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510(k) SUMMARY

Fidia Farmaceutici, S.p.A.
Via Ponte dell Fabbrica 3/A
35031 Abano Terme

PADOVA, ITALY
Contact: Dr. Giusi LoCastro
Regulatory Affairs 7
Phone: +39-049-8232906 MAY =1 2010
Fax: +39-049-8232398
May 4, 2010
Trade Name: HYALO GYN®
Common/Classification Name: Lubricant, Patient, Vaginal, Latex
Compatibile
Product Code NUC
Classification: 21 C.F.R. § 884.5300
Glycerin & Paraben Free Astroglide
Biofilm, Inc.
K072647

HYALO GYN is a colorless, odorless, transparent, aqueous, hydrating gel
that contains “Hydeal-D®” (a partial benzyl ester of hyaluronic acid),
propylene glycol, a carbomer, preservatives {methyl-p-hydroxybenzoate and
propyl-p-hydroxybenzoate), and sodium hydroxide (to balance the pH). The
hyaluronic acid is manufactured using a bacterial fermentation process.
HYALO GYN is intended for use as a personal lubricant. HYALO GYN is
compatible with latex condoms: lubricated/non-lubricated latex, lubricated
polyurethane, lubricated natural skin. HYALO GYN has a pH of 5.5-6.5 and
a shelf life of 3 years. '

HYALO GYN acts as a moisturizer and lubricant because of the strong
hydrating properties of its hyaluronic acid derivative component. The
carbomer and propylene glycol, combined with the hyaluronic acid
derivative, enable HYALO GYN to achieve its thick, viscous gel form, and
the mucoadhesive properties of the product allow it to adhere to the vaginal
mucosa, enhancing the residence time, thus hydrating and protecting this
tissue.

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

Technological
Characteristics:

Biocompatibility
Data

Performance
Data --
Nonclinical

Per_formance
Data -- Clinical

Conclusions

P<3 2 el 2

Hyalo Gyn is a personal lubricant, for penile and/or vaginal application,
intended to moisturize and lubricate, to enhance the ease and comfort of
intimate sexual activity and supplement the body's natural lubrication. This
product is compatible with condoms: lubricated/non-lubricated latex,
lubricated polyurethane, lubricated natural skin.

HYALO GYN is substantially equivalent to the predicate device with regard
to intended use and technological characteristics. Hydeal-D has been used in
legally marketed devices, and no new questions of safety or effectiveness are
presented. In addition, the other components (carbomer, propylene glycol,
preservatives, and water) meet the specifications defined in the United States
Pharmacopoeia (USP) or National Formulary (NF), where applicable.

Cytotoxicity studies demonstrate that HY ALO GYN is not cytotoxic. An
acute intraperitoneal toxicity study on HY ALO GYN indicated that the lethal
dose is >10 ml/kg but <20 mli/kg. A skin sensitization study provides
evidence for the lack of a sensitizing effect. Vaginal tolerance testing
demonstrated that HY ALO GYN is a minimal vaginal irritant in the rabbit
model.

Condom compatibility testing demonstrates that HY ALO GYN is compatible
with latex, polyurethane, and natural skin condoms. No macroscopic signs
and no statistically significant differences were observed in tensile strength,
elongation at break, and breaking force between treated and non-treated
groups of condoms. Stability studies conducted in accordance with the ICH
Q1A guidelines confirm a shelf-life of 36 months.

A pilot, open, uncontrolled clinical study was conducted in Italy to assess the
safety and effectiveness of HYALO GYN. A total of 80 women were
enrolled at a single site. They were instructed to use the test product every
three days for 30 days. Follow-up visits were performed on Days 7 and 21,
with the final visit taking place three days after the last application of test
product. The results obtained in this study demonstrated that the test material
had moisturizing effects on the vaginal mucosa. Safety was considered to be
excellent as demonstrated by the absence of adverse events and the
investigator’s overall assessment of tolerability score (98.7%). There were no
alterations of the vaginal ecosystem. |

Based on the biocompatibility testing, nonclinical performance testing, and
the clinical data provided in this 510(k), it is concluded that HYALO GYN is
safe and effective as a vaginal lubricant and moisturizer, and at least as safe
and effective as legally marketed vaginal lubricants. Further, the lack of
adverse events reported over 8 years of postmarket experience with HY ALO
GYN outside of the U.S. demonstrate the safe and effective use of this device.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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< -/év DEPARTMENT OF HEALTH & HUMAN SERVICES

v ' : Food and Drug Administration

10903 New Hampshire Avenue
Document Mail Center - WO66-G60%
Silver Spring, MD 20993-0002.

MAY =7 2010
Fidia Farmaceutici S.p.A
% Sharon A. Segal, Ph.D.
Director of Regulatory Science
Morgan, Lewis & Bockius, LLP
1111 Pennsylvania Avenue, N W,
WASHINGTON DC 20004

Re:  K094039
Trade Name: HYALO GYN®
Regulation Number: 21 CFR §884. 5300
Reguldtion Name: Condom
Regulatory Class: 11
Product Code: NUC
Dated: April 7, 2010
‘Received: April 7, 2010

Dear Dr. Segal:”

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, llstmg of .
devices, good manufacturing practice, labeling, and prohibitions against misbranding. and '
adulteration. Please note: CDRH does not evaluate information related to contract liability -
warranties. We remind you, however, that device labeling must-be truthful and not misleading.

If your device is classified (see.above) into either class II:(Special Controls)-or-class III (PMA), it
may be subject to additional controls. -Existing major regulations affecting your device can be
found in the Code of Federal Regulations; Title 21, Parts 800 to 898. In.addition, FDA may
publish further announcements concerning your device, in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence ¢ deterrmnatlon does not mean

that FDA has made a determination that your device cc)mphes with other requlremems of-the Act

or any Federal statutes and regulations administered by other Federal agencies. You must. comply

with all the Act’s requirements; including, but not limited to: registration and listing (21 CFR Part
- 807); labeling (21 CFR Part 801); medical device reportmg (reponmg of rned1ca1 device-related

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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adverse events) (21 CFR 803); good manufacturing practice requirements as set forth in the
quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic product
radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFD A/CentersOfficess CDRH/CDRHOffices/uem]1 15809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulatxon entitled, “Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulatlon (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

" You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address

. http://www.fda. gov/MedicalDevices/ResourcesforY ou/Industry/default. htm.

\cting Director, D1v131011 of Reproducnve
Abdominal, and Radiological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure

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

510(k) Number - K094039
(if known): .

Device Name: 'HYALO GYN®

Indications for Use: HYALO-GYN is a personal lubricant, for penile and/or vaginal
application, intended to moisturize and lubricate, to enhance the ease and
comfort of intimate sexual activity, and supplement the body’s natural
lubrication. This product is compatible with condoms: lubricated/non-

* lubricated latex, lubricated polyurethane, lubricated natural skin..

Prescription Use __ g AND/OR Over-The-Counter Use X
Part 21 CFR 801 Subpart D) : . (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINF - CONTIN%ON ANOTHER PAGE IF NEEDED

Concurrcnce of CDRH, gﬁcc fevige aluatlon (ODE

(Division Sign-Off

. Division of Reproductive, Abdomlnal and
Radioiogical Devices

510() Number____{/ p94029
DBI/64550482 i

Questions? Contact FDA/CDRH/OCE/DID at CDRH -FOISTATUS@fda.hhs.gov or 301- 796 8118 |
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10903 New Hampshire Avenue
Document Mail Center - WO66-G609
Silver Spring, MD 20993-0002
MAY =7 2010 |
Fidia Farmaceutici S.p.A
% Sharon A. Segal, Ph.D..
~ Director of Regulatory Science
Morgan, Lewis & Bockius, LLP
1111 Pennsylvania Avenue, N:W.
WASHINGTON DC 20004

Re:  K094039
Trade Name: HYALO GYN®
Regulation Number: 21 CFR §884. 5300
Regulition Name: Condom
Regulatory Class: 11
Product Code: NUC
Dated: April 7, 2010
Received: April 7, 2010

Dear Dr. Segal: "

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, hstmg of
devices, good-manufacturing practice, labeling, and prohibitions against misbranding and
adulteration, Please note: CDRH does not évaluate information related to contract llablllty
warranties, We remind you, however; that device iabelmg must be truthful'and not misleading.

If your device is classified (see.above) into either class II:(Special Controls) or. class III (PMA), it.
may be subject to additional controls. -Existing major regulations affecting your device can be
found in the Code of Federal Regulations; Title 21, Parts 800 to 898. In addition, FDA may
publish ﬁlrther.announcements concerning your device, in the Federal Register..

Please be advised that FDA’s issuance of a substantial cqulvalence determmatlon does .not mean
that FDA has made a determination that your device complies with other requn'ements of the Act_ _
or any Federal statutes and reguilations administered by other Federal agencies. You must. comply
with all the Act’s requirements; including, but not limited to: reglstratlon and listing (21 CFR Part
-807); labeling (21 CFR Part 801); medical device reportmg (rcportmg of medlcal device-related

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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adverse events) (21 CFR 803); good manufacturing practice requirements as set forth in the
quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic product
radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

If you desire spec1ﬁc advice for your device on our labeling regulation (21 CFR Part 801), please
go to hutp://www.fda.gov/AboutFDA/CentersOffices/CDRH/CDRHOffices/ucm115809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, “Misbranding by reference to premarket notification” (21CFR Part

© 807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
hitp://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance. '

* You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address

) http:!/www.fc_la.gov/MedicalDevices/ResourcesforYou/InduStrv/defauILhtm.

\ctihg Diregtor, Division of Reproductlvc
Abdominal, and Radiological Devices

Office of Device Evaluation.

Center for Devices and Radiological Health

Enclosure

Questions? Contact FDA/CDI'?H/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Indications for Use

510(k) Number ~ K094039

(if known): .

Device Name: 'HYALO GYN®

Indications for Use: HYALO.GYN is a personal lubricant, for penile and/or vaginal
application, intended to moisturize and lubricate, to enhance the ease and
comfort of intimate sexual activity, and supplement the body’s natural
lubrication. This product is compatible with condoms: lubricated/non-

~ lubricated latex, lubricated polyurethane, lubricated natural skin.

Prescﬁ'ptibn 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 LINF = CONTTN'%ON ANOTHER PAGE IF NEEDED

Concurrcnce of CDRH, ﬁ

‘(DIVISIOH Sign-Off}
. Division of Reproductive, Abdomlnal and
Radiological Devices

510(6) Number___/ r)OmLO%Of
DB]/64550482 |

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301 796-8118
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-/: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

U.S. Feod and Drug Administration

’*«h Center for Devices and Radiological Health

Document Mail Center — WO66-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

March 26, 2010

FIDIA FARMACEUTICI SPA 510k Number: K094039

V1A PONTE DELLA FABBRICA 3/A Product: HYALO GYN
ABANO TERME, PADUA (PD) :
[TALY 35031 . Extended Until: 0412612010

ATTN: GIUSI LOCASTRO

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 (Al) 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 Al
request. '

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640. '

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer
Premarket Notification Section

Office of Device Evaluation
Center for Devices and Radiological Health

173

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Morgan, Lewis & Bockius LLp 0 .
1111 Pennsylvania Avenue, NW M 1 gal | I_ﬁw IS
Washington, DC 20004 '
Tel: 202.739.3G00
Fax: 202.739.3001
www.morganlewis.com

COUNSELORS AT LAW

Sharon A. Segal, Ph.D.
Director of Regulatory Science

202.739.5427 Z( 4

ssegal@Morganlewis.com

March 25, 2010
FDA CDRH DMc
BY HAND DELIVERY

N MAR 25 201
U.S. Food and Drug Administration .
Center for Devices and Radiological Health Recewea
Document Mail Center -- W066-G609
10903 New Hampshire Ave.
Silver Spring, MD 20993-0002

Re: K094039
HYALO GYN® Vaginal Moisturizer
Request for Extension to Respond to February 26, 2010 Additional Information Letter

Dear Mr. Pollard:

On behalf of Fidia Farmaceutici, S.p.A. (“Fidia”), Morgan Lewis requests an extension of one
month (i.e., until April 26, 2010) to respond to your February 26, 2010 Additional Information
letter for the subject Premarket Notification for HY ALO GYN. Fidia requires this additional
time to compile the data and information requested.

Please contact me at 202-739-5427 or by e-mail at ssegal@morganlewis.com if you have any
questions.

ol

Sharon A. Segal, Ph.D.
Director of Regulatory Science

17 &

DB1/64596432.1

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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g; .(C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
%
\-'""‘"Q _ Food and Drug Administration

10903 New Hampshire Avenue
Document Control Room W-066-0609
Silver Spring, MD 20993-0002

FEB 26 2000

Fidia Farmaceutici S.p.A

% Sharon A. Segal, Ph.D.
Director of Regulatory Science
Morgan, Lewis & Bockius, LLP
1111 Pennsylvania Avenue, N.W.
WASHINGTON DC 20004

Re: "K094039
Trade Name: Hyalo Gyn® Vaginal Moisturizer and Lubricant
Dated: December 30, 2009
Received: December 30, 2009

Dear Dr. Segal:

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 réquire the following additional information:

Device Description

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

Biocompatibility testing

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

177

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

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

Administrative Issue

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The deficiencies identified above represent the issues that we believe need (o be resolved
before our review of your 510k} submission can be successfully completed. [n developing the
deficiencies, we carefully considered the statutory criteria as defined in Section 513(i) of the
Federal Food, Drug, and Cosmetic Act (Act) for determining substantial equivalence of your
device. '

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 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 (21 CFR 812).

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(l)); therefore, all information previously submitted
must be resubmitted so that your new 510(k) is complete. For guidance on 510(k) actions, please
see our guidance document entitled, “FDA and Industry Actions on Premarket Notification
(510(k)) Submissions: Effect on FDA Review Clock and Performance Assessment” at
http://www.fda. gov/idownloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocu

ments/UCMO89738.pdf

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.

130

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Page 7 - Sharon A. Segal, Ph.D.

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:

U.S. Food and Drug Administration
Center for Devices and Radiological Heath
Document Mail Center — WO66-G609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

[f you have any questions concerning the contents of the letter, please contact

M. Ashraf Hossain, M.B.B.S., Ph.D., at (301) 796-6536. 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

(301) 796-7100, or at its Internet address
http:/fwww.fda.gov/MedicalDevices/ResourcesforYouw/Industry/default. htm.

Sincerely yours,

(ol o QMQ ‘

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

173)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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;f..' / DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
. c s
%&'} U.S. Food and Drug Administration
rgza . Center for Devices and Radiclogical Health

Documen Mail Center — WO66-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

December 31, 2009

FIDIA FARMACEUTICI SPA 310k Number: K094039
VA PONTE DELLA FABBRICA 3/A Received: 12/30/2009
ABANO TERME, PADUA (PD) Product: HYALO GYN
ITALY 35031

ATTN: GIUSI LOCASTRO

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 Federal 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 unigue 510(k) number that is cited above. Please refer prominently to this 510(k) number in
all future correspondence that relates to this submission. We will notify you when the processing of your
510(k) has been completed or if any additional information is required. YOU MAY NOT PLACE THIS
DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO.

Please remember that all correspondence concerning your submission MUST be sent to the Document Mail
Center (DMC) 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.

On September 27, 2007, the President signed an act reauthorizing medical device user fees for fiscal years 2008
-2012. The legislation - the Medical Device User Fee Amendments of 2007 is part of a larger bill, the Food
and Drug Amendments Act of 2007. Please visit our website at '
htlp://www.fda.,qov/MedicalDevices/DeviceReguIationandGuidance;’Overview!MedicalDeviceUserFeeandMod
ernizationActMDUFMA/default.htm

for more information regarding fees and FDA review goals. In addition, effective January 2, 2008, any firm
that chooses to use a standard in the review of ANY new 510(k) needs to fill out the new standards form

(Form 3654) and submit it with their 510(k). The form may be found at
http://www.fda.gov/AboutFDA/ReportsManualsForms/Forms/default.htm.

We remind you that Title VIII of the Food and Drug Administration Amendments Act of 2007 (FDAAA)
amended the PHS Act by adding new section 402(j} (42 U.S.C. § 282(j)), which expanded the current database
known as Clinical Trials.gov to include mandatory registration and reporting of results for applicable clinical
trials of human drugs (including biological products) and devices. Section 402(j) requires that a certification
form http://www.fda.gov/AboutFDA/ReportsManualsForms/Forms/default.htm accompany 510(kYHDE/PMA
submissions. The agency has issued a draft guidance titled: “Certifications To Accompany Drug, Biological

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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_Product, and Device Applications/Submissions: Compliance with Section 402(j) of The Public Health Service Act,

Added By Title VI of The Food and Drug Administration Amendments Act of 2007”
http://www.fda.egov/Medical Devices/Device RegulationandGuidance/HowtoMarket Y ourDevice/PremarketSubmissio
ns/PremarketNotification5 1 0k/ucm134034.htm. According to the draft guidance, 510(k) submissions that do not

. contain clinical data do not need the certification form.

Please note the following documents as they relate to 510(k) review: ) Guidance for Industry and FDA Staff
entitled, “Interactive Review for Medical Device Submissions: 510(k)s, Original PMAs, PMA Supplements,
Original BLAs and BLA Supplements”. This guidance can be found at
http://www.fda.cov/Medical Devices/Device RegulationandGuidance/GuidanceDocuments/ucm089402.htm.  Please
refer to this guidance for information on a formalized interactive review process. 2) Guidance for Industry and FDA
Staff entitled, "Format for Traditiona! and Abbreviated 510(k)s". This guidance can be found at
http://www.fda.cov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/

ucm084365.htm. Please refer to this guidance for assistance on how to format an original submission for a
Traditional or Abbreviated 510(k).

