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 DEPARTMENT OF HEALTH AND HUMAN SERVICES
 FOOD AND DRUG ADMINISTRATION
 MEDICAL DEVICE USER FEE COVER SHEET

   PAYMENT IDENTIFICATION NUMBER:    

  Write the Payment Identification number on your
check.

A completed cover sheet must accompany each original application or supplement subject to fees. If
payment is sent by U.S. mail or courier, please include a copy of this completed form with payment.
Payment and mailing instructions can be found at: http://www.fda.gov/oc/mdufma/coversheet.html

1. COMPANY NAME AND ADDRESS (include name,
street address, city state, country, and post office
code)

BIO TECH LUBRICANTS LTD
2 Venture Road
Southampton Science Park
Chilworth
Southampton
Hampshire SO16 7NP
GB

1.1 EMPLOYER IDENTIFICATION NUMBER (EIN)

2. CONTACT NAME
Sarah Brooks

2.1 E-MAIL ADDRESS
 sarah@biotechlubricants.com
2.2 TELEPHONE NUMBER (include Area code)
 01730-261224
2.3 FACSIMILE (FAX) NUMBER (Include Area code)

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://www.fda.gov/MedicalDevices
/DeviceRegulationandGuidance/GuidanceDocuments/ucm345263.htm
Select an application type: 3.1 Select a center
[X] Premarket notification(510(k)); except for third party [X] CDRH
[ ] 513(g) Request for Information [ ] CBER
[ ] Biologics License Application (BLA) 3.2  Select one 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)
[ ] 30-Day Notice [ ] Real-Time (PMA, PMR, PDP)

[ ] 180-day (PMA, PMR, PDP)
4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status)
[X] YES, I meet the small business criteria and have
submitted the required qualifying documents to FDA

  NO, I am not a small business

 4.1   If Yes, please enter your Small Business Decision Number:  SBD165326
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?
[ ] YES (All of your establishments have registered and paid the fee, or this is your first device and you
will register and pay the fee within 30 days after entering into an operation that requires you to register
and submit device listing information.)
[X] NO (If you currently market a medical device and your establishment is required to register and
submit device listing information, FDA will not accept your submission until you have paid all fees due to
FDA. See http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketYourDevice
/RegistrationandListing/ucm053165.htm for additional information)
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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, including any affiliates

 [ ] The sole purpose of the application is to
support conditions of use for a pediatric
population

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

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

7. IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO
SOLE USE IN A PEDIATRIC POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT
POPULATION? (If so, the application is subject to the fee that applies for an original premarket approval
application (PMA).
[ ] YES  [X] NO
PAPERWORK REDUCTION ACT STATEMENT
Public reporting burden for this collection of information is estimated to average 18 minutes per
response, including the time for reviewing instructions, searching existing data sources, gathering and
maintaining the data needed, and completing and reviewing the collection of information. 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, Food and Drug Administration, Office of Chief Information
Officer, 8455 Colesville Road, COLE-14-14253 Silver Spring, MD 20993-0002
[Please do NOT return this form to the above address, except as it pertains to comments on the burden
estimate.]
8. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION

06-Jul-2016
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Please wait... 
  
If this message is not eventually replaced by the proper contents of the document, your PDF 
viewer may not be able to display this type of document. 
  
You can upgrade to the latest version of Adobe Reader for Windows®, Mac, or Linux® by 
visiting  http://www.adobe.com/go/reader_download. 
  
For more assistance with Adobe Reader visit  http://www.adobe.com/go/acrreader. 
  
Windows is either a registered trademark or a trademark of Microsoft Corporation in the United States and/or other countries. Mac is a trademark 
of Apple Inc., registered in the United States and other countries. Linux is the registered trademark of Linus Torvalds in the U.S. and other 
countries.
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Section 5: 510(k) Summary  
 

In accordance with 21 CFR 807.87(h) and 21 CFR 807.92 the 510(k) Summary for YES
®
 oil-based 

Personal Lubricant, YES
®
 water-based Personal Lubricant, and YES

®
 Vaginal Moisturizer is provided 

below: 

 

Device Common Name: Personal Lubricant 

Device Proprietary Names: YES
®
 oil-based Personal Lubricant 

YES
®
 water-based Personal Lubricant 

YES
®
 Vaginal Moisturizer 

Sponsor: 

 

 

 

 

 

Biotech Lubricants Limited, 

Ramshill, 

Petersfield, 

GU31 4AT, 

United Kingdom 

Official Correspondent: John Shepperson, Maetrics 

BioCity Nottingham. 

Pennyfoot Street, 

Nottingham. 

NG1 1GF. 

United Kingdom. 

Phone: +44 115 921 6200 

Email: jshepperson@maetrics.com  

Date Prepared: May 3, 2016 

Classification Regulation: 884.5300 

Classification Name: Condom 

Panel: Obstetrics/Gynecology 

Product Code: NUC 

Predicate Device: K124044 Aloe Cadabra Personal Lubricant (Seven Oaks Ranch Inc) 

K122477 Lifestyles Luxe Premium Personal Lubricant (Ansell 

Healthcare Product LLC) 

 

Indications for Use: 

 

YES
®
 oil-based Personal Lubricant: A personal lubricant, for vaginal and penile application, intended to 

moisturize and lubricate, to enhance the ease and comfort of intimate sexual activity and supplement the 

body's natural lubrication. YES
®
 oil-based Personal Lubricant is not compatible with natural rubber latex, 

polyurethane or polyisoprene condoms. 

 

YES
®
 water-based Personal Lubricant: A personal lubricant, for vaginal and penile application, intended 

to moisturize and lubricate, to enhance the ease and comfort of intimate sexual activity and supplement 

the body's natural lubrication. YES
®
 water-based Personal Lubricant is compatible with natural rubber 

latex, polyurethane or polyisoprene condoms. 

 

YES
®
 Vaginal Moisturizer:  A personal lubricant, for vaginal and penile application, intended to 

moisturize and lubricate, to enhance the ease and comfort of intimate sexual activity and supplement the 

body's natural lubrication. YES
®
 water-based Personal Lubricant is compatible with natural rubber latex, 

polyurethane or polyisoprene condoms. 
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Device Descriptions: 

 

YES
®
 oil-based Personal Lubricant: A non-sterile, non-condom compatible oil-based personal lubricant 

formulated to supplement the body's natural lubricating fluids when vaginal dryness causes discomfort. It 

is neither a contraceptive nor a spermicide. The formulation is a cream coloured non-staining, thick paste 

that melts at body temperature. 

 

YES
®
 water-based Personal Lubricant: A non-sterile condom compatible high viscosity water-based 

personal lubricant formulated to supplement the body's natural lubricating fluids when vaginal dryness 

causes discomfort. It is neither a contraceptive nor a spermicide. The formulation is a lightly opaque, non-

staining, non-greasy natural liquid gel. 

 

YES
®
 Vaginal Moisturizer: A non-sterile condom compatible personal lubricant formulated to 

supplement the body’s own natural lubricating fluids to provide personal moisturization when vaginal 

dryness causes discomfort. It is neither a contraceptive nor a spermicide. The formulation is a lightly 

opaque, non-staining, non-greasy natural liquid gel. 

 

Technological Characteristics: 

 

YES
®
 oil-based Personal Lubricant: As an oil-based or oil containing lubricant the proposed device and 

the predicate devices are substantially equivalent. The plant based oils and butters in the proposed device 

are all GRAS. Testing per ASTM D7661, ASTM D3492, and ASTM D6324 indicated that the device is 

not compatible with polyurethane condoms. Additionally, as with other predicate devices containing 

natural or mineral oils this device is not compatible with natural rubber latex or polyisoprene condoms. 

The device is labeled “not compatible with natural rubber latex, polyurethane or polyisoprene condoms. 

 

YES
®
 water-based Personal Lubricant: A water-based gel with similar formulation to the predicate device. 

Testing per ASTM D7661, ASTM D3492, and ASTM D6324 indicated that the device is compatible with 

natural rubber latex, polyurethane and polyisoprene condoms.  

 

YES
®
 Vaginal Moisturizer: A water-based gel with similar formulation to the predicate device. The 

viscosity is slightly more viscous that YES
®
 water-based Personal Lubricant. Testing per ASTM D7661, 

ASTM D3492, and ASTM D6324 indicated that the device is compatible with natural rubber latex, 

polyurethane and polyisoprene condoms.  

 

Biocompatibility Testing: 

 

Testing for cytotoxicity, vaginal irritation, sensitization, and systemic toxicity in accordance with ISO 

10993-5, ISO 10993-10 and ISO 10993-11 was conducted for all three devices. All three devices 

indicated device biocompatibility.  

 

Condom Compatibility Testing: 

 

YES
®
 oil-based Personal Lubricant: Condom compatibility testing was performed on polyurethane 

condoms per ASTM D7661, ASTM D3492, and ASTM D6324. Test results indicate that the device is not 

compatible with polyurethane condoms. Additionally, as with other predicate devices containing natural 

or mineral oils, natural or mineral oils are not compatible with natural rubber latex or polyisoprene 

condoms. The device is labeled “not compatible with natural rubber latex, polyurethane or polyisoprene 

condoms. 

 

YES
®
 Vaginal Moisturizer and YES

®
 water-based Personal Lubricant: Testing per ASTM D7661, ASTM 

D3492, and ASTM D6324 indicated that the devices are compatible with natural rubber latex, 

polyurethane and polyisoprene condoms. The devices are labeled “compatible with natural rubber latex, 

polyurethane or polyisoprene condoms.” 
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Shelf Life: YES
®
 oil-based Personal Lubricant, YES

®
 water-based Personal Lubricant, and YES

®
 Vaginal 

Moisturizer have a two-year shelf life based on the results of a real time aging study in accordance with 

the International Council For Harmonisation (ICH) Guidelines – Q1A(R2) – Stability Testing of Drug 

Substances and Products. 

 

Conclusion:  
 

YES
®
 oil-based Personal Lubricant, YES

®
 water-based Personal Lubricant, and YES

®
 Vaginal 

Moisturizer have the same intended use and basic technological characteristics as the predicate devices. 

Biocompatibility and performance testing demonstrate that these devices raise no new issues of safety or 

effectiveness. Therefore, these lubricants are substantially equivalent to the predicate devices. 

 

 

End of Section 5 
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Section 7:  510k Class III Summary and Certification 

 

 

This section does not apply. All devices in this 510(k) submission are Class II. 

 

 

 

 

 

 

 

 

 

 

 

 

End of Section 7 
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Section 8:  Financial Certification or Disclosure Statement 
 

 

This section does not apply. There is no information submitted in this 510(k) from clinical studies, 

it is a Class II device and no financial certification and/or a disclosure statement is required. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

End of Section 8 
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Section 10: Executive Summary  
 

This is a Traditional, Bundled, 510(k) Submission of three (3) Proposed Devices. 

 

Common Name: Personal Lubricant 

Product Code: NUC 

Device Class: II 

Regulation Number: 884.5300 

 

Proposed Devices: 

Proprietary 

Names 
Description Intended Use Technology 

YES
®
 Water-

based Personal 

Lubricant 

A non-sterile, 

condom 

compatible, water-

based personal 

lubricant. 

Personal lubricants, 

for vaginal or penile 

application, intended 

to moisturize and 

lubricate, to enhance 

the ease and comfort 

of intimate sexual 

activity and 

supplement the body's 

natural lubrication. 

Water-based, natural, 

plant thickeners not 

glycerin based. 

Slightly hypo-to iso 

osmotic 

YES
®
 oil-based 

Personal 

Lubricant 

A non-sterile, non-

condom 

compatible, oil-

based personal 

lubricant. 

Oil-based, natural plant 

oils, butters & bees 

wax. 

YES
®
 Vaginal 

Moisturizer 

A non-sterile, 

condom 

compatible, water-

based personal 

lubricant. 

Water-based, natural, 

plant thickeners not 

glycerin based. 

Iso osmotic 

 

Technological Characteristics: 

The three proposed devices are proprietary formulations; however, the products have no 

exceptional technological characteristics. YES
®
 water-based Personal Lubricant and YES

®
 

Vaginal Moisturizer consist of water-soluble natural plant based ingredients and YES
®
 oil-based 

Personal Lubricant consists of natural plant based oils, butters and bees wax. All ingredients in 

all three proposed devices are NF, USP, or GRAS food ingredients. 

 

Indications for Use: 

All three proposed devices have the same intended use; Personal lubricants, for vaginal and 

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

intimate sexual activity and supplement the body's natural lubrication.as their predicates.  
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Biocompatibility Testing: 

Biocompatibility testing was completed according to USP 34<87> (ISO 10993-5), ISO 10993-

10, and ISO 10993-11 for YES
®
 Vaginal Moisturizer and YES

®
 oil-based Personal 

Lubricants.    

 

. The 

test results indicated that devices are non-toxic and non-irritating for their intended use. 

 

Performance Testing – Bench: 

YES
®
 Vaginal Moisturizer was tested according to ASTM D7661, ASTM D3492, and ASTM 

D6324.    

. Testing 

demonstrated that YES
®
 Vaginal Moisturizer and YES

®
 water-based Personal Lubricant are 

compatible with Natural Rubber Latex (NRL), Polyisoprene, and Polyurethane condoms. 

 

YES
®
 oil-based Personal Lubricant was tested on polyurethane condoms according to ASTM 

D7661, ASTM D3492 and ASTM D6324 at the request of FDA.  Condom compatibility 

testing on NRL or Polyisoprene condoms was not required because it is known that most oil-

based lubricants are not condom compatible. Test results indicated that YES
®
 oil-based 

Personal Lubricant is not compatible with polyurethane condoms.  

 

Performance Testing – Animal: 

Performance testing on animals is not required for this device. 

 

Performance Testing – Clinical: 

Clinical performance testing is not required for this device. 

 

Conclusion: 

 

 

 

 

 

 

 

1. The Intended Use of the proposed devices are identical to predicate devices. 

2. The Technological Characteristics are similar to predicate devices. 

3. The Non-Clinical condom compatibility testing to ASTM D7661, ASTM D3492, and 

ASTM D6324 indicates the proposed devices exhibit the same properties as predicate 

devices. 

4. Biocompatibility testing according to USP 34<87< (ISO 10993-5), ISO 10993-10 and 

ISO 10993-11 have demonstrated that the proposed devices do not present any new 

issues regarding biocompatibility. 

 

Substantial Equivalence Determination: 

 

We conclude that the three proposed devices are substantially equivalent to their predicate 

devices in intended use and technological characteristics. Biocompatibility and performance 

testing raised no new concerns regarding safety, and efficacy. 

(
b
)
(

 

(
b
)

 

(b)(4) 
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  End of Section 10 
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Records processed under FOIA request 2018-4101; Released on 02/27/2019

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

 

We conclude that the three proposed devices are substantially equivalent to their predicate devices in 

intended use and technological characteristics. Biocompatibility and performance testing raised no new 

concerns regarding safety, and efficacy. 

 

 

  End of Section 12 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

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



 
 

13-2 

 

YES
®
 water-based 5ml / .17 fluid ounce applicator label. 

 

 

 
 

 

  

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 water-based 75ml / 2.6 fluid ounce tube label. 

 
 

 
 

 

  

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 water-based 50ml / 1.7 fluid ounce tube label. 

 

 
  

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 water-based 100ml / 3.4 fluid ounce tube label. 

 

 
 

 

 

 

 

 

 

  

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 water-based 150ml / 5.1 fluid ounce tube label. 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 water-based 150ml / 5.1 fluid ounce tube label (Zoom-View of Principal Display 

Panel). 

 

 
 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 water-based 5 ml / 0.17 fluid ounce applicator carton label (Zoom view of Principal Display Panel). 

 
 

 
  

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 water-based 5 ml / 0.17 fluid ounce applicator carton label (Zoom view of Ends). 

 

 
 

 

 
 

 

  

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 water-based 5 ml / 0.17 fluid ounce applicator carton label. 

 

 
 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 water-based 50 ml / 1.7 fluid ounce tube carton label. 

 

 
 
 

  

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 water-based 50 ml / 1.7 fluid ounce tube carton label (Top and bottom sections). 

Identical information is displayed on other sized tube cartons.  

 

 
 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 water-based 50 ml / 1.7 fluid ounce tube carton label (Zoom View of Principal 

Display Panel). 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 water-based 100 ml / 3.4 fluid ounce tube carton label. 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 water-based 100 ml / 3.4 fluid ounce tube carton label (Zoom View of Principal 

Display Panel). 

 

 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 water-based 150 ml / 5.1 fluid ounce tube carton label. 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 water-based 150 ml / 5.1 fluid ounce tube carton label (Zoom View of Principal 

Display Panel). 

 

 

 
 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 oil-based 140 ml / 4.7 fluid ounce tube carton label (Zoom View of Principal 

Display Panel). 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 oil-based 140 ml / 4.7 fluid ounce tube carton label (Top and bottom of Carton). 

