)__

Doevico Name: Snare Guard

Indications for Use:

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

Prescription Use X AND/OR Over-The-Counser Use
(Per 21 C,FR. 801.109) (Per 21 C.F.R. 807 Subpart C)

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

Concurrence of CDR, Office of Device Evaluation (ODE)

Divisimo01 Ansteitology. Genwi Hosml

510(k) IWmber

Imebo Golo. Dntl 934
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Attachment for Item 3

DEAFT BOX FRONT LABEL

YOU DESERVE A GOOD NIGHTS REST
WE GUARANTEE IT!

SnoreRx

DRAFT BOX BACK LABEL

SnoreRx
Candea: Federal law restrir, tis dneice salk " w b order of a

physida. or as appropdrately &nttad pracddesw

Consumer Health Products, Inc.
17 Brownsbury Road

Laguna Niguel, CA. 92677
949 snorerx

customerservice@snorerx.co
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Attachment 4.1
PureSleep Instructions For Use

P1t0p NP40 , Instruction Guide
m tps'"'. so' Pease read catetv,

II
II

Why You Snore...
ost snoring is caused bw a partial obstruction of the upper airway

(the region behind the tongue). 1When we're awake, we consciously keep
our upper airway open, allowing unohstructed breathing.
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 titste in this part of the tpper airay
to vibrate, making the familiar sound of snoring.

I"Awte

IM a , i95
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AIIh

Did 1mu know..
thrie3. ~ isthan A'\ 14'I fw
(0cles: r t! a! Mey
Sleepseparate ecaue
of weo pteo s!&ep W II snoc-Qg te~n§ :e'"st

Why PureSleep works.
Puresieep is an inraoral 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 simple-and that effective'

Io i ii'llll N O
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& Do not use PureSleep if...
-You hair been diagnosed with central sleep apnea. PureSleep 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 ant of these diseases,
consult a physician prior to use.

* You have ilose teeth, abscesses, or severe gum disease. Did ou know..
* You are less than 18 Nears of age. I$ o11I tir C!

o You have had a dental implant within the last Near j ' tt

* You have been diagnosed with temporomandibular disorder Vt < : t es
(TID), which is a disease of the"jaw joint'* unless a dentist or lia- Isel ann rok 'O?
physician has advised you that you may use PureSleep. i ore intormatcr ahoni sCv

* You have full dentures or are undergoing orthodontic treatment. el 3 to sleepapneaorg

* The package seal was broken when you 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-hack guarantee,

How to prepare for fitting.

1. Brui 4 tour Aib. Clean teeth mean
halt food particles won't be trapped in
the device during the fitting process.
If you have partial dentures. remove them.

2. Leterne uhat type of bite ni hae, Wien you close your jaw
normally. do your upper front teeth overlap your lower front teeth?
If so. 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. Wlar t, pv r an kIrer par/c y Purmfvrp in thle ;tn
thl b lor~ vo The upper and lower components of PureSleep
are designed to fit together The two plastic pins in the upper
component fit into holes in the lower component in three posstble
potin, as shown 0 te WpaW.

- 97
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P reh~ wwosaoeStop

I U II * .II : I 1 ii llin

NEUTRAL SETTINC
* Use tie two holes closest to the front of the device.

ADIWNCED SETTING
* Use the center two holes.

Cfl TOM SETTING
* Use the two holes closest to the back.

Note: This setting should only be used
if directed I a dentist.

Helpful hints, important tips.

HERES WHAT YOU WILL NEED: PREVIEW OF THE FITlING PROCESS:
A timer with a second hand is critical

* a medium size pot for heating to yoUr success in filting PureSleep
one to two quarts of water Heres how its going to work..