In all future premarket submissions, we encourage you to provide an electronic copy of your submission. By doing
50, 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 electronic copy. For more information about the program, including the formatting requirements,
please visit our web site at
http://www.fda.gov/Medica]Devicesf’DeviceRegulationandGuidance/l—lowloMarketYourDevice/PremarketSubmissio
ns/ucm 134508 html. In addition, the 510(k) Program Video is now available for viewing on line at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket Y ourDevice/PremarketSubmissio
ns/PremarketNotification510k/ucm070201.htm .

Lastly, you should be familiar with the regulatory requirements for medical devices available at Device Advice
http://www. fda.pov/MedicalDevices/DeviceRegulationandGuidance/default. htm. If you have questions on the status
of your submission, please contact DSMICA at (301)796-7100 or the toll-free number (800)638-2041, or at their
internet address http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/default.htm. If you have
procedural questions, please contact the 510(k) Staff at (301)796-5640.

Sincerely,

510(k) Staff

316
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Morgan, Lewis & Bockius LLp ' M LﬁW]S
1111 Pennsylvania Avenue, NW Ofgal'l

Washington, DC 20004

Tel: 202.739.3000 COUNSELORS AT LAW
Fax: 202.739.3001

www.morganlewis.com

Sharon A. Segal, Ph.D.
Director of Regulatory Science
202.739.5427
ssegal@morganlewis.com

FDA CDRH DMC
December 30, 2009 DEC 80 2009
BY HAND DELIVERY Received

U.S. Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center - WO66-G609
10903 New Hampshire Avenue

Silver Spring, Maryland 20993-0002

Re:  Traditional Premarket 510(k) Notification for Fidia Farmaceutici S.p.A.s HYALO GYN®

Dear Sir or Madam:

In accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act (“FFDCA™),
and on behalf of Fidia Farmaceutici S.p.A. (“Fidia”} Morgan, Lewis & Bockius LLP (“Morgan
Lewis™) is submitting the enclosed premarket Traditional Premarket Notification (“510(k)"”) for
its HYALO GYN, a colorless, transparent aqueous hydrating gel that is intended for use as a
personal lubricant. This device is regulated under product code NUC (21 C.F.R. § 884.5300), as
a Class II Patient vaginal latex compatible lubricant.

Contact Person: Dr. Giusi LoCastro

Regulatory Affairs K 3@

Fidia Farmaceutici S.p.A.
Phone: +39-049-8232906

Fax: + 39-049-8232308 Q}\
Basis for Submission: New device ‘ )(

Design and Use of the Device:

Question YES | NO
Is the device intended for prescription use (21 CFR 801 Subpart D)? X
Is the device intended for over-the-counter use (21 CFR 807 Subpart C)? X
Does the device contain components derived from a tissue or other brologic X

30

Philadelphia Washington New York LosAngeles Miami Harrisburg Pittsburgh .
DB1/64102391.1 Princeton  Northern Virginia London  Brussels  Frankfurt  Tokyo 3 ]7

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Morgan Lewis
510(k) Document Mail Center (HFZ-401) COUNSELORS AT LAW
December 30, 2009
Page 2

Question YES NO

source?
Is the device provided sterile?
Is the device intended for single use?
Is the device a reprocessed single use device?
If yes, does this device type require reprocessed validation data?
Does the device contain a drug?
Does the device contain a biologic?
Does the device use software/
Does the submission include clinical information? X
Is the device implanted? X

X<

]

The existence of this premarket notification and the data and other information that it contains
are confidential. The protection afforded to such confidential information by 18 U.S.C. 1905, 21
U.S.C. 331(j), 5 U.S.C. 552, and other applicable laws 1s hereby claimed.

Further, in accordance with the Medical Device User Fee and Modernization Act of 2002
(“MDUFMA”), FAB has submitted the appropriate application fee. A copy of the User Fee
Cover Sheet is provided with the enclosed 510(k).

If you have any questions regarding this notification or require additional information, please
contact me at 202.739.5427 or by e-mail at ssegal@morganlewis.com.

Singerely, | /
D.

Sharon A. Segal, Ph.
Director of Regulatory Science
Morgan Lewis

Enclosures

cc: Dr. Giusi LoCastro

DB1/64102391.1 3 11
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Form Approved: OMB No_ 0910513 Expiratioo Date: Jameary 31, 2010, Seq Instructions for OM8 Statement.

DEPARTMENT OF HEALTH AND HUMAN SERVICES B AVMENT IDENTIFICATION NUMBER: (b) (4)
FOOD AND DRUG ADMINISTRATION Write the Payment Idenlification number on your cneck
MEDICAL DEVICE USER FEE COVER SHEET y -

A completed cover sheat must accompany each original application or supplement subject te fees. If payment is seat by U.S. mail or
courier, piease Include a copy of this completed form with payment. Payment and maifing instruclions can be found at:
hitp:/hvrww.fda gov/oc/mdufmalcoversheet. biml

1. COMPANY NAME AND ADDRESS (include name, streel 2. CONTACT NAME
address, city state, counlry, and post office code) ) Giusi Lo Caslro
2.1 E-MAIL ADDRESS
tr'D"'j Ff‘RmCE;Jth':?' 5;2 glacastro@fidiapharma.it
a f1Ca Y
Abano Terme iaiy 35031 2.2 TELEPHONE NUMBER (include Area code)
IT 00380498232306

1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 2.3 FACSIMILE (FAX) NUMEER (Include Area code}
: 00390498232398

3. TYPE OF PREMARKET APPLICATION (Select one of the fellowing In each column; if you are unsure, please tefer to the application
descriptions at the following web site: hitp://wwnwv.fda.govioc/mdufma .

Select an application lype: 3.1 Seiect a center

X} Premarket notification{510(k)); excepl for third pariy {X] CDRH

{1513(g) Request for Information [JCBER

{ ) Biologics License Applicalion (BLA) 3.2 Select ona of the types below

(] Premarket Approval Application (PMA} [X] Original Application

[ 1 Madular PMA Supplement Types:

[] Product Development Protocol (PDP}) [] Efficacy (BLA)

{] Premarket Report (PMR) [] Panel Track (FMA, PMR, PDP}
| {} Annual Fee for Periodic Reporling {APR) . [} Real-Time (PMA, PMR, PDP)

(] 30-Day Notice [) 180-day (PMA, PMR, PDP)

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on delermining this status)

{1 YES, | meet tha sma!l business criteria and have submilted ihe required [X} NQ, 1 am not a small business
qualifying documents 1o FDA

4.1 ) Yes, please enter your Smail Business Decision Number:

5. FDA WILL NOT ACCEPT YOUR SUBMISSION IF YOUR COMPANY HAS NOT PAID AN ESTABLISHMENT REGISTRATION FEE
THAT IS DUE TO FDA. HAS YOUR COMPANY PAID ALL ESTABLISHMENT REGISTRATION FEES THAT ARE DUE TO FDA?

{X] YES {Al of our establishments have regisiered and paid the fee, or this Is our first device, and we will ragister and pay the fee within
30 days of FDA's approvaliclearance of this device.)

[ 1 NO {if "NO,” FDA will not accept your submission until you have paid all fees due te FDA. This submission will not be processed; see
hitp:/Awww . fda.gov/cdrivmdufma for additional informalion) ,

6. IS THIS PREMARKET APPLICATION COVERED 8Y ANY OF THE FOLLOWING USER FEE EXCEPTIONS? IF SO, CHECK THE
APPLICABLE EXCEPTION.

[} This application is the first PMA submilted by a qualified smalt business, (] The sole pumpose of the application is 1o support
including any affiliates conditions of use for a pedialric population

{ ] The application is submiited by a stale or faderal
government entily for a device that is not to be distributed
commercially

(] This biolegics application is submilted undar section 351 of the Public
Health Service Acl for a product licensed for further manufacturing use only

7. 1S THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN A
PEDIATRIC PCPULATION THAT NOW PROPQOSES CONDITION OF USE FOR ANY ADULT POPULATION? {if so, the application is
subject 10 the fee (hat applies for an criginal premarket approval application (PMA}.

[1YES X]NO
8. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION
(b) (4) 20-Nov-2009

Form FDA 3601 (01/2607)

“Close Window™ Prini Covershaet

Fidia farmaceutici 3.0.A

G@L&\O

hitps://fdasfinapp8.fda.gov/OA_HTML/mdufimaCScdCigltemsPopup.jsp?vcname=Gi... 20/11/2009

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

2149
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approval
FOOD AND DRUG ADMINISTRATION OMB No. 9010-0120
Expiration Date: May 31, 2007.
CDRH PREMARKET REVIEW SUBMISSION COVER SHEET See OMB Statement on page 5.
‘Date of Submissian User Fee Payment ID Number FDA Submission Document Number (if known)
12/30/2009 (b) (4) 3

SECTION A TYPE OF SUBMISSION
PMA PMA & HDE Supplement PDP 510(k) Meeting
D Original Submission D Regutar (180 day) D Original PDP Vj Original Submission: D Pre-510(K) Meeting
D Premarket Repont l____E Special [3 Notice of Completion p_j Traditional [:! Pre-IDE Meeting
EI Modular Submission [:I Panel Track (PMA Only) [—j Amendment io PDP D Special D Pre-PMA Meeting
l:l Amendment I:I 30-day Supplement D Abb,reviat%d {Complete D Pre-PDP Meeting
[j Report L__t 30-day Notice S‘i‘_mm ). Page Ef) D Day 100 Meeting
D Report Amendment [-:i 135-day Supplement L_-l 5d_d'l'°nal Infcuriaiion [____l Agreement Meeling
[T Licensing Agreement [:l Real-fime Review [] Thira Party [ Determination Meeting
Amendment to PMA & : Other (specify):
D HDE Supplement D ¥
[_-j Other
IDE Humanitarian Device Class |l Exemption Petition | Evaluation of Automatic Other Submission
Exemption (HDE) Class [ll Designation
{De Novo)
r:] Qriginal Submission D Original Submission I:} Original Submission D Original Submission [:l 513(g)
[] Amendment ] Amendment [ Additional Information I} Additional Information [ other ] L
[] supplement ] supplement ~ (describe submission).
D Report
[[] Report Amengment
Have you used or cited Standards in your submission? Yes ZI No (If Yes, please complete Section i, Page 5)
SECTION B SUBMITTER, APPLICANT OR SPONSOR
Company / Institution Name Establishment Registration Number (if known)
Fidia Farmaceutici S.p.A. 9610200
Division Name (if applicable) Phane Number (inciuding area code)
( +39 ) 049-8232906
Street Address FAX Number (inciuding area code)
Via Ponte dell Fabbsica, 3/A ( +39 ) 049-8232398
City State / Province Z|P/Poslal Code Country
Abano Terme {Padova) Padova 35031 Itaty
Contact Name
Giusi LoCastro
Contact Titia Contact E-mail Address
Regulatory Affairs glocastro@fidiapharma.it

SECTIONC
Company / Institution Name

APPLICATION CORRESPONDENT (e.g., consultant, if different from above)

Division Name (if applicable) Phone Number (including area code)
Stroet Address FAX Number fincluding area code)
City State / Province ZIP/Postal Code Country
Contact Name
.

Contact Title Contact E-mail Address
FORM FDA 3514 (6/05) PAGE 1 OF 5 PAGES

PSC Media Acs (M1)423-1m0 - EF

3o

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SECTION D1

SON FOR APPLICATION - PMA, PDP, OR HDE

I withdrawal

I_] Additional or Expanded Indications

I:] Request for Extension

m Post-approval Study Protocol

[j Request for Applicant Hold

|:| Request for Removal of Applicant Hold

l:] Request to Remove or Add Manufacturing Site

|:i Process change:
|:| Manufacturing
D Sterilization
] Packaging
|:] Other (specify below}

EI Change in design, component, or
specification:
|___| Software /Hardware
[] Golor Additive
[ ] Material
|:| Specifications
[:I Other (specify below)

f:j Location change:
{:] Manufacturer
D Sterilizer
D Packager

m Report Submission:
[:] Annual or Periodic

l:j Response to FDA correspondence:

El Labeling change:
l:l Indications
D Instructions
[} Performance
[] shetf Lite
[] Trade Name
D Other (specify below)

D Post-approval Study
[:l Adverse Reaction
[::l Device Defect

E} Amendment

[__-j Change in Ownership
D Change in Correspondent
[~1 Ghange of Applicant Address

EI Other Reason (specify}:

Ej New Device

l:E New Indication

[t Addition of Institution

D Expansion / Extension of Study
1 1RB Certification

I:E Termination of Study

D Withdrawal of Application

]:r Unanticipated Adverse Effoct
E Notification of Emergency Use
D Compassionate Use Request
D Treatment IDE

[t Continued Access

[Z] change in:
D Cerrespondent/ Applicant
{3 Design /Device
D Informed Consent
I___] Manufacturer
m Manufacturing Process
[} Protecol - Feasibility
[___} Protocal - Other

m Sponsor

SECTION D2 REASON FOR APPLICATION - IDE

[_1 Repose to FDA Letter Conceming:
D Conditional Approval
[:l Deemed Approved
D Deficient Final Report
[] Deficient Progress Report
D Deficient Investigator Repon
] Disapproval

|:| Request Extension of
Time tc Respond to FDA

E] Report submission:
D Current Investigator
{_] Annual Progress Report
) D Site Waiver Report

D Final

EI Request Meeting
D Request Hearing

E CHher Reason {specify):

SECTION D3

M New Device

REASON FOR SUBMISSION - 510(k)

E] Additional or Expandad Indications

]EI Change in Technology

E Other Reascn (specify):

FORM FDA 3514 (6/05)

PAGE 2 OF 5 PAGES

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SECTION E ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS

Product codes of devices to which substantial equivalence is claiméd

Summary of, or statement concerning,

Common or usual name or classification

Personal lubricant

salely and effectiveness information
11NUC 2 3 4
- 7] 510 (k) summary attached
5 8 7 8 {7} 510 (k) statement
Information on devices 10 which substantial equivalence is claimed (if known)
- 510(k) Number Trade or Proprietary or Model Name Manufacturer
, KO72647 ; Glycerin & Paraben Free Astroglide , Biofitm, Inc.
» K073251 > HYALOMATRIX PA Fidia Advanced Biopolymers S.r.l.
3 3 3 ‘
4 4 4
5 5 )
6 5 6
SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

Trade or Proprietary or Model Name for This Davice Modet Number
1| HYALO GYN 1
2 2
3 3
4 4
5 5
FDA document numbers of all prior related submissions (regardiess of outcome)
1 2 3 4 5. 6
7 8 9 10 11 12
Data Included in Submission
z] Laboratory Testing Zi Animal Trials zl Human Trals
SECTION G PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
Product Code C.F.R. Section (if applicable) Device Class
NUC 21 C.F.R. 884.5300 D Class | Class Il
Classification Panel
[l cassim  [] unclassified

Indications (from labeling)

HYALO GYN is intended as a moisturizer for vaginal dryness and personal lubricant to supplement the body's own natural lubrication
fluids. HYALO GYN also reduced friction during sexual intercourse enhancing the comfort and ease of intimate sexual activity with or
without a condom.

FORM FDA 3514 (6/05)

PAGE 3 OF 5 PAGES

3Le

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



Records processed under FOIA request 2016-3320; Released on 2/12/2019

Note: Submission of this information does not affect the need 1o submit a 2891
or 2891a Device Establishment Registration form.

N SECTIONH MANUFACTURING / PACKAGING / ST
Original FDA Establishment Registration Number
gl

Madd  [[]pelete

FDA Document Number (if known)

RILIZATION SITES RELATING TO A SUBMISSION

E] Contract Stertlizer
E] Repackager / Relabeler

Manufacturer
D Contract Manufacturer

Company / Institution Name

Fidia Farmaceutici S.p.A.

Establishment Registration Number

3003668467

Division Name (if applicable)

Phone Number (including area cods)

( +39 ) 049-8232906

Streot Address

Via Ponte della Fabbrica, 3/A

FAX Number (including area code}

( +39 ) 049-8232398

City .

Abano Terme (Padova)

State / Province

Padova

ZIP/Poslal Code

35031

Country
laly

Contact Title
Regulatory Affairs

Contact Name
Giusi LoCastro

[Cladd [ pelste

D Contract Manufacturer

Contact E-mail Address
glocastro@fidiapharma.it

FDA Establishment Registration Number
D Originat g E Manufacturer D Contract Sterilizer

D Repackager / Relabeler

Company / Institution Name

Establishment Registration Number

Division Name (if appiicable)

Phone Number (including area code)

-~
Street Address FAX Number {including area code)

City

State / Province

ZIP/Postal Code

Country

Contact Title

Contact Name

. FDA Establishment Registration Number
"] onginal
] Add [ Delete

[[] Manutacturer
D Contract Manufacturer

Contact E-mail Address

D Contract Sterilizer
D Repackager / Relabealer

Company / Institution Name

Establishment Registration Number

Division Name (if appficabie)

Phone Number fincluding area code)

( )

Street Address

FAX Number (including area code)

( )

City

State / Province

ZIP/Postal Code

Country

Contact Name Contact Title

FORM FDA 3514 (6/05)

Contact E-mail Address

PAGE 4 OF 5 PAGES

323

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

Note: Complete this sectionif your application or submission cites standards or includes a "Declaration of Conformity to & Recognized Standard”
statement. .
Standards No. Standards Standards Title Version Date
Organization
1
Standards No. Standards Standards Title Version Date
QOrganization
2
Standards No. Standards Standards Title Version Date
QOrganization
3
Standards No. Standards Standards Title Version Date
Crganization
4
Standards No. Standards Standards Title Version Date
Organization
5
Standards No. Standards Standards Title Version Date
Organization
6
Standards No. Standards Standards Title Version Date
Organization
7
Please include any additional standards to be cited on a separéte page.
Public reporting burden for this collection of infermation is estimated to average (.5 hour per response, including the time for reviewing instructions, searching
existing data sources, gathering and maintaining the data nceded, and completing reviewing the collection of information. Send comments regarding this burden
estimate or any other aspect of this collection of information, including suggestions for reducing this burden to:
Food and Drug Administration
CDRH (HFZ-342)
9200 Corporate Blvd.
Rockville. MD» 20850
An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it displays a currently valid OMB control

FORM FDA 3514 (6/05)

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

PAGE 5 OF 5 PAGES
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HYALO GYN®

Premarket Notification [S10(Kk)]

Submitted by:
Fidia Farmaceutici, S.p.A.