All YES
®
 oil-based tube carton labels for all sizes contain identical information on the 

top and bottom sections. 

 

 
 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 oil-based 140 ml / 4.7 fluid ounce tube carton label. 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 oil-based 140 ml / 4.7 fluid ounce tube label. 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 oil-based 140 ml / 4.7 fluid ounce tube label (Zoom View of Principal Display 

Panel). 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 oil-based 80 ml / 2.7 fluid ounce tube carton label (Zoom View of Principal 

Display Panel). 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 oil-based 80 ml / 2.7 fluid ounce tube carton label. 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 oil-based 80 ml / 2.7 fluid ounce tube label (Zoom View of Principal Display 

Panel). 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 oil-based 80 ml / 2.7 fluid ounce tube label. 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 oil-based 40 ml / 1.4 fluid ounce tube carton label (Zoom View of Principal 

Display Panel). 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 oil-based 40 ml / 1.4 fluid ounce tube carton label. 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 oil-based 40 ml / 1.4 fluid ounce tube label (Zoom View of Principal Display 

Panel). 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 oil-based 40 ml / 1.4 fluid ounce tube label. 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 Vaginal Moisturizer 100 ml / 3.4 fluid ounce tube carton label (Zoom View of 

Principal Display Panel). 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 Vaginal Moisturizer 100 ml / 3.4 fluid ounce tube carton label. (View of top and 

bottom of carton).  

 

 
 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 Vaginal Moisturizer 100 ml / 3.4 fluid ounce tube carton label. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 Vaginal Moisturizer 100 ml / 3.4 fluid ounce tube label (Zoom View of Principle 

Display Panel). 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 Vaginal Moisturizer 100 ml / 3.4 fluid ounce tube label. 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 Vaginal Moisturizer 5 ml / 0.17 fluid ounce applicator tube label. 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 Vaginal Moisturizer 5 ml / 0.17 fluid ounce applicator tube carton label (Zoom 

View of Principal Display Panel). 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 Vaginal Moisturizer 5 ml / 0.17 fluid ounce applicator tube carton label (Top 

and bottom of carton). 

 

 
 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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YES
®
 Vaginal Moisturizer 5 ml / 0.17 fluid ounce applicator tube carton label. 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Instructions For Use - YES
®
 Oil-based Personal Lubricant. (Page 1). 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Instructions For Use - YES
®
 Oil-based Personal Lubricant. (Page 2). 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

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



13-42

Instructions For Use - YES
®
 Oil-based Personal Lubricant. (Zoom View of Directions for

Use). 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Instructions For Use - YES
®
 Water-based Personal Lubricant. (Page 1). 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Instructions For Use - YES
®
 Water-based Personal Lubricant. (Page 2). 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

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

 Water-based Personal Lubricant (Zoom View of Directions for 

Use). 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Instructions For Use - YES
®
 Vaginal Moisturizer (Page 1). 

 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Instructions For Use - YES
®
 Vaginal Moisturizer (Page 2). 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Instructions For Use - YES
®
 Water-based Personal Lubricant in Applicators (Page 1). 

 

 
 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Instructions For Use - YES
®
 Water-based Personal Lubricant in Applicators (Page 2). 

 

 

 
 

 

 

 

 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

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



Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Aloe Cadabra Carton (front) 
 

 
 

Aloe Cadabra Carton (back) 
 

  

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Aloe Cadabra Carton (side 1) 
 

 
 

Aloe Cadabra Carton (side 2) 
 

 
 

 

Aloe Cadabra Carton (top) Aloe Cadabra Carton (bottom) 

  
 

  

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Aloe Cadabra Bottle (front) 
 

 
 

 

Aloe Cadabra Bottle (back) Aloe Cadabra Bottle (top) 

 
 

 

  

Records processed under FOIA request 2018-4101; Released on 02/27/2019

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

  

Records processed under FOIA request 2018-4101; Released on 02/27/2019

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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LifeStyles Luxe Bottle (front) 

 
 

 

Lifestyles Luxe Bottle (bottom) 
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Lifestyles Luxe Bottle (back) 

 

 
  

Records processed under FOIA request 2018-4101; Released on 02/27/2019

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

(Lifestyles Luxe is not sold in a carton/box/outer container.) 

 

Lifestyles
®
 Luxe Premium Personal Lubricant – Website 

 

 

Records processed under FOIA request 2018-4101; Released on 02/27/2019

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



Section 14: Sterilization and Shelf Life 

Common Name: Personal Lubricant 

Product Code: NUC 

Device Class: II 

Regulation Number: 884.5300 

YES
®
 Oil-based personal lubricant, YES

®
 Water-based personal lubricant, and YES

®
 Vaginal 

Moisturizer are non-sterile devices with a shelf-life of two (2) years. 

Objective:  

To evaluate real-time product samples to demonstrate the devices are able to sustain a 2-year shelf 

life. 

Current Stability Testing 

Shelf-life testing has been conducted on YES
®
 Oil-based Personal Lubricant, YES

®
 Water-based 

Personal Lubricant and YES
®
 Vaginal Moisturizer in order to evaluate real-time product samples to 

demonstrate the device conforms to a 2-year shelf life. This testing was conducted 

 The legal 

manufacturer however, intends to market the device under the brand name YES
®
. This is only a 

brand-name change and there are no other differences on the test protocol and reports unless stated 

within Section 14 of this submission.  
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Section 16:  Software 
 

 

This section does not apply. There is no software associated with any of these proposed medical 

devices.  
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Section 17:  Electromagnetic Compatibility and Electrical Safety  
 

 

This section does not apply. These devices do not include any electrical components and have no 

integral power source. 
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Section 19:  Performance Testing - Animal  
 

 

21 CFR Part 807.92(b)(1) 

 

Animal performance testing for this device is not required. 

 

 

 

 

 

 

 

 

 

 

  

 

 

 

 

 

 

 

End of Section 19 
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Section 20:  Performance Testing - Clinical  
 

 

21 CFR Part 807.92(b) (2) 

 

Clinical studies are not required for this device; this device is a Class II, non-significant risk device. 
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Section 21:  Kit Certification 
 

This section does not apply. This 510(k) application does not contain kits comprised of two or 

more separate types of devices packaged together for the convenience of the user per 

http://www.fda.gov/medicaldevices/deviceregulationandguidance/howtomarketyourdevice/pr

emarketsubmissions/premarketnotification510k/ucm134578.htm#kits 
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Section 1:  MDUFA User Fee Sheet. 
 

 

Content unchanged from original submission. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

End of Section 1 
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Indications for Use

Form Approved: OMB No. 0910-0120
Expiration Date: January 31, 2017
See PRA Statement below.

510(k) Number (if known)
K162569

Device Name
YES® oil-based Personal Lubricant, YES® water-based Personal Lubricant, YES® Vaginal Moisturizer

Indications for Use (Describe)
Device Name: YES® oil-based Personal Lubricant 

 

Indications for Use: 

A personal lubricant, for vaginal and penile application, intended to moisturize and lubricate, to enhance the ease and 

comfort of intimate sexual activity and supplement the body's natural lubrication. YES® oil-based Personal Lubricant is 

not compatible with natural rubber latex, polyurethane or polyisoprene condoms. 

 

Device Name:  YES® water-based Personal Lubricant 

 

Indications for Use:   

A personal lubricant, for vaginal and penile application, intended to moisturize and lubricate, to enhance the ease and 

comfort of intimate sexual activity and supplement the body's natural lubrication. YES® water-based Personal Lubricant 

is compatible with natural rubber latex and polyisoprene condoms. This product is not compatible with polyurethane 

condoms. 

 

Device Name:  YES® Vaginal Moisturizer 

 

Indications for Use:   

A personal lubricant, for vaginal and penile application, intended to moisturize and lubricate, to enhance the ease and 

comfort of intimate sexual activity and supplement the body's natural lubrication. YES® Vaginal Moisturizer is 

compatible with natural rubber latex and polyisoprene condoms. This product is not compatible with polyurethane 

condoms. 

 

Type of Use (Select one or both, as applicable)

Prescription Use (Part 21 CFR 801 Subpart D) Over-The-Counter Use (21 CFR 801 Subpart C) 

CONTINUE ON A SEPARATE PAGE IF NEEDED. 

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the 
time to review instructions, search existing data sources, gather and maintain the data needed and complete  
and review the collection of information. Send comments regarding this burden estimate or any other aspect  
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 
information unless it displays a currently valid OMB number.”
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Section 5: 510(k) Summary  

 

In accordance with 21 CFR 807.87(h) and 21 CFR 807.92 the 510(k) Summary for YES® oil-based 

Personal Lubricant, YES® water-based Personal Lubricant, and YES® Vaginal Moisturizer is provided 

below: 

 

Device Common Name: Personal Lubricant 

Device Proprietary Names: YES® oil-based Personal Lubricant 

YES® water-based Personal Lubricant 

YES® Vaginal Moisturizer 

Sponsor: 

 

 

 

 

 

Biotech Lubricants Limited, 

Ramshill, 

Petersfield, 

GU31 4AT, 

United Kingdom 

Official Correspondent: Karen Cornelius, Maetrics 

BioCity Nottingham. 

Pennyfoot Street, 

Nottingham. 

NG1 1GF. 

United Kingdom. 

Phone: +44 115 921 6200 

Email: kcornelius@maetrics.com  

Date Prepared: May 8, 2016 

Classification Regulation: 884.5300 

Classification Name: Condom 

Panel: Obstetrics/Gynecology 

Product Code: NUC 

Predicate Device: K124044 Aloe Cadabra Personal Lubricant (Seven Oaks Ranch Inc) 

K122477 Lifestyles Luxe Premium Personal Lubricant (Ansell 

Healthcare Product LLC) 

 

Indications for Use: 

 

YES® oil-based Personal Lubricant: A personal lubricant, for vaginal and penile application, intended to 

moisturize and lubricate, to enhance the ease and comfort of intimate sexual activity and supplement the 

body's natural lubrication. YES® oil-based Personal Lubricant is not compatible with natural rubber latex, 

polyurethane or polyisoprene condoms. 

 

YES® water-based Personal Lubricant: A personal lubricant, for vaginal and penile application, intended 

to moisturize and lubricate, to enhance the ease and comfort of intimate sexual activity and supplement 

the body's natural lubrication. YES® water-based Personal Lubricant is compatible with natural rubber 

latex and polyisoprene condoms. This product is not compatible with polyurethane condoms. 

 

YES® Vaginal Moisturizer:  A personal lubricant, for vaginal and penile application, intended to 

moisturize and lubricate, to enhance the ease and comfort of intimate sexual activity and supplement the 

body's natural lubrication. YES® water-based Personal Lubricant is compatible with natural rubber latex, 

and polyisoprene condoms. This product is not compatible with polyurethane condoms. 
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Technological Characteristics - Formulation: 

 

YES® oil-based Personal Lubricant formula is proprietary. The product however, is an oil-based or oil 

containing lubricant comprised of naturally occurring ingredients. The plant based oils and butters in the 

proposed device are all GRAS (Generally Recognized as Safe by FDA). It has no exceptional 

technological characteristics and is similar to other lubricants containing natural ingredients which are 

currently on the U.S. market. It is also substantially equivalent to the predicate device which is formulated 

from natural ingredients which are all GRAS.  

 

YES® water-based Personal Lubricant formula is proprietary. The product however, is a water-based gel 

consisting mainly of water and water-soluble ingredients. It has no exceptional technological 

characteristics and is similar to other lubricants currently on the U.S. market. It is substantially equivalent 

to the predicate device.  

 

YES® Vaginal Moisturizer formula is proprietary. The product however, is a water-based gel consisting 

mainly of water and water-soluble ingredients. It has no exceptional technological characteristics and is 

similar to other lubricants currently on the U.S. market. It is substantially equivalent to the predicate 

device.  

 

Technological Characteristics - Biocompatibility Testing: 

 

Biocompatibility Testing was conducted on YES® oil-based Personal Lubricant, YES® water-based 

Personal Lubricant and YES® Vaginal Moisturizer for Cytotoxicity, Vaginal Irritation, Sensitization, and 

Acute Systemic Toxicity in accordance with the ISO 10993-5, 10993-10 and 10993-11 standards. 

 

The results for all three devices show that all meet the acceptance requirements of each test and are all 

non-cytotoxic, non-irritating, non-sensitizing and non-systemically toxic. The predicate device also meets 

the requirements for biocompatibility testing.  

 

 

Technological Characteristics - Condom Compatibility Testing: 

 

YES® oil-based Personal Lubricant: Condom compatibility testing was performed on natural rubber latex 

and polyisoprene condoms as per ASTM D7661-10. Test results indicate that the device affects the 

mechanical or physical integrity of the natural rubber latex and polyisoprene condoms. Therefore, the 

device is not compatible with natural rubber latex or polyisoprene condoms. Additionally, the device is 

labeled “not compatible with natural rubber latex or polyisoprene condoms”. The predicate device has 

also been tested in an identical manner and is compatible with rubber latex and polyisoprene condoms. 

The difference is due to the characteristics of non-silicone oils used in YES® oil-based Personal Lubricant. 

The device has not been tested with polyurethane condoms and is labeled “not compatible with natural 

rubber latex, polyisoprene or polyurethane condoms”. 

 

YES® Vaginal Moisturizer and YES® water-based Personal Lubricant: Condom compatibility testing was 

performed on natural rubber latex and polyisoprene condoms as per ASTM D7661-10, Results indicated 

that the devices are compatible with natural rubber latex and polyisoprene condoms. The devices are 

labeled “compatible with natural rubber latex or polyisoprene condoms’ in an identical manner to the 

predicate device. Both devices are not tested with polyurethane condoms and are labeled “not compatible 

with polyurethane condoms” 

 

Technological Characteristics - Shelf Life and Microbial Limits:  

 

YES® oil-based Personal Lubricant, YES® water-based Personal Lubricant, and YES® Vaginal 

Moisturizer have a 9-month shelf life based on the results of a real time aging study in accordance with 

the International Council For Harmonisation (ICH) Guidelines – Q1A(R2) – Stability Testing of Drug 
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Substances and Products. For each device, the predicate shelf-life has also been determined by real and 

accelerated aging studies. 

 

Microbial limits testing has been conducted on YES® oil-based Personal Lubricant, YES® water-based 

Personal Lubricant, and YES® Vaginal Moisturizer in accordance with the requirements of USP <61> and 

USP <62> and microbial quality has been indicated. Both predicate devices have acceptable microbial 

quality determined by microbial limits testing. 

 

Clinical Testing: 

 

No clinical testing was required to demonstrate substantial equivalence to the predicate devices.  

 

 

Conclusion:  
 

YES® oil-based Personal Lubricant, YES® water-based Personal Lubricant, and YES® Vaginal 

Moisturizer have the same intended use and similar technological characteristics as the predicate devices. 

Biocompatibility, Non-Clinical condom compatibility or shelf life testing has demonstrated that these 

devices raise no new issues of safety or effectiveness. Therefore, these lubricants are substantially 

equivalent to the predicate devices. 

 

 

End of Section 5 
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Section 7:  Class III Summary and Certification. 
 

 

Content unchanged from original submission. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

End of Section 7 
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Section 8:  Financial Certification or Disclosure Statement. 
 

 

Content unchanged from original submission. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

End of Section 8 
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Section 9:  Declarations of Conformity and Summary Reports. 
 

 

Content unchanged from original submission. 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

End of Section 9 
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Section 10: Executive Summary  
 

This is a Traditional, Bundled, 510(k) Submission of three (3) Proposed Devices. 

 

Common Name: Personal Lubricant 

Product Code: NUC 

Device Class: II 

Regulation Number: 884.5300 

 

Proposed Devices: 

Proprietary 

Names 
Description Intended Use Technology 

YES® Water-

based Personal 

Lubricant 

A non-sterile, 

water-based 

personal lubricant, 

compatible with 

natural rubber latex 

and polyisoprene 

condoms. 

Personal lubricants, 

for vaginal or penile 

application, intended 

to moisturize and 

lubricate, to enhance 

the ease and comfort 

of intimate sexual 

activity and 

supplement the body's 

natural lubrication. 

Water-based, natural, 

plant thickeners not 

glycerin based. 

Slightly hypo-to iso 

osmotic 

YES® oil-based 

Personal 

Lubricant 

A non-sterile, non-

condom 

compatible, oil-

based personal 

lubricant. 

Oil-based, natural plant 

oils, butters & bees 

wax. 

YES® Vaginal 

Moisturizer 

A non-sterile, 

water-based 

personal lubricant, 

compatible with 

natural rubber latex 

and polyisoprene 

condoms. 

Water-based, natural, 

plant thickeners not 

glycerin based. 

