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Bioténe Dry Mouth Oral Rinse
510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

N o477

SECTION 5: 510(K) SUMMARY

SEP 28 2010

1. SUBMITTER INFORMATION
Name: GlaxoSmithKline Consumer Healthcare
Address: 1500 Lattleton -Road
Parsippany, NJ 07054-3884
Contact Persén: Wendy A. McManus
Telephone/Fax: 973-889-4415
973-889-2501 (fax)
Date Summary Prepared: May 25,2010
2. DEVICE NAME
Device Name: Bioténe Dry Mouth Oral Rinse
Trade or Proprietary Name: Biotene Dry Mouth Oral Rinse
Common or Usual Name: Saliva, Artificial
Classification Name (if known): Saliva, Artificial
3. IDENTIFICATION OF EQUIVALENCE
Laclede, Inc. Oral Balance Gel cleared in K061331
Laclede, Inc. Oral Balance Liguid cleared in K061331

4. DEVICE DESCRIPTION

Bioténe Dry Mouth Oral Rinse is a specially formulated artificial saliva substitute which
contain moisturizers, humectants, a protein, and patented salivary enzymes,

that collectively have lubricating, moisturizing, soothing, and refreshing properties to
relieve & treat the symptoms of Dry Mouth. The liquid products are supplied in PET

15

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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‘m o . Food and Drug Administration
. 10903 New Hampshire Avenue
Document Control Room —WO066-G609
Silver Spring, MD 20993-0002

Ms. Wendy McManus

Regulatory Associate

GlaxoSmithKline Consumer Hea]thcare {GSKCH)

1500 Littleton Road

Parsippany, New Jersey 07054 : SEP 28 2000

Re: K101477
Trade/Device Name: Blotene Dry Mouth Oral Rinse
Regulation Number:
Regulatory Class: Unclassified
Product Code: 76 LFD
Dated: September 17, 2010
Received: September 20, 2010

Dear Ms. McManus:

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 reclasstfied 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: CDRII does
not evaluate information related to contract liability warranties. We remind you, however,
that device labeling must be truthful and not misleading.

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

Register.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fdé.hhs.gov or 301-796-8118
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Page 2- Ms. McManus

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
please go to -
http://www.fda gov/AboutFDA/CentersOffices/CDRH/CDRHO(ffices/ucm 115809 htm for
the Center for Devices and Radiological Health’s (CDRI’s) Office of Compliance. Also,
please note the regulation entitled, "Misbranding by reference to premarket notification”
(21CFR Part 807.97). For questions regarding the reporting of adverse events under the
MDR regulation (21 CFR Part 803), please go to
http://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.gov/MedicalDevices/ResourcesforY ou/Industry/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

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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' Bioténe Dry Mouth Oral Rinse
510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

KIolt77

SECTION 4: INDICATIONS FOR USE STATEMENT

SEP 28 2010

510(k) Number (if known): N/A
Device Name: Bioténe Dry Mouth Oral Rinse

Indications for Use:

Relieves the symptoms of dry mouth; refreshes, moisturizes, cleans, soothes oral
irritation, and lubricates oral dryness.

{(PLEASE DO NOT WRITE BELOW THIS LINE,-CONTINUE ON ANOTHER PAGE [F NEEDED)

Concurrence of CDRH, Officers of Device Evaluation (ODE)

Prescription Use OR Over-The-Counter Use /

(Per 21 CFR $01.109)

N (5

(Division Sign- Oﬁ)
Division of Anesthesiclogy, General Hospital

Infection Control, Dental Devices

510(k Nurber, IO 142

14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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310K Notification GlaxoSmithKline Consumer Healthcare, L.P.

SEP 28 2010

bottles of various sizes, including an 8 0z., 16 oz, and 33.8 oz., and also 15 ml. multi-
layer laminated foil pouches.

S. STATEMENT OF INTENDED USE

Relieves and treats the symptoms of dry mouth; refreshes mouth odors, cleans, soothes
oral irritations, moisturizes, lubricates, and diminishes dry discomfort.

The Indication for Use: Relieves the symptoms of dry mouth; refreshes, moisturizes,
cleans, soothes oral irritations, and lubricates oral dryness.

6. SUMMARY OF THE TECHNOLOGICAL CHARACTERISTICS

7. Discussion and conclusions from the nonclinical and clinical tests

16

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

Food and Drug Administration
10903 New Hampshire Avenue
Dacument Control Room ~W0O66-GH09
Silver Spring, MD 20993-0002

Ms. Wendy McManus

Regulatory Associate

GlaxoSmithKline Consumer Healthcare (GSKCH)

1500 Littleton Road

Parsippany, New Jersey 07054 SEP 28 200

Re: K101477
Trade/Device Name: Biotene Dry Mouth Oral Rinse
Regulation Number:
Regulatory Class: Unclassified
Product Code: 76 LFD
Dated: September 17, 2010
Received: September 20, 2010

Dear Ms. McManus:

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

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

Register.

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
please go to ' '

- http:/fwww.tda. gov/AboutlFDA/CentersOffices/CDRH/CDRHOfices/ucm1 15809 him for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also,
please note the regulation entitled, "Misbranding by reference to premarket notification”
(21CFR Part 807.97). For questions regarding the reporting of adverse events under the
MDR regulation (21 CFR Part 803), please go to '
hitp://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.gov/MedicalDevices/Resourcesfor You/Industry/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

2

Questions? Contaét FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gdv or 301-796-8118
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Bioténe Dry Mouth Oral Rinse
510K Notification __ GlaxoSmithKline Consumer Healtheare, L.P.

Kiolr

SECTION 4: INDICATIONS FOR USE STATEMENT

. SEP 28 200

510(k) Number (if known): N/A -
Device Name: Bioténe Dry Mouth Oral Rinse
{ndications for Use:

Relieves the symptoms of dry mouth; refreshes, moisturizes, cleans, soothes oral
irritation, and lubricates oral dryness.

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

Concurrence of CDRH, Officers of Device Evaluation (ODE)

Prescription Use OR Over-The-Counter Use /

(Per 21 CFR 801.109)

gmm

(Division Sign- Dﬁ :
Division of Anesthesiology, General Hospital

Infection Control, Dental Devices

510() Number i dF2

14

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118 (5
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Bioténe Dry Mouth Oral Rinse

310K Notification . __GlaxoSmithKline Consumer Healthcare, L.P.

SEP 28 200

bottles of various sizes, including an 8 oz., 16 0z., and 33.8 0z., and also 15 ml. multi-
layer laminated foil pouches.

S. STATEMENT OF INTENDED USE

Relieves and treats the symptoms of dry mouth; refreshes mouth odors, cleans, soothes
oral irritations, moisturizes, lubricates, and diminishes dry discomfort.

The Indication for Use: Relieves the symptoms of dry mouth; refreshes, moisturizes,
cleans, soothes oral irritations, and lubricates oral dryness.

6. SUMMARY OF THE TECHNOLOGICAL CHARACTERISTICS

7. Discussion and conclusions from the nonclinical and clinical tests

Bioténe Dry Mouth Oral Rinse has been shown in non-clinical studies to be safe
(Toxicology Assessments), and stable (Stability Studies) for its intended use. It

has also been shown in clinical studies to be effective (Use Studies). Biocompatibility is
addressed in the Statements of Toxicological Evaluation. No other clinical tests were
performed other than a Use Study for this submission.

16

q

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

U.8: Food and Drug Administration

Center for Devices and Radiological Health |
Document Mail Center ;, WO66-G609

10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

LN

September 20, 2010

GLAXOSMITHKLINE CONSUMER HEALTHCARE (GSKCH) 510k Number: K101477

COMSUMER HEALTHCARE

1500 LITTLETON ROAD
PARSIPPANY, NEW JERSEY 07054
UNITED STATES '
ATTN: WENDY MCMANUS

Product; BIOTENE DRY MOUTH MOUTHWASH,

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 consideréd 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:/iwww.fda.gov/MedicatDevices/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.

Pleas’é 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 yoﬁ 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

\q

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

LS. Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center ;, WO66-G60G
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

August 18,2010

510k Number: K101477

GLAXOSM!TH KLINE CONSUMER HEALTHCARE (GSKCH)
' Product: BIOTENE DRY MOUTH MOUTHWASH, B

COMSUMER HEALTHCARE
1500 LITTLETON ROAD
PARSIPPANY, NEW JERSEY 07054
UNITED STATES

ATTN: WENDY MCMANUS

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

e- ma1| practices at

http: //www fda. ,&.,ov/Med1calDev1cestewceRe,quIationandGmdance/GuldanceDocuments/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/ DevlceRegulauonandGuldance/Ovew|ew/Med|catDev1ceProwsmnsof'F DAModer
nlzatlonAct/ucm136685 htm.

If after 30 days the additional information (AT), or a request for an extension of time, is not received, we will
discontinue review of your submission and proceed to delete your file from our review system (21 CFR

807.87(1)). Please note our guidance document entitled, "Guidance for Industry and FDA Staff, FDA and Industry
Actions on Premarket Notification (510(k)) Submissions: Effect on FDA Review Clock and Performance
Asseﬁsment". If the submitter does submit a written request for an extension, FDA will permit the 510(k) to
remain on hold for up to a maximum of 180 days from the date of the Al request. The purpose of this document is
to assist agency staff and the device industry in understanding how various FDA and industry actions that may be
taken on 510(k)s should affect the review clock for purposes of meeting the Medical Device User Fee and
Modernization Act. You may review this document at

http://www.fda. gov/MedicaIDewces/DewceRegulatlonandGuudanceJGu1danceDocument9/ucm08973S 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.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796‘-& 18
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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 untit you receive a decision letter from FDA allowing you to do so.

If yoﬁ 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)63 8-2041, or contact the 510k staff at
(301)796 -5640.

