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Ko51563
AUG 5 - 2005 /
510(k) Summary / 5
for

UGYTEX® Dual Knit Mesh

o
1. SPONSOR

Sofradim Production
116 Avenue du formans
01600 Trevoux

France

Contact: Christophe Cosson
Telephone: 33 (0)4 74 08 90 00
Facsimile: 33 (0)4 74 08 90 02

2. DEVICE NAME
Proprietary Name: UGYTEX® Dual Knit Mesh

Common/Usual Name: Surgical Mesh
Classification Name:  Surgical Mesh

3. PREDICATE DEVICES
Sofradim UGYTEX® Mesh K033376
4, DEVICE DESCRIPTION

The Sofradim UGYTEX® Dual Knit Mesh is a monofilament, polypropylene mesh
coated in the central portion with an absorbable hydrophilic film of porcine collagen.
The nonabsorbable, polypropylene mesh provides a long-term reinforcement for
support structures. The hydrophilic film minimizes visceral attachment to the mesh
which may occur during the healing process.

The UGYTEX Dual Knit Mesh will be offered in various configurations which may
include a rectangular sheet, anterior repair system and posterior repair system.

Sofradim Production 510(k) June 6, 2005
Sofradim UGYTEX® Dual Knit Mesh Appendix E « Page |
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5. INDICATIONS FOR USE 7//?/

The UGYTEX® Dual Knit Mesh is indicated for tissue reinforcement and long-
lasting stabilization of fascial structures of the pelvic floor in vaginal wall prolapse
where surgical treatment is intended Tither as mechanical support or bridging
material for the fascial defect.

6. TECHNOLOGICAL CHARACTERISTICS AND SUBSTANTIAL EQUIVALENCE

The UGYTEX® Dual Knit Mesh is substantially equivalent in material, function,
performance and design to the predicate UGYTEX® Mesh.

; 7. PERFORMANCE TESTING

The appropriate testing was performed to determine the performance characteristics
of the mesh. The test results showed that the Sofradim UGYTEX® Dual Knit Mesh
1 is substantially equivalent to the predicate device.

Sofradim Production 510(k) June 6, 2005
Sofradim UGYTEX® Dual Knit Mesh Appendix E « Page 2
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4 -/é DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

! Food and Drug Administration
AUG B - 2005 9200 Corporate Boulevard
Rockville MD 20850

Sofradim Production

c¢/o Pamela Papineau, RAC

Consultant to Sofradim Production . - e
Delphi Medical Device Consulting, Inc.

5 Whitcomb Avenue

Avyer, Massachusetts 01432

Re: K051503
Trade/Device Name: UGYTEX® Dual Knit Mesh
Regulation Number: 21 CFR 878.3300
Regulation Name: Surgical mesh
Regulatory Class: 11
Product Code: FTL
Dated: June 6, 2005
Received: June 7, 2005

Dear Ms. Papineau:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

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

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
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Page 2- Pamela Papineau, RAC

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0115. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). 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) 443-6597 or at its Internet address http://www.fda.20v/cdrh/dsma/dsmamain.html

Sincerely yours,

e

Mark N. Melkerson

Acting Director

Division of General, Restorative
and Neurological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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510(k) Number (if known):

Device Name: UGYTEX® Dual Knit Mesh

~ -

Indications For Use: _. . .. et

The UGYTEX Dual Knit Mesh is indicated for tissue reinforcement and long-lasting
stabilization of fascial structures of the pelvic floor in vaginal wall prolapse where surgical
treatment is intended either as mechanical support or bridging material for the fascial defect.

Prescription Use _ X 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 [F NECESSARY)

Concurrence of CDRH, Office of Device Evaluation (ODE)

/
(Division Sign-Off)
Division of General, Restorative,
and Neurological Devices

510(k) Number___[C 04 (03

Sofradim Production 510(k) June 6, 2005
Sofradim UGYTEX® Dual Knit Mesh Page vi
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s; -/é DEPARTMENT OF HEALTH & HUMAN SERVICES Pubtic Health Service

_ “ Food and Drug Administration
AUG 5 - 2005 9200 Corporate Boulevard
Rockville MD 20850

Sofradim Production

¢/o Pamela Papineau, RAC

Consultant to Sofradim Production. - s
Delphi Medical Device Consulting, Inc.

5 Whitcomb Avenue

Ayer, Massachusetts 01 432

Re: K051503
Trade/Device Name: UGYTEX® Dual Knit Mesh
Regulation Number: 21 CFR 878.3300
Regulation Name: Surgical mesh
Regulatory Class: 11
Product Code: FTL
Dated: June 6, 2005
Received: June 7, 2005

Dear Ms. Papineau:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration.

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

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation conirol provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
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Page 2- Pamela Papineau, RAC

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

If you desire specific advice for your device on our Jabeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0115. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). 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) 63 8-2041 or

(301) 443-6597 or at its Internet address http://www.fd.a.gov/cdrh/dsma/dsmamai’n.html

Sincerely yours,

ot Do

Mark N. Melkerson

Acting Director

Division of General, Restorative
and Neurological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure

FOI - Page 9 of 86



4

. 510(k) Number (if known):

Device Name: UGYTEX® Dual Knit Mesh

~ -

Indications For Use: _. . ..

The UGYTEX Dual Knit Mesh is indicated for tissue reinforcement and long-lasting
stabilization of fascial structures of the pelvic floor in vaginal wall prolapse where surgical
treatment is intended either as mechanical support or bridging material for the fascial defect.

Over-The-Counter Use

Prescription Use X OR
{21 CFR 801 Subpart C)

{Part 21 CFR 801 Subpart D)

{PLEASE DO NOT WRITE BELOW THIS LINE - CONTINUE ON ANOTHER PAGE IF NECESSARY)

Concurrence of CDRH, Office of Device Evaluation (ODE)

M Dok

(Division Sign-Off)
Division of General, Restorative,
and Neurological Devices

510(k) Number__ [ 05403

Sofradim Production 510(k) June 6, 2005
Sofradim UGYTEX® Dual Knit Mesh Page vi 5
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiclogical Health
Office of Device Evaluation
Document Mail Center (HFZ—401)
9200 Corporate Blvd.
June 09, 2005 Rockville, Maryland 20850

SOFRADIM PRODUCTION 510(k) Number: K{351503

C/0 DELPHI MEDICAL DEVICE CONSULTAN Received: 08-JUN-2005

5 WHITCCMB AVENUE Product: UGYTEX SUAL KNIT
AYER, MA 01432 MESH

ATTN: PAMELA PAPINEAU

The Food and Drug Administration (I'DA), Center for Devices

and Radiological Health (CDRH), has received the Premarket Notification you
submitted in accordance with Section 510(k) of the Federal Food, Drug, and
Cosmetic Act(Act) for the above referenced product. We have assigned your
submission a unique 510(k) number that is cited above. Please refer
prominently to this 510(k) number in any future correspondence that relates
to thie submission. We will notify you when the processing of your premarket
notification has been completed or if any additional information is required.
YOU MAY NOT PLACE THIS DEVICE INTC COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE
A LETTER FROM FDA ALLOWING YOU TO DO SO.

On May 21, 2004, FDA issued a Guidance for Industry and FDA Staff entitled,
"FDA and Industry Actions on Premarket Notification (510(k)) Submissions:
Effect on FDA Review Clock and Performance Assessment”"., The purpose of this
document is to assist agency staff and the device industry in understanding
how 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. Please review this document at
http://www.fda.gov/cdrh/mdufma/guidance/1219 html.

Please remember that all correspondence concerning your submission MUST be

sent to the Document Mail Center (DMC)(HFZ-401) at the above letterhead address.
Correspondence sent to any address other than the one above will not be
considered as part of your official premarket notification submission. Also,
please note the new Blue Book Memorandum regarding Fax and E-mail Policy
entitled, "Fax and E-Mail Communication with Industry about Premarket Files
Under Review". Please refer to this guidance for information on current fax

and e-mail practices at www.fda.gov/cdrh/ode/a02-01 .html.

You should be familiar with the regulatory requirements for medical device
available at Device Advice http://www.fda.gov/cdrh/devadvice/". Tf you have
other procedural or policy questions, or want information on how to check

on the status of your submission, please contact DSMICA at (301) 443-6597 or
its toll-free number (800) 638-2041, or at their Internet address
http://www.fda.gov/cdrh/dsmamain.html or me at (301)594-1190.

Sincerely yours,
Marjerie Shulman
Supervisory Consumer Safety Qfficer

Office of Device Evaluation
Center for Devices and Radiclogical Health

Y
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiclogical Health

Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blwvd,

June 07, 2005 Rockville, Maryland 20850
SOFRADIM PRODUCTION 510(k) Number: K051503

C/C DELPHT MEDICAL DEVICE CONSULTAN Received: 07-JUN-2005

5 WHITCOMB AVENUE Product: UGYTEX SUAL KNIT

AYER, MA 01432 User Fee ID Number: 6021177

ATTN: PAMELA PAPINEAU

The Food and Drug Administration (FDA) Center for Devices and Radiological
Health (CDRH), has received the Premarket Notification you submitted in
accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act
(Act) for the above referenced product. We have assigned your submission a
unigue 510(k) number that is cited above. Please refer prominently to this
510(k) number in any future correspondence that relates to this submission.
YOU MAY NOT PLACE THIS DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE
4 LETTER FROM FDA ALLOWING YOU TC DO S0.

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

By Regular Mail By Private Courier (e.g., Fed Ex, UPS, etc.)
Food and Drug Administration U.S5. Bank

P.0. Box 956733 956733

St. Louis, MO 63195-6733. ° 1005 Convention Plaza

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

The check should be made out to the Food and Drug Administration referencing
the payment identification number, and a copy of the User Fee Cover sheet
should be included with the check. A copy of the Medical Device User Fee
Cover Sheet should be faxed to CDRH at (301) 594-2977 referencing the

510(k} number if you have not already sent it in with your 510(k) submission.
After the FDA has been notified of the receipt of your user fee payment, your
510(k) will be filed and the review will begin. If payment has not been
received within 30 days, your 510(k) will be deleted from the system.
Additional information on user fees and how to submit your user fee payment
may bhe found at http: //www.fda.gov/oc/mdufma.
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Please note that since your 510(k) has not been reviewed, additional
information may be required during the review process and the file may be
placed on hold once again. If you are unsure as to whether or not you need
to file an application with FDA or what type of application to file, you
should first telephone the Division of Small Manufacturers, International
and Consumer Assistance (DSMICA), for guidance at (301)443-6597 or its
toll-fee number (800)638-2041, or contact them at their Internet address
http://www.fda.gov/cdrh/dsmamain.html, or you may submit a 513(g) request
to the Document Mail Center at the address above. Tf you have any

questions concerning the contents of this letter, you may contact me at
(301) 594-1190. '

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer
Qffice of Device Evaluation
Center for Devices and
Radiological Health
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KO51503

Delphi Medical Device Consulting, Inc.

