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Re: 510(k) notification K123427  
Additional Information Response 
Nirvana D Personal Lubricant 
Submitted in Duplicate 
 

 
THIS SUBMISSION CONTAINS CONFIDENTIAL COMMERCIAL 

 INFORMATION AS DEFINED IN 21 CFR§20.61 WHICH IS TO BE HELD  
CONFIDENTIAL PURSUANT TO 21 CFR §201.619(c) AND §807.95 

 
 

 

(Continue…) 

(b)(4) Trade Secret Process - Product Specs



Center for Devices & Radiological Health  May 28, 2013 
Attn: Haijing Hu                   Page 2 of 65 

510(k) # K123427 

 

Device Specifications 

 
Shelf life 

(Continue…) 

(b)(4) Trade Secret Process - Product Specs

(b)(4) Trade Secret Process - Product Specs

(b)(4) Trade Secret Process - Product Specs



Center for Devices & Radiological Health  May 28, 2013 
Attn: Haijing Hu                   Page 3 of 65 

510(k) # K123427 

 
 

(Continue…) 

(b)(4) Trade Secret Process - Product Specs



Center for Devices & Radiological Health  May 28, 2013 
Attn: Haijing Hu                   Page 4 of 65 

510(k) # K123427 

 
 

 
Clinical Evaluation 
 

Labeling 
 

(Continue…) 

(b)(4) Trade Secret Process - Product Specs

(b)(4) Trade Secret Process - Product Specs

(b)(4) Trade Secret Process - Product Specs



Center for Devices & Radiological Health  May 28, 2013 
Attn: Haijing Hu                   Page 5 of 65 

510(k) # K123427 

 
 

   

(Continue…) 

(b)(4) Trade Secret Process - Product Specs



Center for Devices & Radiological Health  May 28, 2013 
Attn: Haijing Hu                   Page 6 of 65 

510(k) # K123427 

 
 

 

(b)(4) Trade Secret Process - Product Specs



(b)(4) Trade Secret Process - Testing



(b)(4) Trade Secret Process - Testing



(b)(4) Trade Secret Process - Testing



(b)(4) Trade Secret Process - Testing



(b)(4) Trade Secret Process - Testing



(b)(4) Trade Secret Process - Testing



(b)(4) Trade Secret Process - Testing



(b)(4) Trade Secret Process - Testing



(b)(4) Trade Secret Process - Testing



(b)(4) Trade Secret Process - Testing



(b)(4) Trade Secret Process - Testing



(b)(4) Trade Secret Process - Testing











(b)(4) Trade Secret Process - Testing



(b)(4) Trade Secret Process - Testing



(b)(4) Trade Secret Process - Testing



(b)(4) Trade Secret Process - Testing



(b)(4) Trade Secret Process - Testing



(b)(4) Trade Secret Process - Testing



(b)(4) Trade Secret Process - Testing



(b)(4) Trade Secret Process - Testing



(b)(4) Trade Secret Process - Testing



(b)(4) Trade Secret Process - Testing



(b)(4) Trade Secret Process - Testing



(b)(4) Trade Secret Process - Testing



(b)(4) Trade Secret Process - Testing



(b)(4) Trade Secret Process - Testing



(b)(4) Trade Secret Process - Testing



(b)(4) Trade Secret Process - Testing



(b)(4) Trade Secret Process - Testing



(b)(4) Trade Secret Process 



(b)(4) Trade Secret Process 



(b)(4) Trade Secret Process 



(b)(4) Trade Secret Process 





(b)(4) Trade Secret Process - Testing















(b)(4) Trade Secret Process - Testing



(b)(4) Trade Secret Process - Testing



510(k) Notification  Confidential  

Church & Dwight Co., Inc.   February 5, 2013 

Nirvana D Personal Lubricant  Page 14 of 320 (revised) 

IX. Draft Labeling 
 

1. Directions for Use 

The Directions for Use (DFU) are printed on the outer carton and bottle in accordance 

with the applicable requirements of 21 C.F.R. parts 801 and 820.  The draft DFU for the Nirvana 

D Personal Lubricant are provided below as part of Package Labeling. The DFUs for the 

predicate device and the K-Y® Brand Intrigue™ Intense Warming Sensation labeling is 

presented in Exhibit C. 