Sincerely yours,

YW aoma QMLM«—-—-»

Marjorie hulman

Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation :
Center for Devices and Radiological Health

1o

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 18
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o«.@#w U.§. Food and Drug Administration
Wraan . Center for Devices and Radiological Health

Document Mail Center — WO66-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

May 28, 2010

GLAXOSMITHKLINE CONSUMER HEALTHCARE (GSKCH) 510k Number: K101477

COMSUMER HEALTHCARE ‘ Received: 5/28/2010

1500 LITTLETON ROAD ' Product: BIOTENE DRY MOUTH MOUTHWASH, B
PARSIPPANY, NEW JERSEY 07054

UNITED STATES

ATTN: WENDY MCMANUS

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

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

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

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

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

We remind you that Title VIII of the Food and Drug Administration Amendments Act of 2007 (FDAAA)
amended the PHS Act by adding new section 402(j) (42 U.S.C. § 282(])), which expanded the current database
known as ClinicalTrials.gov to include mandatory registration and reporting of results for applicable clinical
trials of human drugs (including biological products) and devices. Section 402(j) requires that a certification
form http://www.fda.gov/AboutF DA/ReportsManualsForms/Forms/default.htm accompany 510(k)/HDE/PMA
submissions. The agency has issued a draft guidance titled: “Certifications To Accompany Drug, Biological

oAl
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Product, and Device Applications/Submissions: Compliance with Section 402(j) of The Public Health Service Act,
Added By Title VIII of The Food and Drug Administration Amendments Act of 2007°
http://www.fda.cov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketY ourDevice/PremarketSubmissio

s/PremarketNotification5 1 0k/ucm 134034.htm. According 1o the draft guidance, 510(k) submissions that do not
<ontain clinical data do not need the certification form.

Please note the following documents as they relate to 510(k) review: 1) Guidance for Industry and FDA Staff
entitled, “Interactive Review for Medical Device Submissions: 510(k)s, Original PMAs, PMA Supplements,
Original BLAs and BLA Supplements”. This guidance can be found at

http://www fda.pov/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., 510(k), IDE, PMA,
HDE) with an electronic copy. For more information about the program, including the formatting requirements,
please visit our web site at

http://www.fda.gov/Medical Devices/DeviceRegulationandGuidance/HowtoMarket Y ourDevice/PremarketSubmissio
ns/ucm 134508.html. In addition, the 510(k) Program Video is now available for viewing on line at

http://www.fda gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket YourDevice/PremarketSubmissio
ns/PremarketNotification5 | Ok/uem070201 . him .

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

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

Sincerely,

510(k) Staff

o

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Bioténe Dry Mouth Mouthwash (and variant)
510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

- K/O[177

GlaxoSmithKline

GlaxoSmithKline
1500 Littleton Road
Parsippany, NJ
07054-3884

Tel. 973 889 2100
Fax 973 889 2390
www.gsk.com

May 25, 2010

U.S. Food and Drug Administration D,
Center for Devices and Radiological Health
Document Mail Center - W066-G609

10903 New Hampshire Avenue MAY 9 8 201
Silver Spring, MD 20993-0002 [
“CCeived
Re: 510(k) Notification
Trade Name: Bioténe Dry Mouth Mouthwash &
Km\ Bioténe PBF Dry Mouth Mouthwash (variant)

Common Name: Saliva, Artificial

Dear Reviewer:

GlaxoSmithKline Consumer Healthcare (‘GSKCH?”), the submitter, is planning to
market an over the counter medical device mouthwash and variant that relieves the
symptoms of dry mouth; refreshes, moisturizes, cleans, soothes oral irritation, and
lubricates oral dryness. This device is substantially equivalent to following marketed
devices:

Bioxtra Moisturizing Gel (K072306) cleared in 2007
Oral Neutralizer (K071617) cleared in 2007
Mouthkote Oral Moisturizer (K062653) cleared in 2006

Accordingly, GSKCH intends to introduce this device into interstate commerce for
commercial distribution pursuant to section 510(k) of the Federal Food, Drug and
Cosmetic Act (“the Act™).

Administrative Information:

Type of 510(k) submission: Traditional
Device common name: Saliva, Artificial
Doc ID  0900233c80841388 1 2

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



Records processed under FOIA Request 2011-8297; Released 11/27/12

Bioténe Dry Mouth Mouthwash (and variant)

$10K Notification GlaxoSmithKline Consumer Healthcare, L.P.
Trade name: Bioténe Dry Mouth Mouthwash
Bioténe PBF Dry Mouth Mouthwash
Contact Person: Wendy A. McManus
Regulatory Associate
973-889-4415
Classification Regulation: Unclassified
Device Class: Class U
Panel: Dental
Product Code: LFD
Basis for your submission: New device

GSKCH requests that FDA hold this submission as confidential commercial
information as to its intent to market this device as stated in 21 CFR 807.95(b).
GSKCH considers its intent to market this device to be confidential commercial
information and, therefore, exempt from public disclosure. Furthermore, GSKCH
requests that confidentiality be extended to the maximum limit permitted in 21 CFR
807.95(d) such that the 510(k) summary is released no sooner than 30 days after
notification in writing by FDA to GSKCH regarding the substantial equivalence
determination.

GSKCH has taken precautions to protect the confidentiality of its intent to market the
device. The company understands that the submission to the government of false
information is prohibited by 18 U.S.C. 1001 and 21 U.S.C. 331(q).

Please do not hesitate to contact the undersigned by telephone at 973-889-4415 or by
fax at 973-889-2501 if you have any questions or need additional information.

Sincerely,

S

Wendy A. McManus

Regulatory Associate, US Regulatory Affairs
GlaxoSmithKline Consumer Healthcare

1500 Littleton Road

Parsippany, NJ 07054-3884

(973) 889-4415

Doc ID 0900233c80841388 1 3

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510K Notification

Biotene Dry Mouth M outhwash &
Biotene PBF Dry Mouth M outhwash (variant)

Published on 27 May 2010

Document No: 0b00233c8082c0a3

GlaxoSmithKline

Consumer Healthcare, L.P.
1500 Littleton Road
Parsippany, NJ 07054-3884

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

THE MATERIAL CONTAINED HEREIN IS TRADE SECRET, COMMERCIAL
OR FINANCIAL INFORMATION THAT IS PRIVILEGED OR CONFIDENTIAL
UNDER THE ADMINISTRATIVE PROCEDURE ACT AND FDA’S FREEDOM
OF INFORMATION REGULATIONS, AND MAY NOT BE DISCLOSED
EXCEPT AS PROVIDED THEREIN.

IN ADDITION, NO COPYING OF ALL OR ANY PART OF THESE MATERIALS
IS PERMITTED WITHOUT WRITTEN CONSENT OF GLAXOSMITHKLINE
CONSUMER HEALTHCARE, L.P. UNLESS COPYING IS OTHERWISE
AUTHORIZED BY LAW.

OGLAXOSMITHKLINE CONSUMER HEALTHCARE, L.P., 2010

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Bioténe Dry Mouth Mouthwash (and variant)
510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

See OMB Statement on Reverse, Form Approved: OMB No. 0910-0616, Expiration Date: 10-31-2011
DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration

lEDA Certification of Compliance, under 42 U.S.C. § 282(j)(5)(B), with
Requirements of ClinicalTrials.gov Data Bank (42 U.S.C. § 282(j))

(For submission with an application/submission, including amendments, supplements, and resubmissions, under §§ 505, 515, 520(m), or 510(k) of the
Federal Food, Drug, and Cosmetic Act or § 351 of the Public Health Service Act.)

SPONSOR / APPLICANT / SUBMITTER INFORMATION

1. NAME OF SPONSOR/APPLICANT/SUBMITTER 2. DATE OF THE APPLICATION/SUBMISSION
WHICH THIS CERTIFICATION ACCOMPANIES
GlaxoSmithKline Consumer Healthcare (GSKCH) May 25, 2010
3. ADDRESS (Number, Street, State, Zip Code): 4. TELEPHONE AND FAX NUMBERS
(Inciude Area Code)
1500 Littleton Road (Tel.) (973) 889-2100
Parsippany, NJ 07054-3884 (Fax) (973) 889-2501
PRODUCT INFORMATION

5. FOR DRUGS/BIOLOGICS: Include Any/All Available Established, Proprietary and/or Chemical/Biochemical/Blood/Cellular/Gene Therapy Product Name(s)
FOR DEVICES: Include Any/All Common or Usual Name(s). Classification, Trade or Proprietary or Model Name(s) and/or Model Number(s)
(Attach extra pages if necessary)

BIOTENE DRY MOUTH MOUTHWASH
BIOTENE PBF MOUTH MOUTHWASH

APPLICATION / SUBMISSION INFORMATION

6. TYPE OF APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES
[ no [ noa [ AnDA O sa O pma [ HDE & s10() O roP [0 oTHER

7 INCLUDE IND/NDA/ANDA/BLA/PMA/HDE/510(k)yYPDP/OTHER NUMBER (If number previously assigned)

8. SERIAL NUMBER ASSIGNED TO APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES

CERTIFICATION STATEMENT / INFORMATION

9. CHECK ONLY ONE OF THE FOLLOWING BOXES (See instructions for additional information and explanation)
B A | certify that the requirements of 42 U.S.C § 282(j), section 402(i) of the Public Health Service Act, enacted by 121 Stat. 823, Public
Law 110-85, do not apply because the application/submission which this certification accompanies does not reference any clinical trial.
[0 B | certify that the requirements of 42 U.S.C § 282(j), section 402(i) of the Public Health Service Act, enacted by 121 Stat. 823, Public
Law 110-85, do not apply to any clinical trial referenced in the application/submission which this certification accompanies.

O C | certify that the requirements of 42 U.S.C § 282(j), section 402(i) of the Public Health Service Act, enacted by 121 Stat. 823, Public
Law 110-85, apply to one or more of the clinical trials referenced in the application/submission which this certification accompanies ang
that those requirements have been met..

10. IF YOU CHECKED BOX C, IN NUMBER 9, PROVIDE THE NATIONAL CLINICAL TRIAL (NCT) NUMBER(S) FOR ANY “APPLICABLE CLINICAL TRIAL(S),”

UNDER 42 U.S.C § 282(j)(1)(A)i), SECTION 402(j)(1)(A)(i) OF THE PUBLIC HEALTH SERVICE ACT, REFERENCED IN THE APPLICATION/SUBMISSION
WHICH THIS CERTIFICATION ACCOMPNAIES (Attach extra pages as necessary)

NCT Number(s):

The undersigned declares, to the best of her/his knowledge, that this is an accurate, true, and complete submission of information. | understand that the failure to
submit he certification required by 42 U.S.C § 282(j)(5)(B), section 402(j)(5)(B) of the Public Health Service Act, and the knowing submission of a false cer ification
under such section are prohibited acts under 21 U.S.C § 331, section 301 of the Federal Food, Drug, and Cosmetic Act.

Warning: A willfully and knowingly false statement is a criminal offense, U.S. Code, itle 18, sec ion 1001.

