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510(k) Summary

Pre~Va Vaginal Lubricant
g JUL 1 6 2008

I. General Information on Submitter
Address: INGfertility, LLC (Subsidiary of Bio-Origyn, LLC)

17206 S. Spangle Creek Rd.

Valleyford, WA 99036 USA
Telephone: 509.443.0149
Fax: 509.471.9638
Email: dclifton@ingfertility.com
Contact Person: G. Dennis Clifton, Pharm.D.
Date Prepared: March 18, 2008
ll. General Information on Device
Proprietary Name: Pre~Va Vaginal Lubricant
Classification Name: lubricant, patient, vaginal, latex compatible (21 CFR

884.5300, Product Code NUC)

lIl. Predicate Devices

Predicate Device 510(k) control #

Pre’ Vaginal Lubricant | K051436

IV. Description of Device

This product is a non-sterile, water-based personal lubricant formulated to
supplement the body’s own natural lubricating fluids. Pre~Va is used to lubricate
vaginal tissues to facilitate entry of diagnostic or therapeutic devices including
those used in fertility interventions. It is also used as a personal lubricant to
supplement the body’s own natural lubricating fluids and to enhance the comfort
of intimate sexual activity. The formulation does not harm sperm function and has
a pH and osmolarity that are physiologic (“balanced”) to that of fertile cervical
mucus and semen. The product is compatible with latex and polyurethane
condoms. Following is the ingredient list for Pre~Va Vaginal Lubricant:

 Ingredients

Water
Hydroxyethylcellulose, NF
Pluronic 127, NF
Sodium Chloride, USP
Arabinogalactan
Sodium Phosphate
Carbopol 934P, NF
Methyl Paraben, USP
Sodium Hydroxide, NF
Potassium Phosphate




V. Intended Use

« To lubricate vaginal tissues to facilitate entry of diagnostic or therapeutic
devices including those used in fertility interventions. Pre~Va may be
applied directly to the device or may be deposited intravaginally using
the applicator, prior to the insertion of diagnostic or therapeutic devices
used in fertility interventions

« As a personal lubricant Pre~Va supplements the body’'s own natural
lubricating fluids, to moisturize, relieve friction and to enhance the ease
and comfort of intimate sexual activity. Pre~Va is safe for use by couples
who are trying to conceive and may be applied to vaginal or penile tissues
for lubrication and moisturization purposes. It is compatible with latex and
polyurethane condoms.

VI. Technological Characteristics of Device Compared to Predicate Device
All of the technological characteristics of Pre~Va are identical to the predicate
device.

Vil. Summary of Performance Data
The performance data of Pre~Va are identical to the predicate.

Vill. Conclusion
Pre~Va Vaginal Lubricant is safe for its intended use and substantially equivalent
to the predicate device Pre’ Vaginal Lubricant.
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Rockville MD 20850
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Dennis Clifton, Pharm.D.

Vice President

INGfertility, LLC

17206 South Spangle Creek Road
VALLEYFORD WA 99036

Re: KO072741
Trade/Device Name: Pre-Va Vaginal Lubricant
Regulatory Class: 21 CFR 884.5300
Regulation Number: Condom
Product Code: NLUILC
Dated: July 1, 2008
Received: July 8, 2008

Dear Dr. Chifton:

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.

If your device is classified (see above) into either class IT (Special Controls) or class Il (PMA),
it may be subject to such 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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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); 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 1600-1050.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your
device to proceed to the market.

if you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiclogical Health’s {CDRH’s) Office bf Comnliance at one

of the following numbers, based on the regulation number at the top of this letier.

21 CFR 876.xxxx (Gastroenterology/Renal/Urology)  240-276-0115

21 CFR 884 .xxxx (Obstetrics/Gynecology) 240-276-0115
21 CFR 892.xxxx  (Radiology) 240-276-0120
Other | 240-276-0100

Also, please note the regulation entitled, "Misbranding by reference to premarket notification”
(21CFR Part 807.97). For questions regarding postmarket surveillance, please contact CDRH’s
Office of Surveillance and Biometric’s (OSB’s) Division of Postmarket Surveillance at 240-276-
3474. For questions regarding the reporting of device adverse events (Medical Device Reporting
(MDR)), please contact the Division of Surveillance Systems at 240-276-3464. You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(240) 276-3150 or at its Internet address http://www.fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

)/Zam, c@v?ﬁém/

Nancy C. Brogdon

Director, Division of Reproductlve _
Abdominal, and Radlologlcal Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure



Indications for Use

510(k) Number (if known): K072741

Device Name: Pre~Va Vaginal Lubricant

Indications for Use:

» To lubricate vaginal tissues to facilitate entry of diagnostic or therapeutic
devices including those used in fertility interventions. Pre~Va may be
applied directly to the device or may be deposited intravaginally using
the applicator, prior to the insertion of diagnostic or therapeutic devices
used in fertility interventions.

» As a personal lubricant Pre~Va supplements the body’s own natural
Tdbricating Tiuids, 1o moisturize, relieve Triction and 1o enhance The ease
and comfort of intimate sexual activity. Pre~Va is safe for use by couples
who are trying to conceive and may be applied to vaginal or penile tissues
for lubrication and moisturization purposes. It is compatible with latex and
polyurethane condoms

Prescription Use AND/OR Over-The-Counter Use _ X

(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

W/

(Division Sigh-Off)

Division of Reproductive, Abdominal,

and Radiological Devices;
510(k) Number jg 7;) 7q_l
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Dennis Clifton, Pharm.D.

Vice President

INGfertility, LLC

17206 South Spangle Creek Road
VALLEYFORD WA 99036

Re: K072741
Trade/Device Name: Pre-Va Vaginal Lubricant

Regulatory Class: 21 CFR 884.5300
Regulation Number: Condom
Product Code: NUC

Dated: July 1, 2008

Received: July §, 2008

Dear Dr. Clifion:

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
Tor 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 beea seclassified in accordance with the provisions of the Federal Food, Dmug,
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.

If your device is classified (see above) into either class II (Special Controls) or class III (PMA),
it may be subject to such 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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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); 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.

This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your
device to proceed to the market. :

If you desire speciﬁc advice for your device on our labeling regulation (21 CFR Part 801), please
_cnntar_t_thp.{“_enter_fnr_Dp_mcp_g_nnd_Rndmlomanlﬂealib_sﬂlDRH_c)ﬂfﬁm_hff_omnlmnc&atw

of the followmg numbers, based on the regulatlon number at the top of this letter ;

21 CFR 876.xxxx (Gastroenterology/RenalfUrology) 240-276-0115

21 CFR 884.xxxx  -(Obstetrics/Gynecology) 240-276-0115
21 CFR 892.:xxxx (Radiology) 240-276-0120
-Other ' 7 ‘ 240-276-0100

Also, please note the regulation entitled, “Misbranding by reference to premarket notification”
(21CFR Part 807.97). For questions regarding postmarket surveillance, please contact CDRH’s
Office of Surveillance and Biometric’s {(OSB’s) Division of Postmarket Surveillance at 240-276-
3474. For questions regarding the reporting of device adverse events (Medical Device Reporting
(MDRY)), please contact the Division of Surveillance Systems at 240-276-3464. You may obtain
other general information on your respons’b‘htles under the Act from the Division of Small

' Manufacturers, International and Consumer Assistance at its toll-free number (800) 638-2041 or
(240) 276-3150 or at its Internet address http:/www.fda. gov/cdrh/mdustgr/suppc_)rt/mc_lex html.".

Sincerely. youxs

ﬁamaa/a @u?ﬂ(m/

Nancy C. Brogdon :
Director, Division of Reproductlve
Abdominal, and Radlologwal Devices

Office of Device Evaliation
Center for Dev1ces and Radiological Health

~ Enclosure



Indications for Use

510(k) Number (if known): K072741

Device Name: Pre~Va Vaginal Lubricant

Indications for Use:

» To lubricate vaginal tissues to facilitate entry of diagnostic or therapeutic
devices including those used in fertility interventions. Pre~Va may be
applied directly to the device or may be deposited intravaginally using
the applicator, prior to the insertion of diagnostic or therapeutic devices

-~ used in fertility interventions.
» As a personal lubricant Pre~Va supplements the body’'s own natural
Aubricating Tidids, to moisturize, rélieve Triction and 1o enhance the ease
and comfort of intimate sexual activity. Pre~Va is safe for use by couples
who are trying to conceive and may be applied to vaginal or penile tissues

for iubrication and moisturization purposes. It is compatible with latex and
polyurethane condoms

Prescription Use | AND/OR  Over-The-Counter Use _ X
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE:CONTINUE ON-ANOTHER PAGE
OF NEEDED)

e e
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Concurrence of CDRH, Office of Device Evaluation (ODE)

)

(Division Sigh-Off) -
Division of Reproductive, Abdominal,
and Radiological Devices '

510(k) Number l Q 7%7 L/l
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devicges and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

June 10, 2008 Rockville, Maryland 20850
INGFERTILITY, LLC 510 (k) Number: K072741. .
17206 S. SPANGLE CREEK RD. Device: PRE-VA VAGINAL
VALLEYFORD, WA 99036 LUBRICANT

ATTN: DENNIS CLIFTON
Extended Until: 24-JUL-2008

Based on your recent request, an extension of time has been granted
for you to submit the additional information we requested.

If the additional information (AI) is not received by the

"Extended Until"” date shown above, your premarket notification will

be considered withdrawn (21 CFR 807.87(1l}). 1If the submitter does
submit a written request for an extension, FDA will permit the 510 (k}
to remain on hold for up to a maximum of 180 days from the date of the
ATl request.

If you have procedural questions, please contact the Division of Small
Manufacturers International and Consumer Assistance (DSMICA) at .
(240)276-3150 or at their toll-free number (800) 638-2041, or contact
the 510k staff at (240)276-4040.

Sincerely yours,

Marjorie Shulman :
Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and

Radiological Health

Ji. g3
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June 3, 2008

paA10Y

Food and Drug Administration

Center for Devices and Radiological Health
510(k) Document Mail Center (HFZ-401)
9200 Corporate Boulevard

Rockville, MD 20850

RE: K072741
Pre~Va Vaginal Lubricant — extension request

Dear Sir/Madam:

The above referenced 510(k} submission has been extended until 24-June-2008. The
testing currently being conducted will not be completed by that date. We respectfully
request a further extension to complete this work and submit a response.

Please contact me if you have questions or need further information.

Sincerel

. Dennis Clifton, Pharm.D.
Vice President

7

INGfertility, LLC Voice: 509 443.0149

17206 Spangte Creek Road Toll Free: 888.471.7333
Valleyford, Washington 99036 Fax: 509.471.9638
wiww. ingferttlity.com
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health
Office of Device Evaluation
Document Mall Center (HFZ-401)
' 9200 Corporate Blvd.
May 12, 2008 Rockville, Maryland 20850

INGFERTILITY, LLC 510 (k) Number: K072741
17206 S. SPANGLE CREEK RD. Device: PRE-VA VAGINAL
VALLEYFORD, WA 929036 LUBRICANT

ATTN: DENNIS CLIFTON
Extended Until: 24-JUN-2008

Based on your recent request, an extension of time has been granted
for you to submit the additional information we requested.

If the additional information (AI) 1is not received by the

"Extended Until" date shown above, your premarket notification will

be considered withdrawn (21 CFR 807.87(1)). 1If the submitter does
submit a written request for an extension, FDA will permit the 510 (k)
to remain on hold for up to a maximum of 180 days from the date of the
AI request.

If you have procedural questions, please contact the Division of Small
Manufacturers International and Consumer Assistance (DSMICA) at
(240)276-3150 or at their toll-free number (800} 638-2041, or contact
the 510k staff at (240)276-4040.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and

Radiclogical Health
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May 5, 2008

Food and Drug Administration " FDA CDRH DMC
Center for Devices and Radiological Health
510(k)} Document Mail Center (HFZ-401)

9200 Corporate Boulevard MAY 19 2008
Rockville, MD 20850 )

Received
RE: K072741 '

Pre~Va Vaginal Lubricant — extension request
Dear Sir/Madam:

We have received the April 25, 2008 correspondence regarding the above referenced
510(k) submission. We will need greater than thirty days to gather the requested
information. Therefore, the purpose of this letter is to officially request an extension of
time to obtain the requested information and submit a response.

Please contact me if you have questions or need further information.