2. Package Labeling 

The package labeling for Nirvana D Personal Lubricant was designed in accordance with 

the applicable requirements of 21 C.F.R. parts 801 and 820.  Draft labeling for both the Nirvana 

D Personal Lubricant bottle label and the carton label are provided below. 

 

a) Primary Packaging — BOTTLE 

Bottle Front Face Panel: 

TROJAN™ 

LUBRICANTS 

Nirvana D 

Personal Lubricant 
 

3.0 FL OZ 

Bottle Back Panel: 

DIRECTIONS: Apply to intimate areas (penis/vagina) to lubricate & moisturize during 

intercourse.  Compatible with natural rubber latex & polyisoprene condoms.  Not compatible 

with polyurethane or other condoms. 
  
WARNINGS: May cause burning or irritation.  If irritation occurs, immediately rinse with water 

& discontinue use.  If irritation persists, consult a physician.  In case of eye contact, flush with 

water.  This product is not a spermicide or a contraceptive.  KEEP OUT OF REACH OF 

CHILDREN. 
  
CAUTION: Extremely slippery – clean spill immediately. 
  
INGREDIENTS: Dimethicone, Dimethiconol, Hexyl Nicotinate, Vanillyl Butyl Ether. 
  
Bottle Side Panel: 

 

Avoid exposure to direct sunlight or storage for prolonged periods above 100˚F. 
  
Manufactured For: Church & Dwight Co., Inc.  Ewing, NJ 08628 

  

Bottle Bottom Panel: 

Date/Lot code information is applied during manufacturing. 
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b) Outer Packaging — CARTON 

Carton Front Face Panel – Principal Display Panel: 

TROJAN™ 

LUBRICANTS 

Nirvana D 

3.0 FL OZ 

Carton Back Panel: 

TROJAN™ 
 

LUBRICANTS 
 

Nirvana D 

 

INDICATION FOR USE: Nirvana D is a personal lubricant for penile and/or vaginal 

application, intended to lubricate and moisturize, to enhance the ease and comfort of intimate 

sexual activity and supplement the body’s natural lubrication.  This product is compatible 

with natural rubber latex and polyisoprene condoms.  Not compatible with polyurethane or 

other condoms. 

 

DIRECTIONS: Apply to intimate areas and reapply as desired.  When ready for intercourse, 

reapply as desired.  You may experience sensations such as warming, heat, cooling and/or 

tingling.  Close cap lid immediately after use.  Do not use if quality seal under cap is broken 

or missing.  To avoid leaks, tightly twist cap onto bottle once quality seal is removed. 

 

WARNINGS: May cause burning or irritation.  If irritation occurs, immediately rinse with 

water and discontinue use. If irritation persists, consult a physician.  In case of eye contact, 

flush with water.  This product is not a spermicide or a contraceptive.  Keep out of reach of 

children.   

 

CAUTION: May cause burning and irritation. Extremely slippery – clean spill immediately. 

 

     Avoid exposure to direct sunlight or storage for prolonged periods above 100˚F. 

INGREDIENTS: Dimethicone, Dimethiconol, Hexyl Nicotinate, Vanillyl Butyl Ether 

Carton Bottom Panel: 

Manufactured for: Church & Dwight Co., Inc., 

Ewing, NJ 08628 

Exp. Date & Lot Code 
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II. 510(k) Summary 
 

Submitter Name:  Church & Dwight Co., Inc. 

 

Submitter Address: 469 North Harrison Street 

Princeton, NJ  08543 

Contact Person: Emily Perez 

Senior Regulatory Affairs Specialist 

Church & Dwight Co., Inc. 

469 North Harrison Street 

Princeton, NJ  08543 

Tel: (609) 806-1430 

Fax: (609) 403-7415 

Date Prepared: May 28, 2013 

Device Trade Name: Nirvana D Personal Lubricant (TBD) 

Device Common Name: Personal Lubricant 

Product Code: NUC – Condom (21 C.F.R. § 884.5300) 

Classification: Class II 

Predicate Device: K-Y® Brand Intrigue™ Intense Warming Sensation (K072360) 

Intended Use: Nirvana D is a personal lubricant for penile and/or vaginal 

application, intended to lubricate and moisturize, to enhance the 

ease and comfort of intimate sexual activity and supplement the 

body’s natural lubrication. This product is compatible with natural 

rubber latex and polyisoprene condoms. Not compatible with 

polyurethane or other condoms. 
 