June 6, 2005

Office of Device Evaluation

Document Mail Center (HFZ-401)

Center for Devices and Radiological Health
Food and Drug Administration

9200 Corporate Blvd.

Rockville, MD 20850

RE: 510(k) Premarket Notification (Traditional) for UGYTEX® Mesh

Dear Sir/Madam: .
)
In accordance with section 510(k) of the Federal Food, Drug and Cosmetic Act, and in conformance with

21 CFR 807, Sofradim Production hereby submits this 510(k) Premarket Notification.

Sofradim intends to introduce into interstate commerce a polypropylene surgical mesh with hydrophilic
film for use in the repair of damaged or ruptured soft tissue in the pelvic floor. This proposed device is
substantially equivalent to the currently marketed Sofradim UGYTEX surgical mesh that was cleared for
marketing by FDA in K033376.

Sofradim Production has submitted the required Premarket Notification review fee as required under the
Medical Device User Fees and Modernization Act of 2002 iMDUFMA). The payment identification

umber associated with this submission is
; a copy of the User Fee Cover Sheet is included with this submission package.

The information provided in this Premarket Notification is detailed in nature and is considered
proprietary and confidential to Sofradim Production. For this reason, we are requesting the right to
review this document and redact all confidential and proprietary information prior to its release to any
third party.

If you have any questions about this notification or require further information, please contact me at
(978) 772-3552.

Sincerely,

Fe. 4

/ - Vs
P/amela Papineat, RAC
Consultant to Sofradim Production

Submitted in Duplicate

Attachment

5 Whitcomb Avenue Phone (978) 772-3552
Ayer, MA 01432 Fax (978) 772-3557

delphi@ids.net

I
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Form Approved: OMB No. 0910-511 Expiration Date: Angus1 31, 2005. Se¢ Instructions for OMB Stalement.

DEPARTMENT OF HEALTH AND HUMAN SERVICES PAYMENT IDENTIFICATION NUMBER: (b) (4)
FOOD AND DRUG ADMINISTRATION Write the Payment identification number on your check
{ MEDICAIL. DEVICE USER FEE COVER SHEET i ¥ i

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

to properly submit your application and fee payment:

1. Electronically submits the completed Cover Sheet to the Food and Drug Administration (FDA) before payment is sent.

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

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

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

5. For Wire Transfer Payment Procedures, please refer to the MDUFMA Fee Payment Instructions at the following URL:
hitp:/fwww fda.govicdrivmdufma/fags.html#3a. You are responsible for paying all fees associated with wire transfer.

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

|-->
1. COMPANY NAME AND ADDRESS (include name, street

2. CONTACT NAME

. CHRISTOPHE COSSON
address, city state, country, and post office code) 2.1 E-MAIL ADDRESS
c.cosson@sofradim.com
SOFRADIM PRODUCTION
116 AVENUE DU FORMANS 2.2 TELEPHONE NUMBER {include Area code)
TREVOUX NO DATA 01600 33-474089000
FR 2.3 FACSIMILE (FAX) NUMBER (Include Area code}
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 33-474089001
NO DATA

3. TYPE OF PREMARKET APPLICATION (Select one of the follewing in each column; if you are unsure, please refer o the application
descriptions at the following web site: http://www fda.gov/dc/mdufma

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

[ ] Biologics License Application (BLA) Supplement Types:

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

[ 1 Modular PMA [ 1 Panel Track (PMA, PMR, PDP)
[ ] Product Development Protoco! (PDP) [] Real-Time (PMA, PMR, PDP}

[ ] Premarket Report (PMR) [1180-day (PMA, PMR, PDP)

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

{1YES, | meet the smalil business criteria and have submitted the required [X] NO, | am not a small business
gualifying documents to FDA

4.1 If Yes, please enter your Smalt Business Decision Number: null

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

[ 1 This application is the first PMA submitted by a qualified small business, [ ] The sole purpose of the application is to support

including any affiliates, parents, and partner firms conditions of use for a pediatric population

N e ) . ) The application is submitted by a state or federal
[ } This biclogics application is submitted under secion 351 of the Publi¢ ] . h ] -
Health Service Act for a product licensed for further manufacturing use only ggx\gﬁ:ﬁ;nt'ty for a device that is not fo be distributed

6. IS THIS A SUPPLEMENT TO A PREMARKET APPLICATION FOR WHICH FEES WERE WAIVED DUE TO SOLE USE IN A
PEDIATRIC POPULATION THAT NOW PROPOSES CONDITION OF USE FOR ANY ADULT POPULATION? (If so, the application is
subject to the fee that applies for an original premarket approval application (PMA).}

[]1YES [X] NO
7. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION (FOR FISCAL YEAR 2005)
$3,502.00 03-Jun-2005
Form FDA 8601 {08/2003}
" Close Window
“ )

* Print Cover sheet
-

‘3%
https://fdasfinapp8.fda.gov/OA HTML/mdufmaCScdC{gltemsPopup.jsp?vename=CHRISTOP...  (3/06/2005 b‘é(
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Traditional 510(k) Premarket Notification
for
UGYTEX® Dual Knit Mesh

June 6, 2005

Sofradim Production
Trevoux, France
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Traditional 510(k) Premarket Notification

for
UGYTEX® Dual Knit Mesh
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510(k) Screening Checklist
for
UGYTEX® Dual Knit Mesh

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

L] SPecial S10(K).cvvurrrrmsuenreesuessissscssssnmeersssssssemmmssssseeneens D0 Sections 1 and 2

[ ] Abbreviated 510(K)........ccrerecersecenmremmmsressesseesssessennenee. DO Sections 1,3 and 4
DX Traditional 510(k) or no identification provided .......Do Sections 1 and 4

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

Inadequate
Present or Missing
Cover letter, containing the elements listed on page 3-2 of the Premarket Ye
Notification [510(k)] Manual. >
Table of Contents. Page i
Truthful and Accurate Statement, Page vii
Device's Trade Name, Device's Classification Name and Establishment .
. . Sections 2-4
Registration Number.
Device Classification Regulation Number and Regulatory Status (Class I, Section 4
Class 11, Class III or Unclassified). ©
Proposed Labeling including the material listed on page 3-4 of the Section 6 &
Premarket Notification [510(k)] Manual. APPENDIX A
Statement of Indications for Use that is on a separate page in the .
o Page vi
premarket submission.
Substantial Equivalence Comparison, including comparisons of the new
device with the predicate in areas that are listed on page 3-4 of the Section 9
Premarket Notification [510(k)] Manual.
510(k) Summary or 510(k) Statement. Section 10 &
APPENDIX E
Description of the device (or modification of the device) including Section 7 &
diagrams, engineering drawings, photographs or service manuals, APPENDIX B
Identification of legally marketed predicate device.* Section 9 &
APPENDIX D
Compliance with performance standards. * [See Section 514 of the Act Section 5
and 21 CFR 807.87 (d).]
Class III Certification and Summary, ** NA
Financial Certification or Disclosure Statement for 510(k) notifications NA
with a clinical study. * [See 21 CFR 807.87 (i)]
510(k) Kit Certification, *** APPENDIX F

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

***  See pages 3 -12 and 3-13 in the Premarket Notification [5 10(k)] Manual and the Convenience Kits
Interim Regulatory Guidance,

Sofradim Production 510(k) June 6, 2005 CONFIDENTIAL
Sofradim UGYTEX® Dual Knit Mesh Page ii
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310(k) Screening Checklist
for

UGYTEX® Dual Knit Mesh

(Continued)

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

Inadequate or
Present Missing

Name and 510(k) number of the sponsor's own, unmodified predicate
device.

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

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

A statement that the modification has not altered the fundamental
technology of the sponsor's predicate device.

A Design Control Activities Summary that includes the following

elements (a-c): No entry here | No entry here

a.  ldentification of Risk Analysis method(s} used to assess the
impact of the modification on the device and its components, and
the results of the analysis.

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

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

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

A statement that the manufacturing facility is in conformance with
the design control procedure requirements as specified in

CFR 21 820.30 and the records are available for review. This
statement 1s signed by the individual responsible for those
particular activities.

Sofradim Production 510(k) June 6, 2005 CONFIDENTIAL
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510(k) Screening Checklist
for

UGYTEX® Dual Knit Mesh
(Continued)

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

Inadequate or
Present Missing

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

For a submission, which relies on a recognized standard, a declaration of
conformity [For a listing of the required elements of a declaration of
conformity, SEE Required Elements for a Declaration of Conformity

1o 2 Recognized Standard, which is posted with the 5 10(k) boilers on
the H drive.]

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

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

For a submission, which relies on a non-recognized standard that has not
been historically accepted by FDA, a statement that the manufacturer
intends to conform to a recognized standard and that supporting data will
be available before marketing the device and any additional information
requested by the reviewer in order to determine substantial equivalence.

Any additional information, which is not covered by the guidance
document, special control, recognized standard and/or non-recognized
standard, in order to determine substantial equivalence.

* When completing the review of an abbreviated 10(k), please fill out an Abbreviated Standards Data
Form (located on the H drive) and list all the guidance documents, special controls, recognized
standards and/or non-recognized standards, which were noted by the sponsor.
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510(k) Screening Checklist
for

UGYTEX® Dual Knit Mesh

(Continued)

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

e —————_——— e e

I[— o o — - ~ Ina(;:quate oll]
_ Preseytt __Missing

r a) Biot‘:;lp-atibilit;r_dat_a for all_p'fxtienbc_o_ntac.:ting r_n-aterials, (3E __Sec tionzl — ]
certification of identical material/formulation

I b) Sterilization and expiration dating information: Section 7.4 Il
i) sterilization process Section 7.4
1)  validation method of sterilization process Section 7.4
iif) SAL Section 7.4

"_ iv) packaging Section 7.3 I
v)  specify pyrogen free Section 7.4
vi) ETO residues Section 7.4

| vii) radiation dose NA _jl

¢} Software Documentation _ NA

ltems with checks in the "Present but Deficient” column require additional information from the
sponsor. Items with checks in the “Missing" column must be submitted before substantive review of the
document.