Abano Terme, Italy

December 30, 2009

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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fidia rarmaceutici s.p.a. 510(k) Submission
HYALO GYN®

Table of Contents

1.0 Indications for Use Statement ...........cccoeiiiiiiiniiiii et 1

2.0 STO(K) SUMIMATY Lotiiiiiitiieiesie et rr e es e et e aae s ettt e et st ebe b b e s e nmeee s 1

3.0 Truthful and Accuracy Statement ..........covvviroeciiiee e 1

4.0  Class III Summary and Certification ............cccouiiiiinie e 1

5.0  Financial Certification or Disclosure Statement..........cc.coeeieverinieiincinincniienie e ]

6.0 EXECULIVE SUMIMATY ...cvvoriiiiiiitinieirieierrierierieressireareseesrees e saresraesresmassareanesnennaessesnesseessens 1

6.1 Brief Device DESCIIPHION ....oc.vivieieiiieee et ]

6.2 Device Comparnison Table..... ... e 2

6.3 Summary of Biocompatibility TeStiNg.........ccevieriviiioniriicinnienren oo 4

6.4  Summary of Performance TeStINg .......c.ccoocveiiiriiieciene e 4

7.0 DevICE DESCIIPION. ....eee ittt e et ee e e a s srr e e e saae e ne s nneen e nnes 4

7.1 PhySical APPCaranCe. ......ccovioreeriiiiieie et b e 4

T2 MALETIAlS 1ooveiieii e et ae s e e e e 4

7.3 Product SpecifiCations ......c.cccoverveinierinieie ittt s 6

7.3.1 Semi-Finished Product Specifications ..........ccocooeieecinininiinnnneceene 6

7.3.2  Finished Product SpecifiCations........occoovvivveevieeirieecsieeees e sreese e 6

7.4 PaCKAZINE ...ooeiieieiiei e e e 7

7.5  Device ManUfaCture..........ccooviiieiiiiniciiieccce e e 8

7.5.1 Hydeal-D/HY AFF 11p50 Production................... OO ORI PUPO P PRPRURTI 8

7.5.2 HYALO GYN Production ........ccoveveeiiiiiin e 10

8.0  Substantial Equivalence DISCUSSION ....c..oociiieiiiiiiiiirciei et 11

8.1 Predicate DeVICES ......coiiiiiiiiir e e e s 11

8.2 Comparison with Predicate DeviCes .......occvovrviviiiiin e 11

9.0 Proposed Labeling ... 12

10.0  Sterilization and Shelf life ..o et 12

11.0 Biocompatibility ...ttt 12

12,0 SOIIWAIE ...eoviitiei ettt e rr e e er e r ettt et ereae 16

13.0  Electromagnetic Compatibility and Electrical Safety...........ccocociiiiiiiiiiiieeee. 16

14.0  Performance Testing -- BENCh ......coovviiiniiic e e e 16

15.0 Performance Testing -- ANIMAal .....oocoiiiiiriii e 16

16.0  Performance Testing -- Clnical...........cccoeviiiniiiiininiiniiciie e SR 16
List of Attachments

Attachment 1 (Indications for Use Statement)

Attachment 2 (510(k) Summary)

Attachment 3 (Truthful and Accuracy Statement)
Attachment 4 (FDA Form 3454)

Attachment 5 (Technical Information on Aluminum Tube)
Attachment 6 (Technical Information on Vaginal Applicator Plunger)
Attachment 7 (Technical Information on Internal Coatings)
Attachment 8 (Proposed Labeling) * :
Attachment 9 (Preservative Efficacy Study Report)
Attachment 10 (Stability Data for HYALO GYN)
Attachment 11 (Biocompatibility Study Reports)

December 30, 2009 ) CONFIDENTIAL Page 11
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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fidia rarmaceutici s.p.a. : 510(k) Submission
HYALO GYN®

Attachment 12 (Declaration of Conformity for Applicator and Plunger)
Attachment 13 (Report on Compatibility with Condoms)

Attachment 14 (Evaluation of the Tolerability and Efficacy of HY ALGEL VAGINAL
(HY ALOgin™) for the Treatment of Vaginal Dryness and Irritation)

December 30, 2009 CONFIDENTIAL Page iil
127
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k} Submission

HYALO GYN®
510(k)

1.0 Indications for Use Statement
The Indications for Use Statement for HY ALO GYN is provided in Attachment 1.

2.0 510(k) Summary
The 510(k) summary for HY ALO GYN is provided in Attachment 2,

3.0 Truthful and Accuracy Statement
The Truthful and Accuracy Statement is provided in Attachment 3.

4.0  Class HHII Summary and Certification
This section does not apply.

5.0 Financial Certification or Disclosure Statement
FDA Form 3454 (“Certification of Financial Interests and Arrangements of Clinical
Investigators™) is provided in Attachment 4.

6.0 Executive Summary
6.1  Brief Device Description

HYALO GYN' is a colorless, transparent, aqueous, hydrating gel that contains
“Hydeal-D®, a hyaluronic acid derivative (Hydeal-D is the same product as
HYAFF 11p50}, propylene glycol, carbopol 974P, preservatives (methyl-p-
hydroxybenzoate and propyl-p-hydroxybenzoate), and sodium hydroxide (to
balance the pH). The hyaluronic acid is manufactured using a bacterial
fermentation process. HYALO GYN is intended for use as a personal lubricant.
HYALO GYN is compatible with latex, polyurethane, and “natural skin”
condoms as demonstrated in testing conducted according to ASTM D3492-03 and
ASTM D412-98a.

! HYALO gyn also is marketed under the tradename “HY ALOFEMME” outside of the U.S. The only
difference between the two products is that HY ALO gyn is packaged with 10 single-use, disposable vaginal
application applicators, and HY AL OFEMME is packaged with one re-usable vaginal applicator. Fidia
intends to market only HY ALO gyn in the U.S. Please note that the test substance used in the
bioccompatibility studies reported in this submission is referred to as “Hyalofemme.”

December 30, 2009 CONFIDENTIAL Page |

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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fidia rarmaceutici s.p.a. 510(k) Submission
HYALO GYN®

6.2 Device Comparison Table

A substantial equivalence table comparing the HY ALO GYN to the predicate
devices is provided below.
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6.3  Summary of Biocompatibility Testing

6.4  Summary of Performance Testing

7.0 Device Description

71 Physical Appearance
HYALO GYN is a clear, colorless gel.

7.2 Materials

December 30, 2009 CONFIDENTIAL Page 4
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Table 7-1. Composition of HYALO GYN

Finished product specifications for HY ALO GYN are provided in Section 7.3.2
below.

HYALO GYN is packaged with 10 applicators and a plunger with plunger rod for
application (see Section 7.4 below).

December 30, 2009 CONFIDENTIAL Page 5
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73 Product Specifications

7.3.2 Finished Product Specifications

The finished product specifications are provided in Table 7-3.
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Table 7-3. Finished Product Specifications

7.4  Packaging

December 30, 2009 o CONFIDENTIAL Page 7
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7.5 Device Manufacture

December 30, 2009 CONFIDENTIAL Page 8
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Figure 7-2.
Manufacturing Flow Chart for Hydeal-D/HYAFF 11p50
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7.5.2 HYALO GYN Production
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8.0  Substantial Equivalence Discussion

8.1 Predicate Devices

Glycerin & Paraben Free Astroglide
Biofilm, Inc.
K072647

HYALOMATRIX PA®
Fidia Advanced Biopolymers S.r.l.
K073251

8.2  Comparison with Predicate Devices

HYALO GYN is substantially equivalent to Glycerin & Paraben Free Astroglide
with regard to the indications for use. HYALO GYN and Glycerin & Paraben
Free Astroglide are both intended for use as a personal moisturizer and lubricant,
to supplement the body’s natural lubrication, and enhance the ease and comfort of
intimate sexual activity. Glycerin & Paraben Free Astroglide is a personal
lubricant for the penis, anus, and vagina, while HYALO GYN is intended for use

| - only in the vagina. HYALO GYN and Glycenin & Paraben Free Astroglide also

are both glycerin-free.
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9.0 Proposed Labeling

The proposed labeling for HYALO GYN is provideci in Attachment 8.
10.0 Sterilization and Shelf life

HYALO GYN will be supplied non-sterile.

The efficacy of the preservatives used in HYALO GYN has been tested and confirmed,
and the study report is provided in Attachment 9.

11.0 Biocompatibility

The biocompatibility of HYALO GYN, was assessed in both /n vitro and in vivo studies.
These studies are summarized below in Table 11-1, and the final study reports are
provided in Attachment 11.

In accordance with FDA’s Blue Book Guidance G95-1 (“Use of International Standard
ISO-10993, ‘Biological Evaluation of Medical Devices Part 1: Evaluation and
Testing’ ), the following biocompatibility studies were conducted:

Cytotoxicity

Sensitization

[rritation (vaginal mucosa)
Acute systemic toxicity

December 30, 2009 CONFIDENTIAL Page 12
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12.0 Software

This section does not apply.

13.0 Electromagnetic Compatibility and Electrical Safety

This section does not apply.

14.0 Performance Testing -- Bench

15.0 Performance Testing -- Animal

This section does not apply.

16.0 Performance Testing -- Clinical
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ATTACHMENT 1

Indications for Use

510(k) Number
(if known):

Device Name: HYALO GYN

Indications for Use: HYALO GYN is intended as a moisturizer for vaginal dryness and
personal lubricant to supplement the body’s own natural lubrication fluids.
HYALO GYN also reduces friction during sexual intercourse enhancing
the comfort and ease of intimate sexual activity with or without a condom.

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

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

Concurrence of CDRH, Oftice of Device Evaluation (ODE)

December 30, 2009 CONFIDENTIAL
—
SW
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



e

Records processed under FOIA request 2016-3320; Released on 2/12/2019

fidia rarmaceutici s.p.a. 510(k) Submission
HYALO GYN®
ATTACHMENT 2
510(k) SUMMARY
510(k) Owner: Fidia Farmaceutici, S.p.A.

Date Summary
Prepared:

Device:

Predicate
Devices:

Device
Description:

Intended Use:

December 30, 2009

Via Ponte dell Fabbrica 3/A
35031 Abano Terme
PADOVA, ITALY

Contact: Dr. Giusi LoCastro
Regulatory Affairs

Phone: +39-049-8232906

Fax: + 39-049-8232398

December 30, 2009

Trade Name: HYALO GYN®
Common/Classification Name: Lubricant, Patient, Vaginal, Latex
Compatibile
Product Code NUC
Classification: 21 CF.R. § 884.5300

Glycerin & Paraben Free Astroglide
Biofilm, Inc.
K072647

HYALOMATRIX PA®

Fidia Advanced Biopolymers S.r.l.

K073251

HYALO GYN is a colorless, transparent, aqueous, hydrating gel that contains
“Hydeal-D®,” a hyaluronic acid derivative, propylene glycol, a carbomer,
preservatives (methyl-p-hydroxybenzoate and propyl-p-hydroxybenzoate),
and sodium hydroxide (to balance the pH). The hyaluronic acid is
manufactured using a bacterial fermentation process. HYALO GYN is
intended for use as a personal lubricant. HYALO GYN is compatible with
latex condoms

HYALO GYN is intended as a moisturizer for vaginal dryness and personal
lubricant to supplement the body’s own natural lubrication fluids. HYALO
GYN also reduces friction during sexual intercourse enhancing the comfort
and ease of intimate sexual activity with or without a condom.

\
|
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Technological HYALO GYN is substantially equivalent to the predicate devices with regard

Characteristics:  the intended use and/or technological characteristics. Hydeal-D has been
used in legally marketed predicate devices, and no new questions of safety or
effectiveness are presented by the technological differences between HYALO
GYN and its predicate devices.

Biocompatibility Cytotoxicity studies demonstrate that HY ALO GYN is not cytotoxic. An

Data acute intraperitoneal toxicity study on HYALO GYN indicated that the lethal

December 39, 2009

dose is >10 ml/kg but <20 ml/kg. A skin sensitization study provides
evidence for the lack of a sensitizing effect. Vaginal tolerance testing
demonstrated that HYALO GYN is a minimal to mild vaginal irritant.
HYALO GYN is latex condom compatible.

CONFIDENTIAL
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ATTACHMENT 3

Truthful and Accuracy Statement
[As Required by 21 C.F.R. § 807.87(k)]

I certify that, in my capacity as Chairman of Fidia Farmaceutici S.p.A., I believe to the best of
my knowledge, that all data and information submitted in the premarket notification are truthful
and accurate and that no material fact has been omitted.

(Signature)

Antonio Germani
(Typed Name)

(Date)

(Premarket Notification [510(k)] Number)

December 30, 2009 CONFIDENTIAL
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ATTACHMENT 4

FDA Form 3454
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ATTACHMENT 5

Technical Information on Aluminum Tube

December 30, 2009 CONFIDENTIAL
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ATTACHMENT 6

Technical Information on Vaginal Applicator Plunger

December 340, 2009 CONFIDENTIAL
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ATTACHMENT 7

Technical Information on Internal Coatings
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ATTACHMENT 8

Proposed Labeling for HYALO GYN
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ATTACHMENT 9

Preservative Efficacy Study Report
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ATTACHMENT 10

Stability Data for HYALO GYN

December 30, 2009 CONFIDENTIAL

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

v

“A\



Records processed under FOIA request 2016-3320; Released on 2/12/2019

ATTACHMENT 11

Biocompatibility Study Reports
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ATTACHMENT 12

Declaration of Conformity for Applicator and Plunger
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ATTACHMENT 13

Report on Compatibility with Condoms
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ATTACHMENT 14

Evaluation of the Tolerability and Efficacy of HYALGEL VAGINAL
(HYALOgin™) for the Treatment of Vaginal Dryness and Irritation
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ATTACHMENT 1

Indications for Use

510(k) Number
(if known):

Device Name: HYALO GYN

Indications for Use: HYALO GYN is intended as a moisturizer for vaginal dryness and
personal lubricant to supplement the body’s own natural lubrication fluids.
HYALO GYN also reduces friction during sexual intercourse enhancing
the comfort and ease of intimate sexual activity with or without a condom.

Prescription Use , AND/OR Over-The-Counter Use
{Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

PLEASE DO NOT WRITE BELOW THIS LINE -- CONTINUE ON ANOTHER PAGE I¥ NEEDED

Concurrence of CDRH, Office of Device Evaluation (ODE)
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ATTACHMENT 2
510(k) SUMMARY
510(k) Owner: Fidia Farmaceutici, S.p.A.

Date Summary
Prepared:

Device:

Predicate
Devices:

Device
Description:

Intended Use:

December 30, 2009

Via Ponie dell Fabbrica 3/A
35031 Abano Terme
PADOVA,ITALY

Contact: - Dr. Giusi LoCastro

Regulatory Affairs
Phone: +39-049-8232906
Fax: + 39-049-8232398

December 30, 2009

Trade Name: HYALO GYN®
Common/Classification Name: Lubricant, Patient, Vaginal, Latex
Compatibile
Product Code NUC
Classification: 21 C.F.R. § 884.5300

Glycerin & Paraben Free Astroglide
Biofilm, Inc.

K072647

HYALOMATRIX PA®

Fidia Advanced Biopolymers S.r.l.

K073251

HYALO GYN is a colorless, transparent, aqueous, hydrating gel that contains
“Hydeal—D®,” a hyaluronic acid derivative, propylene glycol, a carbomer,
preservatives (methyl-p-hydroxybenzoate and propyl-p-hydroxybenzoate),
and sodium hydroxide (to balance the pH). The hyaluronic acid is
manufactured using a bacterial fermentation process. HYALO GYN 1s
intended for use as a personal lubricant. HYALO GYN is compatible with
latex condoms

HYALO GYN is intended as a moisturizer for vaginal dryness and personal
lubricant to supplement the body’s own natural lubrication fluids. HYALO
GYN also reduces friction during sexual intercourse enhancing the comfort
and ease of intimate sexual activity with or without a condom.

CONFIDENTIAL Page 19
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Technological HYALO GYN is substantially equivalent to the predicate devices with regard

Characteristics:

Biocompatibility
Data

December 30, 2009

the intended use and/or technological characteristics. Hydeal-D has been
used in legally marketed predicate devices, and no new questions of safety or
effectiveness are presented by the technological differences between HYALO
GYN and its predicate devices.

