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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. 

 

©GLAXOSMITHKLINE CONSUMER HEALTHCARE, L.P., 2010 
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SECTION 1:  MEDICAL DEVICE USER FEE COVER SHEET  
 
 
Form FDA 3601 – ATTACHED 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 
 

  
   
   

 

Doc ID   
 

 

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

0900233c8082c15e 3

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

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

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



SECTION 2:   CDRH PREMARKET REVIEW SUBMISSION COVER SHEET  
 
 
FORM FDA 3514 - ATTACHED 
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SECTION 3:  510(K) COVER LETTER   
 
 
ATTACHED 
 

 

 

  
   
   

 

Doc ID   
 

 

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

0900233c8082c0f7 11

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

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

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



Trade name:     Biotène Dry Mouth Mouthwash 
      Biotène 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, 

 
 
Wendy A. McManus  
Regulatory Associate, US Regulatory Affairs 
GlaxoSmithKline Consumer Healthcare 
1500 Littleton Road 
Parsippany, NJ 07054-3884 
(973) 889-4415 
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SECTION 4: INDICATIONS FOR USE STATEMENT 
 

510(k) Number (if known):  N/A 

Device Name:  Biotène 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) 
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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:      Biotène Dry Mouth Mouthwash & 
Biotène PBF Dry Mouth Mouthwash 

 
Trade or Proprietary Name:   Biotène Dry Mouth Mouthwash 

       (variant)   Biotène 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 K071617 
Parnell Pharmaceuticals, Inc.:  Mouthkote Oral Moisturizer cleared in K062653 
 
 
4. DEVICE DESCRIPTION 

Biotène 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 
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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. 
 
5. 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 

Biotène 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. 
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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. 
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SECTION 7:  CLASS III SUMMARY AND CERTIFICATION  
 
 
This section does not apply as this is not a Class III device. 
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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. 
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SECTION 9:  DECLARATIONS of CONFORMITY & SUMMARY REPORTS  
 
 
This section does not apply as the Biotène 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. 
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SECTION 10:  EXECUTIVE SUMMARY  
  
 
Concise Description of Device, Indications for Use & Technology: 
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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. 
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SECTION 11:  DEVICE DESCRIPTION  
 
 
Describe Performance Specifications: 

 
Brief Description of the Device Design Requirements:  
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Identify All Models/Variants and Components: 
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List of All Patient Contacting Components and Their Respective Materials: 
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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,  
model 50930 

Parnell  
Pharmaceuticals, Inc. K062653 

 
 
Demonstrate Substantial Equivalence via Indications for Use: 
 
Biotène Mouthwash and Biotène 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 Biotène 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 Biotène PBF Mouthwash variant and one of the predicates also 
include ingredients to loosen plaque biofilm. 
 
 
Bioxtra Moisturizing Gel Technology versus Biotène Mouthwashes 
 
Biotène 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 Biotène Mouthwashes 
 
Biotène 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 Biotène Mouthwashes 
 
Biotène 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: 

Biotène 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. 
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SECTION 13:  PROPOSED LABELING  
 
 
LABEL 13-1   Biotène Dry Mouth Mouthwash* - attached  

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

* approved final labels still in process 
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LABEL 13-1   Biotène Dry Mouth Mouthwash  
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LABEL 13-2   Biotène PBF Dry Mouth Mouthwash (Front) 
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LABEL 13-2   Biotène PBF Dry Mouth Mouthwash (Back) 
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SECTION 14:  STERILIZATION AND SHELF LIFE  
 
 
STERILIZATION  
 
Not applicable to this device application. 
 
 
SHELF LIFE  
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SECTION 15:  BIOCOMPATIBILITY  
 
 
Biocompatibility is essentially addressed in the Toxicology Statements provided in 
Section 21: Other. 
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SECTION 16:  SOFTWARE  
 
 
Not applicable to this device. 
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SECTION 17: ELECTROMAGNETIC COMPATIBILITY AND 
 ELECTRICAL SAFETY  

 
 
Not applicable to this device. 
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SECTION 18:  PERFORMANCE TESTING – BENCH  
 
 
Not Applicable - no bench testing was performed to support substantial equivalence. 
 

  

  
   
   

 

Doc ID   
 

 

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

0900233c8082c154 42

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

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



SECTION 19:  PERFORMANCE TESTING – ANIMAL  
 
 
Not Applicable - no animal testing was performed to support substantial equivalence. 
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SECTION 20:  PERFORMANCE TESTING – CLINICAL  
 
 
Not Applicable - no clinical testing was performed to support substantial equivalence. 
 

 

  
   
   

 

Doc ID   
 

 

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

0900233c8083f476 44

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

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



SECTION 21:  OTHER  
 
 
Stability Tests: 

 
Safety Tests: 

 
Efficacy Tests: 
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SECTION 4:   INDICATIONS FOR USE STATEMENT 
 
 
510(k) Number (if known):  N/A 

Device Name:  Biotène 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) 
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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:      Biotène Dry Mouth Oral Rinse 
       
Trade or Proprietary Name:   Biotène 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 
 
Biotène 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  
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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. 
 

5. 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 
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