Iso osmotic 

 

Technological Characteristics: 

The three proposed devices are proprietary formulations; however, the products have no 

exceptional technological characteristics. YES® water-based Personal Lubricant and YES® 

Vaginal Moisturizer consist of water-soluble natural plant based ingredients and YES® oil-based 

Personal Lubricant consists of natural plant based oils, butters and bees wax. All ingredients in 

all three proposed devices are NF, USP, or GRAS food ingredients. 

 

Indications for Use: 

All three proposed devices have the same intended use; Personal lubricants, for vaginal and 

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

intimate sexual activity and supplement the body's natural lubrication as their predicates.  
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Biocompatibility Testing: 

Biocompatibility testing was completed according to USP 34<87> (ISO 10993-5), ISO 10993-

10, and ISO 10993-11 for YES® Vaginal Moisturizer and YES® oil-based Personal 

Lubricants.    

 

 The 

test results indicated that devices are non-toxic and non-irritating for their intended use. 

 

Performance Testing – Bench: 

YES® Vaginal Moisturizer was tested according to ASTM D7661, ASTM D3492, and ASTM 

D6324.    

 

. Testing demonstrated that YES® 

Vaginal Moisturizer and YES® water-based Personal Lubricant are compatible with Natural 

Rubber Latex (NRL) andPolyisoprene condoms. These products are not compatible with 

Polyurethane condoms. 

 

YES® oil-based Personal Lubricant was tested on polyurethane condoms according to ASTM 

D7661, ASTM D3492 and ASTM D6324 at the request of FDA.  Condom compatibility 

testing on NRL or Polyisoprene condoms was not required because it is known that most oil-

based lubricants are not condom compatible. Test results indicated that YES® oil-based 

Personal Lubricant is not compatible with polyurethane condoms.  

 

Performance Testing – Animal: 

Performance testing on animals is not required for this device. 

 

Performance Testing – Clinical: 

Clinical performance testing is not required for this device. 

 

Conclusion: 

The avoidance of ingredients known to irritate the mucosal tissues such as glycerin and 

glycols; and their replacement with plant derived gums, oils and butters of known beneficial 

properties to the mucosa mean that rather than just saying “this difference does not negatively 

affect the safety, efficacy or intended use of the proposed devices,” we expect “these 

differences to positively affect the safety and the efficacy of these three proposed devices” 

when compared to the predicate devices. 

 

1. The Intended Use of the proposed devices are identical to predicate devices. 

2. The Technological Characteristics are similar to predicate devices. 

3. The Non-Clinical condom compatibility testing to ASTM D7661, ASTM D3492, and 

ASTM D6324 indicates the proposed devices exhibit the same properties as predicate 

devices. 

4. Biocompatibility testing according to USP 34<87< (ISO 10993-5), ISO 10993-10 and 

ISO 10993-11 have demonstrated that the proposed devices do not present any new 

issues regarding biocompatibility. 

 

 

 

 

(
b
)
(

 

(
b
)
(
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Substantial Equivalence Determination: 

 

We conclude that the three proposed devices are substantially equivalent to their predicate 

devices in intended use and technological characteristics. Biocompatibility and performance 

testing raised no new concerns regarding safety, and efficacy. 

 

 

  End of Section 10 
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Section 11: Device Description 

 

Proprietary Name: YES® 

Common Name: Personal Lubricant 

Product Code: NUC 

Device Class: II 

Regulation Number: 884.5300 

 

Narrative Description 

 

YES® personal lubricants are non-sterile personal lubricants and are available in three variations; YES® 

Oil-based Personal Lubricant, YES® Water-based Personal Lubricant, and YES® Vaginal Moisturizer. 

 

YES® Oil-based Personal Lubricant (YES® OB) 

 

 is a non-sterile, oil-based, slightly opaque, non-staining personal lubricant formulated to supplement 

the body's own natural lubricating fluids to provide personal lubrication when vaginal dryness causes 

discomfort. 

 is packed in three difference sizes of tube (1.4 fluid ounce, 2.7 fluid ounce and 4.7 fluid ounce).  

 is not compatible with condoms. YES® oil-based has been tested on polyurethane condoms (See 

Section 18) and proven to be not compatible.  

 

YES® Water-based Personal Lubricants (YES® WB) 

 

 is a non-sterile, water-based, thixotropic soft gel, slightly cloudy (not water white) in appearance. It is 

formulated to supplement the body's own natural lubricating fluids to provide personal moisturization 

when vaginal dryness causes discomfort.   

 is packed in four different sizes of tube (1.7 fluid ounce, 2.6 fluid ounce, 3.4 fluid ounce, and 5.1 fluid 

ounce, and one size of prefilled single-use applicators (.17 fluid ounce). The prefilled applicators 

provide added convenience and are sufficient for a single use only.  

 is compatible with latex and polyisoprene condoms and not compatible with polyurethane condoms as 

demonstrated in the Condom Compatibility Testing in Section 18. 

 

YES® Vaginal Moisturizer (YES® VM) 

 

 is a non-sterile, water-based, slightly opaque, non-greasy, non-staining vaginal gel formulated to act as 

a long-lasting moisturizer for vaginal dryness. The prefilled applicators provide added convenience in 

application and are sufficient for a single use only. YES® VM is formulated to supplement the body's 

own natural lubricating fluids to provide personal moisturization when vaginal dryness causes 

discomfort.  

 are packed in one size of tube (3.4 fluid ounce) and one size of prefilled single-use applicators (0.17 

fluid ounce). 

  

 

 

 

 

 

  

 is compatible with latex and polyisoprene condoms and not compatible with polyurethane condoms as 

demonstrated in Section 18. 
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Physical Description:  

 

YES® Oil-based Personal Lubricant Packaging 

 

YES® oil-based personal lubricants are available in three (3) HDPE flip-top tubes. The individual 

tubes are packaged into cartons.  
 

Model # Container Size Container Type Material Units per Case 

OB40C 40ml / 1.4 fl. oz. Tube HDPE 12 

OB80C 80ml / 2.7 fl. oz. Tube HDPE 12 

OB140C 140ml/ 4.7 fl.oz. Tube HDPE 12 

 

 

YES® Water-based Personal Lubricant Packaging 

 

YES® Water-based personal lubricants are available in four (4) HDPE flip-top tube sizes and one 

(1) HDPE single-use applicator. The individual bottles are packaged into cartons, and the single-

use applicators are packaged six (6) to a carton. An “Instructions for Use” leaflet is also included 

in the carton with the single-use applicators. 
 

Model # Container Size Container Type Material 
Units per 

Case 

WB50C 50ml/ 1.7 fl.oz. Tube HDPE 12 

W75C 75ml/ 2.6 fl. oz. Tube HDPE 12 

WB100C 100ml / 3.4 fl. oz. Tube HDPE 12 

WB150C 150ml / 5.1 fl. oz. Tube HDPE 12 

WB5AC6 5ml / 0.17 fl. oz. (6/pack) Single use tube HDPE 6 

 

 

YES® Vaginal Moisturizer Packaging 

 

YES® Vaginal Moisturizer is available in one (1) HDPE flip-top tube size and one (1) HDPE 

single-use applicator. The individual tubes are packaged into cartons, and the single-use 

applicators are packaged six (6) to a carton and an “Instructions for Use” leaflet is included in the 

carton. 

 
 

Model # Container Size Container Type Material 
Units per 

Case 

VM100C 100ml / 3.4 fl. oz. Tube HDPE 12 

VM5AC6 5ml / 0.17fl oz (6/pack) 
Single use tube/pre-filled 

applicator 
HDPE 6 
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YES® water-based personal lubricants Carton for 75ml (2.6 fl. oz) HDPE flip-top tubes. Code 

W75C. 

 

 Product Carton Dimensions in mm/inches. 
o Height = 160 mm/ 6.30 inches. 

o Width = 45 mm/ 1.97 inches. 

o Depth = 40 mm/ 1.57 inches. 

 

YES® water-based personal lubricants Carton for 100ml (3.4 fl. oz) HDPE flip-top tubes. 

Code WB100C. 

 

 Product Carton Dimensions in mm/inches. 

o Height = 150 mm/ 5.91 inches. 

o Width = 50 mm/ 1.97 inches. 

o Depth = 50 mm/ 1.97 inches. 

 

YES® water-based personal lubricants Carton for 150ml (5.1 fl. oz) HDPE flip-top tubes. 

Code WB150C. 

 

 Product Carton Dimensions in mm/inches. 
o Height = 190 mm/ 7.48 inches. 

o Width = 50 mm/ 1.97 inches. 

o Depth = 50 mm/ 1.97 inches. 

 

YES® water-based personal lubricants Carton for 5 ml Single-use tubes. Code WB5AC6. 

 

 Product Carton Dimensions in mm/inches. 
o Height = 145 mm/ 5.71 inches. 

o Width = 90 mm/ 3.54 inches. 

o Depth = 50 mm/ 1.97 inches. 

 

YES® Vaginal Moisturizer Carton for 100ml (3.4 fl. oz) HDPE flip-top tubes. Code VM100C. 

 

 Product Carton Dimensions in mm/inches. 
o Height = 150 mm/ 5.91 inches. 

o Width = 50 mm/ 1.97 inches. 

o Depth = 50 mm/ 1.97 inches. 

 

YES® Vaginal Moisturizer Carton for 5ml (0.17 fl. oz) Single-use tubes. Code VM5AC6. 

 

 Product Carton Dimensions in mm/inches. 

o Height = 150 mm/ 5.71 inches. 

o Width = 50 mm/ 3.54 inches. 

o Depth = 50 mm/ 1.97 inches. 
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Substantial Equivalence Determination: 

 

We conclude that the three proposed devices are substantially equivalent to their predicate devices in 

intended use and technological characteristics. Biocompatibility and performance testing raised no new 

concerns regarding safety, and efficacy. 

 

 

  End of Section 12 
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YES® water-based 5ml / .17 fluid ounce applicator label. 
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YES® water-based 5 ml / 0.17 fluid ounce applicator carton label (Zoom view of Ends). 
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YES® water-based 50 ml / 1.7 fluid ounce tube carton label (Top and bottom sections). 

Identical information is displayed on other sized tube cartons.  
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YES® oil-based 140 ml / 4.7 fluid ounce tube carton label (Zoom View of Principal 

Display Panel). 
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YES® oil-based 140 ml / 4.7 fluid ounce tube carton label (Top and bottom of Carton). 

All YES® oil-based tube carton labels for all sizes contain identical information on the 

top and bottom sections. 
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YES® oil-based 140 ml / 4.7 fluid ounce tube carton label. 
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YES® oil-based 140 ml / 4.7 fluid ounce tube label. 
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YES® oil-based 140 ml / 4.7 fluid ounce tube label (Zoom View of Principal Display 

Panel). 
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YES® oil-based 80 ml / 2.7 fluid ounce tube carton label (Zoom View of Principal 

Display Panel). 
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YES® oil-based 80 ml / 2.7 fluid ounce tube carton label. 
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YES® oil-based 80 ml / 2.7 fluid ounce tube label (Zoom View of Principal Display 

Panel). 
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YES® oil-based 80 ml / 2.7 fluid ounce tube label. 
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YES® oil-based 40 ml / 1.4 fluid ounce tube carton label (Zoom View of Principal 

Display Panel). 
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YES® oil-based 40 ml / 1.4 fluid ounce tube carton label. 
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YES® oil-based 40 ml / 1.4 fluid ounce tube label (Zoom View of Principal Display 

Panel). 
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YES® oil-based 40 ml / 1.4 fluid ounce tube label. 
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YES® Vaginal Moisturizer 100 ml / 3.4 fluid ounce tube carton label. (View of top and 

bottom of carton).  
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YES® Vaginal Moisturizer 5 ml / 0.17 fluid ounce applicator tube label. 
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YES® Vaginal Moisturizer 5 ml / 0.17 fluid ounce applicator tube carton label (Top 

and bottom of carton). 
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Instructions For Use - YES® Oil-based Personal Lubricant. (Page 2). 
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Instructions For Use - YES® Oil-based Personal Lubricant. (Zoom View of Directions for 

Use). 
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Instructions For Use - YES® Water-based Personal Lubricant. (Page 1). 
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Instructions For Use - YES® Water-based Personal Lubricant. (Page 2). 
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Instructions For Use - YES® Vaginal Moisturizer (Page 1). 
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Instructions For Use - YES® Vaginal Moisturizer (Page 2). 
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Instructions For Use - YES® Water-based Personal Lubricant in Applicators (Page 1). 
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Instructions For Use - YES® Water-based Personal Lubricant in Applicators (Page 2). 
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Aloe Cadabra Website 
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LifeStyles Luxe Bottle (front) 

Lifestyles Luxe Bottle (bottom) 
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Lifestyles Luxe Bottle (back) 
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Lifestyle Luxe – Carton/box 

(Lifestyles Luxe is not sold in a carton/box/outer container.) 

Lifestyles® Luxe Premium Personal Lubricant – Website 
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and Drug Administration (FDA) added ASTM D7661 � 10

‘‘Standard test method for determining compatibility of

personal lubricants with natural rubber latex condoms’’ to

its list of recognized standards for use in pre-market pro-

duct reviews [7,8]. It is not clear, though, to what extent

previously marketed lubricant products, including those not

marketed for sexual use, meet any of these standards.

The most-cited laboratory evidence describing condom

breakage and oil-based substances is a 1989 paper published

in Contraception, where the authors conducted burst testing

with various substances, and concluded that mineral oil-

based lubrications such as baby oil or body lotion had a

significant degrading effect on latex [9]. A careful reading,

however, reveals that Voeller et al. did not test petroleum

jellies in this analysis, as is sometimes implied when this

article is referenced. From the same year, an abstract from

the 5th International AIDS Conference claimed that similar

mechanical testing found petroleum jelly to have a signifi-

cant weakening effect on latex condoms [10]. A 1999 study

reported similar testing with vaginal application products,

and found that products containing vegetable oil to weaken

latex condoms [11]. A 2011 study reported that two com-

mercial lubricants tested (one oil-based and one silicone-

based) and mineral oil were found to decrease condom

puncture strength, while all water-based products tested had

a significant strengthening effect. A search of the indexed

medical literature reveals limited laboratory-based evidence

to test condom compatibility of petroleum jelly and silicone-

based lubricants.

Numerous studies have examined condom breakage and

slippage during vaginal intercourse among study populations.

Breakage rates of less than 4% in the United States [12,13],

4% in Kenya and Mali and 13.3% in Ghana have been

documented [14]. Another study also found breakage rates

of 12.9% in Barbados, 10.1% in St. Lucia and 6.7% in the

United States to be uncorrelated with breakage rates of

same-lot condoms in the laboratory tests, and concluded the

breakages were more likely due to incorrect use or other

factors [15]. A study of men in Mexico, the Philippines and

the Dominican Republic also concluded that reasons for

breakage were complex and usually associated with historical

breakage among individuals [16].

A 1993 assessment of men who have sex with men (MSM)

in the Netherlands documented much lower condom failure

rates among users of water-based lubricants (1.7%), than

those who used oil-based lubricants (10.3%) or saliva/no

lubricant (5.7%) [17]. Other results in the literature have

been mixed. In 1999, a study of MSM in the United States

also found lubricant use to have a protective effect against

condom breakage, but the types of lubricant used by

respondents were not described [18]. A 1996 study also

reported that users of water-based lubricants reported sig-

nificantly lower condom failure rates, yet at the same time

showed no significant association between breakage and use

of oil-based lubricants [19]. Some other studies have also

failed to demonstrate significantly lower breakage rates due

to oil-based lubricants [20,21]. One study of female sex

workers (FSW) in Europe reported an association between

use of oil-based lubricants and HIV positivity, but the authors

did not relate this finding to possible breakage [22]. More

recent studies, however, have reported users of oil-based

lubricants were significantly more likely to have experienced

condom breakage, including among African�American men in

the United States [23] and male sex workers in Mombasa,

Kenya [24].

Safety of lubricant products: regulation and

emerging global evidence

There is a lack of documentation of the human safety of

personal lubricants, which may have resulted from a flexible

regulatory environment. Many developing countries lack the

capacity to monitor and review the safety of pharmaceutical

products, and often rely on guidance from more stringent

regulatory bodies such as the FDA or the European Medicines

Agency [25]. This influence also extends to international

HIV programming, where the President’s Emergency Plan for

AIDS Relief’s (PEPFAR) and other US-based initiatives pur-

chase and/or distribute these products. For example, the FDA

approves the PEPFAR purchase of specific anti-retroviral

drugs for use in cooperating countries [26].