Cytotoxicity studies demonstrate that HY ALO GYN is not cytotoxic. An
acute intraperitoneal toxicity study on HY ALO GYN indicated that the lethal
dose is >10 ml/kg but <20 ml/kg. A skin sensitization study provides
evidence for the lack of a sensitizing effect. Vaginal tolerance testing
demonstrated that HYALO GYN is a minimal to mild vaginal irritant.
HYALO GYN is latex condom compatible.

CONFIDENTIAL Page 20
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ATTACHMENT 3

Truthful and Accuracy Statement
|As Required by 21 C.F.R. § 807.87(k)]

I certify that, in my capacity as Chief Executive Officer of Fidia Farmaceutici S.p.A., | 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.

/(&mb ‘

Antonio Germani

December 30, 2009

(Premarket Notification [510(k)] Number)

December 30, 2009 CONFIDENTIAL
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ATTACHMENT 4

FDA Form 3454
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration

CERTIFICATION: FINANCIAL INTERESTS AND
ARRANGEMENTS OF CLINICAL INVESTIGATORS

Expiration Date: August 31, 2012

TO BE COMPLETED BY APPLICANT

With respect to all covered clinical studies (or specific clinical studies listed below (if appropriate)) submitted in
support of this application, | certify to one of the statements below as appropriate. | understand that this
certification is made in compliance with 21 CFR part 54 and that for the purposes of this statement, a clinical
investigator includes the spouse and each dependent child of the investigator as defined in 21 CFR 54.2(d).

| Please mark the applicable checkbox. l

[] (1} As the sponsor of the submitted studies, | certify that | have not entered into any financial arrangement
with the listed clinical investigators (enter names of clinical investigators below or attach list of names to
this form) whereby the value of compensation to the investigator could be affected by the outcome of the
study as defined in 21 CFR 54.2(a). | also certify that each listed clinical investigator required to disclose
to the sponsor whether the investigator had a proprietary interest in this product or a significant equity in
the sponsor as defined in 21 CFR 54.2(b) did not disclose any such interests. | further certify that no
listed investigator was the recipient of significant payments of other sorts as defined in 21 CFR 54.2(f).

Clinical Investigalors

(2) As the applicant who is submitting a study or studies sponsored by a firm or party other than the
applicant, | certify that based on information obtained from the sponsor or from participating clinical
investigators, the listed clinical investigators (attach list of names to this form) did not participate in any
financial arrangement with the sponsor of a covered study whereby the value of compensation to the
investigator for conducting the study could be affected by the outcome of the study (as defined in 21
CFR 54.2(a)); had no proprietary interest in this product or significant equity interest in the sponsor of
the covered study (as defined in 21 CFR 54.2(b)); and was not the recipient of significant payments of
other sorts (as defined in 21 CFR 54.2(f)}.

[] (3) As the applicant who is submitting a study or studies sponsored by a firm or party other than the
applicant, | certify that | have acted with due diligence to obtain from the listed clinical investigators
(attach list of names) or from the sponsor the information required under 54.4 and it was not possible to
do so. The reason why this information could not be obtained is attached.

NAME TITLE
Antonio Germani Chief Executive Officer

FIRM/QRGANIZATION
Fidia Farmaceutici S.p.A.

SIGNATURE DATE {mm/ddiyyyy)
~ -
. &\ Quwn éé‘(,@_\ December 30, 2009
Paperwork Reduction Act Statement

An agency may not conduct or sponsor, and a person is not required to respond to, a collection of
information unless it displays a currently valid OMB control number. Public reporting burden for this
collection of information is estimated to average 1 hour per response, including time for reviewing
instructions, searching existing data sources, gathering and maintaining the necessary data, and
completing and reviewing the collection of information. Send comments regarding this burden estimate
or any other aspect of this cotlection of information to the address to the right:

Department of Health and Human Services
Food and Drug Administration

Office of Chéef Information Officer

1350 Piccard Drive, 420A

Rockville, M 20850

- FORM FDA 3454 (10/09) PSC Graphies (301) 443-1090  EF

-
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) SUMMARY REQUIREMENTS CHECKLIST
21 CFR 807.92

N N/A
All 510(k) summaries shall contain the following information:
1 The submitter's name, address, telephone number, a contact person, and the
date the summary was prepared
2 The name of the device, including the trade or proprietary name if applicable,

the common or usual name, and the classification name

3 An identification of the legally marketed device(s) to which the submitter
claims equivalence.

4 A description of the device that is the subject of the 510(k), including an

| explanation of how the device functions, the scientific concepts that form the
basis for the device, and the significant physical and performance
characteristics of the device (e.g., device design, material used, and physical
properties)

NEAVAYAY AR

5 A statement of the indications for use of the device that is the subject of the
510(k), including a general description of the diseases or conditions that the
device will diagnose, treat, prevent, cure, or mitigate, including a description,

where appropriate, of the patient population for which the device is indicated. l/
Or, if the indication statements are different from those of the legally marketed
device(s) identified in paragraph (3) of this section, an explanation as to why
the differences are not critical to the intended therapeutic, diagnostic,
prosthetic, surgical or other use of the device, and why the differences do not
affect the safety and effectiveness of the device when used as indicated.

6 If the device has the same technological characteristics (i.e., design, material,
chemical composition, energy source, etc.) as the predicate device(s) identified |

in paragraph(3) of this section, a summary of the technological characteristics v’
of the new device in comparison to those of the predicate device(s). Or, if the
device has different technological characteristics from the predicate device(s),
a summary of how the technological characteristics of the device compare to a
legally marketed device(s) identified in paragraph (3} of this section.

510(k) summaries for those 510(k)s in which a determination of substantial equivalence is also based on an
assessment of performance data shall contain the following information

7 A brief discussion of the nonclinical tests submitted, referenced, or relied on in

the 510(k) for a determination of substantial equivalence |
8 A summary discussion of the clinical tests submitted, referenced, or relied on

in the 510(k) for a determination of substantial equivalence. This discussion

shall include, where applicable, a description of the subjects upon whom the v

device was tested, a discussion of the safety or effectiveness data obtained
from the testing, with specific reference to adverse effects and complications,
and any other information from the clinical testing relevant to a determination
of substantial equivalence. (There can not be any patient identifier information
in the summary.)

9 The conclusions drawn from the nonclinical and clinical tests that demonstra-te
that the device is as safe, as effective, and performs at least as safely and \/
effectively as the legally marketed device identified in paragraph(3) of this
section.

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



Records processed under FOIA request 2016-3320; Released on 2/12/2019

g, DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

wa

“,
%"mu

Food and Drug Administration
Office of Device Evaluation
10903 New Hampshire Ave

Silver Spring, MD 20993

Premarket Notification [510(k)] Review
Traditional

K094039/S1 Hyalo Gyn Personal Lubricant

Date: May 6, 2010
To: The Record Office: ODE
Division: DRARD
From: M. Ashraf Hossain, MBBS, PhD.; Staff Fellow, OGDB

510(k) Holder/ Manufacturer: Fidia Farmaceutici S.p.A.
Via Ponte della Fabbrica 3/A
Abano Terme,
PADOVA ITALY 35031 IT
Attn: Giusi Locastro, Regulatory Affairs

Device Name: Hyalo Gyn® ‘Vaginal Moisturizer and Lubricant

Contact: Sharon A. Segal, Ph.D.
Director of Regulatory Science
Morgan, Lewis & Bockius, LLP
1111 Pennsylvania Avenue

Washington DC 20004
Phone: 202-739-5427
Fax: 202-739-3001
Email: ssegal@morganlewis.com

l. PURPOSE AND SUBMISSION SUMMARY

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

Fidia has provided a 510(k) Summary, Indications for Use (IFU), and Truthful and Accurate-
statements as well as FDA-3654 standards form. Administrative requirements have been met.

. . DEVICE DESCRIPTION

K094039_S1 Fidia Hyalo Gyn lubricant/Hossain

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




(0) (4)
Records processed under FOIA request 2016-3320; Released on 2/12/2019

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



(0) (4)
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(0) (4)
Records processed under FOIA request 2016-3320; Released on 2/12/2019

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

\3

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K094039_S1 Fidia Hyalo Gyn lubricant/Hossain

Yy

Questions? Contact FDNCDéH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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VIl. BIOCOMPATIBILITY/ MATERIAL SAFETY

K094039_S1 Fidia Hyalo Gyn lubricant/Hossain

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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I ' _ K094039_S1 Fidia Hyalo Gyn lubricant/Hossain

o

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K094039_8S1 Fidia Hyalo Gyn lubricant/Hossain

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

K094039_S1 Fidia Hyalo Gyn lubricant/Hossain

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

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

2.0

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

Yes | No

1. Same Indication Statement? v If YES =GoTo 3
2. Do Differences Alter The Effect Or Raise New If YES = Stop NSE

Issues of Safety Or Effectiveness? _
3. Same Technological Characteristics? v fYES=GoTo5
4. Could The New Characteristics Affect Safety Or If YES =Go To 6

Effectiveness?
5. Descriptive Characteristics Precise Enough? v IfFNO=GoTo 8

If YES = Stop SE

6. New Types Of Safety Or Effectiveness Questions? If YES = Stop NSE
7. Accepted Scientific Methods Exist? If NO = Stop NSE
8. Performance Data Available? ' v If NO = Request Data
9. Data Demonstrate Equivalence? v Final Decision: SE
* Yes-responses to questions 2, 4, 6 and 9, and every no-response requires an explanation.

K094039_S1 Fidia Hyalo Gyn lubricant/Hossain

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

14

2



Question 5.

Response:

Question 9.

Response:

Xll. CONTACT HISTORY

K094039_S1 Fidia Hyalo Gyn lubricant/Hossain

(As

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fd-a.hhs.gov or 301-796-8118
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XIIl. CONCLUS-ON

XIV. RECOMMENDATION

Regulation Number: 21 CFR 884.5300
Regulation Name:  Lubricant, Patient, Vaginal, Latex Compatible

Regulatory Class: Class II
Product Code: NUC

I recommend that Hyalo Gyn® Vaginal Moisturizer and Lubricant (K094039) is determined
substantiatly equivalent to the predicate device Glycerine and paraben-free Astro glide personal
lubricant (K072647, by Biofilm).

Cr TPy roe 5/ctfio

M. Ashraf Hossain, MBBS, PhD. Date

. Reviewer
! Alﬁau& {o%! 5/6//0

Colin M. Pollard Dhate ! /M Concur
Chief, Ob-Gyn Devices Branch / / Do not concur
- K094039_S1 Fidia Hyalo Gyn lubricant/Hossain 16 .

3
Questions? Contact FDA/GCDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K094039_S1 Fidia Hyalo Gyn lubricant/Hossain
2y

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Appendix 2. Review of Sponsor Responses to Al Letter Dated February 26, 2010.

K094939 S001. Review of Sponsor Responses

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

Biocompatibility testing

K094939 S001. Review of Sponsor Responses

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




Records processed under FOIA request 2016-3320; Released on 2/12/2019

K094939 S001. Review of Sponsor Responses
(&)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K094939 S001. Review of Sponsor Responses

23

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

K094939 S001. Review of Sponsor Responses
2.9

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

Shelf-life

K094939 S001. Review of Sponsor Responses

30

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

K094939 S001. Review of Sponser Responses
3

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K094939 S001. Review of Sponsor Responses 8
.o 32
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Poliard, Colin M.

-—— ——

From: Segal, Ph.D., Sharon A. [ssegal@morganlewis.com]
Sent: Friday, May 07, 2010 9:44 AM

To: Pollard, Colin M.

Cc: glocastro@fidiapharma.it; Hossain, Mohammad A
Subject: RE: K094039 -- labeling

Attachments: (64816490)_(2)_K094039 - Revised Product Information and Box Labeling (2) (May 7,
2010).D0OC

5/7/2010
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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5/7/2010 ' 3u
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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5/7/12010 4
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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From: Segal, Ph.D., Sharon A. [mailto:ssegal@mcrganlewis.com]
Sent: Thursday, May 06, 2010 3:47 PM

To: Hossain, Mohammad A

Cc: Pollard, Colin M.; glocastro@fidiapharma.it

Subject: RE: K094039 -- 510k Summary

message.

5/7/2010
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DISCLAIMER

This e-mail message is intended only for the personal

use of the recipient(s) named above. This message may

be an attorney-client communication and as such privileged
and confidential. If you are not an intended recipient,
you may nct review, copy or distribute this message. If
you have received this communication in error, please
notify us immediately by e-mail and delete the original
message.

DISCLAIMER

This e-mail message is intended only for the personal

use of the recipient(s) named above. This message may

be an attorney-client communication and as such privileged
and confidential. 1If you are not an intended recipient,
you may not review, copy or distribute this message. If
you have received this communication in error, please
notify us immediately by e-mail and delete the original
message.

5/7/2010
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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HYALO GYN®

Product Information

HYALO GYN® is a clear, colorless gel with strong hydrating properties that contains
Hydeal-D®, a hyaluronic acid derivative.

Composition

Principal component: Hydeal- -D® (hyaluronic acid derivative)

Other components: Propylene glycol, carbomer (Carbopol 974P), methyl p- hydroxy-
benzoate, propyl p-hydroxybenzoate, sodium hydroxide, and purified water.

Indications for Use

HYALO GYN® is a personal lubricant, for penile and / or vaginal application, intended to
moisturize and lubricate, to enhance the ease and comfort of intimate sexual activity
and supplement the body's natural lubrication.

This product is compatible with condoms: lubricated/non-lubricated latex, lubricated
polyurethane, lubricated natural skin.

Contraindications
Proven individual hypersensitivity towards the product.

Warnings and Precautions

In cases of vaginal infection, consult your doctor before using this product.
The product can be used during menstruation.

Each applicator is for single use only.

If the packaging proves to be damaged, do not use the product.

Keep out of reach of children.

Keep in a cool, dry place (<40°C).

Do not use the product after the expiration date shown on the packaging.

If irritation occurs, discontinue use and see a doctor.

This is not a spermicide and does not provide protection against pregnancy.

CoNSORwN =

-10 Slippery, avoid spill.

11. Safety and effectiveness of this product has not been evaluated in pregnant women.

Directions for Use

How to prepare the applicator for use:

Each package contains 10 single-use applicators consisting of a piston, and one
opaque plastic plunger.

How to apply the product

1. Screw the applicator (complete with plunger) onto the opening of the tube.
2. Pull the plunger back until the piston is about halfway up the applicator.
3. Squeeze the tube and fill the applicator up to the piston.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-79-6-81 18

3%
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4. Unscrew the applicator form the tube and, after thoroughly washing your hands and
the area around your vagina, insert it into the vagina while assuming a crouching or
supine (laying down) position.
Push the plunger until all the gel has been expelled.
Extract the applicator. The applicators are for single use only and must be
discarded after use.

7. In cases of severe dryness, it is advisable to expel a small amount of gel from the
' applicator before use, so that the tip is lubricated before being introduced into the
vagina.

oo

Frequency of Use

The frequency with which the product should be used depends on how.dry the vag:nal
mucosa is. One application every three days for a period of thirty days is
recommended, unless otherwise recommended by your health care provider.

1

Manufactured by

Fidia Farmaceutici S.p.A.

Via Ponte della Fabbrica 3/A
35031 Abano Terme (PD) -- Italy

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

,501
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HYALO GYN® BOX (Top panel only)

HYALO GYN®

Vaginal lubricating gel
containing Hydeal-D®

Keep in a cool, dry place (T<40°C)

KEEP QUT OF REACH OF CHILDREN

If irritation occurs, discontinue use and see a doctor
This is not a spermicide and does not provide protection
against pregnancy

Slippery, avoid spill

Safety and effectiveness of this product has not been
evaluated in pregnant women

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

Manufactured by:

Fidia Farmaceutici, S.p.A.

Via Ponte dell Fabbrica 3/A
35031 Abano Terma (PD) - ltaly

Distributed by:

4O
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Hossain, Mohammad A

From: Segal, Ph.D., Sharon A. [ssegal@morganiewis.com}
Sent:  Thursday, May 06, 2010 5:00 PM
To: Hossain, Mohammad A )

Subject: RE: K094039 - labeling

Sharon A. Segal, Ph.D.

Director of Regulatory Science

Morgan, Lewis & Bockius LLP

1111 Pennsylvania Avenue, NW | Washington, DC 20004

Direct: 202.739.5427 | Main: 202.739.3000 | Fax: 202.739.3001
ssegal@morganlewis.com | www.morganlewis.com

Assistant: Anne-Marie J. Drakes | 739-5747 | adrakes@morganlewis.com

From: Hossain, Mohammad A [mailto;Mohammad.Hossain@fda.hhs.gov]
Sent: Thursday, May 06, 2010 4:57 PM

To: Segal, Ph.D., Sharon A,

Subject: RE: K094039 -- labeling

M. Ashraf Hossain, MBBS, PhD.

Staff Fellow ‘
. FDA/CDRH/ODE/DRARD/OGDB

\
5/6/2010 4 o
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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10903 New Hampshire Avenue W066-G110
Silver Spring, Maryland 20993-0002

Phone: 301-796-6536
Email mohammad.hossain@fda.hhs.gov

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS
PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW, If yau are not the addressee, or a person authorized to deliver
the document to the addressee, you are hereby notified that any review disclosure, dissemination, copying, or other action based on the content of this
communication is not authorized. If you have received this document in error, please immediately notify us by email or telephone.

From: Segal, Ph.D., Sharon A. [mailto:ssegal@morganlewis.com]
Sent: Thursday, May 06, 2010 3:47 PM

To: Hossain, Mohammad A

Cc: Pollard, Colin M,; glocastro@fidiapharma.it

Subject: RE: K094039 -- 510k Summary

Sharon A. Segal, Ph.D.