Passed Screening O Yes 0 No

Reviewer:

Concurrence by Review Branch:

Date:

The deficiencies identified above represent the issues that we believe need to be resolved before our review of
your 510(k) submission can be successfully completed, In developing the deficiencies, we carefully considered
the statutory criteria as defined in Section 5 13(1) of the Federal Food, Drug, and Cosmetic Act for determining
substantial equivalence of your device. We also considered the burden that may be incurred in your attempt to
respond to the deficiencies. We believe that we have considered the least burdensome approach to resolving these
issues. If, however, you believe that information is being requested that is not relevant to the tegulatory decision
or that there is a less burdensome way to resolve the issues, you should follow the procedures outlined in the “A
Suggested Approach to Resolving Least Burdensome Issues” document. It is available on our Center web page at:
httn://www.fda.gav/cdrh/modact/leastburdensome.html
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APPENDIX E

310(k) Summary

Sofradim Production 510(k)
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510(k) Number (if known):

Device Name: UGYTEX® Dual Knit Mesh

Indications For Use:
The UGYTEX Dual Knit Mesh is indicated for tissue reinforcement and long-lasting

stabilization of fascial structures of the pelvic floor in vaginal wall prolapse where surgical
treatment is intended either as mechanical support or bridging material for the fascial defect.

Prescription Use X 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 NECESSARY)

Concurrence of CDRH, Office of Device Evaluation (ODE)

Sofradim Production 510(k) June 6, 2005
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510(k) Premarket Notification
Truthful and Accurate Statement
For

UGYTEX? Dual Knit Mesh

| certify that, in my capacity as Chairman and Chief Executive Officer of SOFRADIM
Production, 1 believe to the best of my knowledge, that all data and information submitted in
this premarket notification for UGYTEX" Dual Knit Mesh are truthful and accurate and that

no material fact has been omitted.

ﬁw}m&- Lo Y . 05/30 (2005
v Y

Date

Signature
(mm/dd/yyyy)

Frangois-Régis ORY
Chairman and Chiel Executive Officer

e
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510(k) Premarket Notification
for
UGYTEX® Dual Knit Mesh

1 PURPOSE OF PREMARKET NOTIFICATION

The purpose of this premarket notification is to notify FDA of the Sofradim
UGYTEX Dual Knit Mesh which is a line extension of Sofradim’s existing
UGYTEX Mesh that involves a design change with no changes in materials.
Furthermore, both the subject and predicate devices share the same intended use,
indications for use and fundamental scientific technology.

2 CoMPANY NAME AND ADDRESS

21  Sponsor/Manufacturer

Sofradim Production
116 Avenue du formans
01600 Trevoux

France

Telephone:  33(0)4 74 08 90 00
Facsimile :  33(0)4 74 08 90 02

2.2 Consultant/Contact

Sofradim Production’s authorized contact person for this 510(k) Premarket
Notification is as follows:

Pamela Papineau, RAC

Delphi Medical Device Consulting, Inc.
5 Whitcomb Avenue

Ayer, MA 01432

Email : delphi@ids.net
Telephone:  978-772-3552
Facsimile: 978-772-3557
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3 SUBJECT DEVICE

Proprietary Name: UGYTEX® Dual Knit Mesh
Common/Usual Name: Surgical Mesh
Classification Name:  Surgical Mesh

4 PREDICATE DEVICE

Proprictary Name: UGYTEX® Mesh

Common/Usual Name: Surgical Mesh

Classification Name:  Surgical Mesh

Premarket Notification: K033376, Clearance date — J anuary 15, 2004

5 ESTABLISHMENT REGISTRATION NUMBER

The establishment registration number for Sofradim Production is 9615742.

6 DEVICE CLASSIFICATION / REGULATION NUMBER / PRODUCT CODE

Surgical meshes have been classified as Class II devices under the classification
name surgical mesh (21 CFR 878.3300, Product Code FTL) and are reviewed by
the General and Plastic Surgery Devices Panel.

7 PERFORMANCE STANDARDS

No performance standards applicable to this device have been adopted under
Section 514 of the Act. '

Where applicable, testing of the UGYTEX® Dual Knit Mesh was performed in
accordance with the following FDA Guidance and industry standards. Results of
these tests are discussed in Section 10.2.

ISO 3801 Determination of Mass per Unit Length and Mass per Unit Area
ISO 5084 Determination of Thickness of Woven and Knitted Fabrics
ISO 13934-1 Determination of Breaking Strength and Elongation

ISO 4674 Determination of Tear Resistance of Coated Fabrics
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[SO13938-1 Determination of Bursting Strength and Bursting Distension

FDA Guidance for the Preparation of a Premarket Notification Application for a
Surgical Mesh (March 2, 1999)

FDA Guidance for Medical Devices Containing Materials Derived from Animal
Sources (November 6, 1998)

8 PROPOSED LABELING

Proposed labeling for the UGYTEX Dual Knit Mesh is provided in APPENDIX A,

9 DEVICE DESCRIPTION

9.1 Intended Use

The UGYTEX Dual Knit Mesh is intended for reinforcement of tissue during
surgical repair.

9.2  Indications for Use

The UGYTEX Dual Knit Mesh is indicated for tissue reinforcement and
long-lasting stabilization of fascial structures of the pelvic floor in vaginal
wall prolapse where surgical treatment is intended either as mechanical
support or bridging material for the fascial defect.

9.3 Device Design

The Sofradim UGYTEX Dual Knit Mesh is a monofilament, nonabsorbable,
polypropylene mesh which provides long-term reinforcement for support
structures. UGYTEX Dual Knit Mesh has a soft knit in the central section for
compliant organ support and a strong knit in the lateral sides to provide
improved strength for tension-free fixation of the mesh (see section 10.2).
The open weave design offers multidirectional elasticity that allows
UGYTEX Dual Knit Mesh to be cut into any desired shape or size without
unraveling and to adapt to various body stresses.

The central soft knit section is coated with the same hydrophilic, collagen
film as the predicate UGYTEX Mesh cleared in K033376. The film
minimizes visceral attachment to the mesh, which may occur during the
healing process, without affecting physical performance characteristics. The
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central collagen-coated, soft-knit section should be positioned next to the
organ to be supported. The central soft knit is similar to that described in
510(k) K033376 for the predicate Sofradim UGYTEX Mesh.

The lateral, strong knit sections allow tension-free fixation of the mesh.
These sections of the UGYTEX Dual Knit Mesh are not coated to maximize
the mesh fixation immediately post-implantation,

The UGYTEX Dual Knit Mesh will be offered in various configurations,
according to user preference, which may include the following:

9.3.1 UGYTEX Dual Knit Mesh

The UGYTEX Dual Knit Mesh, like the predicate UGYTEX Mesh, is a
rectangular sheet that is trimmed to the desired size and shape by the
physician prior to implantation. An introducer of the physician’s choice may
be used to implant and position the UGYTEX Dual Knit Mesh, if desired.

Please refer to APPENDIX B for a visual depiction of UGYTEX Dual Knit
Mesh.

9.3.2 UGYTEX Dual Knit - Anterior Repair System

As an added convenience to the physician, the UGYTEX Dual Knit Anterior
Repair System consists of a pre-cut UGYTEX Dual Knit Mesh graft for
anterior vaginal wall prolapse repair and an introducer to help facilitate
placement of the graft. Based on clinical experience with the predicate
UGYTEX Mesh, the pre-cut graft provides a general shape requiring less
physician trimming, though the graft may be further trimmed by the
physician to achieve the final desired geometry for the procedure.

The UGYTEX Dual Knit Mesh and the disposable introducer are supplied in
two separate sterile packages in a common cardboard box (kit package). The
introducer is a Class I, exempt, manual surgical instrument (21 CFR
878.4800) used to place the implant. The introducer is comprised of a handle
and a stainless steel needle. Please refer to APPENDIX F for a signed kit
certification.

Please refer to APPENDIX B for a visual depiction of UGYTEX Dual Knit

Mesh for Anterior Repair
Sofradim Production 5 10(k) June 6, 2005 CONFIDENTIAL
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9.3.3 UGYTEX Dual Knit - Posterior Repair System

As an added convenience to the physician, the UGYTEX Dual Knit Posterior
Repatr System consists of a pre-cut UGYTEX Dual Knit Mesh graft for
posterior vaginal wall prolapse repair and an introducer to help facilitate
placement of the graft. Based on clinical experience with the predicate
UGYTEX Mesh, the pre-cut graft provides a general shape that requires less
physician trimming, though the graft may be further trimmed by the
physician to achieve the final desired geometry for the procedure.

The UGYTEX Dual Knit Mesh and the disposable introducer are supplied in
two separate sterile packages in a common cardboard box (kit package). The
introducer is a Class I, exempt, manual surgical instrument (21 CFR
878.4800) used to place the implant. The introducer is comprised of a handle
and a stainless needle. Please refer to APPENDIX F for a signed kit
certification.

Please refer to APPENDIX B for a visual depiction of UGYTEX Dual Kait
Mesh for Posterior Repair.

94 Device Materials

The UGYTEX Dual Knit Mesh is composed of the same materials
(polypropylene and a hydrophilic, collagen film) as the predicate device
cleared in Sofradim 510(k) K033376. Please reference the predicate 510(k)
for specific details on these materials.

9,5 Modifications Addressed In This Submission

The subject and predicate device are of the same general design in that both
are composed of a biosynthetic mesh of the same materials with the same
intended use and indications for use. Both devices rely on the same
fundamental scientific technology.

The primary differences are in the varying knit and shape of the mesh:

® Knit-The subject UGYTEX Dual Knit Mesh has a collagen-coated soft
knit in the central section and an uncoated stronger knit in the lateral
sections whereas the predicate UGYTEX Mesh is entirely collagen-

coated soft knit.
Sofradim Production 510(k) June 6, 2005 CONFIDENTIAL
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9.6

9.7

» Shape — The subject device will be offered in various configurations
including a rectangular sheet and pre-cut versions for convenience in
anterior and posterior vaginal wall prolapse repairs. The predicate device
is offered in a rectangular sheet which is cut to shape by the physician for
anterior repair, posterior repair or other vaginal wall prolapse repairs.

Packaging/Stability

UGYTEX Dual Knit Mesh:

The packaging of the UGYTEX Dual Knit Mesh is identical to that described
in 510(k) K033376 for the cleared Sofradim UGYTEX Mesh. UGYTEX
Dual Knit Mesh is packaged in a single blue-tinted PETG blister, inside a
single Tyvek pouch, and placed in an aluminum bag. Only the blister and the
Tyvek pouches are sterile, the aluminum bag is not sterile (sce warning label
in APPENDIX A). Its purpose is to preserve the device from humidity and
light. Data to support a shelf life of five years for UGYTEX Mesh were
provided in K033376.