. Dennis Clifton, Pharm.D.
Vice President

INGfertiliry, LLC Voice: 509.443.0149 ‘

17206 Spangle Creek Road Toll Free: 888.471.7333
Valleyford, Washington 99036  Fux: 509.471.9638
www.ingfertility.com

o 66
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Food and Drug Administration
APR 25 2008 9200 Corporate Boulevard
. Rockville MD 20850

INGfertility, LLC

c/o Dennis Clifton, Pharm.D.
Vice President

17206 South Spangle Creek Road
Valleyford, WA 99036

Re: K072741
Trade Name: Pre~Va Vaginal Lubricant .
Dated: March 18, 2008
Received: March 20, 2008

Dear Dr. Clifton,

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above. We cannot determine if the device is substantially equivalent to a legally
marketed predicate device based solely on the information you provided. To complete the
review of your submission, we require:

Biocompatibility
1. (;F)o support the biocompatibility of Pre~Va Vaginal Lubricant [(6)4) ' |
(4) |
(b)) The following testing was conducted|(b)(4) : rabbit vaginal

irritation, rabbit penile irritation, human skin sensitization, and slug mucosal irritation.
The[(b)@)  |iubricant did not induce any irtitation or sensitization reactions in the
* animals or human subjects. |(0)4) |
(b)) the results of biocompatibility testing provided for the(®)@) |
are acceptable for the Pre~Va lubricant.

However, you have not provided the results of systemic toxicity testing (0)(4)
QL) . This information is necessary to assess

if repeated use of this product may cause absorption into the vaginal mucosal tissue and
possibly cause systemic effects. Please provide the complete protocol and results of
systemic toxicity testing for review.

If you believe that systemic toxicity testing is not necessary for clearance of this lubricant,
please provide justification for your decision.

2. In response to Question 5 of our Al letter dated December 21, 2007, regarding the
biocompatibility of the applicator to be marketed with Pre~Va lubricant, you provided the
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following information:

a) Technical Data Sheets on/(b)(4) |
b) Drug Master File Access Letter for (P)(4) |

c) Statement of Compliance to California’s Proposition 65
d) Compliance to CONEG Model Legislation
e) ()4 Assay for cytotoxicity

This information is not sufficient to establish the biocompatibility of the applicator for its
use with Pre~Va lubricant. Although Item E demonstrates the non-cytotoxic effect of the
applicator, Items A-D, while helpful in establishing the safety of the applicator in general,
do not specifically address its sensitization or irritation potential. Therefore, additional
biocompatibility testing should be conducted to address these issues.

As previously stated in our Al letter, we expect that biocompatibility testing will be
conducted on the final version of the applicator after exposure to Pre~Va lubricant in
accordance with ISO 10993-1: Biological Evaluation of Medical Devices, Part 1:
Evaluation and Testing. The applicator is considered a surface device that contacts the
skin and mucosal membranes for a limited (<24 hour) contact duration. Therefore, in
addition to the cytotoxicity testing already provided, sensitization and irritation tests
should also be conducted. Per ISO 10993, sensitization testing should include either
maximization or mouse local lymph node assay tests, and vaginal irritation testing should
be completed to assess irritation. Please note that polar and non-polar extracts should be
used for sensitization and irritation studiés.

In lieu of testing, you may also consider contacting the applicator vendor and/or the
applicator resin vendor to investigate if the applicator material is used to manufacture
other products with a similar type and duration of patient contact. You will need to
provide evidence that the material used for these other products is identical to that used
for the proposed applicator and has a history of safe use.

Indicatio_ns for Use

3. Please note that if you do not provide sufficient testing or justification to the
biocompatibility issues raised, you will be asked to remove the following statement from
the indications for use, “Pre~Va may be deposited intravaginally using the applicator.”

The deficiencies identified above représent the issues that we believe need to be resolved before
our review of your 510(k) submission can be successfully completed. In developing the
deficiencies, we carefully considered the statutory criteria as defined in Section 513(1) of the
Federal Food, Drug, and Cosmetic Act for determining substantial equivalence of your device.
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We also considered the burden that may be incurred in your attempt to respond to the
deficiencies. We believe that we have considered the least burdensome approach to resolving
these issues. If, however, you believe that information is being requested that is not relevant to
the regulatory decision or that there is a less burdensome way to resolve the issues, you should
follow the procedures outlined in the “A Suggested Approach to Resolving Least Burdensome
Issues” document. It is available on our Center web page at:
http://www.fda.gov/cdrh/modact/leastburdensome.html

You may not market this device until you have provided adequate information described above
and required by 21 CFR 807.87(1), and you have received a letter from FDA allowing you to do
so. If you market the device without conforming to these requirements, you will be in violation
of the Federal Food, Drug, and Cosmetic Act (Act). You may, however, distribute this device
for investigational purposes to obtain clinical data if needed to establish substantial
equivalence. Clinical investigations of this device must be conducted in accordance with the
investigational device exemption (IDE) regulations.

If the information, or a request for an extension of time, is not received within 30 days, we will
consider your premarket notification to be withdrawn and your submission will be deleted from
our system. If you submit the requested information after 30 days it will be considered and
processed as a new 510(k)(21 CFR 807.87(1)); therefore, all information previously submitted
must be resubmitted so that your new 510(k) is complete. Please note our guidance document
entitled, “Guidance for Industry and FDA Staff - FDA and Industry Actions on Premarket
Notification (510(k)) Submissions: Effect on FDA Review Clock and Performance '
Assessment”. If the submitter doés submit a written request for an extension, FDA will permit
the 510(k) to remain on hold for up to a maximum of 180 days from the date of the additional
information request. :

The purpose of this document is to assist agency staff and the device industry in understanding -
how various FDA and industry actions that may be taken on 510(k)s should affect the review
clock for purposes of meeting the Medical Device User Fee and Modernization Act. You may
review this document at http://www.fda.gov/cdrh/mdufma/guidance/1219.html.

The requested information, or a request for an extension of time, should reference your above
510(k) number and should be submitted in duplicate to: ‘

Food and Drug Administration
Center for Devices and
Radiological Health
-Document Mail Center (HFZ-401}).
9200 Corporate Boulevard
Rockville, Maryland 20850



Page 4 — Dennis Clifton, Pharm.D.

If you have any questions concerning the contents of the letter, please contact Sharon Andrews
at (240) 276-4148. If you need information or assistance concerning the IDE regulations,
please contact the Division of Small Manufacturers, International and Consumer Assistance at
its toll-free number (800) 638-2041 or at (240) 276-3150, or at its Internet address
http://www . fda.gov/cdrh/industry/support/index.htmi.

Sincerely yours,

@r&g 2. Q lévQ

Colin M. Pollard

Chief, Obstetrics and Gynecology
Devices Branch

Division of Reproductive, Abdominal, and
Radiological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

-
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Focod and Drug Administration
Center for Devices and
Radiological Health

Cffice of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

March 21, 2008 Rockville, Maryland 20850
INGFERTILITY, LLC 510 (k) Number: K072741

17206 S. SPANGLE CREEK RD. Product: PRE-VA VAGINAL
VALLEYFORD, WA 99036 LUBRICANT

ATTN: DENNIS CLIFTON

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been
completed or 1f any additional information is required. Please
remember that all correspondence concerning your submission MUST

be sent to the Document Mail Center (HFZ-401) at the above

letterhead address. Correspondence sent to any address other than

the one above will not be considered as part of your official
premarket notification submission. Also, please note the new

Blue Book Memorandum regarding Fax and E-mail Policy entitled,

"Fax and E-Mail Communication with Industry about Premarket Files
Under Review. Please refer to this guidance for information on current
fax and e-mail practices at www.fda.gov/cdrh/ode/a02-01.html.

On August. 12, 2005 CDRH issued the Guidance for Industry and FDA Staff:
Format for Traditional and Abbreviated 510(k)s. This guidance can be
found at http://www.fda.gov/cdrh/ode/guidance/1567.html. Please refer
to this guidance for assistance on how to format an original submission
for a Traditional or Abbreviated 510(k).

The Safe Medical Devices Act of 1990, signed on November 28, states
that you may not place this device into commercial distribution

until you receive a letter from FDA allowing you to do so. As in

the past, we intend to complete our review as quickly as possible.
Generally we do so in 90 days. However, the complexity of a submission
or a requirement for additional information may occasionally cause

the review to extend beyond 90 days. Thus, if you have not received

a written decision or been contacted within 90 days of our receipt

date you may want to check with FDA to determine the status of your
submission.



If you have procedural questions, please contact the Division of Small
Manufacturers International and Consumer Assistance (DSMICA) at

{240)276-3150 or at their toll-free number -(800) 638-2041, or contact
the 510k staff at (240)276-4040, )

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and

Radiological Health

_I'H". 93



DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health .
Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

February 19, 2008 ' Rockville, Maryland 20850
INGFERTILITY, LLC’ 510 (k} Number: XK072741
17206 S. SPANGLE CREEK RD. Device: PRE-VA VAGINAL

VALLEYFORD, WA 92036 LUBRICANT
ATTN: DENNIS CLIFTON :

Extended Until: 20-MAR-2008

Based on your recent request, an extension of time has been granted
for you to submit the additional information we requested.

If the additional information (AI} is not received by the

“Extended Until"” date shown above, your premarket notification will

be considered withdrawn (21 CFR 807.87(1)). If the submitter does
submit a written request for an extension, FDA will permit the 510 (k)
to remain on hold for up to a maximum of 180 days from the date of the
AT request.

If you have procedural questions, please contact the Division of Small
Manufacturers Internatidnal and Consumer Assistance {(DSMICA) at
(240)276-3150 or at their toll-free number (800) 638-2041, or contact
the 510k staff at (240}276-4040.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and

Radioclogical Health
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February 13, 2008

Food and Drug Administration FDA CDRH MC
Center for Devices and Radiological Health

510(k) Document Mail Center (HFZ-401) |

9200 Corporate Boulevard FEB 15 2008
Rockville, MD 20850 Rec&iﬁd

RE: K072741

Pre~Va Vaginal Lubricant — extension request
Dear Sir/Madam:
We are in the process of preparing the response to our original 510(k) submission
referenced above. Two of the studies that we initiated to answer the reviewers questions

will not be complete until Mid March 2008. Consequently, we are will need a further
extension for our response.

The purpose of this letter is to officially request an extension of time to submit the
completed information.

Please contact me if you have questions or need further information.

A3
. Dennis Cliffon, Pharm.D.
Vice President 3
F RekIV®
reh 45 2008

Received

INGfertiline, LLC Voice: 509.443.0149

17206 Spangle Creck Road Tolf Free: 888.471.7333

Valleyford, Washington 99036 Fax: 509.471 9638
www.ingfertility.com



DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Qffice of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

January 11, 2008 Rockville, Maryland 20850
INGFERTILITY, LLC 510(k) Number: K072741

17206 S. SPANGLE CREEK RD. Device: PRE-VA VAGINAL
VALLEYFORD, WA 99036 LUBRICANT

ATTN: DENNIS CLIFTCN
Extended Until: 20-FEB-2008

‘Based on your recent request, an extension of time has been granted
for you to submit the a ditional information we requested.

If the additional information (AI) is not received by the

"Extended Until" date shown above, your remarket notification will

be considered withdrawn (21 CFR 807. 87 1 If the submitter does
submit a written request for an exten51on "FDA will permit the 510 (k}
to remain on hold for up to a maximum of 180 days from the date of the
AT request.

If you have procedural questions, please contact the Division of Small
Manufacturers International and Consumer Assistance (DSMICA) at
(240)276-3150 or at their toll-free number (800) 638-2041, or contact
the 510k staff at (240)276-4040.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and

Radiological Health
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January 8, 2008

Food and Drug Administration

Center for Devices and Radiological Health
510(k) Document Mail Center (HFZ-401)
9200 Corporate Boulevard

Rockville, MD 20850

RE: K072741
Pre~Va Vaginal Lubricant

Dear Sir/Madam:

We have received the initial response and request for additional information for our
510(k) submission referenced above. We appreciate the reviewer’s insightful comments

and questions.

We are in the process of preparing the information requested. However, with this letter
we are officially requesting an extension of time to submit the completed information.

Please contact me if you have questions or need further information.

G. Dennis Clifton, Pharm.D.
Vice President

INGfertilinv, LLC
17206 Spangle Creek Road
Valleyford. Washington 99036

e

Faice: 509.443.0145

Toll Free: 888.471.7333 |

Fax: 509.471.9638
www.ingtertility.com
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5’ _ C DEPARTMENT OF HEALTH & HUMAN SERVICES : 'Public Health Service

]

o

‘Food and Drug Admiinistration
9200 Corporate Boulevard
Rockville MD 20850

INGfertility, LLC

¢/o Dennis Clifton, Pharm.D.