11.  SIGNATURE OF SPONSOR/APPLICANT/SUBMITTER OR AN 12.  TYPED NAME AND TITLE OF THE PERSON WHO SIGNED IN NO. 11
AUTHORIZED REPRESENTATIVE (Sign)
@/1 e Wendy A. McManus
Regulatory Affairs Associate

13. ADDRESS (Number, Street, State, Zip Code) (of person identified in 14.  TELEPHONE AND FAX NUMBERS 15. DATE OF
Nos. 11 and 12 ’ ’

) (Include Area Code) CERTIFICATION
1500 Littleton Road (Tel.) (973) 889-4415
Parsippany, NJ, 07054-3884 (Fax) (973) 889-2501

Form FDA 3674 (11/08) (Front)
DocID 0900233c8082c110 1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Bioténe Dry Mouth Mouthwash (and variant)
510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

Instructions for Completion of Form FDA 3674

Certification of Compliance, under 42 U.S.C. § 282(j)(5)(B), with Requirements of ClinicalTrials.gov Data Bank (42 U.S.C. § 282(j))
Form 3674 must accompany an application/submission, including amendments, supplements, and resubmissions, submitted under §§ 505,
515, 520(m), or 510(k) of the Federal Food, Drug, and Cosmetic Act or § 351 of the Public Health Service Act.

1. Name of Sponsor/Applicant/Submitter - This is the name of the sponsor/applicant/submitter of the drug/biologic/device application/
submission which the certification accompanies. The name must be identical to that listed on the application/submission.

2. Date - This is the date of the application/submission which the certification accompanies.
3. & 4. - Provide complete address, telephone number and fax number of the sponsor/applicant/submitter.

5. Product Information - For Drugs/Biologics: Provide the established, proprietary name, and/or chemical/biochemical/blood product/
cellular/gene therapy name(s) for the product covered by the application/submission. Include all available names by which the product is
known. For Devices: Provide the common or usual name, classification, trade or proprietary or model name(s), and/or model number(s).
Include all available names/model numbers by which the product is known.

6. Type of Application/Submission - Identify the type of application/submission which the certification accompanies by checking the
appropriate box. If the name of the type of application/submission is not identified, check the box labeled "Other."

7. IND/NDA/ANDA/BLA/PMA/HDE/510(k)/PDP/Other Number - If FDA has previously assigned a number associated with the application/
submission which this certification accompanies, list that number in this field. For example, if the application/submission accompanied by
this certification is an IND protocol amendment and the IND number has already been issued by FDA, that number should be provided in
this field. . :

8. Serial Number - In some instances a sequential serial number is assigned to the application. If there is such a serial number, provide it.in
this field. If there is no such number, leave this field blank.

9. Certification - This section contains three different check-off boxes.
Box A should be checked if the sponsor/applicant/submitter has concluded that the requirements of 42 U.S.C. § 282(j), section 402(j) of
the Public Health Service Act, do not apply because no clinical trials are included, relied upon, or otherwise referred to, in the application/
submission which the certification accompanies.

Box B should be checked if the sponsor/applicant/submitter has concluded that the requirements of 42 U.S.C. § 282(j), section 402(j) of
the Public Health Service Act, do not apply at the time of submission of the certification to any clinical trials that are included, relied upon,
or otherwise referred to, in the application/submission which the certification accompanies. This means that, even though some or all of the
clinical trials included, relied upon, or otherwise referred to in the application/submission may be “applicable clinical trials” under 42 U:S.C.
§ 282(j)(1)(A)(i), section 402(j)(1)(AXi) of the Public Health Service Act, on the date the certification is signed, 42 U.S.C. § 282(j), section
402(j) of the Public Health Service Act, does not require that any information be submitted to the ClinicalTrials.gov Data Bank with respect
to those clinical trials.

Box C should be checked if the sponsor/applicant/submitter has concluded that the requirements of 42 U.S.C. § 282(j), section 402(j) of
the Public Health Service Act, do apply, on the date the certification is signed, to some or all of the clinical trials that are included, relied
upon, or otherwise referred to, in the application/submission which the certification accompanies. This means that, as of the date the
certification is signed, the requirements of 42 U.S.C. § 282(j), section 402(j) of the Public Health Service Act, apply to one or more of the
clinical trials included, relied upon, or otherwise referred to, in the application/submission which this certification accompanies.

10. National Clinical Trial (NCT) Numbers - If you have checked Box C in number 9 (Certification), provide the NCT Number obtained from
www. ClinicalTrials.gov for each clinical trial that is an "applicable clinical trial" under 42 U.S.C. § 282(j)(1)(A)(i), section 402(j)(1)(A)(i) of the
Public Health Service Act, and that is included, relied upon, or otherwise referred to, in the application/submission which the certification
accompanies. Type only the number, as the term "NCT" will be added automatically before number. Include any and all NCT numbers that,
as of the date the certification is signed, have been assigned to the clinical trials included, relied upon, or otherwise referred to, in the
application/submission which this certification accompanies. Multiple NCT numbers may be required for a particular certification,
depending on the number of "applicable clinical trials" included, relied upon, or otherwise referred to, in the application/submission which
the certification accompanies. Leave this field blank if you have checked Box 9.C but, at the time the certification is completed, you have
not yet received any NCT numbers for the “applicable clinical trial(s)" included, relied upon, or otherwise referred to in the application/
submission.

11. Signature of Sponsor/Applicant/Submitter or an Authorized Representative - The person signing the certification must sign in this
field.

12. Name and Title of Person Who Signed in number 11 - Include the name and title of the person who is signing the certification. if the
person signing the certification is not the sponsor/applicant/submitter of the application/submission, he or she must be an authorized
representative of the sponsor/applicant/submitter.

13. & 14. - Provide the full address, telephone and fax numbers of the person who is identified in number 11 and signs the certification in
number 11.
15. Provide the date the certification is signed. This date may be different from the date provided in number 2.

Paperwork Reduction Act Statement
Public reporting burden for this collection of information is estimated to average 15 minutes and 45 minutes (depending on the type of application/submission)
per response, including time for reviewing instructions. Send comments regarding this burden estimate or any other aspect of this collection of information,
including suggestions for reducing this burden, to the address below.

Department of Health and Human Services An agency may not conduct or sponsor, and a person is
Food and Drug Administration not required to respond to, a collection of information,
Office of the Chief Information Officer (HFA-250) unless it displays a currently valid OMB control number.

5600 Fishers Lane
Rockville, MD 20857

Form FDA 3674 (11/08) (BACK)

DocID 0900233c8082c110 2
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Bioténe Dry Mouth Mouthwash (and variant)
510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

SECTION 1: MEDICAL DEVICE USER FEE COVER SHEET

Form FDA 3601 — ATTACHED

Doc ID 0900233c8082c15e 3

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Bioténe Dry Mouth Mouthwash (and variant)
510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

Form Approved: OMB No. 0910-511 Expleation Date: Jasuary 31

DEPARTMENT OF HEALTH AND HUMAN SERVICES PAYMENT IDENTIFICATION NUMBE
FOOD AND DRUG ADMINISTRATION Write the Payment Identification num
MEDICAL DEVICE USER FEE COVER SHEET ym

A completed cover sheet must accompany each original application or supplement subject to fees. If payment
courier, please include a copy of this completed form with payment. Payment and mailing instructions can be found at:
hitp:/iwww.fda.gov/ioc/mdufma/coversheel.html

1. COMPANY NAME AND ADDRESS (include name, street 2. CONTACT NAME
address, city state, country, and post office code) Wendy McManus
2.1 E-MAIL ADDRESS
GLAXOSMITH KLINE CONSUMER HEALTHCARE wendy.a.mcmanus@gsk.com
1500 LITTLETON ROAD )
PARSIPPANY NJ 079054 2.2 TELEPHONE NUMBER (include Area code)
us 973-889-2100 4415
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 2.3 FACSIMILE (FAX) NUMBER (Include Area code)
w5710

3. TYPE OF PREMARKET APPLICATION (Select one of the following in each column; if you are unsure, please refer to the application
descriptions at the following web site: http://Aww.fda.gov/oc/mdufma

Select an application type: 3.1 Select a center

[X] Premarket notification(510(k)); except for third party [X] CORH

[1513(g) Request for Information [JCBER

[] Biologics License Application (BLA) 3.2_Selectone of the types below
[ ] Premarket Approval Application (PMA) [X] Original Application

[ ] Modular PMA Supplement Types:

[ ] Product Development Protocol (PDP) [] Efficacy (BLA)

[ ] Premarket Report (PMR) [ ] Panel Track (PMA, PMR, PDP)
[ ] Annual Fee for Periodic Reporting (APR) [ ] Real-Time (PMA, PMR, PDP)

[ ] 30-Day Notice [] 180-day (PMA, PMR, PDP)

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

[1YES, | meet the small business criteria and have submitted the required [X] NO, | am not a small business
qualifying documents to FDA
4.1 If Yes, please enter your Small Business Decision Number:

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?

[X] YES (All of our establishments have registered and paid the fee, or this is our first device, and we will register and pay the fee within
30 days of FDA's approval/clearance of this device.)

[ 1 NO (If "NO,” FDA will not accept your submission uniil you have paid all fees due to FDA. This submission will not be processed; see
hitp://mwww.fda.govicdrivmdufma for additional information)

6. IS THIS PREMARKET APPLICATION COVERED BY ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE

APPLICABLE EXCEPTION.
[ ] This application is the first PMA submitted by a qualified small business, (] The sole purpose of the application is to support
including any affiliates conditions of use for a pediatric population

[ ] The application is submitted by a state or federal
government entity for a device that is not to be distributed
commercially

[ ] This biologics appiication is submitted under section 351 of the Public
Health Service Act for a product licensed for further manufacturing use only

7. 1S THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USEINA
PEDIATRIC POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? (If so, the application is
subject to the fee that applies for an original premarket approval application (PMA).