Introducer:

The introducers will be manufactured per SOFRADIM Production
specifications by a contract manufacturer. The introducers are purchased
bulk, nonsterile and packaged, tray sealed with a Tyvek®lid, by SOFRADIM
Production.

Kit Packaging:
After sterilization of the implant package (UGYTEX Dual Knit Mesh) and

the mtroducer package, both products and the Instructions for Use are placed
in a kit package (cardboard box).

Sterilization

The sterilization parameters summarized below are applicable to the mesh
and introducers:

Sofradim Production 51 0(k)
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Sterilization Method  Ethylene Oxide

Validation Method - Medical Devices Validation and Routine
Control of Ethylene Oxide Sterilization and
- Sterilization of Medical Devices to be
Labeled “Sterile™

Sterilization 10°®
Assurance Level

Residuals Ethylene Oxide: () (4)
Ethylene Chlorohydrin: [RI% -
Ethylene Glycol: (b) (4)

Sterilization of the Mesh has not changed from K033376. The introducers are
sterilized by Sterigenics, Rantigny, France, FDA Registration #3002807106.

10 TESTING

10.1 Biocompatibility

As stated in Section 9.4 above, The UGYTEX Dual Knit Mesh is composed
of the same materials (polypropylene and hydrophilic, collagen film) as the
predicate Sofradim UGYTEX Mesh device cleared in 510(k) K033376.
Please reference K033376 for biocompatibility testing.

10.2  Performance Testing

The mechanical performance of the UGYTEX Dual Knit Mesh is determined
by the polypropylene mesh material. Mechanical testing has been performed
to determine the density, thickness, elongation, breaking strength, pore size,
tear resistance, burst resistance, and tensile strength of the UGYTEX Dual
Knit Mesh and the results for this testing are summarized in Table 1 below.
Please refer to APPENDIX C for a copy of the study report.
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Table 1. Test Results

UGYTEX Mesh UGYTEX Dual Knit Mesh
Characteristics (Excerpt from (proposed)
K033376) central section ’ | lateral sections'"
(soft knit) {strong knit)

Mesh Density (g/m’) W
Mesh Thickness (mm) M
Mesh Pore Size (mm) (b) (4)

Warp Weft Warp Weft Warp Weft
Tensile/Breaking Strength (daN) b) (4 D) (4 D) (4)  (b) (4
Stiffness/Elongation at rupture (%) D) (4) |I(b) (4) §9) (4 D) (4 0) (4
Tear Resistance (N) AS (b) (4) 53 46
Suture Pull Qut Strength {daN) 0) (4 0) (4 b) (4) D) (4 D) (4
Burst resistance/Breaking Pressure D) (4 W D) (4
(kPa)

(” As stated in Section 9.3 above, UGYTEX Dual Knit Mesh has a soft knit in the central section for compliant organ support and a
strong knit in the lateral sides lo provide improved strength for tension-free fixation of the mesh.

™ l(b) (4

—

—

The data summarized in the table above demonstrate that the proposed
UGYTEX Dual Knit Mesh is substantially equivalent to the predicate device
in terms of physical and mechanical properties:

- Central Section: the results show that the physical and mechanical
properties are similar to the predicate UGY TEX Mesh. The small differences

are not significant and the equivalence is demonstrated.

- Lateral section: the aim of the lateral sections is to provide improved
strength in the areas used to provide tension free fixation of the mesh. The
results show that the mechanical properties, in particular the Breaking
Strength, the Tear Resistance and the Suture Pull Out Strength are
meaningfully higher for the lateral sections than for the predicate UGYTEX

Mesh.

Sofradim Production 510(k)
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11  SUBSTANTIAL EQUIVALENCE

The Sofradim UGYTEX Dual Knit Mesh is substantially equivalent to the cleared
Sofradim UGYTEX Mesh. (K033376). Product literature for the predicate device is
provided in APPENDIX D.

The Sofradim UGYTEX Dual Knit Mesh has the same intended use as the predicate
Sofradim UGYTEX Mesh. (K033376). They are both indicated for tissue
reinforcement and long-lasting stabilization of fascial structures of the pelvic floor in
vaginal wall prolapse where surgical treatment is intended either as mechanical
support or bridging material for the fascial defect.

The Sofradim UGYTEX Dual Knit Mesh and the Sofradim UGYTEX Mesh
(K033376) are both made from the identical polypropylene raw material and include
the same hydrophilic, collagen film. In both cases, the film helps minimize visceral
attachment to the mesh which may occur during the healing process. The predicate
UGYTEX Mesh is collagen coated over the entire surface, while only the central
section of the subject UGYTEX Dual Knit Mesh is collagen coated. The lateral
segments of UGYTEX Dual Knit Mesh are not coated to maximize the mesh fixation
immediately post-implantation.

The predicate UGYTEX Mesh is offered in bulk sheets of various sizes which are
trimmed by the physician to the desired size and shape prior to implantation. The
subject UGYTEX Dual Knit Mesh will be offered in multiple configurations which
may include similar trimmable, rectangular, bulk sheets (UGYTEX® Dual Knit
Mesh) and trimmable, pre-cut confi gurations (UGYTEX® Dual Knit Anterior Repair
System or UGY TEX® Dual Knit Posterior Repair System).

All of the proposed and predicate device may be fixed to the patient either by staples
or sutures and are single-use devices only. Additionally, the lateral, strong knit
sections of the subject device may be used to provide tension-free fixation of the
mesh.

As outlined in Table 1 above, the physical performance characteristics of the
proposed Sofradim UGYTEX soft mesh are equivalent to those of the predicate
Sofradim UGYTEX Mesh (K033376).

Table 2 below compares the characteristics of the Sofradim UGYTEX Dual Knit
Mesh to the predicate device. Sofradim believes that the above rationale and the
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comparison table below demonstrate substantial equivalence of the Sofradim
UGYTEX Dual Knit Mesh to the predicate device.

Table 2. Substantial Equivalence Comparison Chart

Similarities and Sefradim Sofradim
Differences UGYTEX Mesh UGYTEX Dual Knit Mesh
Indications Tissue reinforcement and | Same
long-lasting stabilization
of fascial structures of the
pelvic floor in vaginal
wall prolapse where
surgical treatment is
intended either as
mechanical support or
bridging material for the
fascial defect,
Intended Use reinforcement of tissue Same
during surgical repair
Materials Polypropylene Same
Hydrophilic film (porcine
collagen, glycerol, PEG)
Shape Rectangular Rectangular : UGYTEX Dual Knit Mesh
Pre-cut : Examples include UGYTEX Dual Knit
Anterior Repair System and UGYTEX Dual Knit
Posterior Repair System (see Appendix B)
Sizes various size ranging from | Please refer to Appendix B for visual depictions
2x4cmto30x30cm
Texture Sealed open worked Sealed open worked monofilament knit
monofilament knit (soft Soft knit in the central section, strong knit in the
knit) lateral sections
Method of Staples or sutures Staples, sutures or tension free
Fixation
Sterile EtO Same
Packaging Single blister, tyvek pouch | Same
and aluminium bag
Regulatory Status | K033376 Proposed
12 510(x) SUMMARY

In accordance with the Safe Medical Devices Act of 1990 and 21 CFR 807.92, a
510(k) Summary for this premarket notification submission is provided in
APPENDIX E.
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APPENDIX A

Proposed Labeling

¢ Package labels
¢ Package Insert

Sofradim Production 510(k) June 6, 2005
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UGYTEX Dual Knit Mesh
Instructions for Use

(Page 1)
P-233-01
2005-05-30
ugytex”
[T UGYTEX® DUAL KNIT MESH
Il (NSTRUCTIONS FORUSE

4

M “sorrRADIM _

FRODUCTIGN

116, avenue du Formars
01600 Tréwoua . FRANCE
Tel +33 4 74 06.90 00
Fax +33 474 08 9GO
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UGYTEX Dual Knit Mesh
Instructions for Use
(Page 2)

ERGEHUS

DESCRIPTION
Ugytex® Dual Knit Meshs is 2 monofilament, polyproplene: mesh conted with an abissebabie, bydrophilic film of poscine ool The resnabsarbebk

polypropybens mesh provides & long-term reinforcement for support structures. The hydraphilic film minimizes visoem) mch:tnt b the mnesh whic
ey occwr dunng the henling process.

Uggyteor® Duaul Knnit Mlesh has b soft knitin the: oentral section for compliant crgan support and & sreng knitirithe laters! sides o provide impraved strength
for tersion-fres fiaation of thie mech The apen weave design ofh ttidirectioral slasticity thnt allows Ugytee® Dual Knit Mesh to be cut into sy desired
shope or size without unraveting and to sdapt to wariaus bady siresses Ugyvex® Dusl Knit Mesh also hesan absarbable, bydrophilic filnof porc ilag
that covers the soft-knit central section of the meshito mivimize viscenal sttachments in this sreu. The latersl segments of Uigyeex® Bhual Krit Mieshi are ot
cowied to madmize mesh fication irmmrediataly past-implantation.

Uggybex® Dual Krit Mesh iz supplied 55 o rectangular sheet thatis timived to the desired sz srvf shape by the physicien prior to implariation The centrat
celagen-conted, soft-init section should be positioned next ta the organ ko be sipported. The lterl, urcaated segments ey be trimmed to provide
tensian-free foo tie of the mesh. An introducer of the phiysician choice miy be used to implant snd positices the Ugytex® Dunl Knit Mesh, if desired.

INTHEATIONS

Ugywen® Dusal Krvit Mesh iz indicated for tissus reinforoement ared fong-lasting stabilization of fascial structures of the petvic Auor in wagire! wal prolapse
whene sugical treatment isimtended either as mechanical suppert or bridging material for the fascis! defect.

CONTRAINDICATIONS

Ugybex! Dual KritMesh is comtraindicated for patients who are pregnant o may biseome pregrant, hanve » urinary tract infection, hswean infection inthe
operative field, or patients in & pariod of growth because the mesh may not stretch sgnihcanty.

ADVERSEREACTIONS

Patentisl acerse renctions are those typicalty assocabed with rurgicaly implsntabie inla inciuding h N, Seroma. micosal or viscer | erosion,
ifection, inflamation. sersitization, dyparsunia, scarification and contraction, fistda fermation, extnsion and recurrence of veginal wall profapse.
Perfurations or lacenstions of vessels, nerves, bindder, bowsl, rectum, or sry viscen mayoceur during reedle pasage.

