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Section 8B – Instructions for Use 

 

Bio-X Healthcare 

Moisturizing Gel 
• Immediate, long-lasting relief of dry mouth, especially at night.  
• Forms a viscous barrier over dry oral surfaces.  
• Slow-release of moisture to mucosal cells.  
• Reduces trans-epidermal water loss.  
• Improves mouth function and denture retention.  
• Provokes the mouth’s natural healing processes  
• Promotes a healthy, comfortable mouth.  

Gel Mouth Spray  
• Instantly relieves dry mouth.  
• Minerals help improve the mouth’s moisture  
• Non-drying formula coats mouth surfaces, lips and throat.  
• Natural salivary components help promote better oral health.  
• Convenient and easy to use during the day.  

Sugar-free Chewing Gum 
• Formulated to care for the dry mouth  
• Stimulates and promotes the natural saliva issuing  
• Pleasant to chew: gentle composition and light taste  
• Helps to reduce plaque  
• Promotes a fresh breath  

Sucking Tablets  
• Stimulate natural saliva  
• Immediate refreshing, cooling sensation  
• Mild lemon-mint flavour  
• Help ease the discomfort of Dry Mouth  
• 100% sweetened with Xylitol  
• Contain oral enzymes  
• Help guard against dental plaque  

How to use 
Three simple steps to a more comfortable mouth:  

• Step 1 
Cleansing: At least twice daily brush with BioXtra® Mild Toothpaste  

• Step 2 
Rinsing: Rinse with BioXtra® Alcohol-free Mouthrinse after brushing and, as desired, during the day for 
extra freshness.  

• Step 3 
Moisturizing: Apply BioXtra® Moisturizing Gel to gums or under dentures, for long lasting lubrication and 
comfort, especially at night. For convenience and moisture during the day, spray BioXtra® Gel Mouth 
Spray directly into the mouth as often as required. BioXtra® Sugar-free Chewing Gum and BioXtra® 
Sucking Tablet with Xylitol effectively relieves oral dryness by temporarily stimulating the flow of natural 
saliva.  

Used daily, the advanced formulation in BioXtra® products gently eases the sensations of dry mouth, helps reduce 
unwanted bacteria and leaves your mouth feeling fresh and comfortable, day and night.  
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Section 8B – Instructions for Use 

 

Biotene Oral Balance 
 
Apply Oral Balance Mouth Moisturizing Gel as often as needed for relief, especially at night or as 
directed by your dentist or physician.  Place approximately a half inch length onto tongue and spread 
thoroughly.  Effectively helps denture wearers and mouth breathers. 

Note:  Should be used after rinsing mouth.  If condition persists, consult a physician. 

Soothes and Protects Oral Tissues.  Contains Bio-Active Enzymes: to inhibit harmful 
odor-causing bacteria and maintain a healthy, balanced oral environment. 

• Sugar-Free 
• Light Pleasant Taste 
• Long-Lasting Relief 
• Helps With Swallowing 

Beneficial to individuals experiencing Dry Mouth caused by: 

• Medications  
• Sjogren's Syndrome  
• Drug/Radiation Therapies  
• Diabetes  
• Stress & depression 

Oralbalance® long lasting lubricant relieves, soothes and protects dry mouth tissues against dry 
discomfort, minor irritations, and burning sensations.  Contains Bio-Active Enzymes: to inhibit harmful 
odor-causing bacteria and maintain a healthy, balanced oral environment.  

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Page 8B.3 of 8B.5 

Records processed under FOIA Request # 2013-6703; Released by CDRH on 8/27/15

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



Section 8B – Instructions for Use 

(Prescription) 

GC Oral Moisturizing Gel 

 

GC Oral Moisturizing Gel is designed to provide comfort for person suffering from dry mouth. It is 

recommended to be used for people who may experience difficulties in eating, speaking or are 

suffering from discomfort due to dry mouth. GC Oral Moisturizing Gel is sugar free and alcohol 

free. 

 

RECOMMENDED INDICATIONS 

1. To provide comfort and relief for dry mouth conditions. 

2. To provide a protective coating for teeth and oral tissue. 

3. To help control bad breath. 

 

CONTRAINDICATIONS 

1. GC Oral Moisturizing Gel contains ethyl p-hydroxybenzoate. Do not use on people who have a 

hydroxybenzoates allergy. 

2. In rare cases, the product may cause sensitivity in some people. If any such reactions are 

experienced, discontinue the use of the product and refer to a physician. 

 

DIRECTIONS FOR USE 

1. Use GC Oral Moisturizing Gel as often as required when the mouth feels dry. This can be 

anytime during the day or at night time. 