XINO
AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION

05-May-2010

DocID 0900233c8082c1Se 4

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Bioténe Dry Mouth Mouthwash (and variant)
510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

SECTION 2: CDRH PREMARKET REVIEW SUBMISSION COVER SHEET

FORM FDA 3514 - ATTACHED

Doc ID 0900233c8082c11c 5

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Bioténe Dry Mouth Mouthwash (and variant)

510K Notification GlaxoSmithKline Consumer Healthcare, L.P.
DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approval
FOOD AND DRUG ADMINISTRATION OMB No. 0910-0120
Expiration Date: August 31, 2010.
CDRH PREMARKET REVIEW SUBMISSION COVER SHEET Pgrr-friion. pas ooy
Date of Submission User Fee Payment ID Number FDA Submission Document Number (if known)
May 25, 2010 MD 6049285-956733

SECTION A TYPE OF SUBMISSION
PMA PMA & HDE Suppiement PDP 510(k) Meeting
[] original Submission [O] Regular (180 day) [7] original PDP ] oOriginal Submission: [ Pre-510(K) Meeting
(] Premarket Report [[] special [ Notice of Completion [X] Traditional [[] Pre-IDE Meeting
[ Modular Submission [ Panel Track (PMA Only) [[] Amendment to PDP [C] special [[] Pre-PMA Meeting
(] Amendment (] 30-day Supplement Abbreviated (Complete | [ Pre-PDP Meeting
A D section |, Page 5) )
(] Report [] 30-day Notice ' " [[] pay 100 Meeting
(] Report Amendment (] 135-day Supplement (1] Additional Information [ Agreement Meeting
[ Licensing Agreement ] Real-time Review [ hied Party [] petermination Mesting
Amendment to PMA & Other (specify):
D HDE Supplement D ¢ 4
[] other
IDE Humanitarian Device Class H Exemption Petition | Evaluation of Automatic Other Submission
Exemption (HDE) Ciass il Designation
. ) : o . o (De Novo)
[ original Submission [ original Submission [] original Submission (] original Submission (] s13(9)
(] Amendment (] Amendment (] Additional Information (] Addttional Information (Jother .
] supplement ] supplement (describe submission):
[ report
[[] Report Amendment
Have you used or cited Standards in your submission? [:I Yes No (If Yes, please complete Section I, Page 5)
SECTION B SUBMITTER, APPLICANT OR SPONSOR
Company / Institution Name Establishment Registration Number (if known)
GlaxoSmithKline C Heaithcare (GSKCH)
Division Name (if applicable) Phone Number (including area code)
Consumer Healthcare . 973-889-4415
Street Address FAX Number (including area code)
1500 Littieton Road 973-889-2501
City State / Province ZIP/Postal Code Country
Parsippany NJ 07054 USA
Contact Name

Wendy A. McMauns

Contact Title Contact E-mail Address

Regulatory Associate wendy.a mcmanus@gsk com

SECTION C APPLICATION CORRESPONDENT (e.g., consuttant, if different from above)
Company / Institution Name

Division Name (if applicable) Phone Number (including area code)
Street Address FAX Number (inciuding area code)
City State / Province ZIP Code Country
Contact Name
Contact Title Contact E-mail Address
FORM FDA 3514 (3/08) Page 1 of 5 Pages
PSC Grapucs (301) 443100 EF
Doc ID 0900233¢c80852090 6
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510K Notification

Bioténe Dry Mouth Mouthwash (and variant)
GlaxoSmithKline Consumer Healthcare, L.P.

[T Location change: |
[[] Manutacturer
[] sterilizer
[[] Packager

[} Report Submission:
[] Annual or Periodic
[7] Post-approval Study
["] Adverse Reaction i
[] Device Defect
[} Amendment

[] change in Ownership
[] change in Correspondent

SECTION D1 REASON FOR APPLICATION - PMA, PDP, OR HDE
[ New Device [[] change in design, component, or
(] Withdrawal specification:

[[] Additional or Expanded Indications (] software/Hardware
] Request for Extension [ color Additive
[] Post-approval Study Protocol () material
[C] Request for Applicant Hold (] specifications
[] Request for Removal of Applicant Hold {] Other (specify below)
"] Request to Remove or Add Manufacturing Site
m Process change: l:] Labeling change:
[[] Manufacturing [ ] Packaging [] Indications
[ steritization [] Instructions
(] Other (specify below) [[] Performance Characteristics
("] Shelf Life
[[] rrade Name
- : [C] Other (specify below)
[ ] Response to FDA correspondence:

[] Change of Applicant Address

[:] Other Reason (specify):

{T] New Device

] New Indication

] Addition of Institution

] Expansion / Extension of Study
[J IR Certification

("] Termination of Study

(] withdrawal of Application

] Unanticipated Adverse Effect
[ Notification of Emergency Use
D Compassionate Use Request
[] Treatment IDE

[ Continued Access

[] other Reason (specify):

SECTION D3

X] New Device

["] change in:
[T Comrespondent/Applicant
[T Design/Device '
] Informed Consent
[C] Manufacturer
[ Manufacturing Process
[T] Protocol - Feasibility
[ Protocol - Other

__ Sponsor

["] Report submission:
[[] curmrent Investigator
[T] Annual Progress Report
[7] site Waiver Report

[T Final

SECTION D2 REASON FOR APPLICATION - IDE

[] Response to FDA Letter Conceming:

[] conditional Approval
[] Deemed Approved
[T] Deficient Final Report
[T] Deficient Progress Report
[] Deficient Investigator Report
[ pisapproval
[T] Request Extension of

Time to Respond to FDA
[7] Request Meeting
[ ] Request Hearing

[T] Additional or Expanded Indications

REASON FOR SUBMISSION - 510(k)

[[] change in Technology

[ other Reason (specify):

FORM FDA 3514 (3/08)

Doc ID 0900233c80852090

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Bioténe Dry Mouth Mouthwash (and variant)

510K Notification GlaxoSmithKline Consumer Healthcare, L.P.
o) ADDITIONA ORMATION O B O

Product codes of devices to which substantial equivalence is claimed Summary of, or statement conceming,

i T safety and effectiveness information

|1 LFD |2 i3 |4

- ‘ ; , X 510 (k) summary attached

|5 '8 (7 |8 [[] 510 (k) statement

Information on devices to which substantial equivalence is claimed (if known)
il 510(k) Number ] Trade or Propristary or Model Name K Manufacturer

1 ! 1
|4 KO072306 | 1| Bioxtra Moisturizing Gel |1 | Bio-X Healthcare S.A. ‘
| |
| B . ~

2 KO071617 2 Oral Neutralizer 2 Oral Biotech
i
; 3 K062653 3 MouthKote Oral Moisturizer 3 Pamnell Pharmaceuticals, Inc.

4 4 4

| ' I R R B

5 |5 5|
; - - ~
! 6 8 6

SECTION F

SALIVA, ARTIFICIAL (DENTAL)

PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS
Commen or usual name or classification name-

ﬁl Trade or Proprietary or Model Name for This Device

- | Model Number

1 1 BIOTENE DRY MOUTH MOUTHWASH

2 BIOTENE PBF DRY MOUTH MOUTHWASH

4
|

5|

FDA document numbers of all prior related submissions (regardless of outcome)

1 2 3

7 8 9

1

12

Included in Submission

SECTION G

[ Laboratory Testing
PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS

D Human Trials

Device Class

IRRITATION, & LUBRICATES ORAL DRYNESS.

BIOFILM (PBF).

BIOTENE DRY MOUTH MOUTHWASH: RELIEVES THE SYMPTOMS OF DRY MOUTH; REFRESHES, MOISTURIZES, CLEANS, SOOTHES ORAL

BIOTENE DRY MOUTH PBF MOUTHWASH: RELIEVES THE SYMPTOMS OF DRY MOUTH; REFRESHES, MOISTURIZES, CLEANS, SOOTHES ORAL
IRRITATION, & LUBRICATES ORAL DRYNESS. WITH REGULAR BRUSHING, IT CAN HELP DISSOLVE, LOOSEN, PREVENT EXCESSIVE PLAQUE

LFD [[Jclass1 [ class
Classification Panel
[Jciassin ] Unclassified
Dental
Indications (from labeling)

FORM FDA 3514 (3/08)
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"~ TFDA Document Number (if known)
Note: Submission of this information does not affect the need to submit a 2891 or |
2891a Device Establishment Registration form.

SECTION H MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION

Facility Establishment identifier (FET) Number
[ 7] original v (FED X] Manutacturer [[] contract Sterilizer ‘
[[Jadd  [7] Delete [_] Contract Manufacturer [ Repackager / Relabeler ‘
Company / Institution Name Establishment Registralif)n Number o ‘
Division Name (if applicable) ) Phone Number (including area code) ) T
Street Address FAX Number (including area code) I
City T State / Province ) [ZIP Code Country

Contact Name ) Contact Title - Contact E-mail Address

Facility Establishment Identifier (FEI) Number

[] original [[] Manufacturer [] Contract Sterilizer
[(]Add [] Delete | ! [[] Contract Manufacturer [ | Repackager / Relabeler
Company / Institution Name Establishment Registration Number R )

I"Division Name (if applicabie) Phone Number (including area code)

StreetAddress FAX Number (including area code)
[ City - T | State / Province Tzw Code Country
|
|
| Contact Name Contact Title o Contact E-mail Address

FORM FDA 3514 (3/08) Add Continuation Page| Page 4 of 5 Pages
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SECTION | UTILIZATION OF STANDARDS

Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized
Standard" statement.
) Standards No. Standards | Standards Title Version Date
Organization
1
| 'Standards No. Standards Standards Title T ‘Version Date
Organization
2
| Standards No. Standards Standards Title o o Version Date
Organization [
3
|
B Standards No. Standards Standards Title ' o Version Date
Organization [
4
Standards No. Standards | Standards Title Version Date
Organization ‘
|
5
Standards No. Standards |Standards Title . | Version | Date
Organization |
] |
|
1
Standards No. Standards Standards Title o - Version Date
Organization
7
Please Include any additional standards to be cited on a separate page.
Public reporting burden for this collection of information is estimated to average 0.5 hour per response, including the time for reviewing instructions, searching
existing data sources, gathering and maintaining the data needed, and completing reviewing the collection of information. Send comments regarding this burden
estimate or any other aspect of this collection of information, including suggestions for reducing this burden to:
Department of Health and Human Services
Food and Drug Administration
‘ Office of the Chief Information Officer (HFA-710)
5600 Fishers Lane
Rockville, Maryland 20857
An agency may not conduct or sponsor, and a person is not required to respond to, a coll of information unless it displays a currently valid OMB control number.
FORM FDA 3514 (3/08) o Page 5 of 5 Pages
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SECTION 3: 510(K) COVER LETTER

ATTACHED
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GlaxoSmithKline

GlaxoSmithKline
1500 Littleton Road
Parsippany, NJ
07054-3884

Tel. 973 889 2100
Fax 973 889 2390
www.gsk.com

May 25, 2010

U.S. Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center — WO66-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Re: 510(k) Notification
Trade Name: Bioténe Dry Mouth Mouthwash &

Bioténe PBF Dry Mouth Mouthwash (variant)
Common Name: Saliva, Artificial

Dear Reviewer:

GlaxoSmithKline Consumer Healthcare (“GSKCH?”), the submitter, is planning to
market an over the counter medical device mouthwash and variant that relieves the
symptoms of dry mouth; refreshes, moisturizes, cleans, soothes oral irritation, and
lubricates oral dryness. This device is substantially equivalent to following marketed
devices:

Bioxtra Moisturizing Gel (K072306) cleared in 2007
Oral Neutralizer (K071617) cleared in 2007
Mouthkote Oral Moisturizer (K062653) cleared in 2006

Accordingly, GSKCH intends to introduce this device into interstate commerce for
commercial distribution pursuant to section 510(k) of the Federal Food, Drug and

Cosmetic Act (“the Act”).