PRECAUTIONS

- Ugyesa* Dusl Knit Mesh should enly be used by physiciars who aes trained in the surgical procedures and techniques required for pebvic floor

reconstiucton and the implantstion of norebsorbable meshes.

Accepinble surgical pese tices shoukd-be fofowed for the mamgement of infected or contarinated waunds

- The Ugytex® Dual Krit Mesh mplantetion procedure tequires citigens ion ta anabomical structure and care to svaid punchure of lrge vessds,
nerves, bladder, bowel, rectum, or other viscers duting needle passage.

- Excessive bension should be swidad on the Ugytew® Dual Knit Mesh and suture aktachment points 1o sozourt for waund shrinhage during the healityg
process.

- Mgybex® Dual Krit Mesh is provided in a stevile blisser tray within a double-pouched package. Do ot place sither pouch in the serilefisld The sosrite
blister tray mavy b placed i the stenle field

* Checkthe integrity of the packagirg before use. Do not use the mesh if the padiaging iz cpened ar dameged.

- Asfor any implantable material, it is recormmended to oper the blister tray at the time of mplantation,

IMIPLANT PROCEDURE S
freparrion of Ugytes® Dual Kntt Mesh for implaristion:

At the tirne of implamtation, Ugytew® Dual it Mesh mus: be hydmted, To hydrate, place Ugytex® Dual Keit Mesihirmp the blister trmy or other sterie dish
#nid completely immesse in » sterile physicfogicat selution for appraxdmanely 30 secends or untl the mesh recowers its confomrnablity and flewibibity.
Uggyvex? Dual KnitMesh is more easily trimimed prior to hydration, but may be tirnied sfter tydmtion if desired.

CAUTH: The mesh shauld not be srimimed to awidth Jessthan | cm inarder to rantain sufficient strength and presertt uneweling

Implantation Technique for Ugybex® Dusl Knit Besh:

Ugytex® Dual KritMesh shoutd be timmed to the desired size apd shape for the procedure by the physician. An introducer of the physician's choice may
be used to faclitate implantation of the mesh. The centrsi collsgen-conted, soRt-knit setton shoukd be positioned between the organ to bie supportsd
and the vaginal mucosa. The lateral, uncoated segrents sy be trimmmed 10 provide tersionries fixstion of the mesh. The surgeon’s preferred sutuiing
techrique can be used bo secirethe mesh with 2 bension-fres technique. Andhoring points should be pasitioned ok lesst T crfromthe edge of the mash,
The mesh should be sufficiently anchored to stabilize i tauirg tissue ingroath.

STERILIZATON TECHNIQUE
Ugyten® Dual Knit Besh is interded sz single-use device, The mesh is sterilize d by ethybens cmide, Do not resteriize., Discard ary unused mesh following
the procedure.

STORAGE
Recommended storage corditions batwezn 2*-40°C (36°-1 05*F), in adry ares.
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UGYTEX Dual Knit Mesh
Instructions for Use
(Page 3)

GUKRANTEE

SOFRADW Production oertifies thar alt precautions have been taken in the choice of materials and manufacturing methosds for this prochct, SCERADIM
Produc tion dischims all liability in cose: of foss damuge or costs drectlyarindirecty Frked te the use of the product The guarantee tems of restrictions
istect here cancel and mpslacie avy guarantes which doss not appesr in the present document, whether express or tucit by means of legistetion or any

other means whatsoever. SOFRADIN Prodhaction is not fbie for arvy other sction taken on its behatf by any party with regand to the product and hersty
forbidsany party to do so.

Marufectirer:
Sofradim Production
116, averwe du Farmsans

01600 Trdweoax, Frawiom

M



UGYTEX Dual Knit Mesh
Instructions for Use

(Page 4)
SYMBOLS USED

A Fefer to insructions for use

® Simghe Lhse only
SINGLE UsE

® Do vt respedlize
STERILE

/R/ e Recommerided starage corditions: between 2*40°C{IF- 1SR in s dry wes.
e

@ Sterike uness packsge is opened or dameged.

& Iy CAUTION: Feddernl (UISA) baw nestricts this device 63 sale byor on the ander of nphysician.
on
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UGYTEX Dual Knit Mesh
External label

(on cardboard box)

UGYTEX DUAL KNIT MESH XXXXXXXX
IUGYEEX”  Rer UGY XXXX @ XXXXXX

? | 1 UGYTEX DUAL KNIT MESH
u gytex® REF UGY XXXX

(XX x XX cm)

Monofilament polypropylene mesh coated with an absorbable hydrophilic
film of porcine collagen.

DEAFT

. 2005-05-27

1462-01

&only @ @ Am /ﬂ/ MISTERILE|E0| |C€|045:|

SINGLE USE

5



UGYTEX Dual Knit Mesh
Internal labels

{on the aluminum bag)

/ ! UGYTEX DUAL KNIT MESH

: ® UGY XXXX
UBYLEX™  “Tarxcom

UGYTEX DUAL KNIT MESH

LA xxxxxxxx = XKAX-KX
REF UGY XXXX i x00exx
UGYTEX DUAL KNIT MESH

XIOXKXHXX o XRAKAX
REF UGY J0XX & X000xx
UGYTEX DUAL KNIT MESH

XXXX0CK & KOXK-XX
REF UGY XXXX & x000xx
UGYTEX DUAL KNIT MESH

XXX =] XXX00-x%
REF UGY XXXX & X000exx

A @RQQ kea=

2
3
*SOFRADIM
r 5
FRODUCTION
5
116, averue du Femans 3'
C16C0 TREVOUX - FRANCE -
Tel 132+i0M T4 08 GCCO - Fax {33;(CH T4 02 G0 D4 &u

-
L iy

“y
FOI - Page 41 of 86



UGYTEX Dual Knit - Anterior Repair System
UGYTEX Dual Knit Posterior Repair System
Instructions for Use
(Page 1)

P-240-01
2005-05-X

ugytex

I3 UGYTEX® DUAL KNIT ANTERIOR REPAIR SYSTEM
I UGYTEX® DUAL KNIT POSTERIOR REPAIR SYSTEM
INSTRULCTIONS FORUSE

T
“ SOFRADIMERODUCTSUH

116, avenue du Formans

01600 Trdweux . FRANCE
Tel. +33 4 74 08 90 00

Fax +33 4 7408 80 01 C €]oase
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UGYTEX Dual Knit - Anterior Repair System
UGYTEX Dual Knit Posterior Repair System
Instructions for Use
(Page 2)

DESCRIPTION

Ugytex" Dual Knit Mesh is & monofilamern, pohypropytene mesh coated with on sbsarbable, hydrophilic film of porcine collagen, The nonabsorbeble,
pelypropylene mesh pravides o long-temn reinforcernent for support structures, The byrephilic film minirrizes viscersh attechment to the mesh which
may occur during the healing process.

Ugytex” Dual Knit Mesh has s soft knit in the centrat section for compliant srgen suppart and b strong knitin the latersl siches b0 provide improved strength
for tension-free focation of thtresh The open weave design offers i tidive ionad elasticity that alows Ugytex® Dual Knit Mesh to be cut inte any desined
shape or size without unraveling and 1o sdapt to various bady stresser, Ugytex® Dual KnitMesh also bhas an abiorbabde, bydrophilicfilrof porcine oollagen
that caver: the soft-knit cenval section of the mesh to minimize viscersl attschments in s area. The laters! segrrents of Ugybew® Dual Knit Mesh are nat
conted to roirnize rnesh foartion immedintely postimplan tacion.

As a comenience to the physician, the Ugytex” Dusl Knit Anterior Repair Sysbem consists of a pre-cut Ugytex® Dual Krit Mesh graft for sntevior vaginal
well prolapee wepair snd an inreduce needie to help facilitate placemant of the graft. The graft ey ke furthesr trimmed by tive phycician to achiave the
desired geomenry for the procedure.

As 8 corenience to the physician, the Ugytex® Dual Knit Posterior Repair Systern consists of 3 pra-cut Ugyten® Dusl Knit Mesh graft for posterior vaginal
weil prolapse wepair and an intraducer reedbs b help facifitate plscement of the grft. The graft may be further timmed by the physician to achisve the
desired geometry for the procedure.

INDICATIONS

Ugytex* Dual Knit Meshiis indicated for tissue reink: erit and |og hasting stabilization of fascial strychures of the pelvic flaor in vaginal wall protapse
where surgical trestment is intended either as mechanicy suppart or bidging material for the fuscinl defect.

CONTRANNDICATIONS

Uggytex* Dual Knit Mesh is contraindicated for patients who are pregnant or may become peegnant, have & urinary tract indection, have an irfection in the
operative field, or patients in & pericd of growth because the meshmey not stretch significantly,

ADVERSE REACTIONS.
Patential adver e reactions ars thos typically isbed with surgically irmplantalle v ials, induding hematorn, serorra, mucosal or visceral erosion,

¢

infection, inflammation. sensitization, dyspareurin, scarification and contraction, fistuls formation, extrusion and recurence of wnginal woll prodspse.
Perforations ex lazemtions of wessels. nerves, bisddr, bowel, rectum, or sry siscers iy oo during needle passage,

PRECAUTIONS

- Ugytes® Dual Knit Mesh should only be used by physicians who are trined in the sugicot pracedures and techniques required for pehic fioor
res tonandihe gl jon of horabeorbabie reshes.

Acceprable surgical practioes sheuskd be foliowed for the managemeant of infected or contaminated wounds.

The Ugyeex* Erusk Knit Mesh imylentation procedure reguires diligent attention to ansbemical structure and care to suoid punciure of large wszels,
arves, bladder, howel, rectum, or ather vitcers during needle passage.

Excessive tension shaukd be avoided onvtive Ugybew® Dual Knit Meshand suture attachment points te scoount for wound shrinkage dudng the hesling
process.

- Ugytex* Dual Knit Mesh is provided in a sterile lisbey tray within a double-pouched package. Do not place sither pouch in the stesle field The sterie
blister tray moy be placed in the sterile fild.

The introducers provided with the Ugytex® Antesior and Posterior Repair an= provided in a double-packaged tray. Da not place the cuter tray
in the stesile feld. Theirner trayds stevile and mity be placed inthe sterile fedd

Check the integrity of the packaginig bsskore use. Do mzt use the riath ar intraducer s if the packaging is opened or damaged.
As for any implantabie msteda, it isrecommendad to open the blister Ty ot the tirew of implentation.