Director of Regulatory Science

Morgan, Lewis & Bockius LLP

1111 Pennsylvania Avenue, NW | Washmgton DC 20004

Direct: 202.739.5427 | Main: 202.739.3000 | Fax: 202.739.3001
ssegal@morganlewis.com | www.morganlewis.com

Assistant: Anne-Marie J. Drakes | 739-5747 | adrakes@morganlewis.com

DISCLAIMER

This e-mail message is intended only for the personal

use of the recipient({s) named above. This message may

be an attorney-client communication and as such privileged
and confidential. If you are not an intended recipient,
you may not review, copy or distribute this message. If
you have received this communication in error, please
notify us immediately by e-mail and delete the original
message.

5/6/2010 3

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



(b)(4) Biocompatibility Assessment
Records processed under FOIA request 2016-3320; Released on 2/12/2019

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



(b)(4) Biocompatibility Assessment
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Biocompatibility Assessment
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Biocompatibility Assessment
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Biocompatibility Assessment
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Biocompatibility Assessment
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



(b)(4) Biocompatibility Assessment
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Hossain, Mohammad A

o From: Segal, Ph.D., Sharon A. [ssegal@morganiewis.com]

Sent:  Friday, April 23, 2010 12:39 PM
To: Hossain, Mohammad A
Cc: glocastro@fidiapharma.it

Subject: RE: K094039 -- Response to Aprit 15 additional information request

Thank you.

Sharon A. Segal, Ph.D.

Director of Regulatory Science

Morgan, Lewis & Bockius LLP

1111 Pennsylvania Avenue, NW | Washington, DC 20004

Direct: 202.739.5427 | Main: 202.739.3000 | Fax: 202.739.3001
ssegal@morganlewis.com | www.morganlewis.com '

Assistant: Anne-Marie J. Drakes | 739-5747 | adrakes@morganlewis.com

. From: Hossain, Mohammad A [mailto:Mohammad.Hossain@fda.hhs.gov]
Sent: Friday, April 23, 2010 12:12 PM
To: Segal, Ph.D., Sharon A.
Subject: RE: K094039 -- Response to April 15 additional information request

M. Ashraf Hossain, MBBS_, PhD.

Staff Fellow
. FDA/CDRH/ODE/DRARD/OGDB

5/6/2010 ' 3
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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10903 New Hampshire Avenue W066-G110
Silver Spring, Maryland 20993-0002

Phone: 301-796-6536 .
Email mohammad.hossain@fda.hhs.gov

THIS MESSAGE IS INTENDED ONLY FOR THE USE OF THE PARTY TO WHOM IT IS ADDRESSED AND MAY CONTAIN INFORMATION THAT IS
PRIVILEGED, CONFIDENTIAL, AND PROTECTED FROM DISCLOSURE UNDER LAW. If you are not the addressee, or a person authorized to defiver
the document to the addressee, you are hereby natified that any review disclosure, dissemination, copying, or other action based on the content of this
communication is not authorized. if you have received this document in error, please immediately notify us by email or telephone.

From: Segal, Ph.D., Sharon A. [mailto:ssegal@morganlewis.com]

Sent: Friday, April 23, 2010 10:18 AM

To: Hossain, Mohammad A .

Cc: Pollard, Colin M.; Bailey, Michael T; Ghosh, Molly; glocastro@fidiapharma.it
Subject: K094039 -- Response to April 15 additional information request -

Dear Dr. Hossain,

Best regards,
‘Sharon Segal

Sharen A. Segal, Ph.D.

Director of Regulatory Science

Morgan, Lewis & Bockius LLP

1111 Pennsylvania Avenue, NW | Washington, DC 20004

Direct: 202.739.5427 | Main: 202.739.3000 | Fax: 202.739.3001
ssegal@morganlewis.com | www.morganlewis.com -
Assistant: Anne-Marie J. Drakes | 739-5747 | adrakes@morganlewis.com

DISCLAIMER .

This e-mail message is intended only for the personal

use of the recipient(s) named above. This message may

be an attorney-client communication and as such privileged
and confidential. If you are not an intended recipient,
you may not review, copy or distribute this message. If
you have received this communication in error, please
notify us immediately by e-mail and delete the original
message. '

DISCLAIMER

This e-mail message is intended only for the personal

use of the recipient(s) named above. This message may

be an attorney-client communication and as such privileged
and confidential. If you are not an intended recipient,
you may not review, copy or distribute this message. If

5/6/2010 : 2L
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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you have received this communication in error, please
notify us immediately by e-mail and delete the original
message.

5/6/2010 32
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INTERACTIVE REVIEW MEMO

Type of Interaction: Teleconference

Date: April 19, 2010

Reviewer: M. Ashraf Hossain, MBBS, PhD.
Staff Fellow, OGDB

RE: K094039_S1 Hyalo Gyn Gel

510(k)-holder: Fidia Farmaceutici, italy (Fidia)
C/O Morgan ,Lewis & Bockius, LLP
Washington, DC

Participants: M. Ashraf Hossain, Michael Bailey, Molly Ghosh and Colin Pollard (from
the FDA) and Sharon Segal from Morgan-Lewis.

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

Type of Interaction: Teleconference

Date: April 22, 2010

Reviewer: M. Ashraf Hossain, MBBS, PhD.
) Staff Fellow, OGDB

RE: K094039_S1 Hyalo Gyn Gel’

510(k)-holder: Fidia Farmaceutici, Italy (Fidia)
C/O Morgan ,Lewis & Bockius, LLP
Washington, DC

Participants: M. Ashraf Hossain, Michael Bailey, and Molly Ghosh (from the FDAY);
Abrecht Poth and )
and Sharon Segal from Morgan-Lewis.

23

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



uest 2016-3320; Released oroad h3d28HPadministration
. 1. ch; Records processed under FOIA reques Office of Divi Eumearoor
v ) Oifice of In Vitro Diagnostics
S, COVER SHEET MEMORANDUM
. ,' :"--'\‘f'rom: Reviewer Name #A . A‘S"\ m—? H 0SS SN
* . ubject: 510(k) Number Ko q!’/ Og 9

To: - The Record

Please list CTS decision code A L
0 Refused to accept (Note: this is considered the first review cycle, See Screening Checklist

htlp:lferoom.fda.qov!eRoomRequileleDRHSICDRHPremarketNo!iﬂcalion510kProqramIO 5831/Screening%20Checklist%207%

202%2007.doc )
B)-It’)_ld (Additional Information or Telephone Hold). ,
Final Decision (SE, SE with Limitations, NSE, Withdrawn, etc.).

Please complete the following for a final clearance decisiqn'(i.e., SE, SE with Limitations, etc.): - 0
Indications for Use Page | Attach IFU o v
| 510(k) Summary /540{k)-Statemsnt | Attach Summary N
Truthful and Accurate Statement. Must be present for a Final Decision | 1,
Is the device Class III? _ i
Ifyes, does firm include Class Ill Summary? | Must be present for a Final Decision v
Does firm reference standards? _ ! -
(If yes, please attach form from http:llwv.fda.qovfooacom!mO(echoices!fdaformsfFDA- 1%
3654 pdf) :
Is this a combination product? '
(Please specify category N see
hitg:h’eroom.fda.gov/eRoomReglF-ileleDRHSICDRHPremarketNotiﬁcationS10kProgramIO 413b/CO |
IVIBINATION%ZOPRODUCT%2OALGORITHM%ZO(REVISED%203-12-03).DOC X
.. this a reprocessed single use device? ! C )
{Guidance for Industry and FDA Staff - MDUFMA - Validation Data in 510(k)s for P
... Reprocessed Single-Use Medical Devices, Mp:h'www.fda.qov/cdrhiode/quidance/1216.ht_m_l)__ e . L
| Is this device intended for pediatric use only? ' VY
IEt[us aﬂpie_?iription device? (If both prescription & OTC, check botrl‘boxes.) o — v
Did the application include a completed FORM FDA 3674, Certification with Requirements of I v
ClinicalTrials.gov Data Bank? N ___g_____L
Is clinical data necessary to support the review of this 510(k)? i
Did the application include a completed FORM FDA 3674, Certification with Requiremenis of : ! v
ClinicalTrials.gov Data Bank? ' i
(ff not, then applicant must be contacted to obtain completed farm.) ‘ {
Does this device include an Animal Tissue Source? —I L
AlPedilic Patients age<=4 . N v
Neonate/Newborn (Biﬁh to 28 days) %
Infant (29 days -< 2 years old) e
Child (2 years -< 12 years old) v
Adolescent (12 years -< 18 years old) . i .V
Transitional Adolescent A (18 - <21 years old) Special considerations are being given t-o_this T .
group, different from adults age 2 21 (different device design or testing, different protocol | PV
_procedures, etc.) | |

y
!

772107

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

I Transitional Adolescent B (18 <= 21; No special considerations compared to adults => 21 years L
- old) : '
y lanotechnology v W
‘ .- this device subjectto the Tracking Regulation? (Medical Device Tracking Contact OC. 7
L 'Gui__dance, http:l/www.fda.qovlcdrhfcomplquidanceﬂ69.html) _ i
Regulation Number Class* " Product Code
23 4.5%00 I NJC
' . {*If unclassified, see 510(k) Staff)
Additional Product Codes: Bl

| .
Review: ﬂﬁf Q‘é /A- é 1) M 96»8 Léb éo
anch Chief) (Branth Code) f(Datey

Final Review:

(Division Director) o (Date).

133

Questioné? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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[} -
510(k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCESS
New Device is Compared to o
Marketed Device * :
Descriptive Information Does New Device Have Same  NO Do the Differences Alter the Intended Not Substantially
about New or Marketed Indication Statement” % Therapeutic/Diagnostic/etc. Effect YES  Equivalent Determination
Device Requested a5 Needed (in Deciding, May Consider Impact on
l YES Safety and Effectiveness)?**
New Device Has Same Intended NO
Use and May be “Substantially Equivalent < . >
New Device Has O
@ @ New Intended Use
Does New Device Have Same @
Technological Characteristics, NO Could the New .
e.g. Design, Materials, etc.? _“—" Characteristics Do the New Characteristics
YES Affect Safety or ———» Raise New Types of Safety YES
@ i Effectiveness? or Effectiveness Questions?** s
3
NO Are the Descriptive NO
Characteristics Precise Enough NO
to Ensure Equivalence? @
NO ’ :
- Are Performance Data Do Accepted Scientific
Available to Asses Equivalence?** YES Methods Exist for
Assessing Effects of NO
the New Characteristics?
YES
Y .
Performance Are Performance Data Available  NO
- Pata Required ’ To Assess Effects of New
Characteristics7***
YES
O G
Y .
»  performance Data Demonstrate Performance Dlata Demonstrate
Equivalence? - < Equivalence?  #4—
YES YES NO
NO
“Substantially Equivalent” . @
To @ ’ Determination To
g 510(k) Submissions compare new devices to marketed devices. FDA re.qucsts additional information if the relationship between

marketed and “predicate” (pre-Amendments or reclassified post-Amendments) devices is unclear.
@< This decision is normally based on descriptive information alane, but limited testing information is sometimes required.

&+ Data maybe in the $10(k), other 510(k)s, the Center’s classification files, or the literature.

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

Ny
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A erine DEPARTMENT OF HEALTH AND HUMAN SERVICES MEMORANDUM

Food and Drug Administration
. Office of Device Evaluation
10903 New Hampshire Ave
' Silver Spring, MD 20993

Premarket Notification [510(k)} Review
Traditional

K094039 Hyalo Gyn Personal Lubricant

To: The Record Office: ODE
Division: DRARD/OGDB
From: M. Ashraf Hossain, MBBS, PhD.; Staff Fellow

510(k) Holder/ Manufacturer: Fidia Farmaceutici S.p.A.
Via Ponte della Fabbrica 3/A
Abano Terme,
PADOVA ITALY 35031 IT
Attn: Giusi Locastro, Regulatory Affairs

Device Name: | ; Hyalo Gyn® Personal Lubricant

Contact: Sharon A. Segal, Ph.D.
Director of Regulatory Science
Morgan, Lewis & Bockius, LLP
1111 Pennsylvania Avenue

Washington DC 20004
Phone: 202-739-5427
Fax: 2_02-739-3001
Email:  ssegal@morganlewis.com

I. Purpose and Submission Summary:

Fidia Farmaceutici S.p.A. ( Fidia) of Padova, Italy, submitted this original traditional 510(k}
to introduce Hyalo Gyn® gel into interstate commerce. Fidia states that this personal
lubricant is compatible with condoms.

K094039 (Fidia Farmaceutici), Hyalo Gyn WB Lubricant/Hossain

1S

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

K094039 (Fidia Farmaceutici), Hyaio Gyn WB Lubricant/Hossain

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




Records processed under FOIA request 2016-3320; Released on 2/12/2019

V. Indications for Use

K094039 (Fidia Farmaceutici), Hyalo Gyn WB Lubricant/Hossain

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

Fidia states that the subject device Hyalo Gyn® gel has similar intended use as well as
technological characteristics to the predicates, identified in this submission as:

= K072647, Glycerine- and paraben-free Astroglide (manufactured by Biofilm), and
» K0673251, Hyalomatrix PA (manufactured by Fidia Advanced Polymers S.r.L.).

‘Subject Device "+ | . Predicate ~+ Predicate
Hyalo Gyn® Hyalomatrix PA | G&P-Free Astroglide
K094039 K073251 K072647
Manufacturer o . Fidia Advanced Polymers | BioFilm, Inc.
Intended Use .+ | Wound dressing pad ‘Personal lubricant _
Condom O |NA Yes
compatibility ' :
Availability Rx OTC
Appearance .+ ¢+ .| Pads with silicone .Clear, highly viscous
Viscosity L | NIA ‘Unknown'
pH : 4.0-6.0 3.5-6.0
Flavor No No :
Container material .7 | Unknown HDPE Plastic (?)
Water solubility S| N/A “Yes . .. :
Chemical ' Hydeal-D Benzyl ester of | Purified Water 59.6%
ingredients hyaluronic acid Butylene glycol 20.0%
« | HYAFF11>88% Xylitol (60%) 10.0%
: Propylene glycol 10.0% . -
‘Polyquaternium-15 0.4%.
Microbial Tests , Passed Passed ,
Sterility status o0 | Sterile ‘Non-sterile . .~

Per 880.5300, lubricant, patient, vaginal, latex compatible device is intended as a moisturizer for

vaginal dryness and personal lubrication of the vaginal entry to enhance condom use and to

K094038 (Fidia Farmaceutici), Hyalo Gyn WB Lubricant/Hossain 4

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




Records processed under FOIA request 2016-3320; Released on 2/12/2019

facilitate ease and comfort during intimate sexual activity.

VI. Packaging and Labeling

K094039 (Fidia Farmaceutici), Hyalo Gyn WB Lubricant/Hossain

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K094039 (Fidia Farmaceutici), Hyalo Gyn WB Lubricant/Hossain

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

K084039 (Fidia Farmagceutici}, Hyalo Gyn WB Lubricant/Hossain

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

K094039 (Fidia Farmaceutici), Hyalo Gyn WB Lubricant/Hossain

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K094039 (Fidia Farmaceutici), Hyalo Gyn WB Lubricant/Hossain

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K094039 (Fidia Farmaceutici), Hyalo Gyn WB Lubricant/Hossain

Vay

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

K094039 (Fidia Farmaceutici), Hyalo Gyn WB LubricantlHosséin

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K094039 (Fidia Farmaceutici). Hyalo Gyn WB Lubricant/Hossain

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

K094039 (Fidia Farmaceutici). Hyalo Gyn WB Lubricant/Hossain

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

Yes No
1. Same Indication Statement? v IfYES=GoTo3
2. Do Differences Alter The Effect Or Raise If YES = Stop NSE
New Issues of Safety Or Effectiveness?
3. Same Technological Characteristics? v IfFYES=GoTo5
4. Could The New Characteristics Affect fYES=GoTo6
Safety Or Effectiveness?
5. Descriptfve Characteristics Precise v |IfNO=GoTo8
Enough? If YES = Stop SE
6. New Types Of Safety Or Effectiveness If YES = Stop NSE
Questions?
7. Accepted Scientific Methods Exist? If NO = Stop NSE
8. Performance Data Available? v | If NO = Request Data
9. Data Demonstrate Equivalence? Flnal Decision:

We will address the “NO” responses [to Q# 5 and 8] issues at the time of a SE or NSE decision.

K094039 (Fidia Farmaceutici), Hyalo Gyn WB Lubricant/Hossain . 14
1al

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

K094039 (Fidia Farmaceutici), Hyalo Gyn WB Lubricant/Hossain

(44

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

K094039 (Fidia Farmaceutici), Hyalo Gyn WB Lubricant/Hossain

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K094039 (Fidia Farmaceutici), Hyalo Gyn WB Lubricant/Hossain

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

Labeiin_

K094039 (Fidia Farmaceutici), Hyalo Gyn WB Lubricant/Hossain

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

Xll. Contact History

K094039 (Fidia Farmaceutici). Hyalo Gyn WB Lubricant/Hossain

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




XiHl.