Administrative Information:

Type of 510(k) submission: Traditional
Device common name: Saliva, Artificial
DocID 0900233c80841388 12
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510K Notification GlaxoSmithKline Consumer Healthcare, L.P.
Trade name: Bioténe Dry Mouth Mouthwash
Bioténe PBF Dry Mouth Mouthwash
Contact Person: Wendy A. McManus
Regulatory Associate
9073-889-4415
Classification Regulation: Unclassified
Device Class: Class U
Panel: Dental
Product Code: LFD
Basis for your submission: New device

GSKCH requests that FDA hold this submission as confidential commercial
information as to its intent to market this device as stated in 21 CFR 807.95(b).
GSKCH considers its intent to market this device to be confidential commercial
information and, therefore, exempt from public disclosure. Furthermore, GSKCH
requests that confidentiality be extended to the maximum limit permitted in 21 CFR
807.95(d) such that the 510(k) summary is released no sooner than 30 days after
notification in writing by FDA to GSKCH regarding the substantial equivalence
determination.

GSKCH has taken precautions to protect the confidentiality of its intent to market the
device. The company understands that the submission to the government of false
information is prohibited by 18 U.S.C. 1001 and 21 U.S.C. 331(q).

Please do not hesitate to contact the undersigned by telephone at 973-889-4415 or by
fax at 973-889-2501 if you have any questions or need additional information.

Sincerely,

g4

Wendy A. McManus

Regulatory Associate, US Regulatory Affairs
GlaxoSmithKline Consumer Healthcare
1500 Littleton Road

Parsippany, NJ 07054-3884

(973) 889-4415

DocID 0900233c80841388 13
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510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

SECTION 4: INDICATIONS FOR USE STATEMENT

510(k) Number (if known): N/A
Device Name: Bioténe Dry Mouth Mouthwash (and PBF variant)
Indications for Use:

Relieves the symptoms of dry mouth; refreshes, moisturizes, cleans, soothes oral
irritation, and lubricates oral dryness.

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

Concurrence of CDRH, Officers of Device Evaluation (ODE)

Prescription Use OR Over-The-Counter Use

(Per 21 CFR 801.109)

Doc ID  0900233c8082¢120 14
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Bioténe Dry Mouth Mouthwash (and variant)
510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

SECTION 5: 510(K) SUMMARY

1. SUBMITTER INFORMATION

Name: GlaxoSmithKline Consumer Healthcare
Address: 1500 Littleton Road
Parsippany, NJ 07054-3884
Contact Person: Wendy A. McManus
Telephone/Fax: 973-889-4415

973-889-2501 (fax)

Date Summary Prepared: May 25, 2010

2. DEVICE NAME

Device Name: Bioténe Dry Mouth Mouthwash &
Bioténe PBF Dry Mouth Mouthwash
Trade or Proprietary Name: Bioténe Dry Mouth Mouthwash
(variant) Biotéene PBF Dry Mouth Mouthwash
Common or Usual Name: Saliva, Artificial
Classification Name (if known): Saliva, Artificial

3. IDENTIFICATION OF EQUIVALENCE

Bio-X Healthcare S.A. Bioxtra Moisturizing Gel cleared in K072306
Oral Biotech: Oral Neutralizer cleared in KO71617
Parnell Pharmaceuticals, Inc.: Mouthkote Oral Moisturizer cleared in K062653

4. DEVICE DESCRIPTION

Bioténe Dry Mouth Mouthwashes are specially formulated artificial saliva substitutes
which contain moisturizers, humectants, a protein, and patented salivary enzymes,
that collectively have lubricating, moisturizing, soothing, and refreshing properties to
relieve & treat the symptoms of Dry Mouth. The liquid products are supplied in PET

Doc ID 0900233c8082c127 1 5
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bottles of various sizes, including an 8 oz., 16 oz., and 33.8 oz., and also 15 ml. multi-
layer laminated foil pouches.

S. STATEMENT OF INTENDED USE

Relieves and treats the symptoms of dry mouth; refreshes mouth odors, cleans,
soothes oral irritations, moisturizes, lubricates, and diminishes dry discomfort.

6. SUMMARY OF THE TECHNOLOGICAL CHARACTERISTICS

7. Discussion and conclusions from the nonclinical and clinical tests

Bioténe Dry Mouth Mouthwashes have been shown in non-clinical studies to be safe
(Toxicology Assessments) and stable (Stability Studies) for its intended use. They
have also been shown in clinical studies to be effective (Use Studies). No other
clinical tests were performed other than a Use Study for this submission.

Doc ID 0900233c8082c127 1 6
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Bioténe Dry Mouth Mouthwash (and variant)
510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

SECTION 6: TRUTHFUL AND ACCURACY STATEMENT

I certify that, in my capacity as Regulatory Associate of GlaxoSmithKline Consumer
Healthcare, I believe to the best of my knowledge, that all data and information
submitted in the premarket notification are truthful and accurate and that no material
fact has been omitted.

M

Wendy McManus

Doc ID  0900233c8082¢138 17
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SECTION 7: CLASS III SUMMARY AND CERTIFICATION

This section does not apply as this is not a Class III device.

DocID 0900233c8082c134 18
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Bioténe Dry Mouth Mouthwash (and variant)
510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

SECTION 8: FINANCIAL CERTIFICATION or DISCLOSURE STATEMENT

This section does not apply to this device as no clinical study (other than a Use Study)
is included in this submission, therefore Form 3454 or Form 3455 is not attached.

DocID 0900233c8082c152 19
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510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

SECTION 9: DECLARATIONS of CONFORMITY & SUMMARY REPORTS

This section does not apply as the Biotene Dry Mouth Mouthwashes are substantially
equivalent to several marketed devices: Bioxtra Moisturizing Gel (K072306) cleared
in 2007, Oral Neutralizer (K071617) cleared in 2007, and Mouthkote Oral
Moisturizer (K062653) cleared in 2006.

Doc ID  0900233c8082c124 20
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SECTION 10: EXECUTIVE SUMMARY

Concise Description of Device, Indications for Use & Technology:

Doc D 0900233c8083f44e 21

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




Records processed under FOIA Request 2011-8297; Released 11/27/12

Bioténe Dry Mouth Mouthwash (and variant)
510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

Doc ID  0900233c8083f44e 22

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




Records processed under FOIA Request 2011-8297; Released 11/27/12

Bioténe Dry Mouth Mouthwash (and variant)
510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

Doc D 0900233c8083f44e 23

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




Records processed under FOIA Request 2011-8297; Released 11/27/12

Bioténe Dry Mouth Mouthwash (and variant)
510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

Concise Summary of Performance Tests & Results:

No performance tests were completed as Substantial Equivalence between the
proposed devices and the predicates is demonstrated through technical similarity and
Intended Use.

Other testing was performed to establish the proposed devices are stable. Safety and
efficacy testing summaries are also provided. See Section 21 Other for test results.

DocID 0900233c8083f44e 24
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SECTION 11: DEVICE DESCRIPTION

Describe Performance Specifications:

Brief Description of the Device Design Requirements:

DocID 0900233c8083f45¢ 25
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Identify All Models/Variants and Components:

DocID  0900233c8083f45¢ 206
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List of All Patient Contacting Components and Their Respective Materials:

DocID  0900233c8083f45¢ 27
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TABLE 11-1 BIOTENE MOUTHWASH SPECIFICATIONS

Finished Product Specification

DocID 0900233c8083f45e 28
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Finished Product Specification
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TABLE 11-2 BIOTENE PBF MOUTHWASH SPECIFICATIONS

Finished Product Specification
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Finished Product Specification
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Bioténe Dry Mouth Mouthwash (and variant)
510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

SECTION 12: SUBSTANTIAL EQUIVALENCE DISCUSSION

Identity of the Predicate Devices:

Predicate Trade Name Submitter/Holder 510(k) #
Bioxtra Moisturizing Gel Bio-x Healthcare S.A. K072306
Oral Neutralizer Oral Biotech K071617
Mouthkote Oral Moisturizer, Parnell

model 50930 Pharmaceuticals, Inc. K062653

Demonstrate Substantial Equivalence via Indications for Use:

Biotéene Mouthwash and Biotéene PBF Mouthwash Indications for Use — Relieves the
symptoms of dry mouth; refreshes, moisturizes, cleans, soothes oral irritation, and
lubricates oral dryness. Intended Use - Relieves and treats the symptoms of dry
mouth; refreshes mouth odors, cleans, soothes oral irritations, moisturizes, lubricates,
and diminishes dry discomfort.

Comparative Predicates:

BioXtra Moisturizing Gel — Indicated for the symptomatic relief from the effects of a
chronic or temporary xerostomia (dry mouth), mouth discomfort, mouth odors, and
other oral symptoms associated with dry mouth.

Oral Neutralizer — A refreshing gel, liquid, or spray that diminishes oral discomfort,
neutralizes mouth odors, neutralizes and moisturizes oral biofilm, and other
symptoms of a chronic or temporary dry mouth/xerostomia as a result of disease such
as Sjogren’s Syndrome, oral inflammation, medication, chemo or radiotherapy, stress,
or aging.

MouthKote Oral Moisturizer — Relieves dry mouth conditions. Intended Use: A
pleasant tasting solution that diminishes dry mouth discomfort, mouth odors, and
other symptoms of dry mouth.

As demonstrated above, the Biotene Mouthwashes have substantially equivalent
Indications for Use when compared to the predicates.

Demonstrate Substantial Equivalence via Technology:

Both the Bioténe Mouthwashes and the Predicates use similar formulation concepts
and ingredients specifically incorporated to relieve dry mouth symptoms. These
compositions are comprised of: water, humectants/ moisturizers to moisturize, a
sweetener to refresh, thickeners/ film formers/ binders to form a film, a preservative
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to protect the product’s integrity, flavor to refresh, pH adjuster/buffers to maintain
adequate pH levels, enzymes, substrates, and a protein (to supplement the loss due to
decreased saliva), and an ingredient to clean the oral cavity. In addition to the above
ingredients, the Bioténe PBF Mouthwash variant and one of the predicates also
include ingredients to loosen plaque biofilm.

Bioxtra Moisturizing Gel Technology versus Bioténe Mouthwashes

Bioténe Mouthwashes incorporates the same system as Bioxtra Moisturizing Gel - a
solvent, humectants/ moisturizers, a sweetener, thickener/film former/binders, pH
adjuster/ buffers, a protein, an enzyme system and an ingredient to loosen plaque.