# a spatula, preferably slotted
" timer xih a second hand .You will be heating the deve in

* a ootbrus arl tothpsteboiling hot water for one minute.I~~ ~~~~ a toothrs nd toothpastewmeheigthde i
*cuticle scissors * Then su 11 remove PureSleep

*a towel from the water andi wai 10 to 12
seconds for the dteice to coolI While Iddingv.urjnt forurd
you slit bile down hard to make
an impression of your teeth in the
softened plastic You'll be holdig
thatposion for 30seconds

9 8
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Common Mistakes to Avoid...
Fitting the PureSleep to your mouth is simple, but i*s not quite
as simple as it may seem. W1ile 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 rou know...
* If ou don I wait at least 10 seconds after removing PureSleep ax :'c1 Fee t

from the hot water, you can bum your mouth. But if you wait an t
more than 12 seconds. the softplastic will begin to harden and
you won't get a deep enough impression of your teeth. le! wV: guru e s<

*)lost people naturally tend to move their lower jaw backwards as to on
they bite down. However. doing this will result in an improper fit, Pa n4<

so you must resist this tendency. To ensure a proper fit, continue
to hold your lower law forward while biting down.

* Dont be afraid to bite down hard. A deep impression will provide
greater comfort and effecliveness

How to custom-fit your PureSleep in
. Boil one to It o parts o/ auler in a medium size

po Once the water conics to a boil. removo it from
the stove and turn off the burner. Do not leave boiling
water unattended.

2. fue The hue\s/ep Using the spatula. slowly lower
the PureSleep into the pot of hot water for one minute.

To insure that the hot water comes into contact with
the entire deice. 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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PorpZimn,just minutes.

3. Ft Mhe Puresleep In your nonh Hold the PureSleep out
ofthewaterwith the spatula for exactli In to 12 seconds.
Thlen as quickly as possible. performn the following actions:H Thrust your jaw forward as far as io comfortably can.
* Place the PureSleep in your mouth.
* Continuing to hdyurjau/orrard, bite down terY finuly.

ImportaNt N iw Most people naturally tend to move their lower
jaw backwards as they bite down However. doing this %ill result
in an improper fit, so you must resist this tendency.

4.Hold Ibe posazon tcr 45 secondg Remove from your mouth and
place the PureSleep under cool running tap water.

Note: It's normal for your teeth and gums to feel very warm during
this process. If you are unable to maintain this position for the
full 45 seconds, just hold it as long as you can.

Og ire s n
Tb Stop .,

5. Trim aum exces material orgreater comort 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

your 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 filting process. You should cut away any extra

material using cuticle scissors.

Caution For greater safety. fold your towel in half two or three
't times and use it to hold your PureSleep while trimming material.

6. Punest porksi beQ i/ you wa e made a deep impressirm c/itour Il/h
in tie sogplasac. If rou think that wsu have not achieved the best
impression possible, simply repeat fitting steps 2 though 5. Try to avoid
repealing these steps more than three or four times as it may weaken

- 1 00
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Before you use your PureSleep...
* Brush %our teeth
* Remove partial dentures.
* Your PureSleep has been specifically prescibed to you and

custom-fitted to %our 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 au excess soft plastic, as described earlier. Also by placing
your Pure5eep fin 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 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. ou should he sleeping snorelessly through the
entire 

night!

What to expect the next morning...

It's normal for your jaw, teeth, and gums to feel moderately sore and
fatigued for the first three to five momings as you acclimate to the new
position during sleep. Also, if you don't use your PureSleep for several days.
von mav need to re-acclimate" vourself,

S(ation It is not normal to experience severe. sharp pain or for your
jaw to suddenly become more limited in its abilitx to open. These

symptoms may be an indication of a serious problem with the main joint
of your jaw. called temporomandibular disorder (flDI). Additional
symptoms of TMiD include clicking or popping sounds when moving your
jaw. If you experience these symptoms or believe that you may have T13D.
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 sAmptoms persist, you should contact your dentist or physician
Likewise, discontinue use if your snoring becomes worse, you have
difficulty breathing while using your PureSleep, or you experience ongoing
pain in your teeth or gums.
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How to get used to the forward position.

Each morning, your law 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
night This is normal and is no cause for alarm. Within two
to three hours. vour jaw should return to its normal position.

You can also significant shorten this time by performing
asimple 'jaw stretching" exercise in which you gently push
your jaw backwards while relaxing the muscles in your jaw
and holding this position for about a minute.

o~unnn Ifjyour iaw does not return to its normI
position or if xou 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

Atwntrg &M YXVen nse pyvr#w. money-hack guarantee If symptoms persist, contact )our
bewbentnwnancase hof dentlor pyclan.
Arots ibra

Taking care of
your PureSleep'.