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

Place this document on hold, pending response to my letter requesting additional

information,
2o
(e \5{\{] 2/26 /10
M. Ashraf Hossain Date
Reviewer
()J w> QM | "/?—5 Jro
Colin M. Pollard I Date

Chief, Obstetrics and Gynecology Devices Branch

K094039 (Fidia Farmaceutici), Hyalo Gyn WB Lubricant/Hossain

20
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. Appendix 1. Table. Performance of Hyalo Gyn lubricant (Condom Compatibility)

K(094039 (Fidia Farmaceutici), Hyalo Gyn WB Lubricant/Hossain 21

2o0%

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Public Health Service
DEPARTMENT OF HEALTH & HUMAN SERVICES
Memorandums

February 22, 2010

Michael T. Bailey, Ph.D..
Ob/Gyn Devices Branch, DRARD (HFZ-470)

M. Ashraf Hossain
DRARD/OGDB

Subject: K094039 — Fidia Hyalogyn Lubricant

1o &
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ASHRAF - ADD OUTLINE HERE y
- "Nj__/

lo7
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Michael T. Bailey, Ph.D.
Prepared: 2/22/10 MTB

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K094039 — HYALO GYN” - Personal Lubricant
: 2loi 1o

OFFICE OF DEVICE EVALUATION

CLINICAL REVIEW
From: Jill Brown
OGDB, DRARD, ODE
To: M. Ashraf Hossain, Reviewer Requesting Consult
OGDB, DRARD, ODE
CC: Colin Pollard, Branch Chief
Subject: K094039
HYALO GYN®
Fidia Farmaceutici
Date: January 29, 2010; revised February 1, 2010 _

To%

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K094039 — HYALO GYN™ - Personal Lubricant

. %0

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K094039 - HYALO GYN¥ - Personal Lubricant

Questibns? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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K094039 - HYALO GYN™ - Personal Lubricant

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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510(k) “SUBSTANTIAL EQUIVALENCE”
‘ DECISION-MAKING PROCESS
K094039

New Device is Compared to

Marketed Device * .

Descriptive Information Does New Device Have Same NO Do the Differences Alter the Intended Not Substantially
Indication Statement™ " Therapeutic/Diagnostic/ete. Effect YES  Equivalent Determination

about New or Marketed
Device Requested as Needed (in Deciding, May Consider Impact on
‘ YES Safety and Effectiveness)?**
New Device Has Same Intended NO
Use and May be “Substantially Equivalent” >
New Device Has O
@ : New Intended Use
Does New Device Have Same @
Technological Characteristics, NO Could the New
e.g. Design, Materials, etc.? Characteristics Do the New Characteristics
YES Affect Safety or — Raise New Types of Safety YES »O
l Effectiyeness? or Effectiveness Questions? \
4
NO Are the Descriptive NO
Characteristics Precise Enough NO
to Ensure Equivalence? «gmmmmm— @
NO ‘
Are Performance Data Do Accepted Scientific
Available to Asses Equivalence? YES Methods Exist for
) Assessing Effects of NO
the New Characteristics?
YES .
v .
Performance Are Performance Data Available NO
Data Required To Assess Effects of New
) Characteristics? ***
YES
CO oy D
v
»  performance Data Demonstrate Performance Data Demonstrate
Equivalence? < Equivalence? — tpm—
YES YES NO
NO

“Substantially Equivalent” @
To ° Determination To

510{k) Submissions compare new devices to marketed devices. FDA requests additional information if the relationship between
marketed and “predicate” (pre-Amendments or reclassified post-Amendments) devices is unclear.

. hid This decision is normally based on descriptive information alone, but timited testing information is sometimes required.

Data maybe in the 510(k), other S10(k)s, the Center’s classification files, or the literature.

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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zf : DEPARTMENT OF HEALT_H & HUMAN SERVICES Public Health Service
5{4,’ U.S. Food and Drug Administration
. Center for Devices and Radiological Health

Document Mail Center — WO66-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

April 07, 2010

FIDIA FARMACEUTICI SPA 510k Number: K094039

VIA PONTE DELLA FABBRICA 3/A

ABANO TERME, PADUA (PD) Product: HYALO GYN

"ITALY 35031

ATTN: GIUSI LOCASTRO

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document
Mail Center 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
hitp://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Guidance Documents/ucm089402.htm. 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/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm084365.htm.  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 possibie. 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 wi;hin 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

Please ensure that whether you submit a 510(k) Summary as per 21 CFR 807.92, or a 510(k) Statement as
per 21 CFR 807.93, it meets the content and format regulatory requirements.

If you have procedural questions, please contact the Division of Small Manufacturers International and Consumer
Assistance (DSMICA) at (301)796-7100 or at their toll-free number (800)638-2041, or contact the 510k staff at
(301)796-5640.

Sincerely,

510(k) Staff

40
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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| HOT90395 )
Morgan, Lewis & Bockius LLP .
1111 Pennsylvania Avenue, NW : Morga.tl LCW]S

Washington, DC 20004
Tel: 202.739.3000
Fax: 202.739.3001
www.morganlewis.com

COUNSELORS AT LAW

FDA CDRH DMC
APR 07 2010

Received

April 7, 2010 \Lj\)

BY HAND DELIVERY

U.S. Food and Drug Administration

Center for Devices and Radiological Health
Document Mail Center -- WO66-G609
10903 New Hampshire Ave.

Silver Spring, MD 20993-0002

Re:  K094039
Trade Name; HYALO GYN® Vaginal Moisturizer and Lubricant
Response to February 26, 2010 Additional Information Request

Dear Mr. Pollard:

On behalf of Fidia Farmaceutic¢i S.p.A. (“Fidia”), Morgan Lewis submits the attached response
to the subject Additional Information request for K094039. Each of the information requests is
repeated in bold, italicized text for ease of review, followed by Fidia’s response.

Please contact me at 202.739.5427 or by e-mail at ssegal{@morganlewis.com if there are any
questions or additional information is required.

Sincerely,

Sharon A. Segal, Ph.D. -
Director of Regulatory Science

Attachments

c Dr. Giusi LoCastro

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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ELS EVIER Internarional Journal of Pharmaceutics 129 (1996) (37~ 145

Evaluation of the bioadhesive properties of hyaluronan
deﬁvatévgs: detachment weight and mucociliary transport rate
studies.

Kelly Pritchard®, Ahson B. Lansley>*, Gary P. Martin®, Mark Helliwell*, Christopher
Marriott*, Luca M. Besnedettxb

*Deparument of Pharmacy, King's College Landon. Manress Road, Landon SW3 6LX, UK
YFidis Advanced Biopolymers, Via Ponre della Fabbrica 3]a, 35031 Abano Terme (PD), fraly

Received 4 Juge 1995; accepted 23 August 1995

Abstract 4

Hyaluronan of various molecular weights, and microspheres made from several of its eaters, were assessed for
adhesiveness in vitro by means of detachment weight and mucociliary transport rate. Microspheres made from esters
of aiginic acid and gellan gum were also evaluated. The results were compared with those obtained from Carbepol
974 which was used as a positive control. Hyaluronan and its autocross-linked esters displayed comparable edhesion
to Carbopol in both studies. All microsphere preparations were less adhesive than Carbopol (p < 0.05, Mann-Whit-
ney U-test) when tested for detachment weight (usiag mucosal epithelium) and mucociliary transport rate. Adhesion

! to a2 mucus gel was similar for most preparations. Hyaluronan has been shown to possess excellent adhesion in vitro.
Although formulation of hyaluronan into microspheres tends to reduce its inherent adhesive properties, the
microspheres formed displayed significantly decreased mucociliary clearance, The inclusion of drug into such 2
b:odegradable and biocompatible dosage form is an attractive prospect for transmucosat delivery.

'szword.r Biocadhesion; Carbopol; Detachment force; Epithelia; Hyaluronan; Microsphere; Mucoadhesion; Mul:ccx]-
iary transport rate; Mucus
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COREL 00925 ' SSDID1OS-3639(93)C0110.2

Vaginal and reproductive system treatments using a g
bioadhesive polymer f

Joseph R. Robinson™* and William J. Bologna®

*School of Pharmacy, Universuy of Wisconsin, 23 N Chartar Stroer, Mudison, W 3300, 1S i
) b ) ) ;
*Cofumina Research Laboratories-Pacs, 92, Avenue D'Leng, Parts 73116, Fronce i

{Received 20 May 1993; accepred in revised form 22 July 1993)

Polycarbophil, a lightly cross-linked polyacrylic acid, can remain on vaginal tissue for 3—4 days and
hence serve as a platform for drug delivery. Iatrinsic properties of the polymer such as acidic pKa and
polyelectrolyte nature of the ionized form of the polymer can alter the local pH and hvdration level of
the tissue 10 effectively treat local pathologies. Clinical assessment of local tissue pH, in postmenopau-
sai women, shows a reduction in pH from about 6 to 4-and maintenance of this acidic pH for about 3-
4 days after the last dose. This acidic pH is an unfavorable environment for pathogens. In addition a
Jow viscosity gel of the polymer is an effective treating agent for dry vagina, a common condition of .
postmenopausal females and those female cancer patients on estrogen blockers. Hydration of the va- aL ;
-ginal ussue occurs through an increase in vaginal blood flow as determined by a laser Doppler study. : ;
In addition, the polymer appears 10 be an effective delivery system for the spermicidat/antiviral agent

nonoxynol-9. By virtue of its ability to adhere 1o vaginal tissue while retaining nonoxynol-9 in its gel

structure, it 1s an excellent extended effect spermicide. Moreover, the ability of the polymer to atiach

10 lymphocytes, while carrying nonoxvnol-9, makes it a targeted drug delivery system and useful as an

AIDS prophylaxis, as well as a treating agent for other sexually transmitted diseases. Finally, employing

the polymer gel with natural progesterone allows extended vaginal delivery ot the drug 10 achieve the

clintcal endpoint of a fully sccretory endometrium with low serum levels of the drug. The lower serum

drug levels translate into reduced side effects.
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Network formation of low molecular weight hyaluronic
acid derivatives

A. BORZACCHIELLO"® and L. AMBROSIO

Institute of Composite Materials Technology-CNR. lwerdisciplingry Research Center in
Biomaterials ( CRIB), University of Naples 'Federivo 11', Ple Tecchio 80, 80125, Napies, ltaly

Received 5 June 2000; accepted 24 November 2000

B T

Abstract—The oscillatory and steady shear rheological properties of the benzyl estess of hyaluronic
acid (HA), partially esterified (Hyaff11p50}, at low molecular weight (150 kDa) were evaluated and
compared (o the propesties of HA at the same molecular weight. At concentrations up to 20 mg cm™>
both Hyalf! IpSO solutions and HA solutions, behaved as viscous fluids, Al higher concentrations,
HA ester solutions exhibitcd an clastic response typical of weak gels, whereas HA exhibiled a ;
viscous behaviour, A solid-like response was also observed by lowering the iemperawre.  These :
resulls indicate that hyaluronic acid ester solutions can form a weak gel network. The rheological :
properties of HA derivatives changed significantly compared to HA solutions. The improved clasicity
and residence times of these solutions expand the possible applications of hyaluronic acid in the

biomédical higld,

Key words: Hyaluronic acid; hyaluronic acid derivatives: rheology: viscosity; viscoelasticity; concen-
1ration; lemperature; nelwork,
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HYALO GYN°

Product Information

HYALO GYN® is a clear, colorless gel with strong hydrating properties that containg
Hydeal-D®, a hyaluronic acid derivative. Hyaluronic acid occurs naturally in the body
and is responsible for maintaining a correct level of hydration in body lissues.

Composition

Principal compenent: Hydeal-D® (hyaluronic acid derivative)

Other components: Propyiene glycol, carbomer {Carbopol 974P), methyl p-hydroxy-
benzoate, propyl p-hydroxybenzoate, sodium hydroxide, and purified water.

Indications for Use

HYALO GYN®is a personal lubricant, for penile and / or vaginal application, intended
lo moisturize and lubricate, to enhance the ease and comforl of intimate sexual actitity
and supplement the body's natural lubrication.

This product is compatible with condoms: lubricaled/non-lubricated latex, lubricated
polyurethane, lubricated natural skin. :

Contra-indications
Proven individual hypersensitivity towards the product.

Warnings and Precautions

1. In cases of vaginal infection, consult your doctor before using the product.

2. The product can be used during menstruation and does not influence the results
of gynecological tests.

3. Each applicator s for single use only.

4. If the packaging proves to be damaged, do not use the product.

5. Keep out of reach of children.

6. Keep in a cool, dry place {<40°C).

7. Do not use the product after the expiration date shown on the packaging.

8. If irritation occurs, discontinue use and see a doctor.

9. This is not a spermicide.

l 10. Slippery, avoid spill. :
- 11. Safety and effectiveness of this product has not been evaluated in preghant women.

Directions for Use .o

Each package contains 10 single-use applicators consisting of a piston, and one
opaque plastic plunger. .

tua
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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. Screw the applicator {complete with plunger) onto the opening of the tube,

. Pull the plunger back until the piston is aboul halfway up the applicator.

. Squeeze the tube and fill the applicator up to the piston.

. Unscrew the applicator from the tube and, after thoroughly washing your hands and
the area around your vagina, insert it into the vagina while assuming a crouching
or supine (laying down} position.

. Push the plunger until ali the gel has been expelled.

6. Extract the applicator. The applicators are for single use only and must be discarded

afler use. .

7. In cases of severe dryness, it is advisable to expel a smail amount of gel from

the applicator before use, so that the tip is lubricated before being introduced

into the vagina.

W -

(4]

Frequency of use

The frequency with which the product should be used depends on how dry the
vaginal mucosa is. One application every three days for a period of thirly days is
recommended, unless otherwise recommended by your health care provider.

Manufactured by

Fidia Farmaceutici S.p.A.

Via Ponte della Fabbrica 3/A
35031 Abano Terme (PD} - ltaly

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

{ €O
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BOX LABELING

DBE64550482.1

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

DB1/64550482.1

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



Records processed under FOIA request 2016-3320; Released on 2/12/2019

+ +

HYALO GYN® —

Vaginal lubricating gel
containing Hydeal-D*

30 g tube

How to use Screw the single dose applicator {complete with plunger)}
onto the opening of the tube and filf the applicator up 1o half-way.
After thoroughly washing your hands and the area around your vagina,
insert ge! into the vagina by pushing down on the plunger while
assurning a crouching or supine {laying down) pesition.

Keep in a cool, dry place {<40°C).
KEEP QUT OF REACH OF CHILDREN.

Manufactured by Fidia Farmaceulici S.p.A.
Via Ponte della Fabbrica 3/A

Exp. date

Lot n.

35031 Abano Terme (PD} — ltaly

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



Records processed under FOIA request 2016-3320; Released on 2/12/2019

ATTACHMENT 8
Revised Indications for Use Statement
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Indications for Use

510(k) Number K 094039
(if known):
Device Name: HYALO GYN®

Indications for Use: HYALO GYN is a personal lubricant, for penile and/or vaginal
application, intended to moisturize and lubricate, to enhance the ease and
comfort of intimate sexual activity, and supplement the body’s natural
lubrication. This product is compatible with condoms: lubricated/non-
lubricated latex, lubricated polyurethane, lubricated natural skin..

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 IF NEEDED

Concurrence of CDRH, Office of Device Evaluation (ODE)

DB1/64550482.1

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

377
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Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Farm Approved: OMB No. 0910-0120; Expiralion Dale: 8131110

Department of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
(To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when subrmitting a 510{k) thal refer-
ences a nationat or international standard. A separate repor is required for each standard referenced in the 510(k).

TYPE OF 510{K) SUBMISSION
L?j Traditional !:] Special D Abbreviated

STANDARD TITLE®
ASTM D3492-03 (2003) Standard Specitication for Rubber Contraceplives {(Mate Condoms)

Piease answer the following questions Yes No

15 this standard 1ecognized by FDAZ? ....cooorovevsersseenssersressnssessconessseonsssmeeesoesssescscoss W £

FDA RECOGMUION MUMDET ..ot ssres s st 4 9-56(2008)

Was a third party laboratory responsible for testing conformily of the device to this standard identified

0 TRE STOUK)? covvvvvveeessssseeenesseers s tess s esems e em e s8R O

fs a summary report* describing the extent of conformance of the standard used included in the

SHOKY? 1rvereevesveveoseeose e e e RSB O

If no, complete a surmmary report table, )

Does the tesl data for this device demonstrate conformily to the requirements of this standard as it

PEILAINS 10 NS BBYIERT . .oovovvcvvvesssseosssamsmmmssmreemrsosssssrssisss s oo O

Does this standard include acceplance Crteria? .........ooov e e ¥4 O

If no, include the results of tesling in the 510(k).

Does this standard include more than one optian or selection of LESIS? oot ] ¥

If yes, reporl oplions selected in the summary report table.

Were there any deviations or adaptations made in the use of the StaNdard? ..., ]

if yes, were deviations in accordance with ithe FDA supplemental information sheel (SIS)57 .............. & 0O

Were deviations or adaplations made beyond what is specified in the FDA SIS? ... ] )

If yes, report these deviations or adaptations in the summary report table. '

Were there any exclusions from 1he SIandard? ... il W3]

If yes, report these exclusions in the summary report table.

Is there an FDA guidance® lhat is associated with this SIanBard? ... O |
o 0O

if yes, was the guidance document followed in preparation of this SAOK? oot

Title of guidance: e e een e e

* The formalting convention for the title is: [SDO) {numeric idenlifier] cortification body involved in conformance assessment 1o Lhis
[title of slandard] [date of publication] standard. The summary report includes informalion on all standards
? Autharity [2¢ U.S.C. 360d). www.Ida.govicdrivsidsprog.him! uliized guring the development of the device.