The FDA has usually classified some personal lubricants as

‘‘medical devices’’ since 1976, depending on marketing or

claim of the product itself. Under the 1976 FDA regulation

21 CFR 880.6375, a lubricant is considered a ‘‘medical

device’’ when ‘‘intended for medical purposes that is used

to lubricate a body orifice to facilitate entry of a diagnostic

or therapeutic device.’’ Personal lubricant products that claim

to ‘‘moisturize’’ or ‘‘cleanse’’ have often been considered as a

‘‘cosmetic.’’ In 2003, the FDA announced a safety and effi-

cacy review, and clarified how moisturizer/lubricant product

claims to decrease pain, enhance sexual pleasure or con-

tain spermicide would be categorized. Such product state-

ments would be considered to be ‘‘drug’’ claims since they

are related to easing discomfort or alleviating a condition

(‘‘mitigation or treatment of disease’’). Furthermore, the FDA

announcement stated they would not consider lubricants/

moisturizers to be ‘‘cosmetic claims because they do not

relate to ‘cleansing, beautifying, promoting attractiveness, or

altering the appearance’’’ [27].

In response to the FDA review, some lubricant manufac-

turers and their representatives have opposed the FDA’s

assertions, arguing that the ‘‘intended use’’ of lubricants is

‘‘cosmetic claims,’’ as their products aim to ‘‘cleanse’’ and not

‘‘treat disease.’’ Arguments included that the purpose of the

lubricant products is not to alter body structure, and that the

enhancement of sexual pleasure can broadly be interpreted

as ‘‘beautifying’’ [28�30]. While this is not a comprehen-

sive review of responses to the FDA, the arguments for

‘‘cosmetic’’ classification may, or may not, be influenced by a

possibility that having lubricants classified as ‘‘drugs’’ by the

FDA could add further regulatory burden upon lubricant

manufacturers to test for safety. In 2008, the FDA stated that

further guidance on lubricants and vaginal moisturizers is

forthcoming [31], but this guidance does not yet appear to be

final or readily accessible.

In the meantime, the regulatory environment does not

appear to always require lubricant manufacturers to rigor-

ously confirm the vaginal and rectal safety of these products,
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especially if the product does not claim to be intended for

sexual use. However, thanks to an emerging interest in the

development of vaginal and rectal microbicides, new infor-

mation is emerging.

Preliminary data suggest that some water-based lubricants �
depending on their formulation � may be less safe than

previously believed. One clinical study reported greater rectal

epithelial damage when exposed to hyperosmolar water-

based gels [32]. Recent studies have also evaluated in vitro

and ex vivo impacts of some water- and silicone-based

lubricants, and found that some caused greater epithelial

damage or irritation to cervical or rectal tissue than others

[33�36]. Among these results, one study found that some

hyperosmolar lubricants exposed to an in vitro epithelial

model caused reduction of epithelial integrity, and four lubri-

cants showed increased HIV replication in vitro [35]. Another

recent study of some water-based lubricants found similar

associations with epithelial damage in vitro, but with no

increase in HIV replication [36]. These studies provide pre-

liminary insights, but have not yet demonstrated definitive

epidemiologic impacts on human populations.

Evidence from behavioural data remains limited, as

lubricant use has not often been assessed as HIV or STI risk

factors in previous studies. One recent study, however, has

found that rectal STI prevalence among lubricant-using men

and women were significantly higher than non-lubricant

users [37]. Combined with the recent laboratory evidence,

this may be the cause for concern and more data are needed.

Use of lubricants in Africa

Both practices of dry sex and use of lubricants for the in-

crease of pleasure, decrease of pain or replacement/removal

of vaginal secretions have been documented in Africa; as

has vaginal hygiene or washing practices � especially among

sex workers [38]. General personal lubricant use, however,

is rarely investigated in population-based surveys. It is only

more recently that some studies have assessed lubricant

usage, albeit among more key populations at risk such as

MSM and FSW.

A 2004 study of MSM in Nairobi reported that Vaseline†

or petroleum jelly was used by 84% of respondents, baby

oil or body lotion by 26% and water-based products by

41% [39]. Other MSM studies in Africa have also reported

high levels of petroleum jelly use and sometimes other

‘‘condiments,’’ such as butter/margarine, yoghurt, shea

butter, and cooking oils [40�42].
Information on lubricant use for heterosexual vaginal

intercourse in Africa is less available, though limited evidence

suggests that oil-based lubricants may often be used in

heterosexual encounters. Separate studies of FSW in Nairobi,

Kenya, have documented petroleum jelly use by 20�40%
of participants [43,44]. Additionally, male sex workers in

Mombasa reported using such lubricants as petroleum jelly,

baby oil, lotions, vegetable oil, and coconut oil with both

male and female sexual partners for both anal and vaginal

sex (Population Council, unpublished data).

Petroleum jellies may be a lubricant used for sex in many

African countries, regardless of types of sexual intercourse

or sexualities. These products, such as Vaseline†, are widely

available and can be purchased everywhere from a city

supermarket to remote rural kiosks. They are also relatively

inexpensive compared to water-based pharmaceutical pro-

ducts such as KY Jelly†, which are usually only accessible

in supermarkets and pharmacies. These factors may make

petroleum jellies more attractive options in developing or

poorer areas in Africa [45].

Current guidance for lubricant procurement and

prevention programming in Africa

Confidence in the condom-compatibility of water-based

lubrication appears to be universal, and past guidance has

strongly recommended their use [3,4]. However, the emerg-

ing evidence of possible correlations between use of water-

based lubricants and HIV/STI transmission (especially rectal)

has influenced some updated guidance. The PEPFAR guidance

for combination prevention for MSM [46] recommends only

procuring lubricants deemed safer by evidence presented

at the Microbicides 2010 conference [36,37]. The PEPFAR

guidance, however, does not specifically summarize which

lubricant products are preferable.

In 2011, the World Health Organization (WHO), in col-

laboration with United Nations Population Fund and Family

Health International, published an advisory document which

reconfirms that oil-based lubricants should be avoided, and

provides more clarity on the procurement of safer water-

based lubricants. A list of household products are listed as

damaging to latex including: baby oil, burn ointment, dairy

butter, palm or coconut oil, cooking oil, fish oil, mineral oil,

suntan oil, haemorrhoid cream, petroleum jelly and body/

hand lotions [47]. This WHO list, however, references

a behavioural study in Jamaica [48] which actually does

not specifically mention, or scientifically test the condom

compatibility of most of these ‘‘condiments,’’ as is implied.

Based on the evidence documenting epithelial or mucosal

damage and/or irritation [32,34,35], the WHO advisory

recommends a systematic review of lubricant safety, and

provides interim recommendations for procurement agencies

to avoid products with high osmolality and products contain-

ing polyquaternary compounds. Additional pH specifications

for lubricants intended for vaginal or anal sex are provided

[47]. The WHO document relists some commercial lubricants

with their osmolality and pH from one of the recent studies

[35], but � as with the PEPFAR guidance � stops short of

declaring specific products as ‘‘safe’’ for procurement.

Based on this guidance, it seems that programmers are

currently expected to independently research the formula-

tion or ingredients of lubricant products before procurement.

Additionally, in Africa water-based lubricants remain costly,

and prevention programmes also remain unable to advise on

the safety and condom compatibility of some inexpensive

‘‘condiments’’ reportedly used by MSM and FSW in Africa �
including butter, yoghurt and coconut oil. In response, some

organizations, most notably the International Rectal Micro-

bicides Advocates (IRMA), are monitoring these research

developments, distributing summaries and fact sheets of

lubricant safety, and advocating for greater research re-

sources on lubricant safety and use both in Africa and

worldwide [49].
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Conclusions
The literature and evidence of lubricant condom compatibility

and safety is not as thoroughly assessed and/or documen-

ted as commonly believed, and our knowledge is currently

evolving and improving. This includes emerging awareness

that Africans are using lubricants that may or may not be

compatible with condoms, and that some Africans are en-

gaging in anal sex, which requires more access to water-based

lubricants. Additionally, further confirmation is needed on the

safety and procurement criteria for some water- and silicone-

based lubricants. Thus, the potential epidemiologic impact of

lubricant use is under-assessed, and more attention must be

given.

First, the current global regulatory environment for lubri-

cants may not always require rigorous safety testing and

assessment, especially if a product is not marketed for sexual

use. Whether lubricants or vaginal moisturizers should be

classified as ‘‘drugs’’ or ‘‘cosmetics’’ and tested for safety

accordingly is currently under debate, while Africans con-

tinue to use lubricants based on intuition, availability and

affordability � sometimes with no knowledge of the current

public health guidance. While the recent information on

vaginal and rectal safety testing from microbicides research

has been helpful, further guidance from the FDA and more

research is needed to resolve outstanding safety concerns.

This will help assure HIV prevention programmers and

lubricant users that they are distributing or using lubricants

which are safe, and do not put Africans at increased risk of

HIV or STIs.

Second, a thorough and modern review of lubricants and

their impact on latex condom integrity is needed, including

assessment of some Africa-specific substances. Confirmation

of latex-degrading effects from the laboratory and breakage

rates from behavioural data may be modelled with the

existing data on the probabilities of HIV transmission via

vaginal and anal sex [50,51] to determine if breakage is a

problem of epidemiologic concern.

Third, broader population surveys in Africa � not just

among MSM and FSW � should assess lubricant use and

accessibility, and whether African populations are actually

using lubricants which are ‘‘condom compatible.’’ Further

analysis of condom failure in Africa may test for correlations

between breakage and non-compatible lubricant use.

Condom acceptance has come a long way since the

Malawian student worried about piri-piri hot sauce seeping

through holes in condoms. It is now time to shift focus to the

piri-piri sauce itself � or actually the other ‘‘condiments’’

used for sexual lubrication � so we can better understand

how these substances affect the African HIV epidemic.
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Vaginal intercourse: evidence for the impact of additional water-
based lubricant use on condom breakage and slippage rates in 
vaginal intercourse is equivocal. In a retrospective study (5), the 
use of additional water-based lubrication was associated with 
lower condom failure rates (odds ratio 8.88, 95% confidence 
interval 3.78–20.8). A further study (6) found an association 
between additional water-based lubricant use and reduced 
breakage rates for aged condoms but not for new condoms. With 
aged condoms1 the breakage rate reduced from 4.5% to 2.1% 
(p=0.029). With new condoms, the breakage rate was 2.4% 
irrespective of additional lubricant use.

Other studies have failed to show any improvement in condom 
failure rates resulting from additional water-based lubricant use. 
For example, Smith et al. (7) in a prospective study found that 
additional lubricants had no effect on slippage and breakage 
during vaginal intercourse. However, when the additional lubricant 
was inserted directly into the vagina, the odds ratio for breakage 
reduced to 0.34 but the authors did not state whether this result 
was statistically significant. Sparrow and Lavill (8) also found 
no association between the use of additional lubricants and 
breakage or slippage rates, although they reported that “not 
enough lubrication or dryness” was cited as the second most 
frequent explanation for condom breakage. 

What type of lubricant should be procured?
Any additional lubricant that is used must not have a 
deleterious effect on the properties of the condoms, such 
that the risk of breakage is increased. 

Therefore the most important issue to consider is the type of 
lubricant that is used as latex condoms rapidly lose strength if 
exposed to oil-based lubricants. Evidence suggests that using 
incorrect lubricants contributes significantly to increased rates of 
breakage and slippage (9).  

Silicone oils (polydimethylsiloxane), also known as silicone fluids, 
are the most commonly used lubricants that are applied to male 
and female condoms during manufacture. A very wide range of 
different silicone fluids is available but condom manufacturers 
generally use polydimethylsiloxanes with viscosities in the range 
200–350 centistokes. Silicone fluids are inert, safe and have 
minimal effect on the properties of the latex film (10). They are 
not, however, widely available as personal lubricants in many 
markets. They also tend to be relatively expensive. Although 
silicone fluids are expected to be safe and effective when used 
as personal lubricants, there are currently no published clinical 
studies supporting their use in this role, particularly when used 
with latex condoms for anal intercourse. 

Most widely available personal lubricants are water based, and 
these are commonly used as additional lubricants with condoms. 
Examples include K-Y Jelly, Astroglide, ID Glide and many others 
(see Annex 1). Many condom manufacturers also supply a range 
of water-based, condom-compatible lubricants.

Water-based lubricants normally contain one or more water 
soluble polymers to control their viscosity, together with 
humectants, viscosity modifiers, moisturizers and other 
components to modify their texture, rate of water evaporation and 
lubricating properties. Some lubricants are claimed to be long 
lasting and are marketed as vaginal moisturizers. The hydrophilic 
polymers used in those products are claimed to be bio-adhesive 
and to provide long term moisturizing effects. 

Water-based lubricants must contain preservatives to prevent 
microbial growth. These preservatives can cause irritation and 
sensitization in some individuals. The most commonly used 
preservatives are esters of p-hydroxybenzoic acid (parabens). 
Other preservatives that are used include sorbic acid and 
sorbates, phenoxyethanol, benzoic acid, and less commonly 
chlorhexidine gluconate and domiphen bromide.

Other lubricants that are suitable for use with condoms are 
glycol based. Glycols, such as glycerol and propylene glycol, are 
commonly added to water-based lubricants as humectants but 
propylene glycol is also used as the primary component in some 
lubricant formulations. Warming lubricants often contain high 
levels of propylene glycol. 

Household products are also sometimes used as personal 
lubricants. Some have a highly damaging effect on latex and 
should not be used with natural rubber latex condoms  
(see Table 1) (11).

Table 1
Household products that should not be used with 
latex condoms
Baby oil 
Burn ointment 
Dairy butter 
Palm or coconut oil

Cooking oil  
Fish oil 
Mineral oil 
Suntan oil

Haemorrhoid cream 
Petroleum jelly (Vaseline) 
Body/hand lotions

1 The aged condoms were stored for one year.
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Condom compatibility

Natural rubber latex condoms

Methods of testing additional lubricants for compatibility with 
condoms are being developed by technical working group 15 of 
the International Organization for Standardization (ISO) Technical 
Committee for Non-Systemic Contraceptives and STI Barrier 
Prophylactics (ISO/TC 157 WG 15). At present this working group 
has not completed its assignment because poor inter-laboratory 
reproducibility has delayed the development of a widely 
acceptable test procedure.

Water and glycol based personal lubricants, as described above, 
are generally accepted as being compatible with natural rubber 
latex and are therefore safe to use with latex condoms. Silicone 
oil-based lubricants are also compatible with natural rubber latex 
but are more expensive than water and glycol based lubricants.

Condoms made from polyurethanes and 
synthetic materials
Almost any lubricant with proven levels of safety for human use 
can be used with polyurethane condoms (12) and some other 
types of synthetic condoms. However, other synthetic materials 
now used for making condoms, such as polyisoprene, are just 
as sensitive to oil-based lubricants as are latex condoms. It is 
therefore necessary to check very carefully the material used to 
make the condom before using an oil-based lubricant.  

Safety issues
Personal lubricants are generally regarded as low-risk products 
and are subjected to only limited regulatory controls. Depending 
upon product claims and intended duration of action, they are 
classified as class 1 or class 2 medical devices in the United 
States and subject to 510(k) premarket approval. In Europe 
they are classified as class I or class IIa medical devices, again 
depending on product claims including duration of action. 
Depending on classification they can be marketed based on the 
manufacturer’s declaration of conformity (class I) or following 
Notified Body review (class IIa). Safety testing is often restricted 
to vaginal and penile irritation/sensitization studies in the rabbit.

Recent studies have identified a number of potential safety issues 
with personal lubricants. Much of this new information is based 
on laboratory (in vitro) testing. Several papers (13–16) suggest 
that lubricants with high osmolality might cause vaginal and 
anal epithelial damage. Confirmation that lubricants with high 
osmolality can cause epithelium damage when applied rectally to 
humans has been demonstrated in a group of 10 volunteers (15). 

Epithelial damage could in turn increase the risk of infection, for 
example by HIV and other sexually transmitted infections (STIs), 
particularly when condom use is inconsistent. The effect of high 
osmolality might be more important when these lubricants are 
used rectally (15). 

Most commercial personal lubricants have high osmolalities 
(2000–6000 mOsm/kg). Table 1 summarizes data on a wide 
range of current commercial products (16). By comparison, 
the normal osmolality of female vaginal secretions is 260–290 
mOsm/kg and in human semen it is 250–380 mOsm/kg (17, 18). 
Ideally, the osmolality of a personal lubricant should not exceed 
380 mOsm/Kg to minimize any risk of epithelial damage. Given 
that most commercial lubricants significantly exceed this value, 
imposing such a limit at this time could severely limit the options 
for sourcing personal lubricants for sector procurement. It is 
therefore recommended on an interim basis that procurement 
agencies should source lubricants with osmolalities of not greater 
than 1200 mOm/kg.

The primary factor determining the osmolality of the majority of 
lubricants is the concentration of glycol.  Glycols are added as 
humecants/moisturizers.  Glycerol and propylene glycol are most 
commonly used.  To maintain osmolalities below 1200 mOsm/kg 
the concentration of glycerol in the formulation should not exceed 
9.9% mass fraction (w/w) and the concentration of propylene 
glycol should not exceed 8.3% mass fraction.  If a mixture of 
glycols is used then the total glycol content should be kept below 
approximately 8.3% mass fraction although the exact limit will 
depend upon the ratio of the glycols.