Oral Neutralizer Technology versus Bioténe Mouthwashes

Bioténe Mouthwashes compares to the predicate Oral Neutralizer by also using a
parallel system to treat dry mouth symptoms including a solvent, a humectant/
moisturizer, a sweetener, a preservative, a flavor, and a pH adjuster/buffer.

Mouthkote Oral Moisturizer Technology versus Biotene Mouthwashes

Bioténe Mouthwashes and the predicate Mouthkote Oral Moisturizer have similar
systems including: a solvent, humectants/ moisturizers, sweeteners, a preservative, a
flavor, a pH adjuster and an ingredient to offset or mimic protein reduction from
reduced saliva.

Demonstrate Substantial Equivalence via Performance Specifications & Testing:

Not applicable, as substantial equivalence was demonstrated between the proposed
devices and the predicates through comparable ingredients, formulation functionality,
and Indications for Use comparisons.

Substantial Equivalence Conclusions:

Bioténe Mouthwashes are very similar to the predicates in terms of intended use and
formula composition and do not lead to a new standard of care. These proposed
devices do not demonstrate a drastic advance with new or medically significant
benefits as compared to the predicates.

Doc D 0900233c8083460 33

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



Records processed under FOIA Request 2011-8297; Released 11/27/12
Bioténe Dry Mouth Mouthwash (and variant)
510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

SECTION 13: PROPOSED LABELING

LABEL 13-1 Bioténe Dry Mouth Mouthwash* - attached

LABEL 13-2 Bioténe PBF Dry Mouth Mouthwash* - attached

* approved final labels still in process
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LABEL 13-1 Bioténe Dry Mouth Mouthwash

bioténe ;

DRY MOUTH
MOUTHWASH

Bio-Active Enzyme System
= Alcohol-Free
|~ — ——= Refreshes Without Burning

—

POTENTIAL IMPACT OF DRY MOUTH

™ DIRECTIONS: Use one tablespoon whenever desired. Swish
ﬂgewummﬂﬂnmmmw.ﬁ:bﬂmr

Clinically Tested and Used by Hospitals 128 FL 0Z (3785.4 ml)
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LABEL 13-2 Bioténe PBF Dry Mouth Mouthwash (Front)

PBF
MOUTHWASH

= Plaque BioFilm
Loosening Formula

= Alcohol-Free
= Refreshes Without Burning

"whmpaofa namm.l'ﬂra!h}rgi
16 FLOZ (473 ml)  cocomcx
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LABEL 13-2 Bioténe PBF Dry Mouth Mouthwash (Back)

= - ] Dentist & Hygienist
Recommended

PBF MOUTHWASH

BioFilm is the bacterial film on your teeth often described as
plague. With oral dryness, saliva’s natural ability to cleanse and
control the BioFillm is reduced. Although brushing and flessing
help you disrupt and remove BioFilm, this may not be enough.

With 2 additional enzymes, bioténe® PBF Mouthwash and
reqular brushing can help loosen and prevent excessive BioFilm
farmation for a cleaner, fresher mouth,

Like Original bioténe® Mouthwash, bioténe® PEF Mouthwash
also contains the 3 bio-active enzymes to help provide
protection against dry mouth symptoms.

Ako look for relief with other bioténe® products including
bioténe® PBF Toothpaste, bioténe® OralBalance® Gel and
bioténe® Mouth Spray

DIRECTIONS: Use approximately one tablespoon. Swish
thoroughly for 60 seconds and spit out. Do not swallow. Use up
1o 5 times daily. Children under 12: Cansult 2 doctor, For best
results: use after brushing with PBF toothpaste.

INGREDIENTS: Purified Water, Propylene Glyod, Xlitol, Hydrogenated
Starch Hydralysate, Pelovamer 407, Hydroosyethylcellubese, Sadium
Banzoate, Flaves, Benzoic Acid, Mutanase, Disodium Phosphate, Zing
Gluconate, Lacteferrin, Lysozyme, Lactopenoxidase, Potaisivem
Thiscyanate, Aloe Vera Gel, Cakium Lactate, Ghacose Oxidase, Dextranase,

CONTAINS NO SACCHARIN Nuburally Swestened @

Store Below 25°C (T7°F) with Xyl

DO NOT USEIF SHRINK SLEEVE IS MISSING Warning:
or comments? Keep oul of reac

Questions
call toll-ree 1-800-822-5858 woekizys of children.

O0000XX

www,biolene,com

Dhstributed By:

GlaxoSmithikhne

Corsumer Healtheare LP,

Maon Township, PA 15108

200 GlaxoSmithElne
‘I". US Patent Mo, 5,741 487 !
x\ o o/

bigfdng® and varicus graphic olemeonts are rademarks
of the GlaxeSmithklire group of companias. /

Doc ID  0900233c8082c13d
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Bioténe Dry Mouth Mouthwash (and variant)
510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

SECTION 14: STERILIZATION AND SHELF LIFE

STERILIZATION

Not applicable to this device application.

SHELF LIFE

DocID 0900233c8082c158 38

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Bioténe Dry Mouth Mouthwash (and variant)
510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

SECTION 15: BIOCOMPATIBILITY

Biocompatibility is essentially addressed in the Toxicology Statements provided in
Section 21: Other.

DocID 0900233c8082c156 39

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Bioténe Dry Mouth Mouthwash (and variant)
510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

SECTION 16: SOFTWARE

Not applicable to this device.

DocID 0900233c8082c15a 40

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



Records processed under FOIA Request 2011-8297; Released 11/27/12

Bioténe Dry Mouth Mouthwash (and variant)
510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

SECTION 17: ELECTROMAGNETIC COMPATIBILITY AND
ELECTRICAL SAFETY

Not applicable to this device.

Doc ID  0900233c8083f46¢ 41

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Bioténe Dry Mouth Mouthwash (and variant)
510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

SECTION 18: PERFORMANCE TESTING - BENCH

Not Applicable - no bench testing was performed to support substantial equivalence.

DocID 0900233c8082c154 42

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Bioténe Dry Mouth Mouthwash (and variant)
510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

SECTION 19: PERFORMANCE TESTING — ANIMAL

Not Applicable - no animal testing was performed to support substantial equivalence.

DocID 0900233c8083f462 43

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Bioténe Dry Mouth Mouthwash (and variant)
510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

SECTION 20: PERFORMANCE TESTING - CLINICAL

Not Applicable - no clinical testing was performed to support substantial equivalence.

Doc ID  0900233c8083f476 44

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Bioténe Dry Mouth Mouthwash (and variant)
510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

SECTION 21: OTHER

Stability Tests:

Safety Tests:

Efficacy Tests:

Doc ID  0900233c8083f47c 45

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Bioténe Dry Mouth Mouthwash (and variant)
510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

@GlaxoSmithKline

Statement of Toxicological Evaluation

DocID 0900233c80850dd3 46

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Bioténe Dry Mouth Mouthwash (and variant)
510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

DocID 0900233c80850dd3 47

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Bioténe Dry Mouth Mouthwash (and variant)
510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

Signed: \KO\UA&&W Date: Vb/!axaxrc)ol 0

Tracey L. Spriggs, Ph.D., DABT
Director Toxicology, Worldwide
GlaxoSmithKline Consumer Healthcare

DocID 0900233c80850dd3 48
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Bioténe Dry Mouth Mouthwash (and variant)
510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

US PBF Bioténe Mouthwash — Medical Device Page 1 of 4
MEFC 30602574L

@GlaxoSmithKline

Statement of Toxicological Evaluation

DocID 0900233c80850dd4 49

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Bioténe Dry Mouth Mouthwash (and variant)
510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

Doc ID 0900233c80850dd4 5 0

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Bioténe Dry Mouth Mouthwash (and variant)
510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

Doc ID 0900233c80850dd4 5 1

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



Records processed under FOIA Request 2011-8297; Released 11/27/12
Bioténe Dry Mouth Mouthwash (and variant)

510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

Joanna L Rowland B.Sc., Ph.D.
Qualified Safety Assessor
GlaxoSmithKline Consumer Healthcare

Signed: Date: V)\/{Mrazo (O

Tracey L. Spriggs, Ph.D., DABT
Director Toxicology, Worldwide
GlaxoSmithKline Consumer Healthcare

DocID 0900233c80850dd4 52
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s)"‘ “ .
oy Food and Drug Administration
i ( Office of Device Evaluation &
3 ’ Office of In Vitro Diagnostics
*, . .
S COVER SHEET MEMORANDUM

From:  Reviewer Name WWK ?%’L W

Subject: 51Q(k) Number K( O { L/ 7({7 /KS"L/ ¢t
To: The Record g 6’; |

Please list CTS declsmn code

f1 Refused to accept (Note: this is considered the first review cycle, See Screening Checklist

http:/feroom.fda. ov/ieRoomRe /F|IesICDRH3/CDRHPremarketNotlﬁcatlonS1DkProqraml{J 5631!Screenlnq°/0200heckllst°/020?%
202%2007 doc )

%Id (Additionalin ormation or Telephone Hold).
Final Decision (§ %ﬁ- with Limitations, NSE, Wlthdrawn elc.).