3 hitp:twvrn. aceessdala.fda. goviscriptsicdrhicidocsiciStandarass 3 The supplemental information sheet (S1S) is agditional inio:mation
search.cfm which is necessary before FDA recognizes the standard. Found at

* The summary reporl shoutd include: any adaptations used to adapt htip:ivawvvi.accessdata. da.goviscriptsicdihicidocsiciSiandards!

lo the device under review (for example, allernalive 1est maothoeds), scarch.th ]
choices made when oplions or a seleclien of methods are described: £ The online search for CDRH Guidance Documents can be lound at

deviations {rom the standard; requiremenis rot applicable to the vevew Ida,govicdrhiguidance himi
device; and the name and address of the tes! laboratory of

FORM FDA 3654 (9/07) Page 1 P Guaptess 1 301) 445000 LY

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

199
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. "EXTENT OF STANDARD CONFORMANCE
' " 'SUMMARY REPORT TABLE

STANDARD TITLE

CONFORMANCE WITH STANDARD SECTIONS®

SECTION NUMBER SECTION TITLE CONFORMANCE?
TJves [iNo [Inia

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER | SECTION TiTLE CONFORMANCE?
[Oves [Cno [Dwm

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER | SECTION TITLE ' _ CONFORMANCE?
Mives Tino Ditwa

TYPE OF DEVIATION OR OPTION SELECTED®

DESCRIPTION

JUSTIFICATION

* For completeness list all sections of the standard and indicate whether conforiance is mel. If a seclion is not applicable (N/A)
an explanation is needed under “justification.” Some standards include oplions, so similar lo deviations, the oplion chosen needs
to be described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of
options selected when following a standard is required under "iype of deviation of option selecled,” “descriphion” and “juslifica-
tion” on the reporl. More lhan one page may be necessary. ’

* Types of deviations can include an exclusion of a section in the slandard, a deviation brought out by the FDA supplemental
information sheel (S1S), a deviation to adapt the standard lo the device, or any adaptation of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is cstimated to average 1 hour per response, including the
time Yor reviewing instructions, searching existing data sourecs, gathering and maintaining the dma needad, and
completing and reviewing the collection of information. Scad comments regarding this burden estimale or any other
aspect of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health
1350 Piccard Drive
Rockville, MD 20850

An ageney may nol conduct or SpoNsor, and @ person is nof reguirved 1o respond to, a eollection of information
wdexy it displays a corvently valid OMB control manber:

FORM FDA 3654 (9/07) Page 2

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

160
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1\

Form Appraved: OM8 No. 0910-0120: Expiration Date: 8/31110

Department of Health and Human Services
Food and Drug Adminislration

STANDARDS DATA REPORT FOR 510(k)s
{To be filled in by applicant)

This report and the Summary Report Table are to be completed by the applicant when submitting a 530(k) that refer-
ences a nationa! or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSICN
@ Traditional E] Special

] Abbreviated

STANDARD TITLE'

1SO 10993-1 (2003) Biclogical evaluation of medical devices - Part 1 Evaluation and testing

Please answer the following questions Yes No

Is his standard recognized by FDAZ? e [T s vy O

FDA RECOGNIION NUMDETD . eovcoocrvomueotsssssorees st srsscasssn oo oS 20T s e §2-98 R

Was a third party laboratory responsible for testing conformity of the device 1o this standard identified )

0INE BO{KY? w.oveereeoees oo sse e e O

fs a summary report® describing the extent of conformance of the standard used included in the

R 101073 S e —————————————— g e s ]

If no, complete a summary report table.

Does e lest data for this device demonstrale conformity to the requirements of this standard as it

DENLBINS 10 RIS DEVICE? - eversrer oo s e S S ]

Does this standard include acceptance criteria? ... S U U ORI ] 0

1f no, include the resulls of testing in the 510(k).

Does this standard include more than one option or selection of BESIST oo ¥4 (1

if yes, report options selected in the summary report table,

Were there any devialions or adaptations made in the use Of the SEANAATA? ..vvoeevoeeeeesressresseenres L %]

1f yes, were deviations in accordance with the FDA supplemental information sheet (§18)57 ... 1 03

Were deviations or adaptations made beyond what is specified in the FDA SIS7 oooooocociniccniccisiriinns a0

If yes, report these geviations or adaptations in the summary repori table.

Were there any exclusions from the SERGard7 ... i 0 ¥

if yes, report these exclusions in the summary report table.

Is there an FDA guidance® that is associated wilh this standard? ..o e O i/
1

If yes, was the guidance document follawed in preparation of this STOK? L. [l

Tille of guidance: __

1 The formatting convenlion for the Litle is: {800} [humeric identifier)
ftite of standard] [date of publication]

2 authority 21 U.5.C. 360d]. www.fda.govicdrhisidsprog.himl

3 hll;::f.’wv.vw.accessdaia.rda.govlscripls.’cdrhlcidocslclsmndardsf
search.cim

* The summary repor} should include: any adaplalions used 1o adapl
to the device under review {for example, ailernalive test melhods},

dewvialions fram the standard; requirements not applicable 1o the
device: and the name and address of the test laboratlory of

choices made when options or a sefection of methods are described;

cerlification body involved in conformance assessment to 1his
standard. The summary repori inchules information on all standards
ulilized guring the development of the device.

s The supplemental information sheet (SIS) 1s addilionp! information
which is necessary before FDA recognizes the standard. Found at
hitp:fivevay atcessdaia. fda.gowscripisicdrhicidocsiciSiandards/
search.clm

& The online search for CDRH Guidance Documents can be feund at
wiww.fda.govicd iiguidance himf

FORM FDA 3654 (9/07}

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

Page 1 . BC Grapns 1K) W 0B LF
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- EXTENTOF STANDARD CONFORMANCE ~, """ Lo
T SUMMARY REPORTTABLE ~© S .

STANDARD TITLE
iSO 10993-1 {2003) Biological evaluation of medical devices - Part 1: Evaluation and testing

CONEORMANCE WITH STANDARD SECTIONS®

SECTION NUMBER SECTION TITLE CONFORMANCE?

4.2 Catcgorization by nature of body contact Fives [ino lnua-

TYPE OF DEVIATION OR OPTION SELECTED”
Option selecled: 4.2.2 Surface-contacting devices - Skin and mucosal membranes

DESCRIPTION
Test was performed on the final product on {he basis of the nature, degree, duration, frequency. contact 1o human,

JUSTIFICATION
The sclection and evatuation of any material or device intended lor use in humans requires a structured programme of assessment

CONFORMANCE?

SECTION NUMBER SECTION TITLE
[ves [ne [Dwma

TYPE OF GEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

CONFORMANCE?

SECTION NUMBER SECTION TITLE
ﬁ Yes f_=_ No E} NiA,

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

* For completeness lisl all seclions of the slandard and indicate whelher conformance is mel If a sectiop is not applicable (N/A}
an explanation is needed under “justificalion” Some standards include oplions, so similar 10 devialions, the oplion chosen needs
to be described and adequately justified as appropriate for Ihe subject device. Explanalion of all devialions or description of
options selecled when ioflowing a standard is required undes “lype of deviation or option selected,” "description” and “justifica-
tion” on the reporl. More than one page may be necessary. ’

* Types of deviations can include an exclusion of a section in the standard, a deviation broughl oul by the FDA supplemental
information sheet (S15), a deviation 10 adapt the standard 1o the device. of any adaptalion of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated 1o average 1 hour per response. including the
time for reviewing instructions, searching existing data sources, gathering and maimaining the data needed, and
completing and reviewing the collection of information. Send commems regarding this burden estimate or sny other
aspeet of this collection of information, including suggestions for reducing this burden, to:

Center for Devices and Radiclogical Health
1350 Piccard Drive
Rockville, MD 20850
An agency way nol conduct or sponsor, and a person is ant reguired i respond 1o, @ collection of information
wnless it displays o currently valid OMB contral munber:

FORM FDA 3654 {9/07) Page 2

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

(Fo
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Form Approved: OMB No. 0910-0120; Expiration Date: 8/31/10

Depariment of Health and Human Servif:es
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
{To be filled in by applicant)

This report and the Summary Report Table are o be completed by the applicant when submitting a 510(k) thal refer-
ences a nalional or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510{K) SUBMISSION
7] Traditional {7 special ] Abbreviated

STANDARD TITLE *
150 10993-5 (1999) Biological evaluation of medical devices - Part 5: Tesis for in vitro Cylotoxicity

Please answer the following questions Yes No

IS this S1aNdard recogIZEd DY FDAZ? .....c..cuuerereeeeeesreessmsisassrssssssios s sesssssnes st sesnssessesnsese e vi O
i

FDA Recognition number? ..o, S U U UUURT O #2:64 e

- Was a third party laboralory responsible for testing conformity of the device to this standard identified
I IRE ST0(KY? oomeecteeeaetresesesreemcscseemsaebs bbb RE ot b0 eS8 S

2

Is 2 summary report* describing the extent of conformance of the standard used included in the
BHOMKY? e evrvvoveneessssremsssessmsseserececeon e e e bR 0 W
If no, complete a summary reporl lable, ‘

Dees the test data for this device demonstrale conformily to the requirements of this standard as it

PEFAING 10 TS TBVICET ...ooooooo et S £l

Does lhis standard include a6ceptance CrHETIAT ..ol ¥ ]

If no, include the resulls of testing in the 510(k). '

Does this standard include more than one gption or selection of tests? ..o ¥ O

If yes, report options selected in the summary report {able. :
Were there any deviations or adaptations made in the use of the SEANGAA? oo gJ i)
If yes, were deviations in accordance with the FDA supplemental information sheet (SIS}3? . O O

Sr

Were deviations or adaptations made beyond what is specified in the FDA SIS? ..o (J
if yes, report these deviations or adaptations in the summary repori table.

Were there any exclusions from the SNAATTT ... s O &
If yes, report these exclusions in the summary report table.

Is there an FDA guidance® that is associated wilh this standard? ... O
If yes, was the guidance document followed in preparation of this R0 OO B

N

_Ti!Je of guidance:

t The formalting convention for the litle is: [SDO] [numeric identilier) cerlification body involved in confarmance assessment Io this
[tilte ot standard) [date of publicalion} standard, The summary repori includes information on all standards
? Authority [21 LLS5.C. 360d], www.[da.govicdrhisldsprog.htmi ulilized during the development of Ine device.
3 http:mev.access'dala.lda.govfscripis.'cdrhrcmccstctsmndardsf * The supplemental information sheet {S1S) is additional information
. search.cim which is necessacy belfore FDA recognizes the standard, Found ok
1 The summary repost should include: any adaptations used 1o adapt hilp:/ivevav.accessdala . [da. goviscripisicdrhrcidocsiefStandardss

lo the device undet review (for example, allarnative 1esl methods): search.f:fm 5 _
choices made when oplions or a seleclion of methods are desciibed: € The online seasch lor CORH Guidance Documents can be lound at

deviations from the siandard; requirements nol applicable lo the www.lda.govicdrh/guidance.himl
device: and the name and address of the lest laboratory or

FORM FDA 3654 (9/07) ' Page 1 PSE Goaghais 001 U000 BF

163

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gbv or 301-796-8118
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"EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD THLE
150 10993-5 (1999) Biological cvaluation of medical devices - Part 5: Tests for in vitro Cylotoxicity

CONFORMANCE WITH STANDARD SECTIONS”

SECTION NUMBER SECTION TITLE . CONFORMANCE?
43 Preparation of material for direct-contact tests - Vlves [ime [Ina

TYPE OF DEVIATION OR OPTION SELECTED*

Option sclected: direel-contact Lest

DESCRIPTION
Direct deposition of the device

JUSTIFICATION
Type of 1est selected on the basis of physical-chemical characieristics ol the device

SECTION NUMBER [ SECTION TITLE CONFORMANCE?
Cives [ino [Ctwa

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTIONTITLE CONFORMANCE?

Cives [ino [ltwa

TYPE OF DEVIATION OR OPTION SELECTED*

PESCRIPTION

JUSTIFICATION

* For completeness list all sections of the slandard and indicale whelher conlormance is met. if a section is not applicable (N/A)
an explanation is needed under -juslification.” Some standards include oplions, so similar to devialions, the option chosen needs
1o be described and adequately juslified as appropriate for the subject device. Explanation of all deviations or description of
options setected when following 2 standard is required under “lype of devialion or oplion selected,” "description” and “justifica-
lion™ on the report. More than one page may be necessary.

* Types of deviations can include an exclusion of a sectien in the standard, a devialion brought out by the FDA supplemental
information sheet {SiS), a devialion to adap! the stangard lo the device, of any adaptation of a seciion.

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is cstimated 1o average | hour per respense, including the
time for reviewing instructions, scarching existing data sources, gathering and maintaining the data necded, and
completing and reviewing the collection of iuformation. Send comments regarding this burden cslimaic or any other
aspect of this collection of infarmation. including suggestions for reducing s burden, to:

Center for Devices and Radiotogicai Health
1350 Piccard Drive
Rockville, MD 20830

An agency may nol conduct or sponsar, arel @ person is noi reguired to respond to, a colleetion of information
witless it displays o cirvenily vatid OMB control number.

FORM FDA 3654 (9/07) Page 2

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

oy
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Form Approved: OMB Mo 0910.0124; Expiration Date: B/31/10

Depariment of Health and Human Services
Food and Drug Administralion

STANDARDS DATA REPORT FOR 510(k)s
{To be filled in by applicant)

This report and the Summary Report Table are to be completed by Ihe applicant when submitling a 510{(k} that refer-
ences a national or international standard. A separate report is required for each slandard referenced in the 510(k).

TYPE OF 510{K) SUBMISSION
/1 Traditionat [ speciat ] Abbreviated

STANDARD TITLE® )
SO 10993-10 (2002) Biclogical evaluation of medical devices - Part 10: Tests for irritation and delayed-type hypersensitivity

Please answer the following questions Yes No
I5 this $12ndard recogNIZEA BY FDAZ? ..cooooovooeeeeeee oo s s eaessssasssssssesssisssersssssessessrsssmssenssnsnsnnene W0 L)
FDA RECOGMION NUMBETY ...ttt et e stk e s b o s 287

Was a third party laboratory responsible for tesling conformily of the device 1o this standard identified
I A0@ SA(KY? oo eser oo eeeees s sseemsse et sttt ressesresiaresssesscnconncnne 00 L)

Is a summary reporl* describing the extent of conformance of the standard used included in the

SHO(KY? <. vemeoes oo verevessesomesmans e oo oo s essmss s oA R M O

If no, complete a summary report table.

Does the lest data for this device demonstrate conformity to the requirements of this standard as it

PEFEING 10 ThiS GEVICE? «-..couueriirmeircssmuiirsresios st 0
Does this standard include acceplance Criteria? .........occoevioiveeerooeeeeeeeeeeeeee e e, i/ O
If no, include the results of testing in the 510(k).
Does this standard include more than one oplion or selection of 1esIS? ... i O
If yes, report oplions selected in the summary report table. '
Were there any deviations or adaplations made in the use of the standard? ................ . il A
if yes, were devialions in accordance with the FDA supplemental information sheet (SIS)5 P e L [
Were devialions or adaptations made beyond what is specified inthe FDASIS? ... 1 [/
if yes, repor! these deviations or adaptations in the summary report lable.
Were there any exclusions from the standard? .........cceveiinemi s O ¥
If yes, report these exclusions in the summary reporl table. '
{s there an FDA guidance® that is assoclated with this standard? ... L Wi
if yes, was the guidance document followed in preparation of this ST0K? ... 0] O
Titleofguidance: . _ ..

1 The farmatiing convention for the tille is: (SDO} {numeric identifier] certification body invt;lved in conformance assessment o this

standard: The summary report includes inlormation on all siandards
utitized durzing the development of the device.

5 The supplemenial information sheel (SIS} is additional information
which is necessary before FDA recogmizes the standard. Found at
hitp:ihenww. accessdata.fda .goviscripls/cdrh/cidocs/ciStandasds!
search.cfm

& The online search for CDRH Guidance Documenis can be found a1
vrvew fda.govicdih/guidance him)

{title of standard] [date of publication]

? puthority [21 U.S.C. 360d}, www.ida.govicdrh/sidsprog.himl

3 hitp:/iwwav.accessdala. fda_gov/scripts/cdrh/ctdocs/ciSlandards/
search.ctm

4 The summary report should include: any adaplalions used 10 adapt
to the device under review (for example, allernalive test melhods).
choices made when oplions or a selection of methods are described,
daviations from the slandard; requitements nal applicable to Ihe
device: and the name and address of the test laboratory or

FORM FDA 3654 {9’07) Page 1 PG 0api 1 32) dE 0k

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



Records processed under FOIA request 2016-3320; Released on 2/12/2019

EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE .
1SO 10993-18 {2002) Biolopical cvaluvation of medical devices - Part 10: Tests for irriation and delayed-lype hypersensitivity

CONFORMANCE WITH STANDARD SECTIONS®

CONFORMANCE?

Vives [dno [CInm

SECTION NUMBER SECTION TITLE
6 Irritation 1815

TYPE OF DEVIATION OR OFTION SELECTED*

Option selected: 6.3 Animal skin irritation test

DESCRIPTION
Repeated-exposure test

JUSTIFICATION
10 assess the woterability of the device after repeated topical administration

CONFORMANCE?

SECTION NUMBER | SECTION TITLE
Cives [no Tinva

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

CONFORMANCE?

SECTION NUMBER | SECTION TITLE
Flves Tine [inm

TYPE OF DEVIATION OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

* For compteleness list alt sections of the standard and indicale whether conformance is mel. Il a seclian is no! applicable (N/A)
an explanalion is needed undger "justilication” Some slandards inctude options, so similar to deviations, the oplion chosen needs
1o be described and adequately justified as appropriate for the subject device. Explanation of all deviations or description of
options selecled when [ollowing a standard is required under “lype of deviation or oplion selecled.” “descriplion” and “justifica-
tion™ on the reporl. More than one page may be necessary.