Procurement agencies might therefore want to consider 
requesting information about the osmolality of lubricants 
from the manufacturers when selecting products for bulk 
purchase, especially if the products could be used rectally and/
or by high-risk populations. If manufacturers are unable to 
supply information about the osmolality of their lubricants then 
information about the glycol content should be requested.

In a study undertaken by Population Council (16), four lubricants 
(Astroglide Liquid, Astroglide Warming Liquid, Astroglide 
Glycerin & Paraben-Free Liquid, and Astroglide Silken Secret) 
significantly enhanced HIV-1 replication in vitro compared with 
other lubricants in the study (p<0.0001). A common ingredient in 
all of these preparations is polyquaternium (polyquaternium-15 is 
specified in three of them). A related polyquaternium compound, 
MADQUAT, was also found to increase HIV-1 replication, 
suggesting that this class of compound might increase HIV 
infection risk.

Other researchers found that polyquaternium-32 disrupted 
infected leukocytes in vitro within 5 minutes, which resulted in 
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inhibition of infectious HIV production by infected leukocytes (19). 
It is not clear whether the different effects seen in these studies 
are due to the test methods used or differences between specific 
polyquaternium compounds. Until the role of polyquaternium 
compounds is clarified they are best avoided in personal 
lubricants, particularly in products intended for use by high– risk 
populations.

The pH of the healthy vagina is normally in the range 3.8–4.5. 
The pH of the rectum is closer to neutral (pH 7). High vaginal pH 
can lead to an increase in the risk of bacterial vaginosis. High pH 
is also more supportive of HIV survival. Ideally therefore a vaginal 
lubricant should have a pH of about 4.5 and a rectal lubricant of 
about 5.5 to 7. It is unfortunate that these optimum requirements 
cannot be bridged in a single lubricant. The preservation of 
water-based lubricants is easier if the pH is maintained below 7. 
For these reasons it is recommended that procurement agencies 
purchase lubricants that have a pH of 7 or less. Also, agencies 
should consider the primary intended target population when 
specifying personal lubricant requirements, and also consider the 
likelihood of cross over use, e.g. a lubricant designated for rectal 
use being used vaginally and vice versa. 

In the process of developing the recommendations in this 
paper a review of the literature was undertaken but this was 
not done on a formal, systematic basis. To provide a definitive 
recommendation on lubricants, it is proposed that a systematic 
review of the literature on the safety of personal lubricants be 
undertaken to define both the knowledge and research gaps. 

In the interim, it would seem prudent for procurement agencies 
purchasing personal lubricants for public sector distribution to:

• Try and limit osmolality to less than 1200 mOsm/kg (total
glycol content below ca 8.3% mass fraction (w/w)).

• Avoid lubricant formulations containing polyquaternium
15 specifically, and perhaps polyquaternary compounds in
general.

In addition:

• If the primary intended target population use is vaginal use
then a pH of 4.5 is preferable.

• If the primary intended users are MSM or cannot be
determined, then a pH in the range 5.5–7 would be more
appropriate.

Careful consideration should be given to the potential risk factors 
particularly when procuring lubricants for HIV/STI prevention 
programmes and for MSM. 

Adopting an upper limit of 1200 mOsm/kg will have a significant 
impact on the number of available commercial lubricants that 
can be currently procured. Most current commercial lubricants, 
as reported above, have osmolalities in the 2000–6000 mOsm/
kg range. The formulation of low osmolal lubricants does not, 
however, present any significant technical challenges. There are 
a number of products available that meet or only just exceed the 
recommended limit of 1200 mOsm/kg.

Spermicidal additives
Spermicidal additives to the lubricant have been used in some 
commercial products. Recent summaries of research findings 
suggest that these spermicides (predominantly nonoxynol-9) 
have significant irritant effects, and, overall, their use is not 
recommended (12).

Addition of medicinal and other active 
substances to condom lubricants
In the commercial sector there is increasing availability of 
condoms containing medicinal substances such as local 
anaesthetics. A common example is benzocaine, which is added 
to delay ejaculation. Lubricants containing medicinal substances 
are subject to local regulatory requirements for medicines. It may 
not be legal to distribute them in many countries without specific 
local regulatory approvals. The inclusion of such products in 
bulk procurement programmes is therefore not recommended.

Personal lubricants are also available with herbal and other 
substances that are claimed to have specific benefits, such 
as stimulating, warming, tingling and other effects. Since 
these lubricants do not contain medicinal substances, they are 
not regulated as medicines. Nevertheless, the safety of such 
lubricants in high-risk populations such as MSM and sex workers 
may not have been adequately assessed to date. Again, their 
inclusion in bulk procurement programmes is not recommended.
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Conclusion and recommendations
Based on discussions at the meeting and an extended review with 
additional technical experts following the meeting, the technical 
experts recommended that:

1. There is a significant demand for additional lubricants to 
be used with condoms, particularly for MSM, female sex 
workers and women in menopause, and post-menopause.

2. The correct type of additional lubricant for male latex and 
female condoms can be bulk procured with either male or 
female condoms, if justified by programmatic requirements. 

3. When procuring water-based lubricants, the osmolality 
should preferably be 1200 mOsm/kg or less.  This can be 
achieved by limiting the glycerol content of the lubricant to 
9.9% mass fraction or less, the propylene content to 8.3% 
mass fraction or less, or if a mixture of glycols is used a total 
limit of ca 8.3% mass balance.

4. Lubricants containing polyquaternary compounds should 
be avoided until there is further evidence on the effect of 
polyquaternium compounds on HIV replication rates.

5. When procuring water-based lubricants, a pH of around 4.5 
is recommended if the primary intended target population 
will use the product for vaginal intercourse. For lubricants 
intended primarily for MSM or where the nature of the 
intended use cannot be ascertained, a pH in the range 5.5 to 
7 is recommended. Lubricants with pH exceeding 7 are not 

recommended.

6. The bulk procurement and distribution of lubricants 
containing spermicides, medicinal and other active 
substances is not recommended. 

7. A formal, systematic review of the literature should be 
undertaken by WHO to determine the sum of evidence 
on which recommendations can be made for the bulk 
procurement and distribution of personal lubricants that can 
be safely used as additional lubricant with male and female 
condoms.

Acknowledgements
The World Health Organization Department of Reproductive 
Health and Research (RHR)would like to thank William Potter, 
Independent Consultant , Stapleford Scientific Services, 
Cambridge, United Kingdom; Margaret Usher-Patel, RHR 
Scientist/IBP Secretariat; Timothy Farley, Scientist, WHO/RHR 
and Catherine D’Arcangues, Deputy Director, RHR, for initiating 
and supporting the preparation of this paper in collaboration with 
the following members of the Female Condom Technical Review 
Committee: Mags Beksinska, Match, Tunbridge Wells, United 
Kingdom; Eli Carter, Family Health International 360, Durham, 
United States of America; John Gerofi, Enersol Consulting 
Engineers, Annadale, Australia; Carol Joanis, Joanis Consulting, 
Raleigh, United States of America; Els Klinkert, UNAIDS, Geneva, 
Switzerland; Twedi Seane, South African Bureau of Standards, 
Pretoria, South Africa; K Sivakumar, Independent Technical 
Adviser, Chennai, India; Jakub Srebro, JS –International Auditing 
& Consulting, Stockholm, Sweden; Mark Weaver, Family Health 
International 360, Durham, United States of America; David 
Whybrew, Crown Agents, Sutton, United Kingdom; Agnes 
Chidanyika, UNFPA, Copenhagen, Denmark; Bidia Deperthes, 
UNFPA, New York, United States of America; Morten Sorensen, 
UNFPA, Copenhagen, Denmark; Hayley Traeger, UNFPA, 
Copenhagen, Denmark and Mark Weaver, Family Health 
International 360, Durham, USA.

WHO would also like to acknowledge the scientific and technical 
contributions received from the key experts involved in the 
extensive external review process: Markus Steiner, Family Health 
International 360, Durham, USA; Nathalie Broutet, RHR; Francis 
Ndowa, RHR; David F. Katz, Duke University, Durham, USA; 
Marc-André LeBlanc, International Rectal Microbicide Advocates 
(IRMA), USA; Cheikh E Traore, United Nations Development 
Programme, New York, USA; Mark Rillings, Office of Population 
and Reproductive Health, USAID, USA; Kevin O’Reilly, Department 
of HIV/AIDS,WHO and Catherine Richey, RHR.

Use and procurement of additional lubricants with male and female condoms: WHO/UNFPA/FHI360   -  Advisory Note

18-24

Records processed under FOIA request 2018-4101; Released on 02/27/2019

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



6

References
1. Carballo-Diéguez A, Stein Z, Sáez H, Dolezal C, Nieves-Rosa

L, Díaz F. Frequent use of lubricants for anal sex among men
who have sex with men: the HIV prevention potential of a
microbicidal gel. American Journal of Public Health, 2000,
90(7):1117-1121.

2. Carballo-Diéguez A, O’Sullivan LF, Lin P, Dolezal C, Pollack L,
Catania J. Awareness and attitudes regarding microbicides
and Nonoxynol-9 use in a probability sample of gay men.
AIDS and Behavior, 2007, 11(2):271-276.

3. Albert AE et al. Condom used among female commercial
sex workers in Nevada’s legal brothels. American Journal of
Public Health, 1995,85: 1514-1520.

4. Golombok R, Harding R, Sheldon J. An evaluation of a thicker
verses standard condom with gay men. AIDS, 2001, 15:245-
250.

5. Gabbay M, Gibbs A. Does additional lubrication reduce
condom failure? Contraception, 1996, 53(3): 155-158.

6. Steiner M, et al. The impact of lubricants on latex condoms
during vaginal intercourse. International Journal of STD &
AIDS, 1994, 5(1): 29-36.

7. Smith AM, et al. Does additional lubrication affect condom
slippage and breakage? International Journal of STD & AIDS,
1998, 9(6): 330-335.

8. Sparrow MJ, Lavill K. Breakage and slippage of condoms in
family planning clients. Contraception, 1994, 50(2): 117-129.

9. Crosby R, Diclemente RJ, Yarber WL, Snow G, Troutman A. An
event-specific analysis of condom breakage among African
American men at risk of HIV acquisition. Sexually Transmitted
Diseases, 35(2):174-177.

10. WHO, UNFPA, UNAIDS, FHI. Male latex condom: specification,
prequalification and guidelines for procurement 2010.
Geneva, World Health Organization, p.128.

11. Steiner MJ, Taylor D, Hylton-Kong T, et al. Decreased
condom breakage and slippage rates after counseling
men at a sexually transmitted infection clinic in Jamaica.
Contraception, 2007, 75 (4):289-293.

12. Jennings P, Bachmann L. A clinician’s guide to condoms,
spermicides, microbicides and lubricants. Journal of the
American Academy of Physician Assistants,2005, 18(12):61-
62, 67-69.

13. Adriaens E and Remon JP. Mucosal irritation potential of
personal lubricants relates to product osmolality as detected
by the slug mucosal irritation assay. Sexually Transmitted
Diseases, 2008, 35:512–516.

14. Wang et al. Rectal microbicides: clinically relevant approach
to the design of rectal specific placebo formulations. AIDS
Research and Therapy, 2011, 8:12.

15. Fuchs EJ, Lee LA, Torbenson MS, et al. Hyperosmolar
sexual lubricant causes epithelial damage in the distal
colon: potential implication for HIV transmission. Journal of
Infectious Disease, 2007; 195:703–710.

16. Begay O, Jean-Pierre N, Abraham CJ, et al. Identification
of personal lubricants that can cause rectal epithelial cell
damage and enhance HIV Type 1 replication in vitro. AIDS
Research and Human Retroviruses, 2011, 27(9):1019-1024.

17. Owen DH, Katz DF. A vaginal fluid simulant. Contraception,
1999, 59:91–95.

18. Owen DH, Katz DF. A review of the physical and chemical
properties of human semen and the formulation of a semen
simulant. Journal of Andrology, 2005, 26:459–469.

19. Nguyen D, Lee H, Poast J, Cloyd MW, Baron S. Preventing
sexual transmission of HIV: anti-HIV bioregulatory and
homeostatic components of commercial sexual lubricants.
Journal of Biological Regulators & Homeostatic Agents, 2004,
18(3–4):268-274.

Use and procurement of additional lubricants with male and female condoms: WHO/UNFPA/FHI360   -  Advisory Note

18-25

Records processed under FOIA request 2018-4101; Released on 02/27/2019

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



7

Lubricant Manufacturer Osmolality

(mOsm/kg)

pH

KY Jelly Johnson & Johnson, Langhorne, PA, USA 2007 4.55
KY Warming Jelly Johnson & Johnson, Langhorne, PA, USA ND 4.50–6.50
KY Tingling Jelly Johnson & Johnson, Langhorne, PA, USA 5047 3.61
KY Sensual Silk Johnson & Johnson, Langhorne, PA, USA 5467 3.39
KY Sensual Silk Warming Johnson & Johnson, Langhorne, PA, USA ND 5.00–7.00
KY Sensual Silk Tingling Ultragel Johnson & Johnson, Langhorne, PA, USA 5381 3.36
KY Natural Feeling Liquid Johnson & Johnson, Langhorne, PA, USA 4523 3.86
Wet Original Gel Lubricant Trigg Laboratories, Valencia, PA, USA 3679 5.9
Wet Light Trigg Laboratories, Valencia, PA, USA 3946 6.02
Wet Warming Trigg Laboratories, Valencia, PA, USa ND 6.0–7.5
Durex Play Soothing Ssl international, London, United Kingdom 1373 4.2
Durex Play Warmer Ssl international, London, United Kingdom ND 4
Durex Play Piña Colada Ssl international, London, United Kingdom ND 4.29
Durex Play More Ssl international, London, United Kingdom 1332 4.49
ID Glide Westridge Laboratories Inc, Santa Ana, CA, USA 2901 5.2
ID Juicy Lube Cherry Westridge Laboratories Inc, Santa Ana, CA, USA 3030 5.35
ID Pleasure Westridge Laboratories Inc, Santa Ana, CA, USA 2898 5.26
ID Sensation Westridge Laboratories Inc, Santa Ana, CA, USA ND 5.95–6.5
Astroglide Liquid BioFilm Inc, Vista, CA, USA 8064 4.44
Astroglide Gel BioFilm Inc, Vista, CA, USA 2299 4.3
Astroglide Warning Liquid BioFilm Inc, Vista, CA, USA ND 6.45–6.73
Astroglide Glyceryn & Paraben-Free Liquid BioFilm Inc, Vista, CA, USA 4806 4.54
Astroglide Strawberry BioFilm Inc, Vista, CA, USA ND 5.35
Astroglide Silken Secret BioFilm Inc, Vista, CA, USA 6121 4.73
Lifestyles Liquid (with Aloe & Vit. E) Ansell Limited, Richmond, Victoria, Australia 4229 6.3
Lifestyles Excite Sensual Gel Ansell Limited, Richmond, Victoria, Australia 3728 7.2
Lifestyles Warm Lovin’ Ansell Limited, Richmond, Victoria, Australia ND 5.24
Maximus Bodywise Limited, Isle of Wight, United Kingdom 6415 6.05
Babelube Babeland, Seattle, WA, USA 19 6.78
Elbow Grease Thin Gel B. Cumming Company Inc, Sun Valley, CA, USA 2977 5.77
Slippery Stuff Gel Wallace O’Farrell Inc, Puyallup, WA, uSA 13 6.89
O’My Natural Lubricant O’My Products Inc, Vancouver, BC, Canada 4348 5.46
Liquid Silk Bodywise Limited, Isle of Wight, United Kingdom 3167 5.26
Probe Personal Lubricant Darvryan Laboratories Inc, Portland, OR, USA 341 7.67
Anal Lube Original Formula California Exotic Novelties Inc, Chino, CA, USA 3456 5.77
ForPlay Gel-Plus Trimensa Pharmaceuticals, Newbury Park, CA, 

USA
9177 6.58

Gun Oil H2O Empowered Products Inc, Las Vegas, NV, 
USA

3955 5.61

Duane Reade Lubricating Jelly Duane Reade Inc, New York, NY, USA 737 4.79
Moist Again Vaginal Moisturizing Gel Lake Consumer Products Inc, Jackson, WI, USA 187 5.68
Replens Lil’ Drug Store Products Inc, Cedar Rapids, IA, 

USA
1491 2.98

FemGlide Cooper Surgical Inc, Puyallup, WA, USA 15 6.13

Annex 1. Properties of some commercial lubricants

Source: (16).
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For more information, please contact:

Department of Reproductive Health and Research
World Health Organization
Avenue Appia 20, CH-1211 Geneva 27 Switzerland
Fax: +41 22 791 4171
E-mail: reproductivehealth@who.int
www.who.int/reproductivehealth

WHO/RHR/12.33

© World Health Organization 2012

The designations employed and the presentation of the material in this publication do not imply the expression of any opinion whatsoever on 
the part of the World Health Organization concerning the legal status of any country, territory, city or area or of its authorities, or concerning the 
delimitation of its frontiers or boundaries. Dotted lines on maps represent approximate border lines for which there may not yet be full agreement.