Vice President ' . .

17206 South Spangle Creek Road -+ DEC 21 2007
Valleyford, WA 99036

Re: K072741 :
Trade Name: Pre~Va Vaginal Lubrlcant
Dated: September 24, 2007 '
Received: September 27, 2007

. Déar Dr. Clifton,

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above. We cannot determine if the device is substantlally equivalent to a legally
marketed predicate device based solely on the information you provided. To complete the -
review of your submission, we require:

Bench Testing

1. In this submission, you state that Pre~Va will be supplied with an applicator that may be
used to deposit the lubricant intravaginally. However, you have not provided any
information to assess the compatibility of the applicator with the lubricant, This
nformation is needed to ascertain if any unfavorable interactions may occur between the
applicator and the lubricant that will affect the safety of this device for use by couples
who are trying to conceive. Please determine if Pre~Va is‘non-toxic to sperm; oocytes,
and developing embryos and does not interfere with the fertilization process after
contact with the applicator. Your determination of compatibility should take into
account both the duration and the environmental conditions (i.e. temperature) of
lubricant exposure to the applicator during both normal and exaggerated use conditions.

Please note that if you are unable to show that Pre~Va is non-toxic to sperm, oocytes,
and developing embryos and does not interfere withi the fertilization process after
contact with the apphcator you will not be able to market the applicator for use with the
lubricant. :

| 2. Please also determine if Prc~Va remains compatible with both latex and polyurethanc
condoms after contact with the applicator.

Please note that if you are unable to show that Pre~Va is compatible with both latex and
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polyurethane condoms after contact with the applicator, you will not be able to market
the applicator for use with the lubricant, or you will have to remove the claim of
“compatible with latex and polyurethane condoms” from the product labeling.

3. You have qualitatively assessed sperm motility after contact with Pre~Va vaginal
lubricant and sperm penetration through Pre~Va via visual observation. However, you
have not provided a quantitative assessment of sperm motility, which is necessary to
objectively determine the effect of Pre~Va vaginal lubricant on sperm motility and
velocity parameters. Please provide the complete test protocols, results, and
conclusions from this testing..

If you believe that quantitative analysis of sperm motility is not necessary for clearance
of this device, please justify your decision. Please note that if your justification is not
sufficient, you will be asked to conduct qualitative sperm analysis.

4. You have not provided the results of cervical mucosal penetration testing for the
Pre~Va vaginal lubricant. The results of this testing is necessary to determine that the
use of Pre~Va vaginal lubricant has no detrimental effect on sperm penetration into the
cervical mucous membrane. This testing may be done as either a post-coital test in
human subjects or in an animal cervical mucosal model. If you choose to conduct
testing on an animal model, please justify the use of the animal model that you select.

If you believe that cervical mucosal testing is not necessary for clearance of this device,
please justify your decision. Please note that if your justification is not sufficient you
will be asked to complete cervical mucosal testing.

Biocompatibility

5. You state in your submission that the resin utilized for the applicator is in accordance
with 21 CFR 177.1520. This regulation describes “substances for use as basic
components of single and repeated use food contact surfaces,” and therefore, it does not
apply to the applicator as it is intended to-be used with the Pre~Va vaginal lubricant.

As a result, you have not provided sufficient information in this submission regarding the
biocompatibility.of the applicator. Please provide the complete test protocols, results,
and conclusions of this testing.

We expect that biocompatibility testing will be conducted on the final, sterilized version
of the device after exposure to Pre~Va lubricant in accordance with ISO 10993-1:
Biological Evaluation of Medical Devices, Part 1: Evaluation and Testing. The
applicator is considered a surface device that contacts the skin and mucosal membranes
for a limited (<24 hour) contact duration. Therefore, cytotoxicity, sensitization, and
irritation tests should be conducted. Please note that polar and non-polar extracts
should be used for sensitization and irritation studies.

Voo
-
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If you believe that biocompatibility testing is not necessary for clearance of this device,
please provide justification for your decision. Please note that if your justification is
not sufficient, you will be asked to conduct biocompatibility testing.

Sterilization/Packaging[_Shelf-Life

6.

You have not provided any information in this submission regarding the sterilization,
packaging, or shelf-life of the applicator. Please provide the followmg information
regarding the appllcator '

a. Describe the method and procedure of sterilization. If the applicator is not
provided sterile, justify why sterilization 1s not necessary for the device as it is
intended to be used.

b. Describe how the applicator will be packaged. If the applicator is provided

- sterile, describe how the packaging maintains device sterility.

c. . Provide a shelf-life for the applicator, and describe in detail how this shelf-life
was determined. The shelf-life of the applicator should meet or exceed the two
year shelf life of the lubricant.

Indications for Use

7. Please note that if you do not provide sufficient testing or justification regarding the

issues raised in the bench testing deficiencies, you will be asked to remove the following
statement(s) from the indications for use, “Pre~Va is safe for use by couples trying to
conceive,” and/or “Pre~Va may be deposited intravaginally using the applicator.”

Your indications for use statement contains the following statement, “Pre~Va may be

- applied directly to the device or may be deposited intravaginally using the applicator,

prior to the insertion of a medical device.” Please rephrase this statement to read as
follows, “Pre~Va may be applied directly to the device or may be deposited

~ intravaginally using the applicator, prior to the insertion of diagnostic or therapeutic

devices used in fertility interventions.” Your indications for use page and 510(k)
summary page should be updated accordingly.

Please note that as state prcviously, this change will only be necessary if you provide

“sufficient testing or justification regarding the issues raised in the bench testing

deficiencies.

180
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Dr. Clifton

Labeling

9.

10.

11.

The principle display front of the package labeling contains the following statement,
“Clinically Tested and Doctor Recommend.” However, you have not provided any data
in this submission to support this claim. Please provide data to sufficiently justify this
claim, or please remove this claim from the labeling. '

In addition, if you sufficiently justify this claim, please rephrase this claim to read as
follows, “Clinically Tested and Doctor Recommended.”

In your submission, the applicator is described as disposable; however, the instructions
for use contain do not describe how to dispose of the applicator after use. In order to
avoid reuse of the applicator, please add the following statement to the end of the
instructions for use en the package labeling, lubricant tube, and the package insert, “The
applicator is single use only. Dispose applicator after use. DO NOT REUSE * .
APPLICATOR. If additional lubrication is needed, use a new applicator or apply
lubricant by hand.”

Please place the storage condltlons for the Pre~Va vaginal lubricant on the lubricant
tube labelmg :

The deficiencies identified above represent the issues that we believe need to be resolved before
our review of your 510(k) submission can be successfully completed. In developing the
deficiencies, we carefully considered the statutory criteria as defined in Section 513(i) of the
Federal Food, Drug, and Cosmetic Act for determining substantial equivalence of your device.

We also

considered the burden that may be incurred in your attempt to respond to the

deficiencies. We believe that we have considered the least burdensome approach to resolving
these issues. If, however, you believe that information is being requested that is not relevant to

the regu

latory decision or that there is a less burdensome way to resolve the issues, you should

follow the procedures outlined in the “A Suggested Approach to Resolving Lcast Burdensome
Issues” document. It is available on our Center web page at:
http://www.fda.gov/cdrh/modact/leastburdensome.html

You may not market this device until you have provided adequate information described above
and required by 21 CFR 807.87(l), and you have received a letter from FDA allowing you to do
0. If you market the device without conforming to these requirements, you will be in violation
of the Federal Food, Drug, and Cosmetic Act (Act). You may, however, distribute this device
for investigational purposes to obtain clinical data if needed to establish substantial equivalence.

Clinical

investigations of this device must be conducted in accordance with the mvestlgatlonal

- device exemption (IDE) regulations. -

L
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If the information, or a request for an extension of time, is not received within 30 days, we will
consider your premarket notification to be withdrawn and your submission will be deleted from
our system. If you submit the requested information after 30 days it will be considered and
processed as a new 510(k)(21 CFR 807.87(1)); therefore, all information previously submitted
must be resubmitted so that your new 510(k) is complete. Please note our guidance document
entitled, “Guidance for Industry and FDA Staff - FDA and Industry Actions on Premarket
Notification (510¢k)) Submissions: Effect on FDA Review Clock and Performance
Assessment”. If the submitter does submit a written request for an extension, FDA will permit
the 510(k) to remain on hold for up to a maximum of 180 days from the date of the additional
information request.

The purpose of this document is to assist agency staff and the device industry in understanding
how various FDA and industry actions that may be taken on 510(k)s should affect the review
clock for purposes of meeting the Medical Device User Fee and Modernization Act. You may |
review this document at http://www fda.gov/cdrh/mdufma/guidance/1219.html.

The requested information, or a request for an extension of time, should reference your above -
510(k) number and should be submitted in duplicate to:

Food and Drug Administration

Center for Devices and '
Radiological Health

Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, Maryland 20850

If you have any questions concerning the contents of the letter, please contact Sharon Andrews
at (240) 276-4148. If you need information or assistance concerning the IDE regulations, please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or at (240) 276-3150, or at its Internet address
http://www.fda.gov/cdrh/industry/support/index.html.-

Sincerely yours
MA?
Colin M. Pollard =
Chief, Obstetrics and Gynecology
Devices Branch
Division of Reproductive, Abdominal, and
Radiological Devices

Office of Device Evaluation .
Center for Devices and Radiological Health
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INGfertility, LLC

¢f/o Dennis Clifton, Pharm.D.

Vice President

17206 South Spangle Creek Road .
Valleyford, WA 99036 OEC 2 1 2007

Re: K072741
Trade Name: Pre~Va Vaginal Lubricant
Dated: September 24, 2007
Received: September 27, 2007

Dear Dr. Cliflon,

- We have reviewed your Section 510(k) premarket notification of intent to market the device
refercnced above. We cannot determine if the device is substantially equivalent to a legally .
marketed predicate device based solely on the information you provided. To complete the
review of your submission, we require:

- Bench Testing

N

In this submission, you state that Pre~Va will be supplied with an applicator that may be
used to deposit the lubricant intravaginally. However, you have not provided any
formation to assess the compatibility of the applicator with the lubricant. This
information is needed to ascertain if any unfavorable interactions may occur between the
applicator and the lubricant that will affect the safety of this device for use by couples
who are trying to conceive. Please determine if Pre~Va is non-toxic to sperm, oocytes,
and developing embryos and does not interfere with the fertilization process after
contact with the applicator. Your determination of compatibility should take into
account both the duration and the environmental conditions (i.e. temperature) of
lubricant exposure to the applicator during both normal and exaggerated use conditions.

Please note that if you are unable to show that Pre~Va is non-toxic to sperm, oocytes,
and developing embryos and does not interfere with the fertilizatioh process atter
contact with the applicator, you will not be able to market the applicator for use with the
lubricant.

Please also determine if Pre~Va remains compatible with both latex and polyurethane
condoms after contact with the applicator.

Please note that if you are unable to show that Pre~Va is compatible with both latex and

123
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polyurethane condoms after contact with the applicator, you will not be able to market
the applicator for usc with the lubricant, or you will have to remove the claim of
“compatible with latex and polyurethane condoms” from the product labeling.

3. You have qualitatively assessed sperm motility after contact with Pre~Va vaginal
lubricant and sperm penetration through Pre~Va via visual observation. However, you
have not provided a quantitative assessment of sperm motility, which is necessary to
objectively determine the effect of Pre~Va vaginal lubricant on sperm motility and
velocity parameters. Please provide the complete test protocols, results, and
conclusions from this testing. |

If you believe that quantitative analysis of sperm motility is not necessary for clearance
of this device, please justify your decision. Please note that if your justification is not
sufficient, you will be asked to conduct qualitative sperm analysis.

4. You have not provided the results of cervical mucosal penetration testing for the
Pre~Va vaginal lubricant. The results of this testing is necessary to determine that the
use of Pre~Va vaginal lubricant has no detrimental effect on sperm penetration into the
‘cervical mucous membrane. This testing may be done as either a post-coital test in
human subjects or in an animal cervical mucosal model. If you choose to conduct

~ testing on an animal model, pleasc justify the use of the animal model that you select.

If you believe that cervical mucosal testing is not necessary for clearance of this device,
please justify your decision, Please note that if your justification is not sufficient you

will be asked to complete cervical mucosal testing.

Biocompatibility

5. You state in your submission that the resin utilized for the applicator is in accordance
with 21 CFR 177.1520. This regulation describes “substances for use as basic
components of single and repeated use {ood contact surfaces,” and therefore, it does not
apply to the applicator as it is intended to be used with the Pre~Va vaginal lubricant.