* Be sure to siore Puresleep in a cool.
drn. place,

* Periodically, clean PureSleep with
a toothbrushi and toothpaste. or
soak in W-ater Willi effervescent
oral device Cleaning lablets

* Do not use harsh chemicals or
household cleaning products
like bleach or ammonia.

n.Stop smse

Call 64-79-3777 0ymsp
8 30a o FO m
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H Attachment 4.2

Revised Draft SnoreRx Instruction For Use

I
I
I
I
I
I
I
I
I
I
I
I
I
I
I

-Th 103

I

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



K1 12205-Response to 10-3-11 Al request Page 27 of 77

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 t h e
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.I 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.

- 104

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



K112205-Response to 10-3-11 Al request Page 28 of 77

CONTRAINDICATIONS
The SnoreRx is contraindicated in:

* Patients with sleep apnea, OSA.
* 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

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.
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.
3. 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 recommenced 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 required]
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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 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!

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 company policy.

QUESTIONS

Consumer Health Products, Inc.
1 Brownsbury Road

Laguna Niguel, Ca. 92677
Email: customerservice(hsnorerx.co
Phone: (949) Snorerx (766 -7379)

. 106

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



I K112205-Responseto 10-3-11 Al request Page 30 of 77

H Attachment 5

* Revised Sections from original submission

I
I
I
I
I
I
I
I
I
I
I
I
I
I
I

107
I

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



K112205-Response to 10-3-11 Al request Page 31 of 77

Redlined portion of Section 12from Original Submission

Section 12 Device Descniption

12. Desire Descripulon
The Consumer Health Products SnoreRx NS 9.0 is an introal device used at
night to reduce e.-.l m as by advanciag the lower jaw and thereby
minimizing air obstrction and tudbulence. The comarn tenn for these types of

evitces is a Mandibular Adjusting Device (MAD) The device consists of two
custom fabricated trys (constructed with a matial 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 tandbular anterior repositioner, which acts to increase the
patient's pharyngeal space. iproving the ability to exchange air turg sleep.

- SnoreRx NS 9.0

This schematic provides a detailed description of the SnoreRx NS 9.0. The anews in the
front illustrate the airway channels that facilitate mouth breathers. The engraved woad
PUS" serves to unlock the loe-r tray fm resetting- The gradient scale, "10-5-'

records the setting ha corresponds to the relative repositioning distace selected for
quick funne rference.

StoeRsNS 90 PtustNotistion
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I Revised portion of Section l2from Original Submission
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Section 12 Device Description
12. Device Description

The Consumer Health Products SnoreRx NS 9.0 is an inoral device used at

night to reduce snoring by advancing the lower jaw and thereby minumizing air
obstruction and turbulence. The common tenn 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 armws in the
front illustrate the airway channels that facilitate mouth breathers. The engraved word
"PUSH" serves to unlock the lower tray for resetting. The aradient scale, "10-5-1"

records the setting that corresponds to the relative repositioning distance selected for
quick future reference.

Consumer Health Products, Inc
SnoreRx NS 9.0 Premrket Notificition
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Redlined portion of Section 11 from Original Submission

(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 miiizing. 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 of snoring.

Predicate Deeie

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
"SnorcRx 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 Health The Consumer Health Products "Snorefx NS Provides for Custom fitted
Products Snoreflt 90" is intended for use on adult patients 18 mandibular plastic taoal
NS 9.0 years of age or older as an aid for the reduction repositioning device inseted

of snoring. to mcrease over the upper
pharyngeal and lower dental
space arch"s.