The mention of specific companies or of certain manufacturers’ products does not imply that they are endorsed or recommended by the World 
Health Organization in preference to others of a similar nature that are not mentioned. Errors and omissions excepted, the names of proprietary 
products are distinguished by initial capital letters.

All reasonable precautions have been taken by the World Health Organization to verify the information contained in this publication. However, the 
published material is being distributed without warranty of any kind, either expressed or implied. The responsibility for the interpretation and use 
of the material lies with the reader. In no event shall the World Health Organization be liable for damages arising from its use.
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Section 19:  Performance Testing - Animal. 
 

 

Content unchanged from original submission. 
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Section 20:  Performance Testing - Clinical. 
 

 

Content unchanged from original submission. 
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Section 21:  Kit Certification. 
 

 

Content unchanged from original submission. 
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Section 22:  Previous Submission Statement. 
 

 

Content unchanged from original submission. 
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Section 5: 510(k) Summary  
 
In accordance with 21 CFR 807.87(h) and 21 CFR 807.92 the 510(k) Summary for YES® oil-based 
Personal Lubricant, YES® water-based Personal Lubricant, and YES® Vaginal Moisturizer is provided 
below: 
 
Device Common Name: Personal Lubricant 
Device Proprietary Names: YES® oil-based Personal Lubricant 

YES® water-based Personal Lubricant 
YES® Vaginal Moisturizer 

Sponsor: 
 
 
 
 
 

Biotech Lubricants Limited, 
Ramshill, 
Petersfield, 
GU31 4AT, 
United Kingdom 

Official Correspondent: Karen Cornelius, Maetrics 
BioCity Nottingham. 
Pennyfoot Street, 
Nottingham. 
NG1 1GF. 
United Kingdom. 
Phone: +44 115 921 6200 
Email: kcornelius@maetrics.com  

Date Prepared: May 8, 2016 
Classification Regulation: 884.5300 
Classification Name: Condom 
Panel: Obstetrics/Gynecology 
Product Code: NUC 
Predicate Device: K124044 Aloe Cadabra Personal Lubricant (Seven Oaks Ranch Inc) 

K122477 Lifestyles Luxe Premium Personal Lubricant (Ansell 
Healthcare Product LLC) 

 
Indications for Use: 
 
YES® oil-based Personal Lubricant: A personal lubricant, for vaginal and penile application, intended to 
moisturize and lubricate, to enhance the ease and comfort of intimate sexual activity and supplement the 
body's natural lubrication. YES® oil-based Personal Lubricant is not compatible with natural rubber latex, 
polyurethane or polyisoprene condoms. 
 
YES® water-based Personal Lubricant: A personal lubricant, for vaginal and penile application, intended 
to moisturize and lubricate, to enhance the ease and comfort of intimate sexual activity and supplement 
the body's natural lubrication. YES® water-based Personal Lubricant is compatible with natural rubber 
latex and polyisoprene condoms. This product is not compatible with polyurethane condoms. 
 
YES® Vaginal Moisturizer:  A personal lubricant, for vaginal and penile application, intended to 
moisturize and lubricate, to enhance the ease and comfort of intimate sexual activity and supplement the 
body's natural lubrication. YES® water-based Personal Lubricant is compatible with natural rubber latex, 
and polyisoprene condoms. This product is not compatible with polyurethane condoms. 
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Technological Characteristics - Formulation: 
 
YES® oil-based Personal Lubricant formula is proprietary. The product however, is an oil-based or oil 
containing lubricant comprised of naturally occurring ingredients. The plant based oils and butters in the 
proposed device are all GRAS (Generally Recognized as Safe by FDA). It has no exceptional 
technological characteristics and is similar to other lubricants containing natural ingredients which are 
currently on the U.S. market. It is also substantially equivalent to the predicate device which is formulated 
from natural ingredients which are all GRAS.  
 
YES® water-based Personal Lubricant formula is proprietary. The product however, is a water-based gel 
consisting mainly of water and water-soluble ingredients. It has no exceptional technological 
characteristics and is similar to other lubricants currently on the U.S. market. It is substantially equivalent 
to the predicate device.  
 
YES® Vaginal Moisturizer formula is proprietary. The product however, is a water-based gel consisting 
mainly of water and water-soluble ingredients. It has no exceptional technological characteristics and is 
similar to other lubricants currently on the U.S. market. It is substantially equivalent to the predicate 
device.  
 
Technological Characteristics - Biocompatibility Testing: 
 
Biocompatibility Testing was conducted on YES® oil-based Personal Lubricant, YES® water-based 
Personal Lubricant and YES® Vaginal Moisturizer for Cytotoxicity, Vaginal Irritation, Sensitization, and 
Acute Systemic Toxicity in accordance with the ISO 10993-5, 10993-10 and 10993-11 standards. 
 
The results for all three devices show that all meet the acceptance requirements of each test and are all 
non-cytotoxic, non-irritating, non-sensitizing and non-systemically toxic. The predicate device also meets 
the requirements for biocompatibility testing.  
 
 
Technological Characteristics - Condom Compatibility Testing: 
 
YES® oil-based Personal Lubricant: Condom compatibility testing was performed on natural rubber latex 
and polyisoprene condoms as per ASTM D7661-10. Test results indicate that the device affects the 
mechanical or physical integrity of the natural rubber latex and polyisoprene condoms. Therefore, the 
device is not compatible with natural rubber latex or polyisoprene condoms. Additionally, the device is 
labeled “not compatible with natural rubber latex or polyisoprene condoms”. The predicate device has 
also been tested in an identical manner and is compatible with rubber latex and polyisoprene condoms. 
The difference is due to the characteristics of non-silicone oils used in YES® oil-based Personal Lubricant. 
The device has not been tested with polyurethane condoms and is labeled “not compatible with natural 
rubber latex, polyisoprene or polyurethane condoms”. 
 
YES® Vaginal Moisturizer and YES® water-based Personal Lubricant: Condom compatibility testing was 
performed on natural rubber latex and polyisoprene condoms as per ASTM D7661-10, Results indicated 
that the devices are compatible with natural rubber latex and polyisoprene condoms. The devices are 
labeled “compatible with natural rubber latex or polyisoprene condoms’ in an identical manner to the 
predicate device. Both devices are not tested with polyurethane condoms and are labeled “not compatible 
with polyurethane condoms” 
 
Technological Characteristics - Shelf Life and Microbial Limits:  
 
YES® oil-based Personal Lubricant, YES® water-based Personal Lubricant, and YES® Vaginal 
Moisturizer have a 9-month shelf life based on the results of a real time aging study in accordance with 
the International Council For Harmonisation (ICH) Guidelines – Q1A(R2) – Stability Testing of Drug 
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Substances and Products. For each device, the predicate shelf-life has also been determined by real and 
accelerated aging studies. 
 
Microbial limits testing has been conducted on YES® oil-based Personal Lubricant, YES® water-based 
Personal Lubricant, and YES® Vaginal Moisturizer in accordance with the requirements of USP <61> and 
USP <62> and microbial quality has been indicated. Both predicate devices have acceptable microbial 
quality determined by microbial limits testing. 
 
Clinical Testing: 
 
No clinical testing was required to demonstrate substantial equivalence to the predicate devices.  
 
 
Conclusion:  
 
YES® oil-based Personal Lubricant, YES® water-based Personal Lubricant, and YES® Vaginal 
Moisturizer have the same intended use and similar technological characteristics as the predicate devices. 
Biocompatibility, Non-Clinical condom compatibility or shelf life testing has demonstrated that these 
devices raise no new issues of safety or effectiveness. Therefore, these lubricants are substantially 
equivalent to the predicate devices. 
 

 
End of Section 5 
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lists whether they are the same, different, or similar. (Please see the 510(k) summary for K163395 as a rough guide for
these changes)

d.      Beneath each table, please provide a summary which includes 1) a comparison of indications for use, and why any
differences do not represent a new intended use, and 2) a discussion of differences between the subject and predicate
devices, and why differences do not raise different questions of safety or effectiveness. The addition of the comparison
column, described above, will help to simplify this summary.

e.       For the Shelf Life and Microbial Limits, please include the endpoints (i.e., device specifications and microbial limits)
assessed in the studies.  You may wish to include these in the device comparison tables or device specification tables,
and simply reference them in this section

 
Thank you,
Patrick
 
 
Patrick Gallagher | Biomedical Engineer
Obstetrics and Gynecology Devices Branch
Office of Device Evaluation | Center for Devices and Radiological Health
Phone: 301-796-6486 | Patrick.Gallagher@fda.hhs.gov
10903 New Hampshire Avenue, WO66, Room G217, Silver Spring, MD 20993
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Excellent customer service is important to us. Please take a moment to provide feedback in this customer service survey

 

From: Cornelius, Karen [mailto:kcornelius@maetrics.com] 
Sent: Tuesday, May 23, 2017 6:45 AM
To: Gallagher, Patrick
Subject: K162569-S001 Biotech lubricant, Edits for 510(k) Summary
 
Dear Patrick,
 
Further to your email to John Shepperson regarding K162569-S001, please find attached the requested 510(k) summary in word
format.
I would like to take this opportunity to let you know that John has recently left the company and to ask that all future
correspondence regarding this 510(k) be directed to myself if possible.
 
Please don’t hesitate to let me know if you have any queries.
With best wishes
 
Karen

Karen Cornelius
Senior Associate
 

kcornelius@maetrics.com | www.maetrics.com | www.maetrics.co.uk     
+44 758 419 1205 (Mobile) |+44 115 704 3364 (Direct)
 
+44 115 921 6200 (UK Office) | +1 317 706 1493 (USA Office)
Maetrics Ltd | BioCity Nottingham | Pennyfoot Street | Nottingham | NG1 1GF | UK
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Phone: 301-796-6486 | Patrick.Gallagher@fda.hhs.gov
10903 New Hampshire Avenue, WO66, Room G217, Silver Spring, MD 20993
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Excellent customer service is important to us. Please take a moment to provide feedback in this customer service survey

 

From: Cornelius, Karen [mailto:kcornelius@maetrics.com] 
Sent: Thursday, June 08, 2017 11:29 AM
To: Gallagher, Patrick
Subject: RE: K162569-S001 Biotech lubricant, Edits for 510(k) Summary
 
Hello Patrick,
 
Many thanks for the amended 510(k) summary.
As discussed on the phone I have reviewed and accepted all the changes in the attached version of the summary apart from
those relating to viscosity.
Let me know if the attached is acceptable or if you need any additional information.
 
With best wishes
 
Karen
 

Karen Cornelius
Senior Associate
 

kcornelius@maetrics.com | www.maetrics.com | www.maetrics.co.uk     
+44 758 419 1205 (Mobile) |+44 115 704 3364 (Direct)
 
+44 115 921 6200 (UK Office) | +1 317 706 1493 (USA Office)
Maetrics Ltd | BioCity Nottingham | Pennyfoot Street | Nottingham | NG1 1GF | UK

For the latest news from MAETRICS, follow us on LinkedIn

This message is confidential, intended only for the named recipient(s) and may contain confidential and proprietary information that is for the sole use of the intended recipient. If you are not the
intended recipient(s), you are notified that the dissemination, distribution or copying of this message is strictly prohibited. If you receive this message in error, or are not the named recipient(s),
please notify the sender at either the e-mail address or telephone number above and delete this e-mail from your computer. Thank you for your cooperation.

 

From: Gallagher, Patrick [mailto:Patrick.Gallagher@fda.hhs.gov] 
Sent: 07 June 2017 19:46
To: Cornelius, Karen
Subject: RE: K162569-S001 Biotech lubricant, Edits for 510(k) Summary
 
Hello Karen,
 
During the administrative review, another round of changes were made to the 510(k) summary.  Please provide your
concurrence with these changes by COB tomorrow (6/8).
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Thank you,
Patrick
 
Patrick Gallagher | Biomedical Engineer
Obstetrics and Gynecology Devices Branch
Office of Device Evaluation | Center for Devices and Radiological Health
Phone: 301-796-6486 | Patrick.Gallagher@fda.hhs.gov
10903 New Hampshire Avenue, WO66, Room G217, Silver Spring, MD 20993
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Excellent customer service is important to us. Please take a moment to provide feedback in this customer service survey

 

From: Cornelius, Karen [mailto:kcornelius@maetrics.com] 
Sent: Friday, June 02, 2017 11:40 AM
To: Gallagher, Patrick
Subject: RE: K162569-S001 Biotech lubricant, Edits for 510(k) Summary
 
Hello Patrick,
 
Thank you for your email and the updated 510K summary.
I have made the changes requested below and attached a clean version of the updated summary.
Let me know if you need any additional information or if there are any further changes that I need to make.
 
With best wishes
 
Karen
 

Karen Cornelius
Senior Associate
 

kcornelius@maetrics.com | www.maetrics.com | www.maetrics.co.uk     
+44 758 419 1205 (Mobile) |+44 115 704 3364 (Direct)
 
+44 115 921 6200 (UK Office) | +1 317 706 1493 (USA Office)
Maetrics Ltd | BioCity Nottingham | Pennyfoot Street | Nottingham | NG1 1GF | UK

For the latest news from MAETRICS, follow us on LinkedIn

This message is confidential, intended only for the named recipient(s) and may contain confidential and proprietary information that is for the sole use of the intended recipient. If you are not the
intended recipient(s), you are notified that the dissemination, distribution or copying of this message is strictly prohibited. If you receive this message in error, or are not the named recipient(s),
please notify the sender at either the e-mail address or telephone number above and delete this e-mail from your computer. Thank you for your cooperation.

 

From: Gallagher, Patrick [mailto:Patrick.Gallagher@fda.hhs.gov] 
Sent: 01 June 2017 22:11
To: Cornelius, Karen
Subject: RE: K162569-S001 Biotech lubricant, Edits for 510(k) Summary
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Hello Karen,
 
I have a few comments for the 510(k) summary for the above file.  After making these changes, please provide an updated
summary (DOC format) by COB 6/5/17.  In addition to the changes I’ve made to the attached summary, please make the
following changes:
 

a.       Please include contact information (e.g., phone, email) for the submitter.
b.      In the device comparison tables, please include a comparison of physical parameters of the device (e.g., key

specifications). In addition, The Technological Characteristics- Formulation section may not be necessary if this
information is included in the tables.

c.       Please add a column to the comparison table which compares each category for the predicate and subject devices, and
lists whether they are the same, different, or similar. (Please see the 510(k) summary for K163395 as a rough guide for
these changes)

d.      Beneath each table, please provide a summary which includes 1) a comparison of indications for use, and why any
differences do not represent a new intended use, and 2) a discussion of differences between the subject and predicate
devices, and why differences do not raise different questions of safety or effectiveness. The addition of the comparison
column, described above, will help to simplify this summary.

e.       For the Shelf Life and Microbial Limits, please include the endpoints (i.e., device specifications and microbial limits)
assessed in the studies.  You may wish to include these in the device comparison tables or device specification tables,
and simply reference them in this section

 
Thank you,
Patrick
 
 
Patrick Gallagher | Biomedical Engineer
Obstetrics and Gynecology Devices Branch
Office of Device Evaluation | Center for Devices and Radiological Health
Phone: 301-796-6486 | Patrick.Gallagher@fda.hhs.gov
10903 New Hampshire Avenue, WO66, Room G217, Silver Spring, MD 20993
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From: Cornelius, Karen [mailto:kcornelius@maetrics.com] 
Sent: Tuesday, May 23, 2017 6:45 AM
To: Gallagher, Patrick
Subject: K162569-S001 Biotech lubricant, Edits for 510(k) Summary
 
Dear Patrick,
 
Further to your email to John Shepperson regarding K162569-S001, please find attached the requested 510(k) summary in word
format.
I would like to take this opportunity to let you know that John has recently left the company and to ask that all future
correspondence regarding this 510(k) be directed to myself if possible.
 
Please don’t hesitate to let me know if you have any queries.
With best wishes
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Microbial limits testing has been conducted on YES® oil-based Personal Lubricant, YES® water-based 
Personal Lubricant, and YES® Vaginal Moisturizer in accordance with the requirements of USP <61> and 
USP <62> and microbial quality has been indicated (see product specification tables). Both predicate 
devices have acceptable microbial quality determined by microbial limits testing. 
 