As a result, you have not provided suffictent information in this submission regarding the
biocompatibility of the applicator. Please provide the complete test protocols, resulls,
“and conclusions of this testing.

We expect that biocompatibility testing will be conducted on the final, sterilized version
of the device after exposure to Pre~Va lubricant in accordance with [SQ 10993-1: -
Biological Evaluation of Medical Devices, Part 1: Evaluation and Testing. The
applicator is considered a surface device that contacts the skin and mucosal membranes
for a limited (<24 hour) contact duration. Therefore, cytotoxicity, sensitization, and
irritation tests should be conducted. Please note that polar and non-polar extracts
should be used for sensitization and irritation studies.

. ip4
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If you believe that biocompatibility testing is not necessary for clearance of this device,
please provide justification for your decision. Please note that if your justification is
- not sufficient, you will be asked to conduct biocompatibility testing.

Sterilization/Packaging/Shelf- Life

6. You have not provided any information in this submission regarding the sterilization,
packaging, or shelf-life of the applicator. Please provide the following information -
regarding the applicator.

a. Describe the method and procedure of sterilization. If the applicator is not
provided sterile, justify why sterilization is not necessary for the device as it is
intended to be used.

b. Describe how the applicator will be packaged. If the applicator is provided
sterile, describe how the packaging maintains device sterility.

¢. Provide a shelf-life for the applicator, and describe in detail how this shelf-life
was determined. The shelf-life of the applicator should meet or exceed the two
year shelf life of the lubricant.

Indications for Use

" .- 7. ‘Please note that if you do not provide sufficient testing or justification regarding the
issues raised in the bench testing deficiencies, you will be asked to remove the following
statement(s) from the indications for use, “Pre~Va is safe for use by couples trying to
conceive,” and/or “Pre~Va may be deposited intravaginally using the applicator.”

8. Your indications for use statement contains the following statement, “Pre~Va may be
applied directly to the device or may be deposited intravaginally using the applicator,
-prior to the insertion of a medical device.” Please rephrase this statement to read as
follows, “Pre~Va may be applicd directly to the device or may be deposited
intravaginally using the applicator, prior to the insertion of diagnostic or therapeutic
devices used in fertility interventions.” Your indications for use page and 510(k)
summary page should be updated accordingly. '

Please note that as state previou'sly, this change will only be necessary if you provide

sufficient testing or justification regarding the issues raised in the bench testing
deficiencies.
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Labeling

9. The principle display front of the package labeling contains the following statement,

“Clinically Tested and Doctor Recommend.” However, you have not provided any data

in this submission to support this claim. Please provide data to sufficiently justify this
claim, or please remove this claim from the labeling.

In addition, 1f you sufficiently justify this claim, please rephrase this claim to read as
follows, “Clinically Tested and Doctor Recommended.”

10. In your submission, the applicator is described as disposable; however, the instructions
for use contam do not describe how to dispose of the applicator after use. In order to
avoid reuse of the applicator, please add the following statement to the end of the

instructions for use on the package labeling, lubricant tube, and the package insert, *“The

applicator is single use only. Dispose applicator after use. DO NOT REUSE
APPLICATOR. If additional lubr1cat10n is ne;edcd use a new applicator or apply
lub1 icant by hand.”

11. Please place the storage conditions for the Pre~Va vaginal lubricant on the lubricant
tube labeling.

The deficiencies identified above represent the issues that we believe need to be resolved before
our review of your 510(k) submission can be successfully completed. In developing the
deficiencies, we carelully considered the statutory criteria as defined in Section 513(i) of the
Federal Food, Drug, and Cosmetic Act for determining substantial equivalence of your device.

We also considered the burden that may be incurred in your attempt to respond to the
deficiencies. We believe that we have considered the least burdensome approach to resolving
these issues. If, however, you believe that information is being requested that is not relevant to
the regulatory decision or that there is a less burdensome way to resolve the issues, you should
follow the procedures outlined in the “A Suggested Approach to Resolving Least Burdensome
Issues™ document, It is available on our Center web page at:
http//www.fda.gov/cdrh/modact/leastburdensome.html

You may not market this device until you have provided adequate information described above
and required by 21 CFR 807 87(1), and you have received a letter from FDA allowing you to do

0. If you market the device without conforming to these requirements, you will. be in violation

of the Federal Food, Drug, and Cosmetic Act (Act). You may, however, distribute this device
for investigational purposes to obtain clinical data if needed to cstablish substantial equivalence.
Clinical investigations of this device must be conducted in accordance with the investigational
device exemption (IDE) regulations. '

|
o
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If the information, or a request for an extension of time, is not received within 30 days, we will
consider your premarket notification to be withdrawn and your submission will be deleted from
our system, If you submit the requested information after 30 days it will be considered and
processed as a new 510(k)(21 CFR 807.87(1)), therefore, all information previously submitted
must be resubmitted so that your new 510(k) is complete. Please note our guidance document
entitled, “Guidance for Industry.and FDA Staff - FDA and Industry Actions on Premarket
Notification (510¢k)) Submissions: Effect on FDA Review Clock and Performance
Assessment”. If the submitter does submit a written request for an extension, FDA will permit
the 510(k) to remain on hold for up to a maximum of 180 days from the date of the additional
information request.

The purpose of this document is to assist agency staff and the device industry in understanding
how vartous FDA and industry actions that may be taken on 510(k)s should affect the review
clock for purposes of meeting the Medical Device User Fee and Modernization Act. You may
review this document at http://www.fda. gov/cdrb/mdufma/guidance/1219.html.

The requested mformation, or a request for an extension of time, should reference your above
510(k) number and should be submitted in duplicate to:

Food and Drug Administration

Center for Devices and
Radiological Health

Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, Maryland 20850

If you have any questions concerning the contents of the letter, pleasc contact Sharon Andrews
at (240) 276-4148. If you need information or assistance concerning the IDE regulations, please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (800) 638-2041 or at (240) 276-3150, or at its Internet address
http://www.fda.gov/cdrb/industry/support/index.html.

Sincerely yours,

Colin M. Pollard

Chief, Obstetrics and Gynecology
Devices Branch

Division of Reproductive, Abdominal, and
Radiological Devices

Office of Device Evaluation

Center for Devices and Radiological Health '
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public¢ Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFZ-40
9200 Corporate Blvd.

November 15, 2007 Rockville, Maryland 20850
INGFERTILITY, LLC 510 (k) Number: K072741

17206 5. SPANGLE CREEK RD. Received: 14-NOV-2007
VALLEYFORD, WA 99036 Product: PRE-VA VAGINAL

ATTN: DENNIS CLIFTON LUBRICANT

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

Please remember that all correspondence concerning your submission MUST
be sent to the Document Mail Center (DMC) (HFZ-401) at the above
letterhead address. Correspondence sent to any address other than the
one above will not be considered as part of your official 510 (k)
submission.

Please note the following documents as they relate to 510(k) review:
1)Guidance for Industry and FDA Staff entitled, "FDA and Industry Actio
on Premarket Notification (510(k))Submissions: Effect on FDA Review
Clock and Performance Assessment". The purpose of this document is to
assist agency staff and the device industry in understanding how variou
FDA and industry actions that may be taken on 510(k}s should affect the
review clock for purposes of meeting the Medical Device User Fee and
Modernization Act (MDUFMA). Please review this document at

www. fda.gov/cdrh/mdufma/guidance/1219.html. 2)Guidance for Industry an
FDA Staff entitled, "Format for Traditional and Abbreviated 510(k)s".
This guidance can be found at www.fda.gov/cdrh/ode/guidance/1567.html.
Please refer to this guidance for assistance on how to format an origin
submission for a Traditional or Abbreviated 510(k). 3)Blue Book
Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail
Communication with Industry about Premarket Files Under Review”. Please
refer to this guidance for information on current fax and e-mail
practices at www.fda.gov/cdrh/ode/a02-01.html.
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In all future premarket submissions, we encourage you to provide an
electronic copy of your submission. By doing so, you will save FDA
resources and may help reviewers navigate through longer documents more
easily. Under CDRH's e-Copy Program, you may replace one paper copy of
any premarket submission (e.g., 510(k}), IDE, PMA, HDE} with an electron
copy. For more information about the program, including the formatting
requirements, please visit our web site at

www. fda.gov/cdrh/elecsub.html.

Lastly, you should be familiar with the regulatory requirements for
medical devices available at Device Advice www.fda.gov/cdrh/devadvice/"
If you have gquestions on the status of your submission, please contact
DSMICA at (240) 276-3150 or the toll-free number (800} 638-2041, or at
their Internet address http://www.fda.gov/cdrh/dsma/dsmastaf.html., If
you have procedural questions, please contact the 510(k) Staff at
(240)276-4040.

Sincerely yours,
Marjorie Shulman
Supervisory Consumer Safety Officer

Office of Device Evaluation
Center for Devices and Radiclogical Heal
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Food and Drug Administration
Center for Devices and
Radioclogical Health

Office of Device Evaluation
Document Mall Center (HFZ-401)
9200 Corporate Blvd.

+

September 27, 2007 Rockville, Maryland 20850
INGFERTILITY, LLC 510 (k) Number: K072741
17206 S. SPANGLE CREEK RD. Received: 27-SEP-2007
VALLEYFORD, WA 99036 Ugser Fee ID Number: 6032572
ATTN: DENNIS CLIFTON Product: PRE-VA VAGINAL
LUBRICANT

The Food and Dru% Administration (FDA) Center for Devices and
Radiological Health (CDRH), has received the Premarket Notification you

" submitted in. accordance w1th Section 510(k) of the Federal Food, Drug,
and Cosmetic Act ({Act) for the above referenced product. We have

- assigned your submission a unique 510 (k) number that is cited above.
Please refer prominently to this 510(k) number in all future
correspondence that relates to this submission. YOU MAY NOT PLACE THIS
DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YQU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO B0. :

The Act, as amended by the Medical Device User Fee and Modernization Act
of 2002 (MDUFMA) (Public Law 107-250), specifies that a submission shall
be considered incomplete and shall not be accepted for filing until fees
have been paid (Section 738(f)). Our records indicate that you have not
submitted the user fee payment information and therefore your 510 (k)
cannot be filed and has been placed on hold. Please send a check to one
of the addresses listed below:

By Regular Mail By Private Courier{e.g.,Fed Ex, UPS, etc.}
Food and Drug Administration U.S. Bank

P.O. Box 956733 ' 956733

St. Louis, MO 631%5-6733. 1005 Convention Plaza

St. Louis, MO 63101
(314) 418-4983

The check should be made out to the Food and Drug Administration
referencing the payment identification number, and a copy of the User Fee
Cover sheet should be included with the check. A copy of the Medical
Device User Fee Cover Sheet should be faxed to CDRH at (240)276-4025
referencing the 510(k) number if you have not already sent it in with
your 510(k? submission. After the FDA has been notified of the recelﬁ

of your user fee payment, your 510(k) will be filed and the review will
begin, If payment has not” been received within 30 days, your 510(k) will
be deleted from the system. Additional information on user fees and how
to submit your user fee payment may be found at www.£fda.gov/oc/mdufma.

———
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In all future premarket submissions, we encourage you to provide an
electronic copy of your submission. By doing so, you will save FDA
resources and may help reviewers navigate through longer documents more
easily. Under CDRH's e-Copy Program, you may replace one paper copy of
any premarket submission (e.g., 510(k), IDE, PMA, or HDE) with an
electronic copy. For more information about the pregram, including the
formatting requirements, please visit our web site at
www.fda.gov/cdrh/elecsub.html.

Please note that since your 510(k) has not been reviewed, additional"
information may be required during the review process and the file may be
placed on hold once again. If you are unsure as to whether or not you
need to file a 510k Submission with FDA or what type of submission to
submit, you should first telephone the Divisicn of Small Manufacturers,
International and Consumer Assistance (DSMICA), for guidance at

{240) 276-3150 or its toll-fee number (800)638-2041, or contact them at
their Internet address www.fda.gov/cdrh/dsma/dsmastaf.html, or you mag
submit a 513(g) request for information regarding classification to the
Document Mail Center at the address above. If you have any questions
concerning receipt of your payment, please contact Christina Zeender at
Christina.Zeender@fda.hhs.gov. If you have questions regarding the
status of your 510(k) Submission, please contact DSMICA at the numbers or
address above.

Sincerely yours,

) Marjorie Shulman
Consumer Safety Officer
Office of Device Evaluation
Center for Devices and
Radiological Health
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Form Approved: OMB No 0910-561 Expération Date- Jamzary 31, 2010, See Instructions for OMB Statement.