+ Types of devialions can include an exclusion of a section in the standard, a deviation brought oul by the FDA supplemental
information sheet ($1S). a deviation lo adapl the standard 1o lhe device, or any adaplalion of a section.

Paperwork Reduction Act Statement

Public reporting burden for this collcction of information is estimaied to average | hour per response, inciuding the
time for reviewing instructions, scarching exisling data sources, gathering and maintaining the data aceded, and
completing and reviewing the colicetion of information. Send comments regarding this burden cstimate or any vther

aspect of this collection of information, including suzgestions for reducing this burden, 1o:

Center for Devices and Radiotogical Health
1350 Piccard Drive
Rockvilic, MD 20850

AAn agency piay nof conduct or sponsor, and a person is not veguired o vespond (o, collection of informarion
unfess it displays o currenth valid OMB control number.

FORM FDA 3654 (9/07) Page 2

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA request 2016-3320; Released on 2/12/2019

Form Approved: OMB No. 0910-0120; Expiration Date: B/31/10

Depariment of Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)s
{To be filled in by applicant)

This report and the Summary Report Table are lo be completed by the applicant when submilting a 510(k) that refer-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE OF 510(K) SUBMISSION
V_'J Traditicnat D Special D Abbreviated

STANDARD T{TLE'
1SO 1099310 (2002) Biological evaluation of medical devices - Part 10; Tests for irritation and delayed-type hypersensitivity

Please answer the following questions Yes No
Is this standard recognized by FOAZY ... e e ess s oereeer e nsr e 7 D
4 2-87

FDA RECOGNIION IUMBET Y ..o reicreeries st s s Rt L —

Was a third party laboratory responsible for tesling conformity of the device to this standard identified
TG ST0(K)? 1ovvrreeeessvassosoeeresmeseesessss e e R

Is a summary report? describing the extent of conformance of the slandard used included in the

SI1O(KY? oo oo e M O

if no, complete a summary report table.

Does the test data for this device demonstrate conlarmily to the requirements of ihis standard as it

T £}
Does this standard inCIude BCCEPIANCE CHILBIIAT ... . riwreeemmissesssrissses e M 0O
if no, include the results of testing in the 510(k).

Does this standard include more than one option or selection of teSIS? ... ¥, [l
If yes, report options selected in the summary report table.

Were there any devialions or adaptations made in the use of the SEANAAIA? oo e C W4
if yes, were devialions in accordance with the FDA supplemental information sheet (SIS)2 7 e O O
Were deviations or adaplations made beyond what is specified in the FDA 8157 ... O ¥
if yes, report these deviations or adaplations in the summary report table.

Were there any exclusions from the SLANGAITT ... s O

If yes, reporl these exclusions in the summary report lable.

Is there an FDA guidance® that is associated with this SIANDATOT ..o i e et e e O
if yes, was ihe guidance document followed in preparation of this BAOKT oo vcairieee e baneia s U

BN

Title of guidance:

cerlification bady invoived in conformance assessment 1o this
standard. The summary reporl includes infarmalion on atl standards
ulitized during the development ol the device.

 The supplemental information sheel (818} is additional infor maticn
search.clm which is necessary before FDA recognizes the standard. Found al
+The summary reporl shauld include: any adaplalions used 1o adapl hllp:.’f\-mw.accessdala,rdn.govfsci|pxsrcdrhfcfdocsfcismndards.'

o lhe device under reviews {1or example, altarnalive lest methods); search.clm

choices made when oplions of a seleclion of mathods are described: ¢ The online search lor CORH Guidance Bocuments ¢an be found at

devialions from Ihe standard; requirements nol applicable 1o the www.[¢a.govicdrhiguidance. mml

device: and lhe name and address of the tesl laboratory ar

FORM FDA 3654 (9!07) Page 1 P Gnptas Oty e EF

' The formatting convention for Ihe title is: [SDO] fnurmeric identifier)
{itte of standard] [date of publication]

2 Authority [21 1.S.C. 3604, wvw,ida.govicdrhvsidsprog.him!

3 hnp:n'!w\-m.accessdala.I'da.govrscripls.'cdrh.'.cfdocsfcrslandmdsf

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA request 2016-3320; Released on 2/12/2019

EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE ,
ISO 10993-10 (2002) Biclogical cvaluation of medical devices - Part 10: Tests for irritation and delayed-type hypersensitivity

CONFORMANCE WITH STANDARD SECTIONS®

SECTION NUMBER SECTION TITLE CONFORMANCE?
7 Delayed hypersensitivily tests Wlves [InNo [l

TYPE OF DEVIATION OR QPTION SELECTED®

Option: 7.4 Maximization test for defayed hypersensitivity

DESCRIPTION
Test was eonducled according to 7.4

JUSTIFICATION
10 assess Lhe cutancous aliergenic potential of the device

SECTION NUMBER | SECTION TITLE CONFORMANCE?
Clves [Tino Cinia

TYPE OF DEVIATION OR OPTION SELECTED®

DESCRIPTION

JUSTIFICATION

CONFORMARNCE?

SECTION NUMBER | SECTION TITLE
Flves [ino LjNA

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

* For completeness list all seclions of the standard and indicale whelher conformance is meL. If a section is not applicable {N/A)
an explanation is needed under "justification.” Some standards include oplions, so simitar lo devialions, the option chosen needs
to be described and adequately justified as appropriale for the subjec! device. Explanation of all deviations or description of
oplions selected when lollowing a standard is required under “type of devialion of oplion selected.” "descriplion” and “justifica-
tion" on the reporl. More than one page may be necessary.

* Types of deviations can include an exclusion of a section in the standard, a deviation broughl out by the FDA supplemental
information sheet {SIS), a deviation to adapt the standard to the device, or any adaplation of a section.

———

Paperwork Reducetion Act Statement

Public reporting burden for this collection of information is cstimated to average 1 ROUF peT FESPONSE. including the
time for reviewing instruclions, searching existing data sources, gathering and maintaining the data needed. and
completing and reviewing the collection of information. Send comments regarding this burden cstimate or any other
aspect of this collection of infarmation, including suggestions for reducing this burden, to:

Center for Devices and Radiological Healih
1350 Piccard Drive
Rockville, MD 20830

An agency miy Aol conduct or sporson, and o person i not reguived o respond 10, a collection of information
wnless it displavs a curvenily valid OMB control number.

FORM FDA 3654 {9/07) Page 2

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Records processed under FOIA request 2016-3320; Released on 2/12/2019

Foren Approved: OMB No. 0910-0120; Expiration Date: 8/31/10

Department ol Health and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(K)s
{To be filled in by applicant)

This report and the Summary Report Table are lo be completed by the applicant when submilting a 510(k} thal refes-
ences a national or international standard. A separate report is required for each standard referenced in the 510(k).

TYPE QF 510{K) SUBMISSION
m Tradilional E Special i D Abbreviated

STANDARD TITLE®

1SO 10993-11 (2004) Biological evaluation of medical devices - Pan § 12 Tesls for sysiemic toxicity

Piease answer the following questions Yes No
ts this standard recogized bY FDAZ? ... ..o mmmmrmmmmremmsnerrrecescsissssss e sasiss st s s v O
FDA Recognition NUMDBEE ... ..o oo e s b e #2118 (2006)

Was a third party laboratory responsible for testing conformily of the device to this standard identified

I EDE SEO{K)7 o-erevcvraerensmsesn e remsescedebsesberR s 1R SR b
ts a surnmary report® describing the extent of conformance of the standard used included in the

BAO(KN? weereretsresesssrenssenseerasermmesesesnisess s saeres ; ¥ N

if no, complete a summary report lable.

Daes the lesl data for this device demonstrate conformity to Ihe requirements of this slandard as it

pertains {0 this JBVICE? ... et ()

Does lhis standard include acceptance criteria? e oo bttt e W ]

1f no, inciude the results of testing in the 510(k}.

Does this standard include more than one oplion or seleclion of teSIS? ... 1 J

if yes, report options selected in the summary report lable.

Were there any deviations or adaptations made in the use of the standard? ..., U VIS
If yes, were devialions in accordance with the FDA supplemental information sheet (S1S)57 ............ 1 O

Were deviations or adaptations made beyond what is specified in the FDASIS? ... O V|

If yes, report these deviations or adaptations in the summary report table.

Were there any exclusions from the StaNUArd? ... s O V3|

Il yes, report these exclusions in the summary report table.

Is there an FDA guidance® that is associated WAL LIS SEANAAMAT ...t e J Vi

if yes, was the guidance document foliowed in preparatian of this BAOK? oo crr s e O O

Titte of guidance:

' The formatting convention for the tile is: [SDO] |numeric identifier) certification body involved in conformance assessmend to this
[tilla of standard] [dale of publicalion] standard. The summary report includes inlormation oo all standards
* Authorily [21 U.S.C. 360d), www.da.gov/cdrsidsprog.himl utilized during the cevelopment of the device.

! hitp:/hwwiv.accessdata.fda.goviscriptsicdrhicidocs/clSlandards/ * The supplemental information sheel (SIS) is addilional information
search.clm which is nccessaty before FOA recagnizes the standard. Found al

- 4 The summary report should inchide: any adaplations used to adap! hip:ihvav.accessdata.lda.goviscriplsicdrhicidocs/ciStandards/

lo the device under review (for example, alternative test methods); search..c!m i
choices made when oplions or a seleclion of methods are described: ¢ The online search for CDRK Guidance Documents can be found at

dewviations from the standard; reguirements not applicable 1o the www.lda.govicdrhiguidance. html
device; and the name and address of tha les! laboratory or

FORM FDA 3654 (9/07) Page 1 A izapaas (300) 4051050

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

LY
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EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORTTABLE

STANDARD TITLE
150 10993-11 (2004) Biclogical cvaluation of medical devices - Part 11: Tests for syslemic toxicity

CONEORMANCE WITH STANDARD SECTIONS®

SECTION NUMBER SECTION TVTLE CONFORMANCE?

6.5 Acute systemic toxicity Fives [ino [ lwa

TYPE OF DEVIATION OR OPTION SELECTED*

Option sclected: Acute intraperitoncal application

DESCRIPTICN
Intraperitoncal injection of the device

JUSTIFICATION
“This route of administration provides information about hazard assessment

CONFORMANCE?

Clves [ino irea

SECTION NUMBER SECTION TITLE

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

CONFORMANCE?

SECTION NUMBER SECTION TITLE
i ves . Cine i nia

TYPE OF DEVIATION OR OPTION SELECTED*

DESCRIPTION

JUSTIFICATION

* For completeness list all seclions of the slandard and indicate whethet conformance is mel. If a section is nal applicable {N/A)
an explanation is needed under “juslification.” Some standards include options, so similar lo devialions, the oplion chosen needs
10 be described and adequately justified as appropriale for the subjecl device, Explanation of all deviations or descriplion of
options selected when following a standard is required under "type of devialion or oplion selected.” “description” and “justifica-
lion” on the report. More Lthan one page may be necessary.

* Types of devialions can include an exclusion of a section in the standard, a deviatian brought out by lne FDA supplemental
informalion sheet (31S), a deviation to adap! the standard to the device, or any adaplation of a seclion,

—

Paperwork Reduction Act Statement

Public reporting burden for this collcetion of information is estimated fo average | hour per response, including the
time for reviewing instructions, searching existing daia spurces, gathering and maintaining the dota needed, and
completing and revicwing the collcction of information. Send comments regarding this burden estimate or any other
aspect of this colicetion of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health

1350 Piccard Drive

Rockvillc, MD 20830

A agency iy #ot conduct or sponsor, anrd @ person iy not required to respomd to, a collection of information
undexy it displays a crrremly valid OMB comtrod mumher.

FORM FDA 3654 {9/07) Page 2

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Form Approved: OMB No. 0910-0120; Expiration Date: 8/31/10

Depariment of Heallh and Human Services
Food and Drug Administration

STANDARDS DATA REPORT FOR 510(k)5
{To be filled in by applicant)

This report and the Summary Report Table are to be completed by lhe applicant when submitting a 510(k} that refer-
ences a nationa or international standard. A separate reporl is required for each standard referenced in the 510(k}.

TYPE OF 510{K) SUBMISSION
] Traditional [ speciat {7 Abbreviated

STANDARD TITLE®

1SO 10993-172 {2007) Biological evalvation of medical devices - Part 12: Sample preparation and reference materials

Please answer the following questions Yes No
IS this Standard recognized By FDAZT .o ..o ieeiesceoereeeeaassscereecssisssessss s st M O
g2-135

FOA RECOGIIION MUMDEIT L. tiiuerirmessees ettt sam s 0

Was a third parly labaratory responsible for testing conformity of the device to this standard identified
1 INE SFOK)Z wooevvves e o181 R v O

1s 2 summary report® describing the extent of conformance of the standard used included in the

GTO(K)T oo mre e ee oo oes o838 R & 0

If no, complele a summary report table.

Does the test data for this device demonstrate conformity to the requirements of this standard as it

PETLAINS [0 IS ABVICE? .ecrrervcreesseascereorissssssssssssssss e s emb st ss 2 bbb ] 0
Daes this standard include acCeptance CTteria? ... e [/ ]
If no, include the results of testing in the 510(k). ’
Does this standard include more than one option or selection of LESIS? e Vi O
it yes, report options selected in the summary report table.
Were there any deviations of adaptations made in the use of the standard?............cccccoeiveine, ] Vi
i yes, were deviations in accordance with the FDA supplemental information sheet (SIS)“ SR I 0
Were deviations or adaptations made beyond what is spec:iﬁed inthe FDA SIS? ecoreeercivvecerirsene L [/
if yes, report Ihese devialions or adaptations in the summary report lable.
Were there any eXCIUSIONS rOm the STANGATG? ... e s s O &
If yes, report these exclusions in the summary report table.
is there an FDA guidance® that is associated with this standard? ... J Wi}
If yes, was the guidance document followed in preparation of this 510k7 ... O ]
Title of guidance: -
* The formatling cenvention for the title is: [SDCJ [numeric identitier} cerlificaticn bedy involved in ¢conlormance assessmen ta this
[tite of standard) {dale of publication] standard. The summary report includes information on 2ll slandards

ulilized during the developmeni of the device.

s The supplemenlal information sheet [SIS) is additional information
which is necessary before FDA recogrizes the siandard. Found al
hip:therenv.accessdata.fda.goviseriptsicdrbicidocs/ciStandardst
search.cim

& The online search for CORH Guidance Documerts can be found at
veww.fda.govicdrhiguidance.nimt

? authorily [21 U.S.C. 360d], www.lda.gov/cdivsidsprog.sim)

3 mlp:lfwm-r_accessdma.lda.govrscripls.'cdrNc!dochchlanda:dsJ
search.cim

1 The summary reporl should include: any adaptations used to adapl
1o the device under review {for example, allernalive lest methods);
choices made when oplions or a selection of methods are described:
deviations from the standard: requirements nol appticable 1o The
device: and the name and address of the les1 laboraiory or

FORM FDA 3654 (9!’07) Page 1 [ PEEORIE - ERLSE B A

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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" EXTENT OF STANDARD CONFORMANCE
SUMMARY REPORT TABLE

STANDARD TITLE .
[SO 10993-12 (2007) Biclogical cvaluation of medical devices - Part 12: Sample preparation and reference materials

CONEORMANCE WITH STANDARD SECTIONS”

SECTION NUMBER SECTION TITLE COMNFORMANCE?
10 Preparation of extracl samples Vlves Do nm

TYPE OF DEVIATION CR OPTION SELECTED *

Option sciccied: estimation in exaggerated-use conditions or risk assessment in actual use

DESCRIPTION
Extraction method of the device

JUSTIFICATION
10 provide a measure of the hazard potential {for risk-estimaticn in exaggerated-use conditions) ol the device

SECTION NUMBER | SECTION TiTLE CONFORMANCE?
' Cives [ne [Chwa

TYPE OF DEVIATICN OR OPTION SELECTED *

DESCRIPTION

JUSTIFICATION

SECTION NUMBER SECTION TITLE CONFORMANCE?
t_.=_| Yes E No |_=_| NIA

TYPE OF DEVIATION OR OPTICN SELECTED *

DESCRIPTION

JUSTIFICATION

* For compieteness lisl all sections of the slandard and indicate whelher conformance is met. I a seclion is not applicable (N/A)
an explanation is needed under “justification.” Some standards include options, so similar o deviations, the option chosen needs
1o be described and adequately justilied as appropriate for Ihe subject device. Explanation of all deviations or descriplion of
options selected when jollowing a standard is required under “lype of devialion or option selected,” "descriplion” and “justifica-
tion" on the reporl. More Lhan one page may be necessary. .

* Types of deviations ¢an include an exciusion of a section in the standard, a deviation brought out by the FDA supplemental
information sheet (S1S), & deviation to adapl ihe standard 1o the devite, or any adaplation of a section.

————

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimiated to average 1 hour per response, including the
time for reviewing instructions, searching cxisting data sources, gathening and maintaining the data needed, and
completing and revicwing the collection of information. Send comments regarding this burden cstimate ot any other
aspect of this colleetion of information, including suggestions for reducing this burden, to:

Center for Devices and Radiological Health -
1350 Piccard Drive
Rockville, MD 20350

An agency may noi condct or sponsor. and a person is not required to respond io, o collection of infarntation
unless it displays @ currenily valid QMB control munther:

FORM FDA 3654 (9/07) Page 2

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

|7 2.