MPLANT PROCEDURES

Preparation of Ugytex® Dual Knit Mesh for Lmplantation:

At the tiene of implantation, Ugytex® Dual Kinit Mesh rust be hydrated. To hydrate, place Ugytex* Dual Knit Mesh into the blister trey or othar sterile
dish and completely immerse in a sterie physiclogical salution for approsienately 30 seconds or untl the mesh recovers its condmability and flexibiity,
Ugysex® Dual Knit Mesh is more sasily trimmed pror to tydration, but ey be trirnmned after hydration if desired, CAUTION: The mesh should not be
tirmed ko a width less than 1 amin omder to maintsin sufficient strevigih and prevenituniing

ImplantationTechniq ue for Ugytex® Dual Knit Amterior Repair System:

Distelend positionnd at biadder reck
(isgetarm fatrms passed through supet ior medial espect of obturater rembrane) Déstatarm

XTI T

{EMRNNIC

Prowim.r! emd positioned at vagivel apex
{orrms passed through kaferior medinl aspect of obeurater mensbeane)

FIGURE 1. Exairple of Pre-Cue Ugyter® Duved Krsk e sh Arsterior Graft
2
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UGYTEX Dual Knit - Anterior Repair System
UGYTEX Dual Knit Posterior Repair System

Instructions for Use
(Page 3)

Place the patient in stirrups in the lichatormy position and prepare for surgery using standard operative procecdres,
Make a midling incition in the armerior vaginal wall starting § e below the urethiral riestus srd extending to the waginal cuff, Blissect the vaginal
mucosa sy From the bladder katerslly to the clatumtoe irtermis ot the level of the bsdder iveck snd prosimally to the ischial spine on both sides.

- idenitify the olbstuiatir fosss ky grasping the adductor keagus stits insertinn to the pubic tubercle Using the thumb to palpere under the adductor

forgusinsertion, the superor pectofthe fossa is inderrtified, Palpate and draw the medial border of theobturstor fosss i its inferior
seedial border. Malce o wertics! 1.5 omincision along the superior medial sbtutator fosza lateral to the inferior portion of theclitoris for the distal 2em of
the mesh. Wioke a second wertical 1.5 om incision at the inferior border of the sbrator fossa approximately isteral to the vagina cuffand 3 cm below
and 1 -2.cm ksbeml oo the first incision for the proximal amn of the mesh. Repeat on the contmlateral side.

Insert the (i of the anterios introdicer into the inferior medial groin incision o puncture thraugh the obturater remsteane. Orient the introducer in
a horizones! plane, and direct the needle tp towards the ischial spine or top of the vaginal cuff, Identify the tp of the introducer before punciuring
through the cbturator internus musdle. #With a gentle fotaton of the infroducer push through the obiturator muscle and use the vaginal finges to
guide the needle tip through the fascial wall to et presimally ot the vagissl apex. Continue piveting the introducer to-exteriorize the neaddie vpatthe
waginatintroitys.

Pase thix proimial armi (pointed end) of the mesh 3-d<m through the eyelztin the needle tip. Aetract the introducer needie b dizew the ragsh arm out
through the inferice grain incision. Ensure thie mesh arm is net twisted during or after plaosment. fiepest steps 4 and 5 on the contriateral side.
Apply traction to draw the provimal inferiod arms of the groft it ther desired position such that the praximat end of the centrabgratt is potitioned at
the voginal apes. By sure the graft is tension-free.

Inzest the tip of the anterior introducer into the superir Yol incision and gently puncture through the superior medial sspect of tha obturstor
reetribearve. Orievt the intraducer in 8 horizontal plane, and direct the redie towards the level of the bladder rmck. Use a vaginal finger to guide the
newdle tip through the olturatoe internus a5 before, and then extericrize the tip at the veginal introitus.

Pass o distal arm (ounded end) of the mesh 3-4 cm threugh the epslet in the neadle tip. Retract the introticer needle bo draw the mesh amn out
through the superior groin incision. Ensure the rmesh.anm is 1ot twisted during or after placement. Repeat steps 7 and 8 an the controlaterd side.

. Apply traction to draw the distal (superior) arms of the yeaft into the dedred position suck thak the distal end of the central groftis pagtioned near

the bladder ruck. If significant folds are observed, sdssors may be used 10 cut @ small section aut of the midine of the graft under the blsdder neck.
Appdy additional kaction to the distal superior) arma 1o help take up the slack and fatten the mesh under the bisdden Ensure the certrot geaft is
positioned under the bindder without excessive wnsion A oy oy stoukd be perfy d to corfirm integrity of the bladder stter the mesh has
bt piesitiored.

The miesh shoukd be sufficiernty anchored to swbilize it during tssue ingrowth, Additional sutures may be used to secune the mesh tersion-free.
Anchoring points thouk! be pasitioned atlemst 1 an from the edge of the mesh. After desired pasitioning is complete, trim al ends of the nesh anm:
belaw the leved of the skin and close incisions

Close the anterior vaginal wall incision using a runtving stitch. I is not advised & use an interrupted or focking stitch ps they may cuse exoessive
hernostasis, resulting in delwyed closure.

Implantation Technique forthe Ugytew* Dual Knit Posterior Repsir Systerm:

Fraxiewal ond positioned at wiginal apex
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Distatend positoned at pedineal body
EGERE 2. Evnawple of Pre-Cut Ugytes™ Derl Knit Mesh Posteviar Gra¥t

Pince the paient in stirups in the lithot oy sosition and prepare o surgery using standsnd operstive procedures.

Wik » pidiine indision in the posterior waginal wall starting at the vaginal introitus and extending to the veginal apex Starting st the perineal body:
uze blunt and sharp dissection to disrect the voginal mucesa away from the rectum katerally to the pevic Sdewalls and proximally to theischisl spine
on both sides.

Make two sl parseoc ol i £1-2 o) apgs by 2-3.cm Inteval prwt 2-1 cm postedor to the st

Crient the posterior introducer with the haedis positfored verticallyand the needbe tip horizontsl sd pealiel to the waginal floor. Insert the reede tip
into ore of the parsractsl incisions, sirming the needie tip towerds the ischisl spine. Pasz the #iroducer through the ischiomatal fosss passing leserat
bo the pustedor wall afthe rectum untl the needle tip neors the ischial spine. Move the harisie downwerds to direct the needie tp upwards apgeco-
mntely |-2 crn srveeriorto the iachind spine and cut through the pasterior vagingt wall ncision {use a waginal finger to help guide the needfetip during
pessage]. Continue maving the introducer handle dewrmwerds to direct the nesdle tip towards the veginal inteoitiss, Lse a vaginal finger to help guide

and exteriorize the neediefip Exer cise care mot o tear the peivic tissue dyring passage. Note: ttis recommanded that a rectal probe be used to divert
the rectum sway duting the needle pasage.

Gt
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UGYTEX Dual Knit - Anterior Repair System
UGYTEX Dual Knit Posterior Repair System

Instructions for Use
(Page 4)

5. Pass the preacimal mesh arm (pointed #nd) 3+4-am through the ryelet in the meedie tip. Retract the introducer needie to draw the resh am cut
through the pararectal dein incision . Ensure the mesh arm is o twisted during or after pincerent. fepent steps 4 and 5 on the contralsteral side.

6 Apply traction to draw the precimal amns of the graft into the desined position such that the prosimal end of the central graft is paitioned wt the
vaginal apen Mvoid placing esceessive tention on the graft.

7. inzert the tip of the posterior inroducer into the same pararectal ircision created in Step 3 and odent the needle tip towards the vaginal introitus.
Exeittise care to stay laters] to the anal sphincber snd rectum during peysage. Lise s vaginal finger to guide the needee tip through the postericr vaginail
wailincirion st the perinesl body, and extericrize the tip at the vaginal introitus.

8 Puszthe distal mesh ammn frounded end) 3-8 cm theough the eyelet in the needbe tp. Retract the introdvner peedh to draw the mesh armn autthraugh
the parsrectsd skin incision, Enzure the mesh ammis not twirted during or after placement. Repeat sbeps 7 and & o the contralateval side.

9. Applytractionte dmw thedistal srms of thegraft into the desired positon such that the distal end of the cerntral graftis pogsitioned next to the perineal
Lody. Use scissoes to make a smish midline cut in the cxnteal graft to approaimate: the length frarm the vagimal apex to the perinssl body. Apply addi-
tional traction t the distal arms i pasition the central mesh a5 detired. Ensure the cerstrat mesh Iays fag over the rectum withcut excessive sension.
A digital nectal excarn shoukd be performed te confem inbegrity of the rectirn after the mesh is positioned.

18 The mesh shoukd be sufficiently srehored to stabifize it during fissue ingrowth. Additional sutures may be wed o secure the mesh tension-free.
Anchoring peints should be positioned ot least 1 <m from the edge of the mesh. Mfwr desired pozitioning iz somplie wim sf ends of the mesh amng
bedciws thee level of the shin ared close incisions.,

11 {lose the posterior vaginal wall incision using a running stitoh. It is ot scvised to use an int
herraigiasis, resubting in delayed closure,

upted or lucking stitch as they may cause exoezzive

STERILIZATION TECHNIGUE

Ugytex*® Dual Knit Arsteriar Repair System and Ugytes® Dusl Knit Posterior Repair Systern sns intended as single-usedevices The mesh and introducessare
aterilized by athwiene cadde. Do not resterdize. Discardintraducers and ang unused mesh folowing the procedure.

STORAGE
Recomimverdad storsge conditions: betwesn 240 C(I6>-105°F), ina dry aren

GUARANTEE

SOFRADIM Production certifies thatall precautions bave been taken in the choice of msterials and manufacturing trettods for this product. SCERALIM
Production disclaims aff fiskality in case af loss, damage of costs directly or indirectly lirked to the use of the product. The quarantee berms o restrictions
fisved hete cancel and reploce any guamntee which does not appear in the present document, whether aipwr s or ot by mesons of lugisation or sny
other means whaksoever, S3FRADIM Production is not liabie for ary ether action taken on its behaif by any party with regerd to the product snd hereby
forkids ary party to do s,

Manufacturer:

Sofradim Production
118, svenue du Fomans
C1600 Tedworuw, Frarece

[}
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BINGLE USE

UGYTEX Dual Knit - Anterior Repair System
UGYTEX Dual Knit Posterior Repair System

Instructions for Use
{Page 5)

SYMBOLS USED

Refex to instructions for use

Single s only

Do niot resterilize

Aecommanded storsge conditions: between 2-40PC (36°- 105F), in a dry area.

Starile unless padage is opened or damaged.