 
Conclusion:  
 
YES® oil-based Personal Lubricant, YES® water-based Personal Lubricant, and YES® Vaginal 
Moisturizer have the same intended use and similar technological characteristics as the predicate devices. 
The results of the performance testing conducted on the subject devices demonstrate that they are as safe 
and effective as the predicate devices and support substantial equivalence. 
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YES® oil-based Personal Lubricant: Condom compatibility testing was performed for polyurethane 
condoms per ASTM D7661-10.  The results indicate that the device is not compatible with polyurethane 
condoms.  Additionally, compatibility testing was not performed for natural rubber latex or polyisoprene 
condoms; therefore, the device is not compatible with natural rubber latex or polyisoprene condoms.  
 
YES® Vaginal Moisturizer and YES® water-based Personal Lubricant: Condom compatibility testing was 
performed per ASTM D7661-10.  The results indicated that the devices are compatible with natural rubber 
latex and polyisoprene condoms, but are not compatible with polyurethane condoms.  
 
Shelf Life and Microbial Limits:  
 
YES® oil-based Personal Lubricant, YES® water-based Personal Lubricant, and YES® Vaginal 
Moisturizer have a 9-month shelf life. The results of shelf-life testing demonstrated that the subject 
lubricants met all device specifications as shown in the Device Description section for the duration of the 
9-month shelf-life study.  

 
Conclusion:  
 
YES® oil-based Personal Lubricant, YES® water-based Personal Lubricant, and YES® Vaginal 
Moisturizer have the same intended use and similar technological characteristics as the predicate devices. 
The results of the performance testing conducted on the subject devices demonstrate that they are as safe 
and effective as the predicate devices and support substantial equivalence. 
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Condom Compatibility: 
 
YES® oil-based Personal Lubricant: Condom compatibility testing was performed for polyurethane 
condoms per ASTM D7661-10.  The results indicate that the device is not compatible with polyurethane 
condoms.  Additionally, compatibility testing was not performed for natural rubber latex or polyisoprene 
condoms; therefore, the device is not compatible with natural rubber latex or polyisoprene condoms.  
 
YES® Vaginal Moisturizer and YES® water-based Personal Lubricant: Condom compatibility testing was 
performed per ASTM D7661-10.  The results indicated that the devices are compatible with natural rubber 
latex and polyisoprene condoms, but are not compatible with polyurethane condoms.  
 
Shelf Life and Microbial Limits:  
 
YES® oil-based Personal Lubricant, YES® water-based Personal Lubricant, and YES® Vaginal 
Moisturizer have a 9-month shelf life. The results of shelf-life testing demonstrated that the subject 
lubricants met all device specifications as shown in the Device Description section for the duration of the 
9-month shelf-life.  

 
Conclusion:  
 
YES® oil-based Personal Lubricant, YES® water-based Personal Lubricant, and YES® Vaginal 
Moisturizer have the same intended use and similar technological characteristics as the predicate devices. 
The results of the performance testing conducted on the subject devices demonstrate that they are as safe 
and effective as the predicate devices and support substantial equivalence. 
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DEPARTMENT OF HEALTH & HUMAN SERVICES  Public Health Service 
 

 
Food and Drug Administration 
10903 New Hampshire Avenue 
Document Control Center - WO66-G609 
Silver Spring, MD  20993-0002
 

K162569 
Biotech Lubricants Ltd 
Device Trade Name:  Yes Oil-based Personal Lubricant, Yes Water-based Personal Lubricant, 
Yes Vaginal Moisturizer 
Contact Name:  John Shepperson 
 
This document is being communicated via e-mail as an attachment. The date on which FDA sent 
this e-mail is the official date of this correspondence. 
 

DEFICIENCY LIST 

(b)(4) 
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FORM FDA 3881 (8/14) Page 1 of 1 PSC Publishing Services (301) 443-6740       EF

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Food and Drug Administration

Indications for Use

Form Approved: OMB No. 0910-0120
Expiration Date: January 31, 2017
See PRA Statement below.

510(k) Number (if known)
K162569

Device Name
YES® oil-based Personal Lubricant, YES® water-based Personal Lubricant, YES® Vaginal Moisturizer

Indications for Use (Describe)
Device Name: YES® oil-based Personal Lubricant 

Indications for Use: 
A personal lubricant, for vaginal and penile application, intended to moisturize and lubricate, to enhance the ease and 
comfort of intimate sexual activity and supplement the body's natural lubrication. YES® oil-based Personal Lubricant is 
not compatible with natural rubber latex, polyurethane or polyisoprene condoms. 

Device Name:  YES® water-based Personal Lubricant 

Indications for Use:
A personal lubricant, for vaginal and penile application, intended to moisturize and lubricate, to enhance the ease and 
comfort of intimate sexual activity and supplement the body's natural lubrication. YES® water-based Personal Lubricant 
is compatible with natural rubber latex and polyisoprene condoms. This product is not compatible with polyurethane 
condoms.

Device Name:  YES® Vaginal Moisturizer 

Indications for Use:
A personal lubricant, for vaginal and penile application, intended to moisturize and lubricate, to enhance the ease and 
comfort of intimate sexual activity and supplement the body's natural lubrication. YES® Vaginal Moisturizer is 
compatible with natural rubber latex and polyisoprene condoms. This product is not compatible with polyurethane 
condoms.

Type of Use (Select one or both, as applicable)

Prescription Use (Part 21 CFR 801 Subpart D) Over-The-Counter Use (21 CFR 801 Subpart C) 

CONTINUE ON A SEPARATE PAGE IF NEEDED. 

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the 
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 
information unless it displays a currently valid OMB number.”
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DEPARTMENT OF HEALTH & HUMAN SERVICES  Public Health Service 
 

 
Food and Drug Administration 
10903 New Hampshire Avenue 
Document Control Center - WO66-G609 
Silver Spring, MD  20993-0002
 
 

 
 June 9, 2017 
 
Biotech Lubricants Ltd 
℅ Karen Cornelius 
Senior Associate 
Maetrics 
BioCity Nottingham, Pennyfoot Street 
Nottingham,  NG1 1GF 
United Kingdom 

 

Re: K162569 
Trade/Device Name: YES® oil-based Personal Lubricant, YES® water-based Personal 

Lubricant, YES® Vaginal Moisturizer 
Regulation Number:  21 CFR 884.5300 
Regulation Name:  Condom 
Regulatory Class:  II 
Product Code:  NUC 
Dated:  May 9, 2017 
Received:  May 11, 2017 

 
Dear Karen Cornelius: 
 
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 II (Special Controls) or class III (PMA), 
it may be subject to additional controls. Existing major regulations affecting your device can be 
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may 
publish further announcements concerning your device in the Federal Register. 
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      - Karen Cornelius Page 2 

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 
contact the Division of Industry and Consumer Education at its toll-free number (800) 638-2041 
or (301) 796-7100 or at its Internet address 
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm. Also, please note 
the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR 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 Industry and Consumer Education at its toll-free number (800) 638-2041 or (301) 
796-7100 or at its Internet address 
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm. 
 

Sincerely, 
 
 
 
 
 
Benjamin R. Fisher, Ph.D. 
Director 
Division of Reproductive, Gastro-Renal, 
  and Urological Devices 
Office of Device Evaluation 
Center for Devices and Radiological Health 

 
Enclosure 
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Document Control Center WO66 G609
Silver Spring, MD  20993 0002

June 9, 2017

Biotech Lubricants Ltd

Senior Associate
Maetrics
BioCity Nottingham, Pennyfoot Street
Nottingham,  NG1 1GF
United Kingdom

Re: K162569
Trade/Device Name: YES® oil-based Personal Lubricant, YES® water-based Personal 

Lubricant, YES® Vaginal Moisturizer
Regulation Number:  21 CFR 884.5300
Regulation Name:  Condom
Regulatory Class:  II
Product Code:  NUC
Dated:  May 9, 2017
Received: May 11, 2017

Dear Karen Cornelius:

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 II (Special Controls) or class III (PMA), 
it may be subject to additional controls. Existing major regulations affecting your device can be 
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may 
publish further announcements concerning your device in the Federal Register.
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FORM FDA 3881 (8/14) Page 1 of 1 PSC Publishing Services (301) 443 6740       EF

DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Food and Drug Administration

Indications for Use

Form Approved: OMB No. 0910 0120
Expiration Date: January 31, 2017
See PRA Statement below.

510(k) Number (if known)
K162569

Device Name
YES® oil based Personal Lubricant, YES® water based Personal Lubricant, YES® Vaginal Moisturizer

Indications for Use (Describe)
Device Name: YES® oil-based Personal Lubricant 

Indications for Use: 
A personal lubricant, for vaginal and penile application, intended to moisturize and lubricate, to enhance the ease and 
comfort of intimate sexual activity and supplement the body's natural lubrication. YES® oil-based Personal Lubricant is 
not compatible with natural rubber latex, polyurethane or polyisoprene condoms. 

Device Name:  YES® water-based Personal Lubricant 

Indications for Use:
A personal lubricant, for vaginal and penile application, intended to moisturize and lubricate, to enhance the ease and 
comfort of intimate sexual activity and supplement the body's natural lubrication. YES® water-based Personal Lubricant 
is compatible with natural rubber latex and polyisoprene condoms. This product is not compatible with polyurethane 
condoms.

Device Name:  YES® Vaginal Moisturizer 

Indications for Use:
A personal lubricant, for vaginal and penile application, intended to moisturize and lubricate, to enhance the ease and 
comfort of intimate sexual activity and supplement the body's natural lubrication. YES® Vaginal Moisturizer is 
compatible with natural rubber latex and polyisoprene condoms. This product is not compatible with polyurethane 
condoms.

Type of Use (Select one or both, as applicable)

Prescription Use (Part 21 CFR 801 Subpart D) Over The Counter Use (21 CFR 801 Subpart C) 

CONTINUE ON A SEPARATE PAGE IF NEEDED. 

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the 
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 
information unless it displays a currently valid OMB number.”
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K162569	
Page	8	of	8	

 

Condom Compatibility: 
 
YES® oil-based Personal Lubricant: Condom compatibility testing was performed for polyurethane 
condoms per ASTM D7661-10.  The results indicate that the device is not compatible with polyurethane 
condoms.  Additionally, compatibility testing was not performed for natural rubber latex or polyisoprene 
condoms; therefore, the device is not compatible with natural rubber latex or polyisoprene condoms.  
 
YES® Vaginal Moisturizer and YES® water-based Personal Lubricant: Condom compatibility testing was 
performed per ASTM D7661-10.  The results indicated that the devices are compatible with natural rubber 
latex and polyisoprene condoms, but are not compatible with polyurethane condoms.  
 
Shelf Life and Microbial Limits:  
 
YES® oil-based Personal Lubricant, YES® water-based Personal Lubricant, and YES® Vaginal 
Moisturizer have a 9-month shelf life. The results of shelf-life testing demonstrated that the subject 
lubricants met all device specifications as shown in the Device Description section for the duration of the 
9-month shelf-life.  

 
Conclusion:  
 
YES® oil-based Personal Lubricant, YES® water-based Personal Lubricant, and YES® Vaginal 
Moisturizer have the same intended use and similar technological characteristics as the predicate devices. 
The results of the performance testing conducted on the subject devices demonstrate that they are as safe 
and effective as the predicate devices and support substantial equivalence. 
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Page 2 of 10Traditional RTA Checklist (10/02/15)

4) Is this device type eligible for a 510(k) submission?   

If a 510(k) does not appear to be appropriate (e.g., Class III type and PMA required, or Class I or II type and 
510(k)-exempt), you should consult with the CDRH 510(k) Program Director or appropriate CBER staff 
during the acceptance review. If 510(k) is not the appropriate regulatory submission, mark "No."

Comments:

5) Is there a pending PMA for the same device with the same indications for use?   

If yes, consult division management and the CDRH 510(k) Program Director or appropriate CBER staff to 
determine the appropriate action.

Comments:

6) If clinical studies have been submitted, is the submitter the subject of an Application Integrity 

Policy (AIP)?   

If yes, consult with the CDRH Office of Compliance/Division of Bioresearch Monitoring (OC/DBM) or CBER 
Office of Compliance and Biologics Quality/Division of Inspections and Surveillance/Bioresearch 
Monitoring Branch (OCBQ/DIS/BMB) to determine the appropriate action.  Check on web at http://
www.fda.gov/ICECI/EnforcementActions/ApplicationIntegrityPolicy/ucm134453.htm  

If no clinical studies have been submitted, mark "N/A." 

Comments:

- If the answer to 1 or 2 appears to be "No," then stop review of the 510(k) and issue the "Original Jurisdictional Product" letter.  
- If the answer to 3a or 3b appears to be "No," then stop the review and contact the CDRH Jurisdictional Officer or CBER Office of Jurisdiction Liaison. 
- If the answer to 4 is "No," the lead reviewer should consult division management and other Center resources to determine the appropriate action.  
- If the answer to 5 is "Yes," then stop review of the 510(k), contact the CDRH 510(k) Staff and PMA Staff, or appropriate CBER staff.  
- If the answer to 6 is "Yes," then contact CDRH/OC/DBM or CBER/OCBQ/DIS/BMB, provide a summary of the discussion with DBM or BMB Staff, and indicate their 
recommendation/action. 
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Page 3 of 10Traditional RTA Checklist (10/02/15)

Organizational Elements  
Failure to include these items should not result in an RTA designation.

*Submitters including the checklist with their submission should identify the page numbers where requested 
information located. Use the comments section for an element if additional space is needed to identify the 
location of supporting information.

Yes No *Page #

1)  Submission contains a Table of Contents

2)  Each section is labeled (e.g., headings or tabs designating Device Description section, Labeling section, 
etc.)

3)  All pages of the submission are numbered. 

4)  Type of 510(k) is identified (i.e., Traditional, Abbreviated, or Special). 

Comments:

Elements of a Complete Submission (RTA Items) 

(21 CFR 807.87 unless otherwise indicated) 

Submission should be designated RTA if not addressed.

- Any “No” answer will result in a “Refuse to Accept” decision; however, FDA staff has discretion to determine whether missing items 
are needed to ensure that the submission is administratively complete to allow the submission to be accepted or to request missing 
checklist items interactively from submitters during RTA review. 

- Each element on the checklist should be addressed within the submission. The submitter may provide a rationale for omission for 
any criteria that are deemed not applicable. If a rationale is provided, the criterion is considered present (Yes). An assessment of the 
rationale will be considered during the review of the submission. 
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Page 4 of 10
Traditional RTA Checklist (10/02/15)

Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but 
needed.  
  
*Submitters including the checklist with their submission should identify the page 
numbers where requested information is located. Use the comments section for an 
element if additional space is needed to identify the location of supporting information. 

Yes No N/A Comment *Page #

A. Administrative

1) All content used to support the submission is written in English (including translations of 
test reports, literature articles, etc.)

2) Submission identifies the following (FDA recommends use of the CDRH Premarket 
Review Submission Cover Sheet form [Form 3514]):

 a) Device trade/proprietary name

 b) Device class and panel or 
Classification regulation or 
Statement that device has not been classified with rationale for that conclusion

3) Submission contains an Indication for Use Statement with Rx and/or OTC designated 
(see also 21 CFR 801.109, and FDA's guidance “Alternative to Certain Prescription 
Devices Labeling Requirements.”) See recommended format . 
(http://www.fda.gov/downloads/AboutFDA/ReportsManualsForms/Forms/
UCM360431.pdf). 

4) Submission contains a 510(k) Summary or 510(k) Statement.

5) Submission contains a Truthful and Accuracy Statement per 21 CFR 807.87(k)  
See recommended format. 
(http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
HowtoMarketYourDevice/PremarketSubmissions/PremarketNotification510k/
ucm142707.htm).

6) Submission is a Class III 510(k) device. 

7) Submission contains clinical data

8) The submission identifies prior submissions for the same device included in the current 
submission (e.g., submission numbers for a prior not substantially equivalent [NSE] 
determination, prior deleted or withdrawn 510(k), Pre-Submission, IDE, PMA, etc.). 
OR 

States that there were no prior submissions for the subject device.

 a) If there were prior submissions, the submitter has identified where in the 
current submission any issues related to a determination of substantial 
equivalence from prior submissions for this device are addressed. 

Comments: The sponsor did not state if there was a prior submission, however, per ODE policy we do not 
"reject" for this reason.

B. Device Description

9) The device has a device-specific guidance document, special controls document, and/or 
requirements in a device-specific regulation regarding device description that is 
applicable to the subject device.

10) Descriptive information is present and consistent within the submission (e.g., the 
device description section is consistent with the device description in the labeling).

11) The submission includes descriptive information for the device, including the 
following:

 a) A description of the principle of operation or mechanism of action for achieving 
the intended effect.
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Traditional RTA Checklist (10/02/15)

Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but 
needed.  
  
*Submitters including the checklist with their submission should identify the page 
numbers where requested information is located. Use the comments section for an 
element if additional space is needed to identify the location of supporting information. 