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

PAYMENT IDENTIFICATION NUMBER: WMDG6032572-956733
Write the Payment identification number on your check.

A completed Cover Sheet must accompany each original application or supplement subject to fees. The following actions must be taken

to properly submit your application and fee payment: )

1. Electronically submis the completed Cover Sheet to the Food and Drug Administration {FDA) before payment is sent,

2. Include printed copy of this completed Cover Sheet with a check made payable to the Food and Drug Administration. Remember that
the Payment Identification Number must be writlen on the check. -

3. Mail Gheck and Cover Sheet to the US Bank Lock Box, FDA Account, P.O. Box 956733, St. Louis, MO 63195-6733. {Nofe: In no case
should payment be submitted with the application.) '

4. Wyou prefer lo send a check by a courier, the courier may deliver the check and Cover Sheet to: US Bank, Attn: Government Lockbox
956733, 1005 Convention Plaza, St. Louis, MO 63101. (Note: This address is for courier delivery only. Contact the US Bank at 314-
418-4821 if you have any questions conceming cowsier delivery.)

5. For Wire Transfer Payment Procedures, please refer to the MDUFMA Fee Payment Instructions at the following URL:
hitp:/iwww.fda.gov/cdrhVmdufmafags htmi#3a. You are responsible for paying all fees assocdiated with wire transfer.

6. Include a copy of the complete Cover Sheet in volume one of the application when submitting to the FDA at either the CBER or
CDRH Document Mait Center,

1. COMPANY NAME AND ADDRESS (inciude name, street 2. CONTACT NAME
address, city state, country, and post office code) Dennis Clifton
2.1 E-MAIL ADDRESS
BIO ORIGYN LLC i i
17206 S. Spangle Creek Rd delifton@ingfertility.com
Valleyford WA 990 2.2 TELEPHONE NUMBER (include Area code)
us : 509-443-0149
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 2.3 FACSIMILE (FAX) NUMBER (Include Area code)
912111710 509-448-0601

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: hitp://www.fda.gov/dc/mdufma

Select an application type: 3.1 Select one of the types below
[X] Premarket notification{510{k)); except for third party [X] Original Application

[1 Biologics License Application (BLA) Supplement Types:

[ ] Premarket Approval Application (PMA) ' [] Efficacy (BLA)

[1Modular PMA - [} Panel Track (PMA, PMR, FDP}
[ ] Product Development Protocol {PDP) [] Real-Time (FMA, PMR, PDP)

[ 1 Premarket Report (PMR) ' {1 180-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 NO, | am not a small business
qualifying documents to FDA

4.1 I Yes, please enter your Small Business Decision Number. SBD078100

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

[] This application is the firsi PMA submitted by a qualified smafl business, [] The sole purpose of the application is to support
including any affiliates, parents, and partner firms condifions of use for a pecﬂgmg: poputafion

[) This biologics application is submitted under secion 351 of the Pupic_ 11 The appication s submited by a slate o fedora)
Health Service Act for a productﬁwnsed_forfurﬂrermanufachmngusemﬂy ially r 1;

6. 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 POE;L)LAHON? {If so, the application is

subject to the fee that applies for an original premarket approval application (PMA).) ;’
b

[1YES PGNO

7. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION
$3.326.00 : 24-Sep-2007

https://fdasfinapp8.fda.gov/OA_HTML/mdufmaCScdCfgltemsPopup.jsp?vcname=Dennis... 9/24/

Form FDA 3601 (0172007)

"Close Window™ Print Cover sheeti

el 1]
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T
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approval
FOOD AND DRUG ADMINISTRATION OMB No. 8010-0120
Expiration Date: May 31, 2007.
Date of Submission User Fee Payment ID Number FDA Submission Bocument Number (if known)
01/15/2007 MD6032572-956733
SECTION A TYPE OF SUBMISSION
PMA PMA & HDE Supplement PDP 510{k) Meeting
[ ] origina) submission [ IReguiar (120 day) | original POP [ original Submission: |_]Pre-510(K) Meeting
| ] Premarket Report ! Special ! Notice of Completion Tradilional ! Pre-IDE Meeting
[~ Modular Submission [} Panel Track (PMA Only) [ | Amendment 10 PDP [specia [ ] Pre-PMA Meeting
| | Amendment | }30-day Supplement Abbreviated (Complete | ] Pre-PDP Meeting
— — . Dsection 1, Page 5) .
| _|Report | _]30-day Notice - ' | _|Day 100 Meeiing
|| Report Amendment |} 135-day Supplement Ad.dmonal Information || Agreement Meeting
[ Licensing Agreement | Real-time Review Third Party || Determination Meeting
Amendment to PMA & Other (specify):
HDE Supplement u pecity
D Other
IDE Humanitarian Device Class Il Exemption Petition | Evaluation of Automatic Other Submission
Exemption (HDE) Class Ill Designation
{De Novo)
[ original submission | [ ] 0rginal Submission Original Submission Original Submission 513(g)
Amendment Amendment Additional information Additional Information Other
Supplement Supplement {describe submission):
Report
Report Amendment
Have you used or cited Standards in your submission? [ Yes No (It Yes, please complete Saction i, Page 5)
SECTION B SUBMITTER, APPLICANT OR SPONSOR
Company / Institution Name Establishment Registration Number (if known)
INGfertility, LLC {Subsidiary of Bio-Origyn, LLC) 3006029862
Division Name (if applicable) Phene Number finciluding area code)
( 509 ) 443-0149
Street Address FAX Number {including area code}
17206 S. Spangle Creek Rd ( 509 ) 471-9638
City State / Province ZIP/Postal Code Country
Valleyford WA 99036 us
Contact Name
Dennis Clifton
Contact Title Contact E-mail Address
Vice President delifton@ingfertility.com

SECTIONC APPLICATION CORRESPONDENT {(e.g., consuitant, if different from above)
Company / institution Name

Division Name (if applicable) Phone Number {including area code)
Street Address FAX Number (including area code)
City State / Province Z|P/Postal Code Country

Contact Name

' Contact Title Contact E-mail Address

FORM FDA 3514 (6/04) PAGE 1 OF 5 PAGES

FSC Modia Artx (301) q]-uﬁo EF

i 136



SECTION D1 "REASON FOR APPLICATION - PMA, PDP, OR HDE

Withdrawal D Change In design, component, or D Location change:
Additional or Expanded Indications specitication: ‘ Manufacturer
Request for Extension Software /Hardware Sterilizer
Post-approval Study Pratocal Color Additive . Packager
Request for Applicant Hold Material
Request for Removal of Applicant Hold Specifications
Request to Remove or Add Manufacturing Site Other (specify below} m Repon Submission: _
D Process change: Annual or Periodic
1 Post-approval Study
Manufaciuring D Labeling change: .
lizati Adverse Reaction
Sterilization Indications
i Deavice Defect
Packaging Instructions Amend
Other (spacify below) Performance mendment
Shelf Life
Trade Name Change in Ownership
Other {specify below) Change in Correspondent
D Response to FDA correspondence: Change of Applicant Address

D Other Reason (specify):

SECTION D2 REASON FOR APPLICATION - IDE

D New Device ' D Change in: m Repose to FDA Letter Concerning:
D New Indication Correspondent/ Applicant Conditional Approval
[ ] Aadition of Institution Design /Device Deemed Approved
E] Expansion / Extension of Study Informed Consent Deficient Final Report
IRB Certification Manufacturer Deficient Progress Report
EI Termination of Study Manufacturing Process Deficient Investigator Report
D Withdrawal of Application Protocol - Feasibility Disapproval
D Unanticipated Adverse Effact Protocol - Other Reques! Extension of
Notification of Emergency Use Sponsor Time to Respond to FDA
ECompassionale Use Request Request Meeting
D Treatment IDE D Report submission: Request Hearing
D Continued Access Current Investigator
Annual Progress Report
Site Waiver Report
Final

E] Other Reason (specify):

SECTION D3
New Device

REASON FOR SUBMISSION - 510(k)

E:l Additional or Expanded Indications D Change in Technology

D Other Reason {specify):

FORM FDA 3514 (6/04) PAGE 2 OF 5 PAGES

.
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SECTION E ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS

Product codes of devices to which substantial equivalence is claimed Summary of, or statement concerning,
safety and etfactivenass information
1| NUC 2 3 4
_ 510 (k) summary attached

5 6 7 8l [ 510 () statement
Information on devices to which substantial equivalence is claimed (if krown)
510(k} Number Trade or Proprietary or Mode! Name Manufacturer

; K051436 ] Pre® Vaginal Lubricant . INGfertitity

2 2 2

3 3 3

4 4 4

5 5 5

& 6 6

SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

Common or usual name or classification

lubricant, patient, vaginal, latex compatible
5| Trade or Propriatary or Model Narme for This Device ] Model Number

1 | Pre~Va Vaginal Lubricant 1

2 : 2

3 3

4 4

5 5

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

1 2 3 4 5 )
7 8 ] 10 11 12
Data Included in Submission
Laboratory Testing mAnimai Trials DHuman Trials

SECTION G PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
Product Code C.F.R. Section {if applicable} Davice Class

NUC 21 CFR 884.5300 D Class | Class Il
Classification Panel

lubricant, patient, vaginal, latex compatible D Class I I:I Unclassified
Indications (from labeling}

* To lubricate vaginal tissues to facilitate entry of diagnostic or therapeutic devices including those used in fertility interventions. Pre~Va
may be applied directly to the device or may be deposited intravaginally using the applicator, prior to insertion of a medical device.

+ As a personal lubricant Pre~Va supplements the body's own natural lubricating fluids, to moisturize, relieve friction and to enhance the
ease and comfort of intimate sexual activity. Pre~Va is safe for use by couples trying to conceive and may be applied to vaginal or
penile tissues for lubrication and moisturization purposes. It is compatible with latex and polyurethane condoms

FORM FDA 3514 (6/04) PA'GE 3 OF 5 PAGES



Note: Submission of this information does not affect the need to submit a 2891
or 2891a Device Establishment Registration form.

SECTIONH
Original FDA Establishment Registration Number

[add  []oetete (b)(4)

MANUFACTURING / PACKAGING / ST

FDA Document Number {if known)

RILIZATION SITES RELATING TO A SUBMISSION

Manufacturar [[] contract Sterilizer
Contract Manufacturer Repackager / Relabeler

Company / Institution Name

Establishment Registration Number

(b)) (b)(4)

Division Name (if applicabie) Phone Number (including area cods)

(b))

Street Address FAX Number (including area code)

(b)) \(b)(4)

City State / Province ZIP/Postal Code Country
(b)(4) (b) (b)(4) USA
Contact Nams Contact Title Contact E-mail Address
(b)(4) Project Manager (b)(4)

" FDA Establishment Registration Number

[ original 9 [CIManutacturer [[] contract Steritizer

D Add D Delete D Contract Manufacturer E] Repackager / Relabeter
Company / Institution Name Establishment Registration Number

Division Name (if applicable) Phone Number (including area code)

Street Address FAX Number (inciuding area coda)

City State / Province ZIP/Postal Code Country

Contact Title

Contact Name

FDA Establishiment Registration Number

D Original
ade  [Joeets

Contact E-mait Address

m Contract Sterilizer
E Repackager / Relabeler

D Manutacturer
E] Contract Manufacturer

Company / Institution Name

Establishment Registration Number

Division Namae (if applicable)

Phone Number (including arsa code)

Street Address FAX Number fincluding area code)
City State / Province ZIP/Postal Code Country

Contact Name Contact Title

FORM FDA 3514 {6/04)

Contact E-mail Address

PAGE 4 OF 5 PAGES



SECTION | : UTILIZATION OF STANDARDS

Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized Standard"
staternent,

Standards No. Standards Standards Title Version Date
QOrganization
1
Standards No. Standards Standards Title Version Date
Organization
2
Standards No. Standards Standards Title Version Date
Qrganization .
3
Standards No. | Standards Standards Title Version Date
Organization
4
Standards No. Standards Standards Title Version Date
Organization
5
Standards No. Standards Standards Title Version Date
Organtzation
6
Standards No. Standards Standards Title Version Date
Organization .
7

Please Include any addltional standards to be cited on a separate page.