SnoreGuard Intended to reduce night time snoring and mild SAME SAME
(KI03004) to moderate obstnrctive sleep apnea (OSA) in

adults
Silencer Intended to reduce or eliminate night time SAME SAME
(K954530) siniong

n patients i years af a or older only
Snorecontrol The anti-snormg device is intended to alleviate SAME SAME
(K963591) or correct snoring

Consumer Health Products, Inc
Snorelx NS 90 Premanket Notification
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Section 11 Executive Summary

Performance Testing
Perfomance testing was conducted for the Consumer Health Products SnoreRx NS
90 to demonstrate the integrity and suitability of the device for its intided 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 safr and effective
for its intended use.
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Attachment for Item 6.1

Material Characterization Test Results
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Comparison of airway passages for mouth breathers
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PURESLEEP

r -1.1919-

0.150 c M IDE DIMCTER OF SLOT

HI#EJhI &024 M CACH .tructtrtt 'tooth'

00 0n &007 cm EA04

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

SECION M-M

I <K M

0.066 measurement
x2

0.132 cu in net airfLow

SJMMARV The airway channet of the SncreRx compares very
favorably with the predicate device There s therefore sufficient
airflow for fu[L mouth oreathers whie 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 SomnoGuard Silencer SnoreControl

I8SU08K103004 K954530 K963591

Year FDA Cleared 2006 1995 1997

use:
Intended as an intraoral device Yes Yes Yes Yes

Intended to reduce or help afleviate snaring Yes Yes Yes Yes

Indicated for use with persons who snare Yes Yes Yes Yes

indicated far single user Yes Yes Yes Yes

Indicated far use at home Yes Yes Yes YesIDesign:
"Boil&Bite"materialforfitting Yes Yes Yes Yes

Can be adjusted Yes Yes Yes Yes

Permits User to breath through mouth & nose Yes Yes No Yes

Fixped ad 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 evenng 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

Materials:
Non Sterile Yes Yes Yes Yes

Heat Sensitive Moldable Yes Yes Yes Yes
ubb tk . rap,!V..., p. COP Was Ye. VAS a

Consumer Health Praducts. Ic
SnoreRx NS 9.11 Frelmne Notilatiaon
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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:
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 Yesindicated for single user Yes Yes Yes Yes Yes
Indicated for use at home Yes Yes Yes Yes Yes
Design:
"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
Cleaned daily Yes Yes Yes Yes Yes
Easily removed from mouth Yes Yes Yes Yes Yes
Sanitized when boiled Yes Yes Yes Yes Yes
Materials:
Non Sterile Yes Yes Yes Yes Yes
Heat Sensitive Moldable Yes Yes Yes Yes Yes

PERFORMANCE DATA EQUIVALENCE

Design - provides adequate air central front front channel
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 12
Redlines of Section 6 of Original Submssion
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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 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:

PRODUCT 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 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 Prenarket 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
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 I Non-cytotoxic

ISO Intracutaneous Irritation Test ISO 10993-10 Passed.
Non-irritant

Sensitization: Guinea Pig Maximization ISO 10993-10 Passed/Negative for evidence of
I 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 9.0" 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 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
(Kl03004) moderate obstructive sleep apnea (OSA) in adults
Silencer Intended to reduce or eliminate night time snoring SAME SAME
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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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Gary S. Mocnik & Associates
Regulatory Consultants

49 Coastal Oak
Aliso Viejo, California 92656

949-433-0413

November 4, 2011
FDA CDRH DMC

NOV 0 7 2011
Ms. Sheena Green
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 (KI 12205/SI)
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's 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,

Gary S. Mocnik
Official Correspondent for Consumer Health Products
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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:

* 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.
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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:
* 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.
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.
3. 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 required]

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 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.
* 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 company policy.

QUESTIONS

Consumer Health Products, Inc.
1 Brownsbury Road
Laguna Niguel, Ca. 92677
Email: customerservicedasnorerx.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(), 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.

Jame Fallon 11-4-2011
Consumer Health Products, Inc.

A Division ofASC

0
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Attachments for Item 5

(Click link below for full versions of attached forms)

3654 wnined.pdf
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Fan Approaed ouB Na.0910.0120: Expration Date:a31/10

Department of Health and Human Services
Food and Drug Administation

STANDARDS DATA REPORT FOR 610(k)s
(To be tilled In by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national of international standard. A separate report is required foreach standard referenced In the 510(k).

TYPE OF 510(K) SUBMISSION

Q Twadltc! 0 sgeclI W, Abbrav.ted

SIANDAR1 TITLE'

ISO 10993.10 Biological Evaluation ofMedical Device- Part 10 Tests for Irritation (2002)

Please answer the ollowing questaons Its NO

Is this standard recognized by FDA2? .........................................