Yes No N/A Comment *Page #

 b) A description of proposed conditions of use, such as surgical technique for 
implants; anatomical location of use; user interface; how the device interacts 
with other devices; and/or how the device interacts with the patient.

 c) A list and description of each device for which clearance is requested.  

 d) Submission contains representative engineering drawing(s), schematics, 
illustrations, photos and/or figures of the device. 
OR 

Submission includes a statement that engineering drawings, schematics, etc. 
are not applicable to the device (e.g., device is a reagent and figures are not 
pertinent to describe the device).

12) Device is intended to be marketed with multiple components, accessories, and/or as 
part of a system.

 a) Submission includes a list of all components and accessories to be marketed 
with the subject device.

 b) Submission includes a description (as detailed in item 11(a), 11(b) and 11(d) 
above) of each component or accessory. 

 c) A 510(k) number is provided for each component or accessory that received a 
prior 510(k) clearance 
AND 

A statement is provided that identifies components or accessories that have 
not received prior 510(k) clearance. 

Comments: The subject device is intended to be marketed with a vaginal applicator manufactured by SRC 
Medical Inc. The sponsor has not identified a 510(k) number for this device, nor provided a 
statement that identifies components or accessories that have not received prior clearance. 
However, per 21 CFR 884.4520, a vaginal applicator is a Class I exempt device, and does not 
require 510(k) clearance prior to marketing. 

C. Substantial Equivalence Discussion

13) Submitter has identified a predicate device(s), including the following information:

 a) Predicate device identifier provided (e.g., 510(k) number, de novo number, 
reclassified PMA number, regulation number if exempt or statement that the 
predicate is a preamendment device). 
For predicates that are preamendments devices, information is provided to 
document preamendments status.   
Information regarding documenting preamendment status is available online. 
(http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/
MedicalDeviceQualityandCompliance/ucm379552.htm). 

 b) The identified predicate(s) is consistent throughout the submission (e.g., the 
predicate(s) identified in the Substantial Equivalence section is the same as that 
listed in the 510(k) Summary (if applicable) and that used in comparative 
performance testing).

14) Submission includes a comparison of the following for the predicate(s) and subject 
device and a discussion why any differences between the subject and predicate(s) do 
not impact safety and effectiveness [see section 513(i)(1)(A) of the FD&C Act and 21 CFR 
807.87(f)] 
See “The 510(k) Program: Evaluating Substantial Equivalence in Premarket Notifications 
[510(k)]” guidance document for more information on comparing intended use and 
technological characteristics.
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Page 6 of 10
Traditional RTA Checklist (10/02/15)

Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but 
needed.  
  
*Submitters including the checklist with their submission should identify the page 
numbers where requested information is located. Use the comments section for an 
element if additional space is needed to identify the location of supporting information. 

Yes No N/A Comment *Page #

 a) Indications for Use

 b) Technology, including features, materials, and principles of operation 

D. Proposed Labeling (see also 21 CFR part 801 and 809 as applicable)

15) Submission includes proposed package labels and labeling (e.g., instructions for use, 
package insert, operator's manual). 

 a) Indications for use are stated in labeling  and are identical to Indications for Use 
form and 510(k) Summary  (if 510(k) Summary provided).

 b) Labeling includes: 
- Statements of conditions, purposes or uses for which the device is intended 
(e.g., hazards, warnings, precautions, contraindications)  (21 CFR 801.5)  
AND 

- Includes adequate directions for use (see 21 CFR 801.5)  
OR 

- Submission states that device qualifies for exemption per 21 CFR 801 Subpart 
D

Comments: The indications for use as stated in the labeling is not identical to the Indications for Use 
statement. However, since this device is designated as OTC, the indications for use can be stated 
in the directions for use.  The application will not be "rejected", per reviewer discretion.

16) Labeling includes name and place of business of the manufacturer, packer, or 
distributor (21 CFR 801.1).

17) Labeling includes the prescription statement [see 21 CFR 801.109(b)(1)] or Rx Only 
symbol (see also Section 502(a) of the FD&C Act and FDA's guidance "Alternative to 
Certain Prescription Device Labeling Requirements").

18) The device has a device-specific guidance document, special controls document, and/
or requirements in a device-specific regulation regarding labeling that is applicable to 
the subject device. 

19) If the device is an in vitro diagnostic device, provided labeling includes all applicable 
information required per 21 CFR 809.10. 

E. Sterilization

If an in vitro diagnostic (IVD) device and sterilization is not applicable, select "N/A." The 
criteria in this section will be omitted from the checklist if "N/A" is selected.

Submission states that the device, and/or accessories, and/or components are: (one of the 
below must be checked)

Provided sterile, intended to be single-use

Requires processing during its use-life

Non-sterile when used (and no processing required)

Information regarding the sterility status of the device is not provided. (If this 
box is checked, please also check one of the two boxes below.)  

Sterility status not needed for this device (e.g., software-only device)

Sterility status needed or need unclear
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Traditional RTA Checklist (10/02/15)

Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but 
needed.  
  
*Submitters including the checklist with their submission should identify the page 
numbers where requested information is located. Use the comments section for an 
element if additional space is needed to identify the location of supporting information. 

Yes No N/A Comment *Page #

This information will determine whether and what type of additional information may be 
necessary for a substantial equivalence determination.  
Please refer to the guidance document titled “Reprocessing Medical Devices in Health Care 
Settings: Validation Methods and Labeling” for additional information.

F. Shelf Life

24) Proposed shelf life/expiration date stated 
OR 

Statement that shelf-life is not applicable because of low likelihood of time-dependent 
product degradation

25) For a sterile device, submission includes summary of methods used to establish that 
device packaging will maintain a sterile barrier for the entirety of the proposed shelf 
life.

26) Submission includes summary of methods used to establish that device performance is 
maintained for the entirety of the proposed shelf-life (e.g., mechanical properties, 
coating integrity, pH, osmolality, etc.). 
OR 

Statement why performance data is not needed to establish maintenance of device 
performance characteristics over the shelf-life period.

G. Biocompatibility

If an vitro diagnostic (IVD) device, select “N/A.” The criteria in this section will be omitted from 
the checklist if “N/A” is selected.

Submission states that there: (one of the below must be checked)

Are direct or indirect patient-contacting components.

Are no direct or indirect patient-contacting components.

Information regarding patient contact status of the device is not provided (if 
this box checked, please also check one of the two boxes below).

Patient contact information not needed for this device (e.g., software-only device)

Patient contact information needed or need unclear

This information will determine whether and what type of additional information may be 
necessary for a substantial equivalence determination.

27) Submission includes a list identifying each of patient-contacting device component 
(e.g., implant, delivery catheter) and associated materials of construction for each 
component, including identification of color additives, if present. 

28) Submission identifies contact classification (e.g., surface-contacting, less then 24 hour 
duration) for each patient-contacting device component (e.g., implant, delivery 
catheter)

Comments: The sponsor did not identify the contact classification for the subject device. However, a personal 
lubricant is a surface device that contacts both the skin and mucosal membranes for a limited 
(<24 hour) contact duration.  Per reviewer discretion, the application will not be "rejected" for 
omitting this information.
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Traditional RTA Checklist (10/02/15)

Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but 
needed.  
  
*Submitters including the checklist with their submission should identify the page 
numbers where requested information is located. Use the comments section for an 
element if additional space is needed to identify the location of supporting information. 

Yes No N/A Comment *Page #

29) Biocompatibility assessment of patient-contacting components   
Submission includes: 
Test protocol (including identification and description of test article), methods, pass/fail 
criteria, and results provided for each completed test.  
OR  

A statement that biocompatibility testing is not needed with a rationale (e.g., materials 
and manufacturing/processing are identical to the predicate).

H. Software

Submission states that the device: (one of the below must be checked)

Does contain software/firmware

Does not contain software/firmware

Information on whether device contains software/firmware is not provided. (If 
this box is checked, please also check one of the two boxes below.) 

Software/firmware information not needed for this device (e.g., surgical suture, condom)

Software/firmware information is needed or need unclear

This information will determine whether and what type of additional information may be 
necessary for a substantial equivalence determination. 

I. Electrical Safety and EMC

Electrical Safety 

Submission states that the device: (one of the below must be checked)

Does require electrical safety evaluation

Does not require electrical safety evaluation

Information on whether device requires electrical safety evaluation is not 
provided. (If this box is checked, please also check one of the two boxes 
below.) 

Electrical safety information not needed for this device (e.g., surgical suture, condom)

Electrical safety information is needed or need unclear

This information will determine whether and what type of additional information may be 
necessary for a substantial equivalence determination.

EMC 

Submission states that the device: (one of the below must be checked)

Does require EMC evaluation

Does not require EMC evaluation

Information on whether device requires EMC evaluation is not provided. (If 
this box is checked, please also check one of the two boxes below.) 

EMC information not needed for this device (e.g., surgical suture, condom)

EMC information is needed or need unclear
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Traditional RTA Checklist (10/02/15)

Check "Yes" if item is present, "N/A" if it is not needed and "No" if it is not included but 
needed.  
  
*Submitters including the checklist with their submission should identify the page 
numbers where requested information is located. Use the comments section for an 
element if additional space is needed to identify the location of supporting information. 

Yes No N/A Comment *Page #

This information will determine whether and what type of additional information may be 
necessary for a substantial equivalence determination. 

J. Performance Data - General

If an in vitro diagnostic (IVD) device, select "N/A." The criteria in this section will be omitted 
from checklist if "N/A" is selected. Performance data criteria relating to IVD devices is 
addressed in Section K.

K. Performance Characteristics - In Vitro Diagnostic Devices Only  
(Also see 21 CFR 809.10(b)(12)) 

Submission states that the device: (one of the below must be checked)

is an in vitro diagnostic device.

is not an in vitro diagnostic device.

If “is not” is selected, the performance data-related criteria below are omitted from the checklist.
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Condom Compatibility: 
 
YES® oil-based Personal Lubricant: Condom compatibility testing was performed for polyurethane 
condoms per ASTM D7661-10.  The results indicate that the device is not compatible with polyurethane 
condoms.  Additionally, compatibility testing was not performed for natural rubber latex or polyisoprene 
condoms; therefore, the device is not compatible with natural rubber latex or polyisoprene condoms.  
 
YES® Vaginal Moisturizer and YES® water-based Personal Lubricant: Condom compatibility testing was 
performed per ASTM D7661-10.  The results indicated that the devices are compatible with natural rubber 
latex and polyisoprene condoms, but are not compatible with polyurethane condoms.  
 
Shelf Life and Microbial Limits:  
 
YES® oil-based Personal Lubricant, YES® water-based Personal Lubricant, and YES® Vaginal 
Moisturizer have a 9-month shelf life. The results of shelf-life testing demonstrated that the subject 
lubricants met all device specifications as shown in the Device Description section for the duration of the 
9-month shelf-life.  

 
Conclusion:  
 
YES® oil-based Personal Lubricant, YES® water-based Personal Lubricant, and YES® Vaginal 
Moisturizer have the same intended use and similar technological characteristics as the predicate devices. 
The results of the performance testing conducted on the subject devices demonstrate that they are as safe 
and effective as the predicate devices and support substantial equivalence. 
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Biotech Lubricants Ltd 
Device Trade Name:  Yes Oil-based Personal Lubricant, Yes Water-based Personal Lubricant, 
Yes Vaginal Moisturizer 
Contact Name:  John Shepperson 
 
This document is being communicated via e-mail as an attachment. The date on which FDA sent 
this e-mail is the official date of this correspondence. 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 
Food and Drug Administration

Indications for Use

Form Approved: OMB No. 0910-0120
Expiration Date: January 31, 2017
See PRA Statement below.

510(k) Number (if known)
K162569

Device Name
YES® oil-based Personal Lubricant, YES® water-based Personal Lubricant, YES® Vaginal Moisturizer

Indications for Use (Describe)
Device Name: YES® oil-based Personal Lubricant 

Indications for Use: 
A personal lubricant, for vaginal and penile application, intended to moisturize and lubricate, to enhance the ease and 
comfort of intimate sexual activity and supplement the body's natural lubrication. YES® oil-based Personal Lubricant is 
not compatible with natural rubber latex, polyurethane or polyisoprene condoms. 

Device Name:  YES® water-based Personal Lubricant 

Indications for Use:
A personal lubricant, for vaginal and penile application, intended to moisturize and lubricate, to enhance the ease and 
comfort of intimate sexual activity and supplement the body's natural lubrication. YES® water-based Personal Lubricant 
is compatible with natural rubber latex and polyisoprene condoms. This product is not compatible with polyurethane 
condoms.

Device Name:  YES® Vaginal Moisturizer 

Indications for Use:
A personal lubricant, for vaginal and penile application, intended to moisturize and lubricate, to enhance the ease and 
comfort of intimate sexual activity and supplement the body's natural lubrication. YES® Vaginal Moisturizer is 
compatible with natural rubber latex and polyisoprene condoms. This product is not compatible with polyurethane 
condoms.

Type of Use (Select one or both, as applicable)

Prescription Use (Part 21 CFR 801 Subpart D) Over-The-Counter Use (21 CFR 801 Subpart C) 

CONTINUE ON A SEPARATE PAGE IF NEEDED. 

This section applies only to requirements of the Paperwork Reduction Act of 1995.
*DO NOT SEND YOUR COMPLETED FORM TO THE PRA STAFF EMAIL ADDRESS BELOW.*

The burden time for this collection of information is estimated to average 79 hours per response, including the 
time to review instructions, search existing data sources, gather and maintain the data needed and complete
and review the collection of information. Send comments regarding this burden estimate or any other aspect
of this information collection, including suggestions for reducing this burden, to:

Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
Paperwork Reduction Act (PRA) Staff
PRAStaff@fda.hhs.gov

“An agency may not conduct or sponsor, and a person is not required to respond to, a collection of 
information unless it displays a currently valid OMB number.”
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DEPARTMENT OF HEALTH & HUMAN SERVICES  Public Health Service 
 

 
Food and Drug Administration 
10903 New Hampshire Avenue 
Document Control Center - WO66-G609 
Silver Spring, MD  20993-0002
 
 

 
 June 9, 2017 
 
Biotech Lubricants Ltd 
℅ Karen Cornelius 
Senior Associate 
Maetrics 
BioCity Nottingham, Pennyfoot Street 
Nottingham,  NG1 1GF 
United Kingdom 

 

Re: K162569 
Trade/Device Name: YES® oil-based Personal Lubricant, YES® water-based Personal 

Lubricant, YES® Vaginal Moisturizer 
Regulation Number:  21 CFR 884.5300 
Regulation Name:  Condom 
Regulatory Class:  II 
Product Code:  NUC 
Dated:  May 9, 2017 
Received:  May 11, 2017 

 
Dear Karen Cornelius: 
 
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 II (Special Controls) or class III (PMA), 
it may be subject to additional controls. Existing major regulations affecting your device can be 
found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In addition, FDA may 
publish further announcements concerning your device in the Federal Register. 
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      - Karen Cornelius Page 2 

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 
contact the Division of Industry and Consumer Education at its toll-free number (800) 638-2041 
or (301) 796-7100 or at its Internet address 
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm. Also, please note 
the regulation entitled, "Misbranding by reference to premarket notification" (21 CFR 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 Industry and Consumer Education at its toll-free number (800) 638-2041 or (301) 
796-7100 or at its Internet address 
http://www.fda.gov/MedicalDevices/ResourcesforYou/Industry/default.htm. 
 

Sincerely, 
 
 
 
 
 
Benjamin R. Fisher, Ph.D. 
Director 
Division of Reproductive, Gastro-Renal, 
  and Urological Devices 
Office of Device Evaluation 
Center for Devices and Radiological Health 

 
Enclosure 
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(b)(4) 
Records processed under FOIA request 2018-4101; Released on 02/27/2019

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



(b)(4) 
Records processed under FOIA request 2018-4101; Released on 02/27/2019

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



(b)(4) 
Records processed under FOIA request 2018-4101; Released on 02/27/2019

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



(b)(4) 
Records processed under FOIA request 2018-4101; Released on 02/27/2019

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



(b)(4) 
Records processed under FOIA request 2018-4101; Released on 02/27/2019

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



(b)(4) 
Records processed under FOIA request 2018-4101; Released on 02/27/2019

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



(b)(4) 
Records processed under FOIA request 2018-4101; Released on 02/27/2019

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



(b)(4) 
Records processed under FOIA request 2018-4101; Released on 02/27/2019

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



(b)(4) 
Records processed under FOIA request 2018-4101; Released on 02/27/2019

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



(b)(4) 
Records processed under FOIA request 2018-4101; Released on 02/27/2019

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



(b)(4) 
Records processed under FOIA request 2018-4101; Released on 02/27/2019

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



(b)(4) 
Records processed under FOIA request 2018-4101; Released on 02/27/2019

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



(b)(4) 
Records processed under FOIA request 2018-4101; Released on 02/27/2019

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



(b)(4) 
Records processed under FOIA request 2018-4101; Released on 02/27/2019

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