CALFTIOBG Federal (USA) law restriets this device to sale by or on the order of a physician.
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UGYTEX Dual Knit - Anterior Repair System
External label

(on cardboard box)

UGYTEX DUAL KNIT 5]
—F—  AnTeriORREPARSYsTEM 2 XXXXXXXX

- = UGY ARS @ XXXXXX

UGYTEX DUAL KNIT
ANTERIOR REPAIR SYSTEM

Rer UGY ARS
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UGYTEX Dual Knit - Anterior Repair System
Internal labels
(on the aluminum bag)

' UGYTEX DUAL KNIT

u 8y‘[ex ANTERIOR REPAIR SYSTEM

LY

rer UGY ARS

UGYTEX DUAL KNIT ANTERIOR REPAIR SYSTEM

XXXXXXXX OXXAX-XX
REF UGY ARS E XXXX-XX

UGYTEX DUAL KNIT ANTERIOR REPAIR SYSTEM
XXODKXK ~AXAX-XX
REF UGY ARS E XXX

UGYTEX DUAL KNIT ANTERIOR REFAIR SYSTEM
XXXXXXXX -t KXXK-XX
REF UGY ARS 8 XXXX-XX

UGYTEX DUAL KNIT ANTERIOR REPAIR SYSTEM
EST] 2000 o OAXKX-XX
REF UGY ARS E XXXX-XX

A K Q® s

|
SOFRADlM rPIDDU(YIDh

116, avenue du Fomans
1600 TREVOUX - FRANCE
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8 XXXX-XX

XXXXXXXX

Rer UGY PRS

UGYTEX DUAL KNIT
POSTERIOR REPAIR SYSTEM

External label
(on cardboard box)

rer UGY PRS

UGYTEX DUAL KNIT
POSTERIOR REPAIR SYSTEM

UGYTEX Dual Knit Posterior Repair System
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UGYTEX Dual Knit - Posterior Repair System

~ugytex’

Internal labels
{on the aluminum bag)

| UGYTEX DUAL KNIT

rer UGY PRS

POSTERIOR REPAIR SYSTEM

.

L

~\

UGYTEX DUAL KNIT POSTERIOR REPAIR SYSTEM

XOUXXXXXX 4] XX
REF UGY PRS £d xxxx-xx
UGYTEX DUAL KKIT POSTERIOR REPAIR SYSTEM

XXXXXXXX £ Xx-X%
REF UGYPRS & X0000xx
UGYTEX DUAL KRIT POSTERIOR REPAIR SYSTEM

XXAXNXXX £ xxxx-xx
REF UGY PRS & xoxxx

UGYTEX DUAL KNIT POSTERIOR REPAIR SYSTEM

XXHXAXAX ] xoou-xx
REF UGY PRS b ooo-xx
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APPENDIX B

Technical Information

Sofradim Production 510(k) June 6, 2005 CONFIDENTIAL
Sofradim UGYTEX® Dual Knit Mesh
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DRAFT

UGYTEX DUAL KNIT MESH
Ref: [(OTG)
Date: (NG

Sofradim Production 510(k) June 6, 2005 CONFIDENTIAL
Sofradim UGYTEX® Dual Knit Mesh
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UGYTEX DUAL KNIT MESH
L&A (h) (4)
Date: [(E)

Sofradim Production 510(k) June 6, 2005 CONFIDENTIAL
Sofradim UGYTEX® Dual Knit Mesh
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Sofradim Production 510(k) June 6, 2005 CONFIDENTIAL
Sofradim UGYTEX® Dual Knit Mesh
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CONFIDENTIAL SOFRADIM Production

L. INTRODUCTION

The Ugytex Dual Knit Mesh is made out of a bi-dimensional textile, which is called
PLB.

The PLB textile is designed as an evolution of the PPL textile, which is the textile part
of the currently marketed Sofradim Ugytex Mesh. As a matter of fact, the PLB textile is
composed of two different sections:

— A central soft knit section based on PPL knitting pattern

— Lateral strong knit sections designed to secure mesh fixation

Knitting pattern of the central section Knitting pattern of the lateral sections

Both PLB and PPL textiles are made out of knitted polypropylene thread [(QXG)

WICOM mm diameter).

The width of the PLB textile central section is mm. However in another
embodiment of this textile, the central section width could be either inferior to or superior to
that of the PLB textile. The width of the central section can be easily modified thanks to
knitting facilities (modification of the threading pattern). It has no influence on the
mechanical properties of both central soft knit section and lateral strong knit section,

The aim of this study is to compare the mechanical properiies of the PLB textile
(Ugytex Dual Knit Mesh textile) to those of the PPL textile (textile part of the Sofradim
Ugytex Mesh currently available on the market).

Ugytex 50fi Mesh textile characterizalion Page1/6
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II. MATERIALS AND METHODS

11.1. Test articles

The characterization tests are performed on the PLB and PPL textiles, w and

respective lot numbers, except from suturing strength and tensile breaking
strength special samples tests, which were performed on (RG] PPL textile lot number.

I1.2. Equipments and methods

Tests were performed by Sofradim qualified staff according to standards listed in table
below. Samples sizes were either standard or special due to PLB textile special design. For
comparative purpose, the same sample’s dimensions of PPL textile were used.

PLB textile sampling pattemns:

Tensile breaking strength Tear strength

Suturing strength Surface density

Ugyiex Saft Mesh textile characterization Page 216
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Sample dimensions and testing parameters Nanmber
Tests Standard L of Material
PPL PLB ] PLB . samples
Central section Lateral section

1SO 3801 . Scale -[(JXEY)
Surface " .. . Width: QIQ]
density Determination of Mass per Unlt (b) (4) Length: (D)D) (b) (4) 1 (b) (4)

Length and Mass per Unit Area (b) (4)

’ , ISO 5084 Width: OIS Micrometer Caliper -[(NE))

Thickness ® | “Determination of Thickness of (b) (4) Len h ) (4) (b) (4) 1 (b) (3)

Woven and Knitted Fabrics” ength:

> Width: BIG Profile Projector -[(QNE))
Pore size N/A (b) (4) Length (O} (b) (4) 1 (b) (4)
. I1SO 13938-1 ]
- 4

Bursting ” Determination of Bursting Strength | Standard N/A @ Standard 5 Bursting Strength Tester QNG
sirength . . S (b) (4)

and Bursting Distension
Tensile Width: [QXC
:;Z‘;k“:lgan g | 150139341 Leflgth‘:et“f Jaws: Traction testing machine -[B)J)

gth : “Determination of Breaking Strength ap. 5 (b) (4)

elongation: and Eloneation” - weft:[(YNEY] (b) (4)
warp and weft & - weft:
directions Crosshead speed: () NE))]
Tear strength: | ISO 4674: 1977 (Method A2) Width: [(QNE) Traction testing machine -[()NE))
warp and weft | "Determination of Tear Resistance of | Tear length :[(YYE) 5 (b) (4)
direction Coated Fabrics” Crosshead speed: () J@)] (b) (4)
E;;i;‘fm_ Width: (WG] Traction testing machine - [()KE)}
warp and we a N/A Length: () (4) 5 (b) (4)
direction Overcasting seam type:[(o)JG)] (b) (4)

T
-
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CONFIDENTIAL SOFRADIM Production

(1) Surface density is roughly measured by weighing the sample.

{2) Thickness and pore size are measured at different places of a single sample. There is no
need in this study for an accurate value of the thickness and the pore size. However an
evaluated measurement is enough to compare the 2 textiles. Thickness is measured
using a micrometer caliper. Pore size is measured using a profile projector.

(3) Bursting strength of the PLB central section cannot be measured because the section
width is smaller than the bursting tester diaphragm diameter.

(4) Suturing strength is the ability for a textile to be sutured without breaking or tearing. It
is evaluated via the measurement of the tensile breaking strength of samples sewn with
a suture or suture-like yarn. For this study, suturing strength samples are made out of 2
pieces of textile sampled in the same direction (i.e. either warp or weft direction), and

sewn together using green PTFE coated ioliester suture yarn, size [(Q)NE))

QAR The seam type is overcasting,

(b) (4)

III. RESULTS

Detailed results of the different tests which were performed are supplied in appendix to
this document. Mean results and standard deviations for each test can be consulted in the table
below.

Ugytex Soft Mesh rextile characierization
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Characteristi PPL PLB o C
acteristics ; omparison
Central soft knit section Later:Lz:;:::g knit P

Surface density

(g/m®)

(b) (4)

(b) (4)

(b) (4)

Thickness {mm)

(b) (4)

(b) (4)

(b) (4)

Pore size (mm)

(b) (4)

(b) (4)

(b) (4)

PPL and PLB central soft knit
section physical properties are
roughly similar, whereas PLB
lateral strong knit section is
heavier.

Mechanical properties

Warp Weft Warp Weft Warp Weft

Bursting strength | Y€ (b) (4)

(kPa)
&b Sample b) (4 b
£ g i - (b) (4) (b) (4) (b) (4) (b) (4) (b) (4)
§ e Standard
- —"
= ample
25 size: (b) (4) (b) (4)
= Special

Tensile breaking
elongation (%o}

Tear strength (N)

(b) (4)

Suturing strength
(N)

0 /]

(b) (4)

No significant difference is
observed between the mechanical
properties of PLB central soft knit
section and PPL textile. The
equivalence of these two textile
sections is demonstrated.

The mechanical properties
of the PLB lateral strong knit
section are significantly superior
to that of the PPL textile,
particularly in weft direction.

Ugytex Soft Mesh textile characterization
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CONCLUSION

The textile component of the Ugytex Dual Knit Mesh, 1.c. PLB textile, is composed of
two distinct sections:

—  The central soft knit section, which is to be compared to the Sofradim Ugytex
Mesh textile (PPL). Physical and mechanical properties of both PPL and PLB
central soft knit section are similar. Thus, the equivalence is demonstrated.

—  The lateral strong knit section is designed to secure mesh fixation. Mechanical
properties of the PLB lateral strong knit section are enhanced to provide a
stronger textile in order for the physician to trim in these sections of the mesh if
desired.