Public reporting burden for this collection of information is estimated to average 0.5 hour per response, including the time for reviewing instructions, searching
existing data sources, gathering and maintaining the data needed, and completing reviewing the collection of information. Send comments regarding this burden
estimate or any other aspect of this cotlection of information, including suggestions for reducing this burden to:

Food and Drug Administration
CDRH (HFZ-342}

9200 Corporate Blvd.
Rockville, MD 20850

An agency may not conduct or spensor, and a person is not required to respond to, a collection of information unless it displays a currently valid OMB contrel

FORM FDA 3514 (6/04) . PAGE 5 OF 5 PAGES
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Food and Drug Administration i
Center for Devices and Radiological Health (CDRH)

510(k) Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, MD 20850

Dear SirfMadam:

Enclosed please find two copies of an original Traditional 510(k) application from
INGfertility, LLC (subsidiary of Bio-Origyn, LLC). This application is for a new
Class Il device under Product Code NUC (Lubricant, Vaginal, Patient, Condom
Compatible). The proprietary name of the product is Pre~Va Vaginal Lubricant.

The predicate for this device is Pre’ Vaginal Lubricant (510(k) number K051436)
which was previously submitted by INGfertility. To assist in the review, we have
also included a complete copy of the Pre’ Vaginal Lubricant 510(k) submission
documents (inclusive of reviewer's comments).

Information provided in this application demonstrates that the new device is
substantially equivalent to its predicate and that the device is effective and safe
for its intended use.

Please contact me if you have questions or need further information.
Sincerely,

SR

G. Dennis Clifton, Pharm.D.
Vice President

17206 Spangle Creek Road Voice: 509.443.0149
Valleyford, Washington 99036 Toil Free: 888.471.7333
Fax: 5094719638 : °  °
www. ingfertility.com
i s

—v-
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Table of Contents

Pre~Va Vaginal Lubricant

Section Description Page
1 Medical Device User Fee Cover Sheet | 1
2 CDRH Premarket Review Submission | 2
Cover
510 (k) Cover Letter 7
3 Table of Contents 8
4 510(k) Screening Checklist 10
5 Indications for Use Statement 15
6 510(k) Summary 16
7 Truthful and Accuracy Statement 18
8 Class Il Summary and Certification N/A
9 Financial Certification or Disclosure | N/A
Statement
10 Declarations of Conformity and N/A
Summary Reports
11 Executive Summary 19
12 Device Description 25
Narrative Description 25
Complete Formulation Description 25
Physical Specifications 27
13 Condom Compatibility 29
14 Substantial Equivalence Discussion | 30
510(k) Substantial equivalence flow 30
sheet
Differences Between Pre~Va and 31
Predicate Device
Intended Use and Technological 31
Differences do not adversely affect
Safety and Effectiveness
Summary of Technological Differences | 33
between Pre~Va and Predicate
15 Proposed Labeling 36
Pre~Va Vaginal Lubricant Label 36
16 Shelf Life & Sterilization 42
Shelf Life 42
Sterilization 43
17 Biocompatibility 44
Composition of Pre~Va 44
Existing Listings for Pre~Va components | 45
Routine Biocompatibility Studies 47
Performed
Special Fertility Biocompatibility Studies | 47
Conclusion 47
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18 Software N/A

19 Electomagnetic Compatibility & N/A
Electrical Safety

20 Peformance Testing — Bench N/A

21 Performance Testing — Animal N/A

22 Performance Testing - Clinical N/A

23 Appendices

Appendix | Examples of Applicators for use with

A. Pre~Va

Appendix | Validated Instructions for Steam

B Sterilization

Appendix | Certificate of Analysis Template

C .

Pre~Va' Vaginal Lubricant
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SCREENING CHECKLIST FOR ALL
PREMARKET NOTIFICATION [510(K)]
SUBMISSIONS

510(k) Number:

The cover letter clearly identifies the type of 510(k) submission as (Check the
appropriate box):

[k Special 510(k) - Do Sections 1 and 2
I:L;k Abbreviated 510(k) - Do Sections 1, 3 and 4
X Traditional 510(k} or no identification provided - Do Sections 1 and 4

Section 1: Required Elements for All Types of 510(k) submissions:

Present or | Missing or
Adequate | Inadequate

Cover letter, containing the elements listed on page 3-2 of the /
remarket Notification [510)] Manual.

Table of Contents.

Truthful and Accurate Statement.

Device’s Trade Name, Device’s Classification Name and
Establishment Registration Number.,

Device Classification Regulation Number and Regulatory Status
(Class I, Class II, Class III or Unclassified).

Premarket Notification [510)] Manual.

Statement of Indications for Use that is on a separate page in the
premarket submission.

Substantial Equivalence Comparison, including comparisons of
the new device with the predicate in areas that are listed on page
3-4 of the Premarket Notification [510)] Manual.

510(k) Summary or 510(k) Statement.

Description of the device (or modification of the device)
including diagrams, engineering drawings, photographs or service
Imanuals.

/
iy
Proposed Labeling including the material listed on page 3-4 of the /
yd
v

10

Pre~Va' Vaginal Lubricant
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IIdnf-:ntiﬁcation of legally marketed predicate device. *

/

|tCompliance with performance standards. * [See Section 514 of
he Act and 21 CFR 807.87 (d).]

Y

[Class III Certification and Summary, **

yd/a

fFinancial Certification or Disclosure Statement for 510(k)
motifications with a clinical study. * [See 21 CFR 807.87 (i)]

Yz

510(k) Kit Certification ***

LA

* - May not be applicable for Special 510(k)s.
** - Required for Class III devices, only.

*** _ See pages 3-12 and 3-13 in the Premarket Notification [510)] Manual and the

Convenience Kits Interim Regulatory Guidance.

Section 2: Required Elements for a SPECIAL 510(k) submission:

Present

Inadequate or
Missing

[Name and 510(k) number of the submitter’s own, unmodified
1predicate device.

A description of the modified device and a comparison to the
sponsor’s predicate device.

A statement that the intended use(s) and indications of the
modified device, as described in its labeling are the same as the
intended uses and indications for the submitter’s unmodified
predicate device.

Reviewer’s confirmation that the modification has not altered the
fundamental scientific technology of the submitter’s predicate
device.

elements (a-~c):

A Design Control Activities Summary that includes the following | -

a. Identification of Risk Analysis method(s) used to assess the
ﬁmpact of the modification on the device and its components, and
he results of the analysis.

b. Based on the Risk Analysts, an identification of the required
verification and validation activities, including the methods or
tests used and the acceptance criteria to be applied.

c. A Declaration of Conformity with design controls that includes
. ]the following statements:

Pre~Va' Vaginal Lubricant
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A statement that, as required by the risk analysis, all
verification and validation activities were performed by
the designated individual(s) and the results of the
activities demonstrated that the predetermined acceptance
criteria were met, This statement is signed by the
individual responsible for those particular activities.

A statement that the manufacturing facility is in
conformance with the design control procedure
requirements as specified in 21 CFR 820.30 and the
records are available for review. This statement is signed
by the individual responsible for those particular
activities.

Section 3: Required Elements for an ABBREVIATED 510(k)*

submission:

Present

Inadequate or
Missing

For a submission, which relies on a guidance document and/or
special control(s), a summary report that describes how the
guidance and/or special control(s) was used to address the risks
associated with the particular device type. (If a manufacturer
elects to use an alternate approach to address a particular risk,
sufficient detail should be provided to justify that approach.)

For a submission, which relies on a recognized standard, a
declaration of conformity [For a listing of the required elements
of a declaration of conformity, SEE Required Elements for a
Declaration of Conformity to a Recognized Standard, which is
posted with the 510(k) boilers on the H drive.]

For a submission, which relies on a recognized standard without a
declaration of conformity, a statement that the manufacturer
intends to conform to a recognized standard and that supporting
data will be available before marketing the device.

For a submission, which relies on a non-recognized standard that
fhas been historically accepted by FDA, a statement that the
manufacturer intends to conform to a recognized standard and
that supporting data will be available before marketing the device.

or a submission, which relies on a non-recognized standard that
as not been historically accepted by FDA, a statement that the
anufacturer intends to conform to a recognized standard and

hat supporting data will be available before marketing the device
and any additional information requested by the reviewer in order
o determine substantial equivalence.

Pre~Va' Vaginal Lubricant
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Any additional information, which is not covered by the guidance
document, special control, recognized standard and/or non-
recognized standard, in order to determine substantial
cquivalence.

* . When completing the review of an abbreviated 510(k), please fill out an Abbreviated
Standards Data Form (located on the H drive) and list all the guidance documents, special
controls, recognized standards and/or non-recognized standards, which were noted by the
Sponsor.

Section 4: Additional Requirements for ABBREVIATED and TRADITIONAL
510(k) submissions (If Applicable):

Present {Inadequate or
Missing

a) Biocompatibility data for all patient-contacting materials, OR
certification of identical material/formulation:

) Sterilization and expiration dating information:

i) sterilization process

1i) validation method of sterilization process

o
=
—
—
—

iii) SAL

1v) packaging o //
v) specify pyrogen free 4 //
vi) ETO residues ' v
vii) radiation dose /
viii) Traditional Method or Non-Traditional Method /

c) Software Documentation: /V //

Items with checks in the “Present or Adequate” column do not require e additional
information from the sponsor. Items with checks in the “ Missing or Inadequate”
column must be submitted before substantive review of the document.

Passed Screening Yes No
Reviewer:

Concurrence by Review Branch:
Date:

The deficiencies identified above represent the issues that we believe need to be resolved
before our review of your 510(k) submission can be successfully completed. In
developing the deficiencies, we carefully considered the statutory criteria as defined in

Pre~Va’ Vaginal Lubricant
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Section 513(i) of the Federal Food, Drug, and Cosmetic Act for determining substantial
equivalence of your device. We also considered the burden that may be incurred in your
attempt to respond to the deficiencies. We believe that we have considered the least
burdensome approach to resolving these issues. If, however, you believe that information
1s being requested that is not relevant to the regulatory decision or that there is a less
burdensome way to resolve the issues, you should follow the procedures outlined in the
“A Suggested Approach to Resolving Least Burdensome Issues” document. It is available
on our Center web page at: http://www.fda.gov/cdrh/modact/leastburdensome.html

Uploaded on March 3, 2004

Pre~Va’ Vaginal Lubricant



Indications for Use

510(k) Number (if known):

Device Name: Pre~Va Vaginal Lubricant

Indications for Use:

» To lubricate vaginal tissues to facilitate entry of diagnostic or therapeutic
devices including those used in fertility interventions. Pre~Va may be
applied directly to the device or may be deposited intravaginally using the
applicator, prior to insertion of a medical device.

» As a personal lubricant Pre~Va supplements the body’s own natural
lubricating fluids, to moisturize, relieve friction and to enhance the ease
and comfort of intimate sexual activity. Pre~Va is safe for use by couples
trying to conceive and may be applied to vaginal or penile tissues for
lubrication and moisturization purposes. It is compatible with latex and
polyurethane condoms

"~ Over-The-Counter Use X
AND/OR (21 CFR 801 Subpart C)

Prescription Use
(Part 21 CFR 801 Subpart D)

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Page _of _

15

Pre~Va' Vaginal Lubricant
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510(k) Summary
Pre~Va Vaginal Lubricant

|. General Information on Submitter

Address: INGfertility, LLC (Subsidiary of Bio-Origyn, LLC)
17206 S. Spangle Creek Rd.
Valleyford, WA 99036 USA

Telephone: 509.443.014%
Fax: 509.471.9638
Email: dclifton@ingfertility.com

Contact Person: G. Dennis Clifton, Pharm.D.
Date Prepared: May 1, 2007

Il. General Information on Device

Proprietary Name: Pre~Va Vaginal Lubricant

Classification Name: lubricant, patient, vaginal, latex compatible (21 CFR
884.5300, Product Code NUC)

lil. Predicate Devices

Predicate Device 510(k) control #

Pre’ Vaginal Lubricant | K0O51436

IV. Description of Dewce

This product is a non-sterile, water-based personal lubricant formulated to
supplement the body's own natural lubricating fluids. Pre~Va is used to lubricate
vaginal tissues to facilitate entry of diagnostic or therapeutic devices including
those used in fertility interventions. It is also used as a personal lubricant to
supplement the body’'s own natural lubricating fluids and to enhance the comfort
of intimate sexual activity. The formulation does not harm sperm function and has
a pH and osmolarity that are physiologic (“balanced”) to that of fertile cervical
mucus and semen. The product is compatible with latex and polyurethane
condoms. Following is the ingredient list for Pre~Va Vaginal Lubricant:

Ingredients

Water
Hydroxyethylcellulose, NF
Pluronic 127, NF
Sodium Chloride, USP
Arabinogalactan
Sodium Phosphate
Carbopol 934P, NF
Methyl Paraben, USP
Sodium Hydroxide, NF
Potassium Phosphate

Pre~Va' Vaginal Lubricant

16

150



V. Intended Use

» Tolubricate vaginal tissues to facilitate entry of diagnostic or therapeutic
devices including those used in fertility interventions. Pre~Va may be
applied directly to the device or may be deposited intravaginally using the
applicator, prior to insertion of the medical device.