FDA Recognion number'...... ..................... ... ................................................................... .... I02-87

Was a third party laboratory responsible for testing conformity of the device to this standard identified
in the 510(k)? .......... .................................. ...... .. .............. I

is a summary report4 describing the extent of conformance of the standard used included In the
510(k) ............. . .................. ............................................... .............. ........... . ......

If no. complete a summary report table.

Does the test data for this device demonstrate confomity to the requirements of this standard as it
pertains to this device? ... ...................... .................... Q
Does this standard Include acceptance criteria? ................... ... ...... 
If no, include the results of testing in the 510(k).

Does this standard Include more than one option or selection of tests?.......................... 
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made In the use of the standard?.................................. 0 2
If yes, were deviations In accordance with the FDA supplemental information sheet (SIS)"?............. O 1

Were deviations or adaptations made beyond what is specified in the FDA SIS?.................... ........... O
If yes, report these devlations or adaptations In the summary report table.

Were there any exclusions from the standard? ................................................................................ 0 0
If yes, report these exclusions In the summary report table.

Is there an FDA guidance6 that is associated with this standard?............................................. . 0
If yes, was the guidance document followed in preparation of this 510k? .......................................... 0 2
Title of guidance: G-95 Blue Book Meornndum: Use of ISO 10993-1
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b.Ar" cllm ~tic is eoiessary betle FDk recogdzes the .sandard. Founo at
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FORM FDA 3654 (9107) Page I , n's'"'n E
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
ISO 10993-10 Biological Evaluation of Medical Device- Part 10 Tests for Irritation (2002)

CONFORMANCE WITH STANDARD SECTIONS'
SECTION NUMBER SECTION TITLE CONFORMANCE?
All All 7 fl 0No QNA
TYPE OF DEVIATION OR OPTION SELECTED-

See attached description of compliance located in this 510k submission

DESCRIPTION

See attached description of compliance located in this 510k submission
JUSTIFICATION

See aached description of ompliance located in this 510k submission

SECTION NUMBER SECTION ITLE CONFORMANCE?
OI [ S n ONIA

TYPE OF DEVIATION OR OPTION SELECTED

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

SVan D NO DEIA
TYPE OF DEVIATION OR OPTION SELECTED

DESCRIPTION

JUSTIFICATION

- For completeness list all sections of the slandard and indicate whether conformance IS met. I a section Is not spocati (NA)
On explanation is needed under Justification.- Some 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 following a standard is required under "type of deviation or option sealacted. -descrintion' and 'jalifica-
Uoni on the report. More than one page may be necessary

* Tpes of deviations can Include an endlusion of a section in the standard, a deviation bruught out by the FDA supplemental
Inlormation sheet (SIS), a deviation to adapt tme standard to the device, or any adaptation of a section.

Paporwork Reduntion Act Statement
Public reporting burden for this colluion of information is estimated to average I hour per response, including the
time for reviewing instructions, searching existing datm sources, gathering and maintaining the data ncededLand
completing and reviewing the collfction of infomation. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center fm Devices and Radiological Health
1350 Piccard Drive
Rockvillc. MO 20850

An agency may no: conduct or aponrar and a penmn is not required to respond to a collection of information
unle/s it dplasva curnrly tvlid 0M cntol number.

FORM FDA 3654 (917) Page 2
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Form Approveo: OMB No.0910-0120: Ezsialloo Die: 87till

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 510(k) that refer-
ences a national or international standard. A separate report Is required tor each standard referenced In the 510(k),

TYPE OF 610(K) SUBMISSION

Traditional Special V Abbrsviated

STANDARD TITLE

ISO 10993-5 Biological Evaluation of Medical Device Pant 5 Tests for In Vitro Cytotoxicty (2009)

Please answarthe following questions *bs No

Is this standard recognized by FDA 2 ? ...............................................