Device Description: The Nirvana D Personal Lubricant is an anhydrous, non-sterile, 

clear silicone-based personal lubricant composed of dimethicone, 

dimethiconol, vanillyl butyl ether (“VBE”) and hexyl nicotinate.   

Nirvana D Personal Lubricant is compatible with natural rubber 

latex and polyisoprene condoms.  This product is not a spermicide 

or a contraceptive. The product is packaged in a polyethylene 

terephthalate (PET) bottle with a screw-on, flip top polypropylene 

(PP) closure constituting the device’s primary packaging. One 

bottle is packaged into a cardboard carton, which constitutes the 

device outer packaging.  
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Technological Characteristics:  

 

There is no difference in the fundamental technological characteristic of the Nirvana D 

Personal Lubricant and the predicate K-Y® Brand Intrigue™ Intense Warming Sensation 

Personal Lubricant.  Nirvana D Personal Lubricant is composed of dimethicone, 

dimethiconol, vanilly butyl ether, and hexyl nicotinate.  The proposed device is 

substantially equivalent to the predicate K-Y® Brand Intrigue™ Intense Warming 

Sensation Personal Lubricant cleared under 510(k) # K072360.  Three of the four 

ingredients, dimethicone, dimethiconol, and vanillyl butyl ether, in Nirvana D Personal 

Lubricant are identical to those in the predicate device.  The additional ingredient, hexyl 

nicotinate, does not raise new questions of safety or effectiveness.  

 

Biocompatibility: 

 

Biocompatibility testing was performed in accordance with ISO 10993, Biological 

Evaluation of Medical Devices, 2009. 

 

Testing Performed: 

 

Testing Performed Results 

Cytotoxicity Non-cytotoxic 

Rabbit Vaginal Irritation Non-irritating 

Rabbit Penile Irritation Non-irritating 

Acute Systemic Toxicity Non-systemically toxic 

Guinea Pig Maximization Non-sensitizing 

Primary Rabbit Skin Irritation Non-irritating 

 

 

Condom Compatibility: 

 

Condom Compatibility Testing was performed with Nirvana D Personal Lubricant and 

ASTM D7761-10 “Standard Testing Method for Determining Compatibility of Personal 

Lubricants with Natural Rubber Latex Condoms” which was modified to include pre-

lubricated and un-lubricated dry condoms.  Three marketed brands of pre-lubricated and 

un-lubricated dry natural rubber latex condoms and one brand of polyisoprene condoms 

were tested.  

 

Condom compatibility testing results demonstrate that Nirvana D Personal Lubricant is 

compatible with commercially available natural rubber latex condoms and polyisoprene 

condoms.  
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Shelf-life: 

  

 In order to establish the stability of the proposed device for its intended shelf-life, an

 accelerated aging stability test was conducted.  Evaluation of viscosity, odor, color and 

 appearance was conducted.  Microbial evaluation was conducted via USP  testing for 

 Total Microbial Count, Total Yeast and Mold count and Absence of Microbial 

 Pathogens. Satisfactory results were obtained for all parameters evaluated. 

 

Based on the results of the accelerated aging study and microbial testing, Nirvana D 

Personal Lubricant has a proposed shelf-life of two-years.   

 

A Real-Time aging study is being performed in order to verify results of the accelerated 

aging study.  

 

Substantially Equivalence: 

 

Based on non-clinical performance data, biocompatibility review and testing and safety 

data, the proposed device is substantially equivalent to K-Y® Brand Intrigue™ Intense 

Warming Sensation in technology, intended use, safety and effectiveness.  

 

 

Conclusion: 

 

The results from laboratory testing and non-clinical evaluation of human use testing show 

that the proposed device performs equivalently to the predicate device and is safe for use 

as a personal lubricant.   
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