2. Extrude a sufficient amount of gel from the tube on the finger or use a cotton swab to take the 

gel from the tube. Apply the gel to tongue, oral mucosa and or teeth. 

FLAVOUR 

Fruit Salad (F), Raspberry (R), Orange (O), Lemon (L), Mint (M). F, R, O, L and M in parentheses 

are abbreviations for each flavour. 

These abbreviations are marked on the tubes after lot numbers to show the flavour of the contents. 

For example, 060815F ………….. Fruit Salad 
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Section 8B – Instructions for Use 

(Over-the-counter) 

 
GC Oral Moisturizing Gel helps provide comfort for people suffering from dry mouth. GC Oral 
Moisturizing Gel is sugar free. 
 
RECOMMENDED INDICATIONS 
1. To provide comfort and relief for dry mouth symptoms. 
2. To provide a protective coating inside mouth. 
3. To help control bad breath. 
 
DIRECTIONS 
EASY APPLICATION! 
1. Squeeze a small amount onto clean finger and apply onto tongue. 
2. Use tongue to spread around entire area of mouth and/or teeth. 
3. Use GC Oral Moisturizing Gel as often as required when the mouth feels dry. This can be used 

anytime during the day or especially at night. 

 

 

 

 

 

 

 
Cautions 

• Do not use GC Oral Moisturizing Gel if you have a hydroxybenzoates allergy. GC Oral 
Moisturizing Gel contains ethyl p-hydroxybenzoate. 

• In rare cases, the product may cause sensitivity in some people. If any such reactions are 
experienced, discontinue the use of the product and refer to a physician. 
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Section 3 -  510(k) Cover Letter 

 

 

 

 

May 7, 2010 

 
Food and Drug Administration  
Center for Devices and Radiological Health  
Document Mail Center, HFZ-401  
9200 Corporate Boulevard  
Rockville, MD 20850  
 
Re: 510(k) Notification: GC Oral Moisturizing Gel 
 
Dear Sir/Madam:  
 
GC America Inc. hereby submits this traditional 510(k) pre-market notification for certain 
device claims for the GC Oral Moisturizing Gel, artificial saliva agent. The basis for the 
submission of this traditional 510(k) is that the GC Oral Moisturizing Gel is a new device.  
 
This submission is also being submitted as an electronic copy and we attest to the fact that the 
electronic copy is an exact duplicate of the paper submission. 
 
Relevant information related to the device and the medical claims for which clearance is 
sought is: 

  
Proprietary name: GC Oral Moisturizing Gel 

Common name: Artificial saliva agent 

Classification name and class: Saliva, Artificial, Class U 

Product code: LFD 

Regulation: Unclassified 

 
Substantial equivalence for the medical device is based on comparison to the following 
devices:  

 

Product  Applicant  510(k) No.  

BioXtra Moisturizing Gel Bio-X Healthcare S.A. K072306 

Oral Balance Liquid/Gel  Laclede, Inc. K061331 
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GC Oral Moisturizing Gel contains polyglycerol (diglycerol) which, with other ingredients in 
the product, temporarily substitute the feel of natural saliva to moisturize, lubricate, and 
refresh the mouth. GC Oral Moisturizing Gel comes in five flavors: fruit salad, lemon, mint, 
orange and raspberry. GC Oral Moisturizing Gel is sugar free and alcohol free. 
 

The relevant parties are: 

 
510(k) Sponsor / Applicant  GC America, Inc.  

3737 W. 127th Street, Alsip, IL 60803  
800.323.3386 x4042  
708.897.4042  
708.897.4031 (fax)  
Established registration No. 1410097 

Device Manufacturer  GC CORPORATION  
76－1 HASUNUMA－CHO, ITABASHI－KU 
TOKYO 174－8585  
JAPAN  
Established registration No.96123000 
 

 
The device will be manufactured by GC Corporation, and the Applicant will serve as the 
domestic distributor of the device.  
 
Contact person:  Mark Heiss 
 
Sincerely, 
 
GC AMERICA INC. 
 
 
 
Mark Heiss, D.D.S. 
Director- New Business Development, Academic and Regulatory Affairs 
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Section 5 - Indications for Use Statement  

 

 

Indications for Use 

510(k) Number (if known): ___________ 

Device Name: GC Oral Moisturizing Gel 

Indications for Use: 

RX: 

 GC Oral Moisturizing Gel is designed to provide comfort for individuals suffering 

from dry mouth. It is recommended to be used for people who may experience 

difficulties in eating, speaking or are suffering from discomfort due to dry mouth. 