¢ As a personal lubricant Pre~Va supplements the body's own natural
fubricating fluids, to moisturize, relieve friction and to enhance the ease
and comfort of intimate sexual activity. Pre~Va is safe for use by couples
trying to conceive and may be applied to vaginal or penile tissues for
fubrication and moisturization purposes. It is compatible with latex and
polyurethane condoms.

VI. Technological Characteristics of Device Compared to Predicate Device
All of the technological characteristics of Pre~Va are identical to the predicate
device.

VIl. Summary of Performance Data
The performance data of Pre~Va are identical to the predicate.

Vill. Conclusion

Pre~Va Vaginal Lubricant is safe for its intended use and substantially equivalent
to the predicate device Pre' Vaginal Lubricant.

17
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PREMARKET NOTIFICATION
TRUTHFUL AND ACCURATE STATEMENT

[As Required by 21 CFR 807.87(k)]

| certify that, in my capacity as Vice President of INGfertility, LLC,
| believe to the best of my knowledge, that all data and
information submitted in the premarket notification are truthful
and accurate and that no material fact has been omitted.

QWB\V y
I

G. Dennis Clifton, Pharm.D.

9/ /07

(Date)

Premarket Notification [510(k)] Number

18
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Executive Summary
Pre~Va Vaginal Lubricant

A. Indications For Use
Pre~Va has the following intended uses:

» To lubricate vaginal tissues to facilitate entry of diagnostic or therapeutic
devices including those used in fertility interventions. Pre~Va may be
applied directly to the device or may be deposited intravaginally using the
applicator, prior to insertion of the medical device.

> As a personal lubricant Pre~Va supplements the body's own natural
lubricating fluids, to moisturize, relieve friction and to enhance the ease
and comfort of intimate sexual activity. Pre~Va is safe for use by couples
trying to conceive and may be applied to vaginal or penile tissues for
lubrication and moisturization purposes. It is compatible with latex and
polyurethane condoms

B. Principles Of Operation

Pre~Va is a water-based patient lubricant formulated to have a pH and
osmolarity, that are physiologic (or balanced) to that of semen and fertile cervical
mucus. These properties result in a friction-relieving product that is not harmful
to gametes and embryos and thus may be used safely during fertility
interventions and during intercourse involving couples trying to conceive.

In order to facilitate device insertion Pre~Va may be applied directly to the
instrument prior to use. Alternatively, device insertion may be facilitated by
depositing the lubricant intravaginally using the plastic applicator, prior to
insertion of the medical device.

C. Composition
(bF)’(ze;Va is a non-sterile, water-based personal lubricant.(®)) | ‘
(b)(4)

The composition of the applicators used to deposit Pre~Va intravaginally is(®)

(b)) . The resin utilized for the applicators meets FDA
requirements 21CFR 177.1520.

19
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D. Physical Specifications

The following specifications will be utilized to release each lot of Pre~Va Vaginal
Lubricant. These specifications are identical to those used for the

predicate.

Physical Specification/Tests Ranges/Specifications

pH @ 25°C 7.20t0 7.45

Osmolarity 260 and 360 mOsmo/kg

Apparent Viscosity 8500 to 12,000 cps

Specific Gravity 1.0-1.05

Microbial limits at 48 hours 0 cfu/ml pathogens
< 100 cfu/ml other organisms

Endotoxin by LAL methodology < 0.5 EU/mI

Biocompatibility by Mouse Embryo 1-Cell MEA to > 80% expanded

Assay blastocysts at 96 hours

Biocompatibility by Sperm Motility Sperm motility following 30-minute
incubation with 10% diluted lubricant
solution equals >80% of sperm in
control medium.

E. Safety of Components in Pre~Va

All components of Pre~Va appear either in the FDA Inactive Ingredients List; in
the Handbook of Pharmaceutical Excipients as an allowable excipient; in the
Cosmetic Ingredient Review as a “monographed” substance; in the Code of
Federal Regulations (CFR) as drug or food substance; or are listed as Generally
Recognized as Safe (GRAS). Arabinogalactan is also a component (27.5%) of
an FDA registered Sperm Processing Medium Device (Isocare One-Step Sperm
Processing Media, K023222).

F. Differences Between Pre~Va and Predicate Device

Table 1 provides a detailed comparison of Pre~Va Vaginal Lubricant with its
predicate, Pre’ Vaginal Lubricant.

As indicated in the table, there are two differences between the Pre~Va and its
predicate:

» Pre~Va may be applied intravaginally using a plastic applicator.

» Pre~Vaincludes in the Intended Use Statement that it is “safe for use by
couples trying to conceive” (See Intended Use Statement in Table 1
below).

Neither of these differences raises new questions about efficacy and safety
compared to the predicate. The predicate, while not marketed with an

Pre~Va' Vaginal Lubricant



intravaginal applicator, is intended for contact with intravaginal tissues when
used for its approved indications. The applicators to be utilized are[®)4) |
applicators comprised of (b)) . The resin utilized for
the applicators meets FDA requirements 21CFR 177.1520.

The predicate was cleared for use in ferttility interventions, which would include
such procedures as embryo transfer, transvaginal collection of oocytes, and
Intrauterine insemination. Additionally, the predicate carries a statement on its
label urging consumers to “Consult your physician if you have not become
pregnant following 6-months use of this product.”

Overall, the comparison of intended use and technological characteristics
demonstrates the substantial equivalence of the lubricant to the predicate device.

Pre~Va’' Vaginal Lubricant
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Device Description
Pre~Va Vaginal Lubricant

I. NARRATIVE DESCRIPTION
A. Indications For Use
Pre~Va has the following intended uses:

» To lubricate vaginal tissues to facilitate entry of diagnostic or therapeutic
devices including those used in fertility interventions. Pre~Va may be
applied directly to the device or may be deposited intravaginally using the
applicator, prior to insertion of the medical device.

> As a personal lubricant Pre~Va supplements the body’s own natural
lubricating fluids, to moisturize, relieve friction and to enhance the ease
and comfort of intimate sexual activity. Pre~Va is safe for use by couples
trying to conceive and may be applied to vaginal or penile tissues for
lubrication and moisturization purposes. It is compatible with latex and
polyurethane condoms. '

B. Principles Of Operation

Pre~Va is a water-based patient lubricant formulated to have a pH and
osmolarity that are physiologic or “balanced” to that of semen and fertile cervical
mucus. These properties result in a friction-relieving product that is not harmful
to gametes and embryos and thus may be used safely during fertility
interventions and during intercourse involving couples trying to conceive.

In order to facilitate device insertion Pre~Va may be applied directly to the
instrument prior to use. Alternatively, device insertion may be facilitated by
depositing the lubricant intravaginally using the plastic applicator prior to
insertion of the medical device.

C. Devices With Which The Accessory Or Component May Be Used

s Pre~Va may be used with devices inserted into the vaginal cavity.
e Pre~Va may by used with latex and polyurethane condoms.

D. Variations of the "new" device which INGfertility intends to market '

1. Multi-use tubes of product with plastic intravaginal applicators that
are filled to pre-marked dose lines by the end users.

Pre~Va' Vaginal Lubricant
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| II. COMPLETE FORMULATION DESCRIPTION
Pre~Va is a non-sterile, water-ba rsonal |

Table 2 provides the complete description of Pre~Va Vaginal
Lubricant's composition.

utili rel(b)4) applicators comprised of ()4 |

(b)) The resin utilized for the applicator meets FDA

requirements 21CFR 177.1520. The applicators are manufactured by|(P)(#)
_b)("’) (FDA Establishment Registration (©)/#) . Samples of the-

applicators to be utilized are found in /Appendix A.

Pre~Va’ Vaginal Lubricant
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III. PHYSICAL SPECIFICATIONS

The following specifications will be utilized to release each lot of Pre~Va Vaginal
Lubricant. These specifications are identical to those used for the predicate.

Physical Specification/Tests

Ranges/Specifications

pH @ 25°C 7.20t0 7.45

Osmolarity 260 and 360 mOsmo/kg
Apparent Viscosity 8500 to 12,000 cps
Specific Gravity 1.0 -1.05

Microbial limits at 48 hours

0 cfu/ml pathogens
< 100 cfu/ml other organisms

Endotoxin by LAL methodology

< 0.5 EU/mi

Assay

Biocompatibility by Mouse Embryo

1-Cell MEA to > 80% expanded
blastocysts at 96 hours

Biocompatibility by Sperm Motility

Sperm motility following 30-minute
incubation with 10% diluted lubricant
solution equals >80% of spermin
control medium.

Pre~Va Vaginal Lubricant
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Condom Compatibility
Pre~Va Vaginal Lubricant

(b)(4)

Results from this testing demonstrated that Pre~Va Vaginal Lubricant is
compatible with both latex and polyurethane condoms.

Pre~Va Vaginal Lubricant
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Substantial Equivalence Discussion
Pre~Va Vaginal Lubricant

Table 3 provides a detailed comparison of Pre~Va Vaginal Lubricant with its
predicate Pre' Vaginal Lubricant. This comparison of intended use and
technological characteristics demonstrates the substantial equivalence of the
lubricant to the predicate device.

1. Differences Between Pre~Va and Predicate Device

A. Intended Use Differences

Two differences exist with regard to the Intended use of Pre~Va compared to the
predicate.

1. Pre~Va may be applied intravaginally using a plastic applicator.

2. Pre~Vaincludes in the Intended Use Statement that it is “...safe for use by
couples trying to conceive.” (See Intended Use Statement in Table 3 below).

B. Technological Differences

|(b)4) 'Pre~Va may be deposited intravaginally by use
of a piston-type syringe applicator.

il. Intended Use and Technological Differences do not adversely affect
Safety and Effectiveness

A. Application Intravaginally

The application of Pre~Va to internal vaginal tissues does not raise new
questions about efficacy and safety compared to the predicate. The predicate,
while not marketed with an intravaginal applicator, is intended for contact with
intravaginal tissues when used for its approved indications.

The applicators to be utilized are[(b)d) __ |applicators compnsed of (P)E |
(b)4) . The resin utilized for the applicator meets FDA
requnrements 21CFR 177.1520. The applicators are manufactured by®\4;
(b)4) 'Samples of the
applicators to be utilized are found in /Appendix A.

Pre~Va Vaginal Lubricant 31
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B. Safe for Couples Trying to Conceive.

Inclusion of the following sentence in the Intended Use Statement does not raise
new questions regarding efficacy or safety of the product.

...Pre~Va is safe for use by couplés trying to conceive and may be applied to
vaginal or penile tissues for lubrication and moisturization purposes....

The predicate was cleared for use in fertility interventions, which would include
such procedures as embryo transfer, transvaginal collection of ococytes, and
Intrauterine insemination. Additionally, the predicate carries the following
statement on its approved label |(0)(4) ' Reviewer’s
Response):

Undividuals using Pre’ while trying to conceive:

» Consult your physician if you have not become pregnant following 6-
months use of this product.

» No patient data are available regarding viable pregnancies or birth
outcomes in patients using this product

Inclusion of the statement that Pre~Va is "safe for use by couples trying to
conceive” provides further clarification to the trying-to-conceive consumer that
this product can be used if the female expenences a lack of moisture during
intercourse while trying to conceive.

Pre~Va Vaginal Lubricant 32~
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Proposed Labeling

Pre~Va Vaginal Lubricant

PRINCIPAL DISPLAY FRONT
Logo

Pre~Va ™ Vaginal Lubricant
“Fertility~Friendly*” ™™

pH Balanced to Match Fertile Cervical Mucus
*Uniquely Developed to Not Harm Sperm
Applicator Coats Vagina with Moisture
Compatible with latex and polyurethane condoms

Clinically Tested and Doctor Recommend

With Arabinoglalactan for Antioxidant Support

40 gm tube with 6 disposable appticators
PRINCIPAL DISPLAY PANEL BACK AND SIDES

Pre~Va provides moisture without harming sperm. For use even when
trying to conceive- a time of increased vaginal dryness* when most
other lubricants should be avoided due to their detrimental effects on
sperm**,

Vs

Popular lubricants can create a barrier that interferes with the ability of
swimming sperm to move freely through them.
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In contrast, swimming sperm are able to move freely into Pre~Va.*

Lad P TR T Y
: v, Y e L i - W ” c;' e
o * w o . -~ . :ﬂ‘
" - b4 - ﬁ:g A
. bl

Ld T

*Pictures taken in laboratory at 200X magnification after 10 min of contact between semen
and products. .
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Visit www.pre-va.com to view *clinical studies and published
studies**,

DIRECTIONS:

Personal Use:

Pre~Va’'s moisture can best mimic natural secretions, when applied
intravaginally. Remove seal from tube opening before initial use.
Remove applicator from pouch and twist firmly onto the tube for filling.
Fill applicator with the desired amount of Pre~Va, to relieve vaginal
dryness. Insert applicator into vagina to deposit Pre~Va prior to
intercourse. See enclosed insert for complete directions and
information.