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

lndrcatlons for Use Page ' " Attach IFU
, 510(k) Summary 151D(k) Statement : Attach Summafy /

Truthful and Accurate Statement Musr be present fora Frnal Decrsron ]

Is the device Class I1l? . : /

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

Does firm reference standards'? ‘ j /
(If yes, please attach form from hitp: l!\hrww.fda.qov/ooacomlmorechoicee/fdgf_orms!FDA- i

3654.pdf) _ ;

Is this a combination product? . _ : /
(Please specify category see '
hitp://eroom.fda. gow’eRoomRegIFllesICDRHSICDRHPremarketNotlf cation510kProgram/0_413b/C0O ‘
MBINATION%20PRODUCT%2OALGORITHM%20{REVISED%203 12- 03) DOC ]

Is this a reprocessed single use device? - T i /
(Guidance for Industry and FDA Staff ~ MDUFMA - Valldatlon Data in 51 O(k)s for P

| Reprocessed Single-Use Medical Devices, http: {hwww fda.gov/edrh/odelquidance/1216. htrnl) o
Is thlS dewce in ended for pedlatnc use only? /‘\ /

Is thlS a prescnptlon devuce‘? (If both prescription 6 OTC eck both boxes.) o o
' 3

Did the appiication inciuds a ‘completed FORM F , Certification with Requirements of |~~~
ClinicalTrials.gov Data Bank? - : E

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

{ Did the application include a compieted FORM FDA 3674, Certification with Reqtriremenfs of
ClinicalTrials.gov Data Bank? -

{If not, then appllcant must be contacted to obtain completed form )
“'Does this dewce mclude an Anlmal Tissue Source'?
Al Pediatric Patients age<;2_1 o
Neonate/Newborn (Blrth to 28 days)
- Infant (29 days <2 years old) -

Chlld (2 years -< 12 years old)

' Adolescent { 12 years <18 yeare old)

_/_

i
I
3
i
|
|

]
SO O

e e e S TR

Transrtlonal Adoleecent'A (18- <21 ye years old) Special considerations are being given to this ?

group, different from adults age 2 21 (different device destgn or testing, different protocol ;
procedures, etc.) |

A s

T

Rev. 7/2/07 | ' o
" Questions? Contact FDA/CDRH/OCE/DID at CDRH:FOISTATUS@fda.hhs.gov or 301-796-8118
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Transitional Adolescent B(18 -<= 21: No special considerations compared to adults => 21 years

old) (/

Nanotechnology :

Is this device SUbJect to the Tracklng Regu!atfon'> (Med‘icél- Device 'Tracking Contact OC. L/
Guidance, http:/iwww.fda. .qov/cdrh/comp/quidance/169.html) _ '

Regulation Number _ Llass* ' Product Code

Lnale<s) §o0 d 76 LD

¢ lf“undlésﬁ.fed see 510(k5 Staffy

Additional Product Code

Review. _____ g\ﬂx\ \Z\/M\M NS @‘J&? ))0

(Branch Chief) - (Branch Céde? {Date)’
Final Review: : aw%.\ L9 A c//Z?fi/o
| (DlVlSlon Director) " (Date)

b

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ﬁc DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Trizg

/
N

Date:
To:
From:

Office/Division:

SlO(k) Holder:
Device Name:
Contact:
Phone:

Fax:

Email:

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

K101477
August 6, 2010
The Record
Myra E. Browne, M.S., Biologist
ODE,/DAGID |

GlaxoSmithKline Consumer Healtheare
Biotene Dry Mouth Oral Rinse

Ms. Wendy McManus

973-889-4415

973-889-2501

wendy.a mecmanus@esk.com

Faod and Drug Administration
Office of Device Evaluation
9200 Corporate Boulevard
Rockville, MD 20850

Purpose and Submission Summary

The 510(k) holder would like to introduce Biotene Dry Mouth Oral Rinse into interstate

cammerce.

Biotene Dry Mouth Oral Rinse is intended for the temporary relief of xerostomia which may
result from an illness, chemotherapy, radiation, stress or aging.

Biotene Dry Mouth Oral Rinse are substantially equivalent (SE) to legally marketed artificial
saliva products because the information submitted by GlaxoSmithKline Consumer
Healthcare, demonstrates that the device has the same indication and technological
characteristics as legally marketed artificial saliva products.

Administrative Requirements

Standards Form

Yes | No | N/A
Indications for Use page (Indicéité if: Prescription or OTC) X
Truthful and Accuracy Statement X
 510(k) Summary or 510(k) Statement X b
X

1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 18&
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Indications for Use ‘

Biotene Dry Mouth Oral Rinse is intended for dryness of the mouth (i.e. h) posalivation,
xerostomia, etc.).

The indication of Biotene Dry Mouth Oral Rinse does not differ from that of legally
marketed artificial saliva products.

Device Description/Formulation

Is the dewge llte qupportmg or hfe qustammg’

,
.
3
1
?
]
;
f
i
4

IR

“ls the device an unplant (unplanted longer than 30 days)7 -
Does the de\ ice design use software?
Is the device Gter11e7

Is the devxce reusable (not reprocessed smgle uqe)"
Are “cleaning” instructions included for the end user?

The purpose of this 510(K) is to introduce a new product to market. No novel features have
been introduced.

Biotene Dry Mouth Oral Rinse is an artificial saliva substitute which contain moisturizers,
humectants, a protein, and patented salivary enzymes that when combined have lubricating,
moisturizing, soothing, and refreshing properties to relieve and treat the symptoms of dry
mouth. It is intended as a mouth rinse to moisten, lubricate and cleanse the oral cavity.

Biotene Dry Mouth Oral Rinse is supplied OTC in various sizes of PET bottles (8 ounces, 16
ounces, 33.8 ounces) and in a multi-layer laminated foil pouch (15 ml). Directions for use
include the follow: use approximately one tablespoon. Swish thoroughly for 30 seconds and
spit out, do not swallow. Directed for use up to 5 times daily. Only indicated for use with
children under 12 years of age, if instructed by a physician.

The chemical composition Biotene Dry Mouth Oral Rinse is as follows:

2

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8%8
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Contact History

The reviewer contacted the submitter by telephone on August 18, 2010 to request that the
sponsor submit the chemical composition, and a revised 510(k) summary, In addition, the
reviewer notified the company that the Biotene PBF Mouthwash which makes claim for plaque
loosening is considered a drug, and therefore they must the PBF version from this submission.
The company submitted the requested information on September 21, 2010.

Deficiencies
No deficiencies have been identified.

Labeling

The labeling of Biotene Dry Mouth Oral Rinse has been provided which includes instructions
for use. Biotene Dry Mouth Oral Rinse will only be sold OTC. No unsubstantiated claims are

purported.
Sterilization/Shelf Life/Reuse:

Biotene Dry Mouth Oral Rinse will be provided non-sterile and is not intended to be sterilized
before use. Shelf-life was established at 36 months. '

Biocompatibility

The formulation of Biotene Dry Mouth Oral Rinse includes no new components. This basic
formulation is known to be biocompatible for this intended use. Biocompatibility data was
conducted with reference to ISO 10993-1, part 1. Based on the data submitted, there were no
significant changes to the mucous membranes. This product has been demonstrated to be in

compliance with ISO 10993-1, part 1.
Software
Biotene Dry Mouth Oral Rinse contains no software.

Electromagnetic Compatibility and Electrical, Mechanical and Thermal Safety

Biotene Dry Mouth Oral Rinse is not a mechanical or electrical device. Therefore, mechanical

3

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81‘1%>
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safety, electrical safety, EMC, and thermal safety‘are not applicable.

Performance Testing - Bench

Engineering performance test results were not provided for Biotene Dry Mouth Oral Rinse,

Performance Testing - Animal

Animal test results were not provided for Biotene Dry Mouth Oral Rinse.

Performance Testing - Clinical

Human test results were not provided for Biotene Dry Mouth Oral Rinse.

4

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

Yes No
1. Same Indication Statement? X ; IfYES=GoTo3
2 Do Differences Alter The Effect Or Raise New i . If YES = Stop NSE
Issues of Safety Or Effectiveness? ;
3 Same Technological Characteristics? ‘ X * If YES = Go To. 5
4. Could The New Chafécteristics Affect Safety : - { IfYES=GoTob6
Or Effectiveness?
5. Descrlptlve Charactenshcs Precxse Enough? B a “ X | % IfNO Go To 8
| . IfYBS=StopSE
| 6. New Types:, of Safety C-jr-ﬁ-fféc‘t-ivueness | o . If YES = Stop NSE
Questlons'? : i :
7 Accepted Scientific Methods Exist? s ” IfNO = Stop NSE |
8 Perfmmance Data Available? E ” If NO = Request Dafa
9. Data Demonstrate Equivalence? - | Final Decision: SE
Recommendation

Regulation Number: N/A
Regulation Name:  Artificial Saliva
Regulatory Class: Unclassified

Product Code: ' '
W QM C%/)( /
Myra E. Brownd/M.S ologlst

Reviewer Date

%AVW ~ | 61115@/10

M. Susan Runner, DDS
Branch Chief Date

O™ 4f21)e

6 VS

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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" Food and Drug Adminisiration
Office of Device Evaluation &
Office of In Vilro Diagnostics

COVER SHEET MEMORANDUM

From:  Reviewer Name - ML’ '—/é -

Subject:  510(k) Number Z(/()I_ﬂ/?ﬂ’

To: The Record
Please lisl CTS decision code Jr’#

r Refused fo accept (Note: this is considered the first review cycle, See Screenimg Checklist

http:fferoom.fda. gov/eRoomReq/FHestDRH3/CDRHPremarkelNohfica ticnH10kProgram/0 o683 1/Screening %2 0Checklisi®% 207%
02%2007 dog ) :

Hold (Additional Information or lephone
0 Final Decision (SE, SE with imlalms NSE, Wlthdrawn efe.).

E’Ieaqe complete the following for a final clearance decision {i.e., SE, SE with Limita ations, ete ),

Indications for Use Page ‘ J 3 Attach IFU
510(k) Summary /510( ) St atemen[ ' - Attach Summary
T ruthful and Accurate Qtatement . Must be presant for a Final Decision

Is the devuco Class III’P

If ves, does firm rnciude Class |} Summanﬂ Must be present for a Final Decision

Does firm reference standardsﬂ
(If yes, please attach form from http:/fwww.fda.gpw’onaoom/morechoices/fdaforms/FDA-—
3654.pdf)

Is this & combination product?

(Please specify category _ | see
hitp:/eroom.fda, qov/eRoemReq.’F! es!CDRHBICDRHPremarketNotlfcatlon51 CkProgram/0 4136/C0
MBI NATION%20F'RDDUCT%20ALGORITHM%20(REVISED%203 12 03).DOC

Is this a reprocessed single Use device? I
(Guidance for Industry and FDA Staff — MDUFEMA - Validation Data in 510(k)s for

... Reprocessed Single-Use Medical Devices, http:/fwww.fda, qov/cdrh!ode/quldanceﬁ216 htrl) f

Is this device intended for ped|atr|c use only? :

A w 1

Is this a p‘l.’éSCl'lptlon dewce‘? {If both pree-c:r_lptlon & OTC check both boxes ) ;
Dld the application inciude a completed FORM FDA 3674, Certlflcanon with Requwements of 1

s clinical data necessary to support the review of this 510(k}? _
Did the application include a completed FORM FDA 3674, Certification with Requirements.of :
Clinical Trials: gov Data Bank? ‘ ; i

(If not, then applicant must be contacted to obtaln cornpleted form.} C i

] i

Does this device include an Animal Tissue Source'?

e o e L - —

Al Pediatric Patients age<=21 o o

Neonate/Newborn (Birth to 28 days)

Infant (29 days <2 years old)
Chlld (2 years -< 12 years old)

Adoiesoent (12 years ;-: 18 years old)

o

PR VU

-Transmonal Adolescent A (18 <21 years old) Speclal conSIderatlons are being given to- this
group, different from adults age = 21 (different device desugn or testlng, different pmtocol
- procedures, ete,)

.