 

OTC: 

  GC Oral Moisturizing Gel is indicated for the relief of dry mouth symptoms, to 

provide a protective coating inside the mouth, and help to control bad breath. 

  

  

   

Prescription Use ___X____ 

(Part 21 CFR 801 Subpart D)  
AND/OR 

Over-The-Counter Use __X___ 

(21 CFR 801 Subpart C)             

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

OF NEEDED) 

 

Concurrence of CDRH, Office of Device Evaluation (ODE) 

Page 5.1 of 5.1 
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Section 6 - 510(k) Summary 

Submitter Information: 
 GC AMERICA INC. 
 3737 W. 127th Street 
 Alsip, IL  60803 
 
 Contact Person: Mark Heiss, D.D.S. 
 Phone: (708) 897-4042 
 Fax: (708) 897-4031 
 
 Date Prepared: May 7, 2010 
 
Device Name: 
 Proprietary Name: GC Oral Moisturizing Gel 
 Classification Name: Saliva, Artificial 
 Device Classification: Unclassified 
 Produce Code: LFD 
 
Predicate Devices: 
 

Company  Device K Number 

BioXtra Moisturizing Gel Bio-X Healthcare S.A. K072306 

Oral Balance Liquid/Gel  Lacled, inc. K061331 
 
Description of Device: 
GC Oral Moisturizing Gel contains polyglycerol (diglycerol) which, with other ingredients in 
the product, temporarily substitute the feel of natural saliva to moisturize, lubricate, and 
refresh the mouth. GC Oral Moisturizing Gel comes in five flavors: fruit salad, lemon, mint, 
orange and raspberry. GC Oral Moisturizing Gel is sugar free and alcohol free. 

 
Indications for use: 
GC Oral Moisturizing Gel is designed to provide comfort for individuals suffering from dry 
mouth. It is recommended to be used for people who may experience difficulties in eating, 
speaking or are suffering from discomfort due to dry mouth. 
 
Description of Safety and Substantial Equivalence: 
The applicant device is substantially equivalent to the predicate devices in its intended use. 
Both devices are artificial saliva agent designed for relief from dry mouth symptoms. 
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Section 7 - Truthful and Accuracy Statement  
 
 
 

    PREMARKET NOTIFICATION 
 

TRUTHFUL AND ACCURATE STATEMENT 
 

(As required by 21 CFR 807.87(j)) 
 
 

 
I certify that, in my capacity as the Director - New Business Development, Academic and 
Regulatory Affairs of GC America Inc., 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. 
 
 
 
 
 
  
   
 Mark Heiss, D.D.S. 
 GC America, Inc.  
 Director-New Business Development, Academic 

and Regulatory Affairs  
 
 
  
   
 Date 
 
 
 
   

 Premarket Notification 510(k) Number 
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Section 8 – Labeling 
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Section 8 - Labeling 
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Section 9 - Specifications and Substantial Equivalence Comparison 

 

Specifications and Substantial Equivalence Comparison  
 
1. Device description and Intended Use  
 
GC Oral Moisturizing Gel is designed to provide comfort for people suffering from dry 
mouth. It is recommended to be used for people who may experience difficulties in eating, 
speaking or are suffering from discomfort due to dry mouth. 
   
The applicant device, GC Oral Moisturizing Gel, is substantially equivalent to BioXtra 
Moisturizing Gel and Oral Balance Liquid/Gel in its intended use. Both devices are artificial 
saliva agent designed for relief from dry mouth symptoms. 
 
2. Components and Mode of Action  

 
GC Oral Moisturizing Gel contains polyglycerol (diglycerol) which, with other ingredients in 
the product, temporarily substitute the feel of natural saliva to moisturize, lubricate, and 
refresh the mouth.  
 
This mode of action of the applicant devices is substantially equivalent to that of the 
predicate devices, BioXtra Moisturizing Gel and Oral Balance Liquid/Gel.  
  
All of the chemical components that constitute GC Oral Moisturizing Gel are: 
 

Chemical Formulation  
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 3. Performance  

2) Shelf Life Evaluation and Storage Conditions: 

 Shelf Life 3 years 

 Store in a cool dry low humidity area away from direct sunlight (8-25°C) 

(46.4-77.0°F).  
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Section 10 - Biological Compatibility Testing 

 

Biological Compatibility Testing 
  
All of the chemical components that constitute GC Oral Moisturizing Gel are previously used 
in the predicate devices which are legally market ed for the same indications and the same 
type of tissue contact. We believe that this fact well supports the compatibility of GC Oral 
Moisturizing Gel, and the safety of the applicant device is substantially equivalent to the 
predicate devices.  
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