Pre~Va can also be used as an external lubricant. External
Lubrication: squeeze a small amount (size of a nickel) onto your
fingertips and apply to genital area. Vary amount to achieve desired
lubrication. To enhance condom use, add a small amount of Pre~Va to
penis prior to condom use followed by application to outer condom
surface.

Clinic Use:
Remove seal from tube opening before initial use.
> Applicator: using aseptic technique, fili applicator with desired
amount of lubricant and insert into the vagina prior to
insertion of instrument.
» Without Applicator: Using aseptic technique apply desired
amount of lubricant to instrument and/or genital area. Vary
amount to achieve desired lubrication.

If sterilized product is desired (e.g. intrauterine insemination, embryo
transfer) piease see package insert for INSTRUCTIONS FOR
STERILIZATION.

USES: Pre~Va personal lubricant supplement the body’s own natural
lubricating fluids, to moisturize, relieve friction and to enhance the
ease and comfort of intimate sexual activity. Pre~Va is safe for use by
couples trying to conceive and may be applied to vaginal or penile
tissues for lubrication and moisturization purposes. It is compatible
with latex and polyurethane condoms. Pre~Va is also used to lubricate
vaginal tissues to facilitate entry of diagnostic or therapeutic devices
including those used in fertility interventions. To facilitate device
insertion Pre~Va may be applied directly to the device or may be
deposited intravaginally, using an enclosed applicator prior to device
insertion.
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INGREDIENTS: Purified Water, Hydroxyethyicellulose, Piuronic 127,
Sodium Chloride, Sodium Phosphate, Carbopol 934, arabinogalactan,
methylparaben, sodium hydroxide, potassium phosphate

Individuals using Pre~Va while trying to conceive:
+ Consult your physician if you have not become pregnant
following 6-months use of this product.
« No patient data are available regarding viable pregnancies or
birth outcomes in patients using this product

Warning: Pre~Va is not a contraceptive. It does not harm sperm or
interfere with their function. Keep out of reach of Children.

Caution: If irritation occurs discontinue use immediately, and if it
persists consult a physician.

Important: Store at room temperature.
QUESTIONS & INFORMATION: Piease call us toll-free at

888.471.7333 or visit us at www.ingfertility.com for detailed product
information and to review clinical study data*.

Manufactured in the USA for: INGfertility, Valleyford, WA 99036
US Patent #6,593,309 B2

Expiration Date
Lot #

Pre~Va Vaginal Lubricant 38 |
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INTERNAL PACKAGE INSERT

USES: Pre~Va personal lubricant supplement the body’s own natural
lubricating fluids, to moisturize, relieve friction and to enhance the
ease and comfort of intimate sexual activity. Pre~Va is safe for use by
couples trying to conceive and may be applied to vaginal or penile
tissues for fubrication and moisturization purposes. It is compatible
with latex and polyurethane condoms. Pre~Va is also used to {ubricate
vaginal tissues to facilitate entry of diagnostic or therapeutic devices
including those used in fertility interventions. To facilitate device
insertion Pre~Va may be applied directly to the device or may be
deposited intravaginally using the applicator.

Personal Use
Directions for Using Pre~Va Vaginal Lubricant with Disposable
Applicators:

1. Remove seal from tube opening before initial use

2. Pre~Va can be applied up to 15 minutes prior to intercourse.
Applying it before you begin making love allow the lubricant to
disperse throughout the vagina and allows more spontaneity for
you as a couple.

3. Attach the applicator to the tube lubricant by placmg twisting the
end of the applicator firmly onto tube (see
picture).

4. Gently squeeze the lubricant into the
applicator, continue squeezing until the
applicator is full or the desired amount is present in the
applicator. Most women will choose the 3 g fill line to meet their
product needs. Separate the applicator from the tube. After
each use replace the cap and rollup the tube from the bottom.

5. Gently inset the applicator deep into the vagina. This can be
done while standing, lying down or sitting (as
if on the toilet).

6. Holding the barrel of the applicator, slowly
push the plunger all the way in to release the
gel into the vagina (see picture).

7. Remove both parts of the applicator from the
vagina.

8. In order to get the right amount of lubricant
for your body, bear down slightly after
depositing the product. This will expel any
excess Pre~Va that your body doesn’t need. If desired, then you
can then use a tissue to lightly wipe off any product that is on
your vulva after application.
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Directions for Using Pre~Va Vaginal Lubricant Externally:
Squeeze a small amount (size of a nickel) onto your fingertips and -
apply to genital area. Vary amount to achieve desired lubrication. To
enhance condom use, add a small amount of Pre~Va to penis prior to
condom use followed by application to outer condom surface.

Clinic Use:
Remove seal from tube opening before initial use. If sterilized product
is desired (e.g. intrauterine insemination, embryo transfer) please see
package insert for INSTRUCTIONS FOR STERILIZATION.
> Applicator: using aseptic technique, fill one of the enclosed
applicators
> with desired amount of lubricant and insert into the vagina
prior to insertion of instrument.
Without Applicator: Using aseptic technique apply desired amount of
lubricant to instrument and/or genital area. Vary amount to achieve
desired lubrication,

Individuals using Pre~Va while trying to conceive:
« Consult your physician if you have not become pregnant
following 6-months use of this product.
» No patient data are available regarding viable pregnancies or
birth outcomes in patients using this product

Warning: Pre~Va is not a contraceptive. It does not harm sperm or
interfere with their function. Keep out of reach of Children.

Do not use if quality seal is broken.

Caution: If irritation occurs discontinue use immediately, and if it
persists consult a physician.

Important: Store at room temperature.

INGREDIENTS: Purified Water, Hydroxyethyicellulose, Pluronic 127,
Sodium Chloride, Sodium Phosphate, Carbopol 934, arabinogalactan,
methylparaben, sodium hydroxide, potassium phosphate

QUESTIONS & INFORMATION: Please call us toll-free at
888.471.7333 or visit us at www.ingfertility.com for detailed product
information and to review clinical study data*.

Manufactured in the USA for: INGfertility, Valleyford, WA 99036

US Patent #6,593,309 B2

QUALITY ASSURANCE
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Each lot of Pre~Va Vaginal Lubricant is tested to ensure the following:

Test Specification
pH 7.2-7.45
Osmolarity (ion concentration) 260m0Osm-360mOsm

Endotoxin by LAL methodology < 0.5 EU/ml

Biocompatibility by Mouse Embryo | 1-Cell MEA > 80% expanded
Assay blastocysts at 96 hours

Biocompatibility by Sperm Motility | Sperm motility after 30-minute

exposure to 10% lubricant
solution equal to 80% or more
that seen for sperm with no
lubricant present.

Results of the mouse embryo assay (MEA), endotoxin testing (LAL),
and sperm motility assay are reported on a lot specific Certificate of
Analysis, which is available upon request.

Expiration Date

Lot #

VALIDATED INSTRUCTIONS FOR STERILIZATION

1.

2.

Pre~Va

Moist heat/steam sterilization is the preferred and recommend
method for Pre~Va Vaginal Lubricant

Using aseptic technique transfer desired quantity of lubricant to
a steam-compatible container (e.g. conical centrifuge tube of -
polypropylene or borosilicate glass). Do not fill the container
more than 75% capacity to allow room for expansion. Place the
cap on the container but do not tighten. The cap must be loose
to ensure proper sterilization and to prevent damage to the
container.

. The recommended steam sterilization parameters are as follows:

Sterilizer Type Temperature Full Cycle Time
Gravity 121 °C 30 minutes
250 °F

Remove the container from the autoclave. Once the container
has cooled tighten the cap.

. Regularly test the efficacy of steam autoclaves as recommended

by the equipment manufacturer or local regulations. Sterilizer
manufacturer recommendations for operation and load
configuration should be followed explicitly.

Vaginal Lubricant ' 41 = -
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Shelf Life
Pre~Va Vaginal Lubricant

_ for the detailed protocol and results for stability testing.
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Sterilization
Pre~Va Vaginal Lubricant

I Summary of Microbial and Sferilization Specifications

Pre~Va Vaginal Lubricant, like its predicate, will be supplied as a non-sterile gel with
the following specifications as they relate to microbiology and endotoxin:

Specification Ranges/Specifications
Microbial limits at 48 hours 0 cfu/ml pathogens

< 100 cfu/ml other organisms
Endotoxin by LAL methodology < 0.5 EU/ml

Validated instructions for sterilization to an SAL/®)X4) | have been developed and are
included in Appendix B! These instructions will be provided on the package label for
instances when clinics desire sterilized product (e.g. intrauterine insemination, embryo
transfer). These instructions are identical to those used for the predicate. The
instructions can be viewed on page 41 of this application.

(b))

Il.  Certificate of Analysis

A Certificate of Analysis has been developed which will contain lot-specific
information on results of sperm motility, MEA, and endotoxin testing of the
lubricant, as well as other physical parameters. Please see Appendix.C for the
Certificate of Analysis template.

Pre~Va Vaginal Lubricant 43
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Biocompatibility Assessment
Pre~Va Vaginal Lubricant

1. GENERAL STATEMENT REGARDING DEVICE AND PREDICATE

G

1. COMPOSITION OF Pre~Va
The components of Pre~Va are listed below.

Wt/Wt %

Ingredients
Water (b)4)
Hydroxyethylcellulose, NF
Pluronic 127, NF

Sodium Chloride, USP
Arabinogalactan

Sodium Phosphate
Carbopol 934P, NF
Methyl Paraben, USP
Sodium Hydroxide, NF
Potassium Phosphate

To support the safety and biocompatibility of Pre~Va an extensive review of each
component’s previous appearance in drugs, cosmetics, and food are provided.
As shown in Table 4, all components of Pre~Va appear either in the FDA Inactive
Ingredients List; in the Handbook of Pharmaceutical Excipients; in the Cosmetic
Ingredient Review as a "monographed” substance; in the Code of Federal
Regulations as drug or food substance; or are listed as Generally Recognized as
Safe (GRAS).

Pre~Va Vaginal Lubricant 44 - .
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III. ROUTINE BIOCOMPATIBILITY STUDIES PERFORMED

Appropriate routine biocompatibility studies of Pre~Va have been performed in
humans, animals, and invertebrates.

(b)(4)

» Rabbit Vaginal Irritation Studies‘(b)(‘” l Section 3
Appendix A)

> Rabbit Penile Irritation Studies [(0)4) Section 3
Appendix A)

» Human Skin Sensitization Studies (@ . Section 3
Appendix C)

> Slug Mucosal Irritation Test ‘(b)(“r) Section 3
Appendix B)

IV. SPECIAL BIOCOMPATIBILITY STUDIES PERFORMED

Bioactive Effects of Pre~Va on Sperm Function & Embryo Development.

Appropriate assays were performed to demonstrate that Pre~Va does not impair
sperm function or embryo development.
(b)(4)

» Effects on fertilization and embryo development
* Mouse Embryo Assay (b)) |
(b)) |

»  Bovine in vitro fertilization and embryo development
(b)(4)

> Sperm Motility|®)@) %
(b))

> ‘ Sperm/Lubricant Interactions | ®)4)
(b)(4)

» Effects on sperm chromatin ®)®)

(b)(4)

v. CONCLUSION

Based on the documented presence of Pre~Va components in other drugs,

cosmetics, food, and devices, (0)4) |
(b)(4) it is concluded that the device is safe for its intended use.

Pre~Va Vaginal Lubricant 47 - -
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APPENDIX A

EXAMPLE OF APPLICATOR FOR USE WITH PRE~VA

The applicators to be utilized are (©)4)  comprised |(B)@)

(®)4) The resin utilized for the applicator meets FDA

requirements 21CFR 177.1520. The applicators are manufactured ®)(4)

(b)(4)

\. An example of

the applicators to be utilized is enclosed.

Pre~Va Vaginal Lubricant
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