FDA Recognition number' ................. ......... ................................................ ........... ...... # 02-153

Was a third party laboratory responsible for testing conformity of the device to this standard identified
in the 510(k)? .....................-..... ........................- ................................... . . ........ . o.
Is a summary reportI desribing the extent of conformance of the standard used included in the
510(k)? ........................ ................. -......................... .......................................... . . . . ..........
If no. complete a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it
pertains to this device? ......... --- ................................. . ........ .............. ..........

Does this standard include acceptance criteria? .............................................................................. ... 0 0
If no, include the results at testing in the 510(k).

Does this standard include more than one option or selection of tests? .................... . ........ I]
If yes, report options selected in the summary report table.

Were there any deviations or adaptations made in the use of the standard?.... .. . ..... . . . .  0 0
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS)'I.............. 0 0
Were deviations or adaptations made beyond what is specified in the FDA SIS?................................
If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the standard? ........................................................................... 0 0
If yes. report these exclusions in the summary report table.

Is there an FDA guidances that is associated with this standard?......................................................... 0
If yes, was the guidance document followed In preparation or this 510k?............. ............................ Z 7 0
Title of guidance: G-95 Blue Book Memormdum: Use of ISO 10993-1
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FORM FDA 3654 (9107) Page 1 n £
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE
ISO 10993-5 Biological Evaluation of Medial Device- Part 5 Test for In Vitro Cytotoxicity (2009)

CONFORMANCE WITH STANDARD SECTIONS'
SECTION NUMBER SECTION TITLE CONFORMANCE?
All All gj t sYQ uo OWA

TYPE OF DEVIATION OR OPTION SELECTED-

See attached description of compliance located in this 510k submission

DESCRIPTION

See auached description of compliance located in this 510k submission

JUSTIFICATION

See attached description of compliance located in this 510k submission

SECTION NUMBER f SEZTION TITLE CONFORMANCE?

OvaN fls WNFA
TYPE OF DEVIATION OR OPTION SELECTED-

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?

Om, l. O rjWJA
TYPE OF DEVIATON OR OPTION SELECTED-

DESCRIPTION

JUSTIFICATION

* For cumpletenes fist all sections of the standard and indicate whether conformance Is met, If a section is not applicable (NIA)
an explanation Is needed under Justification." Some standards Include options, so sinlar to deviations, the option Cown needs
to be described and adequately justified as approprate for the subject device. Explanation of all doitons or description of
options selected when followIng a standard Is required under -Wpe of deviation or option selected. description and jusifica-
tion" on the report Morn than one page may be necessary.

* Types of deviations can include an exclusion of a secton in the standard, a devation brougt out by the FDA supplemental
Information shoot (SIS). a deviation to adapt the standard to the delxc. or any adaptation of a section.

Paperwork Reduction Act Statement
Public rporting burden for this collection of information is estimated to average I hour per response, including the
time for reviewing instructions, searching existing data sources, gathering and maintaining the data needed, and
completing and reviewing the collection of infortmtion. Send comments regarding this burden estimate or any other
aspect of this collection of information, including suggestions for reducing this burden. to:

Center for Devices and Radiological Hcahh
1350 Piccanr Drive
Rockville. MD 20850

An agency ma) 'ou cynduct orspomorn ad a person ix not .rquhrd in respond to, a collectian ofloformara
unrls it displays a cuntly valid OMB contr! number

FORM FDA 3854 (9107) Page 2
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Attachment for Item 6
IFU form
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Indications for Use Statement

INDICATIONS FOR USE STATEMENT

510(k) Number (if known):

Device Name: SnoreRxNS 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 Formal 1-2-96)

Page _ of
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Attachment for Item 6
(Revised 510(k) Summary)
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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 Moenik
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:

PRODUCT 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 characteristics to the SnoreGuard (Kl 03004), 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
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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 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
ISO MEM Elution Assay with L-929 ISO 10993-5 Passed.
Mouse Fibroblast Cells Non-cytotoxic
ISO Intracutaneous Irritation Test ISO 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
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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 older only.

SnoreControl The anti-snoring device is intended to alleviate or SAME SAME
(K963591) correct snoring I
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.

Consumer Health Products, Inc
SnoreRx NS 9.0

Premarket Notification

*1' 55

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



K112205/S2 Response to Al email 11-01-11 Page 23 of 23

END OF SUBMISSION
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