Rev. WQ(@Jestions? Contact FDA/C'DR-H/O,CE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8\1%
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Transilional Adoiescent B (18 -<= 21; No special considerations compared to adulls => 21 years
old) ' :

Nanotechnology'

Is this dewvice subjecl lo the Tracking Regulalion? (Medma Device Tracking Contact OC.
Guidance; htlodwww fda. qov/cdrh/comqumdamceH69 html}

Regulatson Number Class® Product-Code

("Il unclassified, see 510(k} Staff)
Additional Product Cades: -

Revgem(ﬂ Ay leve 4 ?/1@

Eranch (fhlef) -+ {Branch Code) (Déte}

Final Review:

(Division Director) {Dala)

IS

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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51001 “SUBSTANTIAL EQUIVALENCE?

DECISION-MAICING PROCESS

New Device is Campared (o
Markeled Device *

Desenprive Information Does New Device Have Same NG Do the Diffscences Aller the Intended

Not Substaniially

about New ar Markeled Indication Slatement? —¥  Therapeutic/Diagnostic/ete. Bffect YES  Eguivalent Deermination
Device Requesied as Needed " {m Deciding, May Consider Impact an
: | YES Salely and Effectiveness)i®s
Mew Device Has Same Inended NO

Use'and May be “Substantially Equivalent” <

©
Z 6
Does New Device Have Same

Could the New

Technological Characleristics, NO
eg Desipn, Malerials, etc? 77— Claraceristics

- -, YES Affect Safety or
@ l ‘ Effectiveness?

CNO Are the Deseriplive MO

Characteristics Precise Encugh
to Ensure Equivalence?

NO
Are Performance Data
Available to Asses Couivalence?HE YES
YES
A 4
Performance
- Data Required

ONE
¥ -

> Performance Data Demonstrate

@

Y .
o
New Device Has C
Mew lotended Use

()

Do the New Characleristics
—# Raise New Types of Safety YES o)
or Effeclivenzss Questians?**

A

NG

O

Do Accepted Scientific
Methads Exist for

Assessing Effects of  NO
the Mew Characteristics?

lYES

Are Perfermance Data Available NO
To Assess Effects of New
Characteristicg?***

YES

Performance Data Demonstrate

Equivalence? ) I < Equivalence?  s———
YES ’ YES. NO .
NO
“Substantially Equivalent”
To Betermination _ To
W 510(k} Submissions compare new devices to marketed devices. FDA requesr.s additional information if the rc[atlonshlp bctwccn

‘marketed and “predicate” (prc—Amcndmcnts or reclassified post- Amcndmi:nts) devices i is unclear.
@ This decision is normally based on descriptive information alone, but limited testing information is sometimes required.
@ Datamaybe in the S10(kY, other 510(k)s, the Center’s c!asmﬁcatlon fifes, or the fiteratore, ’ H

Questlons’7 Contact FDA/CDRH/OCE/DID at CDRH- FOISTATUS@fda hhs.gov or 301 796-8118
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Qa“ter for O

CDRH

;?/‘96 H Eg\ﬁo

R
o
W

q;

To: The Record
From: Biologist, DEDB, DAGID, ODE, CDRH
Subject: K101477

Date: August 18, 2010

Background

GlaxoSmithKline Consumer Health Care submitted a 510(k) for
Biotene Dry Mouthwash and Biotene PBF Dry Mouthwash. [ spoke to
Wendy McManus to request the following additional information:

1. Revise the 510(k) summary as per CFR807.92

2. Submit the complete chemical composition for both .
mouthwashes;

3. Indicate if any standards were used for establishing
biocompatibility;

4. Indicate the differences between the 2 mouthwashes; and

5. Submit a chart comparing these mouthwashes to the predicate
device, the Laclede product.

I informed Ms. McManus that this document will be placed on
telephone hold until the additional information is submitted

Recommendation

Place on telephone hold | W
Yeg [P0

Myra E. Browne

\&1 \&\o
Questions? Contact FDA/CDRH/OCE/DID at CDRH- FOISTATUS@fda hhs.gov or 301-Y96-8118 2O
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510(k) “SUBSTANTIAL EQUIVALENCE”

DECISION-MAKING PROCESS

Mew Device is Compared to

Marketed Device *

Descriptive Information Doc New Device Have Same
about New or Marketed Indication Statementr—————» Therapeutic/Diagnostic/ete. Effect
Device Requested as Needed -

| ®

NO

T@

marketed and “predicate™
W

Sod

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81

. “Substantially Equivalent”
Determination

510(k) Submissions compare new devices to marketed devices,
(pre-Amendments or reclassified post-Amendments) devices is unclear.

NO Do the Differences Alter the Intended Not SuEstanliaI]y
YES  Eguivalent Determination
(ir Deciding, May Consider fmpact 68— ] ' :
l YES Safety and Effectiveness)?** .
New Device|Has Same Intended NO
Use and May b¢ “Substantially Equivalent” ‘ :
: New Device Has O
@ @ New Intended Use
Does New Dbvice Have Samv:' ’ o -
Technologicgl Characteristics, NQ Could the New .
&.g. Design, Materials, ete.? " Characteristics Do the New Characteristics
YES Affect Safety or —— Raise New Types of Safety YES »O
@ l Effectivencss? or Effecliveness Questions?**
: F 3
NO Arejthe Descriptive NO
Charactefistics Precise Enough NO
te Enspre Equivalence? @
NO -
Are Performance Data Do Accepted Scientific
Available 0 Asses Equivalejoe?* YES Methods Exist for
r Assessing Effects of WO
the New Characteristics?
YES
YES
\ 4 )
Performance Are Performance Data Available  NOQ
- Data Required To Assess Effects of New
Characteristics7***
YES
] Y : :
% Performance Data Demonstrate Performance Data Demonstrate
Equivalence? —— () . O < Equivalence? — g——- |
YES YES ‘ NO

To .a

FDA réquests additional information if the relationship between

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

Data maybe in the 510(k), other SIO(k)s. the Center’s clessification files, or the literature.

q
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September 17,2010

U.S. Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center — WO66-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Re:
Trade Name:
Common Name:

510(k) Notification K101477
Bioténe Dry Mouth Oral Rinse
Saliva, Artificial

Dear Myra Browne,

Kiv1471foo]

GlaxoSmithKline

GlaxoSmithKline
1500 Littleton Road
Parsippany, NJ
07054-3884

Tel. 973 889 2100
Fax 973 889 2390
www.gsk.com

FDA CDRH DMC
SEP 20 2010

Received

Attached are the requested final revisions for Bioténe Dry Mouth Oral Rinse K101477:

Section 4 Indications for Use Statement
Section 5 510K Summary

Please do not hesitate to contact the undersigned by telephone at 973-889-4415 or by fax at 973-
889-2501 if you have any questions or need additional information.

Sincerely,

y/S—

Wendy A. McManus

Regulatory Associate, US Regulatory Affairs
GlaxoSmithKline Consumer Healthcare
1500 Littleton Road

Parsippany, NJ 07054-3884

(973) 889-4415

1\1/8

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

GlaxoSmithKline
1500 Littleton Road
Parsippany, NJ
07054-3884

Tel. 973 889 2100
Fax 973 889 2390
www.gsk.com

September 17, 2010

U.S. Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center — WO66-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Re: 510(k) Notification K101477
Trade Name: Bioténe Dry Mouth Oral Rinse
Common Name: Saliva, Artificial

Dear Myra Browne,

Attached are the requested final revisions for Bioténe Dry Mouth Oral Rinse K101477:

Section 4 Indications for Use Statement
Section 5 510K Summary

Please do not hesitate to contact the undersigned by telephone at 973-889-4415 or by fax at 973-
889-2501 if you have any questions or need additional information.

Sincerely,

Y/ —

Wendy A. McManus

Regulatory Associate, US Regulatory Affairs
GlaxoSmithKline Consumer Healthcare
1500 Littleton Road

Parsippany, NJ 07054-3884

(973) 889-4415

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

510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

SECTION 4: INDICATIONS FOR USE STATEMENT

510(k) Number (if known): N/A
Device Name: Bioténe Dry Mouth Oral Rinse
Indications for Use:

Relieves the symptoms of dry mouth; refreshes, moisturizes, cleans, soothes oral
irritation, and lubricates oral dryness.

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

Concurrence of CDRH, Officers of Device Evaluation (ODE)

Prescription Use OR Over-The-Counter Use

(Per 21 CFR 801.109)

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



Records processed under FOIA Request 2011-8297; Released 11/27/12

Bioténe Dry Mouth Oral Rinse
510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

SECTION 5: 510(K) SUMMARY

1. SUBMITTER INFORMATION

Name: GlaxoSmithKline Consumer Healthcare
Address: 1500 Littleton Road
Parsippany, NJ 07054-3884
Contact Person: Wendy A. McManus
Telephone/Fax: 973-889-4415

973-889-2501 (fax)

Date Summary Prepared: May 25, 2010

2. DEVICE NAME

Device Name: Bioténe Dry Mouth Oral Rinse

Trade or Proprietary Name: Bioténe Dry Mouth Oral Rinse
Common or Usual Name: Saliva, Artificial

Classification Name (if known): Saliva, Artificial

3. IDENTIFICATION OF EQUIVALENCE

Laclede, Inc. Oral Balance Gel cleared in K061331
Laclede, Inc. Oral Balance Liquid cleared in K061331

4. DEVICE DESCRIPTION

Bioténe Dry Mouth Oral Rinse is a specially formulated artificial saliva substitute which
contain moisturizers, humectants, a protein, and patented salivary enzymes,

that collectively have lubricating, moisturizing, soothing, and refreshing properties to
relieve & treat the symptoms of Dry Mouth. The liquid products are supplied in PET

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Bioténe Dry Mouth Oral Rinse
510K Notification GlaxoSmithKline Consumer Healthcare, L.P.

bottles of various sizes, including an 8 oz., 16 oz., and 33.8 oz., and also 15 ml. multi-
layer laminated foil pouches.

S. STATEMENT OF INTENDED USE

Relieves and treats the symptoms of dry mouth; refreshes mouth odors, cleans, soothes
oral irritations, moisturizes, lubricates, and diminishes dry discomfort.

The Indication for Use: Relieves the symptoms of dry mouth; refreshes, moisturizes,
cleans, soothes oral irritations, and lubricates oral dryness.

6. SUMMARY OF THE TECHNOLOGICAL CHARACTERISTICS

7. Discussion and conclusions from the nonclinical and clinical tests

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