JLECUIVRE

Ugytex Soft Mesh textile characterization Page6/6
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APPENDIX C

Performance Testing

Sofradim Production 510(k) Tune 6, 2005 CONFIDENTIAL
Sofradim UGYTEX® Dual Knit Mesh 6 C/’
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Product Information for Predicate Device

Sofradim Production 510(k) June 6, 2005 CONFIDENTIAL
Sofradim UGYTEX® Dual Knit Mesh (0 -

N
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i ' K033376
‘ JAN 1 52004

510(k) Summary
for
i UGYTEX® Mesh

1. SPONSOR

Sofradim Production
116 Avenue du formans
-' 01600 Trevoux

France

Contact:  Christophe Cosson
. Telephone: 33 (0)4 74 08 90 00
i Facsimile: 33 (0)4 74 08 90 02

2. DEVICE NAME

Proprietary Name: UGYTEX® Mesh
Common/Usual Name: Surgical Mesh
Classification Name:  Surgical Mesh

3. PREDICATF. DEVICES

Sofradim Parictex™ Compositc Mesh K002699

Sofradim Parietene™ Mesh K991400
Ethicon Gynemesh Prolene Soft K013718
4. DEVICE DESCRIPTION

The UGYTEX Mesh is a surgical mesh used during open or laparoscopic
procedures. The UGYTEX Mesh is made from polypropylene and a collagen
based hydrogel component. The hydrophilic collagen film does not affect the
physical performance characteristics of the mesh but serves to temporary separate
the mesh from adjacent organs to minimize visceral altachment to the mesh,
which may occur during the healing process. The UGYTEX Mesh is offered in
several sizes and shapes to accommodate the type and approach of the operation.

Sofradim Production 510(k) November 5, 2003
Sofradim UGYTEX® Mesh 510(k) Summary * Page 1
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INTENDED USE

The UGYTEX Mesh is indicated for tissue reinforcement and long-lasting

stabilization of fascial structures of the pelvic floor in vaginal wall prolapse where
surgical treatment is intended either as mechanical supporl or bridging material
for the fascial defect.

TECHNOLOGICAL CHARACTERISTICS AND SUBSTANTIAL EQUIVALENCE

The Sofradim UGYTEX Mesh is composed of two biocompatible components:
polypropylene mesh and a hydrophilic collagen film. The polypropylene material
used in the UGYTEX Mesh is identical to the polypropylene used in Sofradim’s
Parietene polypropylene mesh, which received FDA marketing clearance under
K991400. The UGYTEX Mesh is constructed of reduced diameter monofilament
fibers, knitted into a design identical to the Parietene polypropylene mesh. This
mesh with large pores allows fast tissue ingrowth and exhibits more flexibility
than standard Parietenc mesh. The collagen component of the Sofradim
UGYTEX Mesh is derived from a Porcine source and meets all the requirements
in the FDA collagen guidance documents. In addition, the Sofradim mesh and
predicate devices are available in various sizes and shapes to accommodate
differcnt surgical procedures and/or surgeon's choice.

PERFORMANCE TESTING

Biocompatibility testing demonstrates that the materials used in the Sofradim
UGYTEX Mesh arc biocompatible and safe for its intended use.

Testing was performed to determine the performance characteristics of the Mesh.
The density, thickness, elongation, breaking strength, tear resistance, burst
resistance, and tensile strength were all evalvated. The test results showed that
the Sofradim UGYTEX Mesh has similar performance charactcristics as
previously cleared surgical meshes.

Sofradim Production 510(k) November 5, 2003
Sofradim UGYTEX® Mesh 510(k) Summary * Page 2
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5’ C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
[?
e Food and Drug Administration
8200 Corporate Boulevard
JAN 1 52004 Rockville MD 20850

Sofradim Production

¢/o Ms. Mary McNamara-Cullinane
Medical Device Consuitants, Inc.

49 Plain Street

North Attleboro, Massachusetts 02760

Re: K033376
Trade/Device Name: UGYTEX® Mesh
Regulation Number: 21 CFR 878.3300
Regulation Name: Surgical mesh
Regulatory Class: Il
Product Code: FTL
Dated: October 21, 2003
Received: October 23, 2003

Dear Ms. McNamara-Cullinane:

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 cnactment date of the Medical Device Amendments, or 1o
devices that have been reclassificd in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act {Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adultcration.

If your device is classified (sce above) into either class II (Special Controls) or class I (PMA), it
may be subject to such additional controls. Existing major regulations affecting your device can
be found in the Code of Federal Regulations, Titte 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 determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and fisting (21
CFR Part 807); labeling (21 CFR Part 801); good manutacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CI'R Part §20); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.

C¥

FOI - Page 65 of 86



Page 2 - . Mary McNamara-Cullinane

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (301) 594-4659. Also, please note the regulation entitled,
"Misbranding by reference to premarket notification” (21CFR Part 807.97). 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) 443-6597 or at its Internet address http://www.fda.gov/cdrh/dsma/dsmamain htmi

Sincerely yours,

fo Cetia M. Witten, Ph.D., M.D.
Director
Division of General, Restorative
and Neurological Devices
Office of Device Evaluation
Center for Devices and Radiological liealth

Enclosure
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K03337F

510(k) Number (if known): K033376

Device Name: UGYTEX® Mesh

Indications for Use:

The UGYTEX Maesh is indicated for tissue reinforcement and long-lasting stabilization of
fascial structures of the petvic floor in vaginal wall prolapse where surgical lreatment is
intended either as mechanical support or bridging material for the fascial defect.

Prescription Use / AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 807 SubpartC}

N(gé_gASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE F
ED)

Concurrence of CORH, Office of Device Evaluation {ODE)

Tsssamy C- Devoaf
“lwision Sign-Off)
ivision of General, Restorative
-+l Neurological Devices

Y Mumber _ __A’.ij_,:?j,é , .

Page 1of _ 1 __
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P-211-04
10/09/2003

ugytex:

I'El MONOFILAMENT POLYPROPYLENE MESH COATED WITH AN
ABSORBABLE HYDROPHILIC FILM
INSTRUCTIONS FOR USE

ESOFRADIMr

116, avenue du Formans . 01600 Trévoux . FRANCE
Tel. (33) 0474089000 . Fax(33) 047408500 @
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DESCRIPTION
UGYTEX® is 4 monofilament, polypropylene mesh coated with an absorbable, hydrophilic film of porcine collagen.
The nonabsorbable, polypropylene mesh provides a long-term reinforcement for support structures. The hydrophilic
film minimizes visceral attachment to the mesh which may oceur during the healing process.
UGYTEX® has an open weave design that offers homogeneous, multidirectional elasticity. This design allows the mesh
to be cut into any desired shape or size without unraveling. The multidirectional elasticity enables the mesh to adapt
to various body stresses.

INDICATIONS
UGYTEX? is indicated for use in the surgical repair of damaged or ruptured soft tissue in the pelvic floor where
reinforcing or bridging materials are needed to provide reinforcement and long lasting stabilization of fascial
structures.

CONTRAINDICATIONS
UGYTEX® is contraindicated for patients who are pregnant or may become pregnant, have a urinary tract infection,
have an infection in the operative field or patients in a period of growth because the mesh may not stretch
sigrificantly.

ADVERSE REACTIONS
Potential adverse reactions are those typically assoctated with surgically implantable materials, including hematoma,
seroma, infection, inflammation, sensitization, adhesion formation, fistula formation, extrusion and recurrence.

PRECAUTIONS

- UGYTEX® should only be used by physicians who are trained in the surgical procedures and techniques required
for pelvic floor reconstruction and the implantation of nonabsorbable meshes.

- Acceptable surgical practices should be followed for the management of infected or contaminated wounds.

- UGYTEX® is provided in a sterile blister tray within a double, pouched package. Do not place either pouch in the
sterile field. .

- Check the integrity of the packaging before use.

- Do not use the mesh if the packaging is opened or damaged.

- As for any implantable material, it is recommended to open the blister tray at the time of implantation.

{MPLANT PROCEDURES
Before handling, UGYTEX* must be hydrated. To hydrate, place UGYTEX® into the blister tray or other sterile dish
and completely immerse in a sterile physiological solution for approximately 30 seconds or until the mesh recovers
its conformability and flexibility. The surgeon’s preferred fixation techrique can be utilized to secure the device
tension free. Anchoring points should be positioned at least one cm from the edge of the mesh. The mesh should be
sufficiently anchored to stabilize it during tissue ingrowth,

STERILIZATION TECHNIQUE
UGYTEX® is intended as a single-use device. The mesh is sterilized by ethylene oxide. Do not resterilize. Discard
opened, unused mesh.

STORAGE
Recommended storage conditions: between 2°-40°C (36°-105°F), in a dry area.

GUARANTEE

SOFRADIM PRODUCTION certifies that all precautions have been taken in the choice of materials and
manufacturing methods for this product. SOFRADIM PRODUCTION disclaims alt liability in case of loss, damage or
costs directly or indirectly linked to the use of the product. The guarantee terms or restrictions listed here cancel and
replace any guarantee which does not appear in the present document, whether express or tacit by means of
legislation or any other means whatsoever.

SOFRADIM PRODUCTION is not liable for any other action taken on its behalf by any party with regard to the
preduct and hereby forbids any party to do so.

CAUTION : Federal law (USA) restricts this device to sale by or on the order of a physician,

Ugytex is a trademark of SOFRADIM PRODUCTION.

Manufacturer:

*SOFRADIM

FREOBULTION
116, avenue du Formans
01600 Trévoux
France
Tel. (33) 04 74 08 90 00
Fax (33) 04 74 08 90 01

FOI - Page 69 of 86



FOI - Page 70 of 86

« It is recommended to store the mesh at ambient temperature, away from direct heat.
« Do not use the device if the packaging is opened or damaged.

» Do not use the device past the last day of the labeled month of expiration.

» This device is intended as a single-use, disposable device. Do not reuse.

« The device is sterilized by ethylene oxide. Do not resterilize any portion of the device.

« CAUTION : Federal law (USA) restricts this device to sale by or on the order of a physician.

SYMBOLS USED

f Warning, see the Instructions for Use.

Lot number.

LOT

Do not reuse.

Use before.

Sterile, except if packaging is open or damaged.

@ =] |®

Sterile. Sterilized by ethylene oxide.

i
3

Manufacturing date.

B

13
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External label
(on cardboard box)

/1 - UGY 2415 20355UGY05
—ugy 2 (24 x 16 cm) 2008-03

UGY 2415

U gy'[exm (24 x 16 cm)

Renfort en polypropyléne monofilament imprégné d'un film hydrophile résorbable.
Température de conservation - «2°C / +40°C (36'/105°F). dans un endroit sec.

Monofilament polypropyiane mesh impregnated with a resorbabia hydrophilic film,
To be stored between +2°C [/ «40°C (367105°F), i a dry ares

eS| CAUTION : Recteral (USA) Law rairicts this cevice 1o saie by or on the order of 2 physician.
Manadliag Polypropylen-Metz, impriigniert mit einem rasorbierbaren hydrophilen Film,
Zu lagern bei +2°C e +40°C (36°/1058°F) in einem trockenem Bere:ch

Malla de monofilamenios de polipropilsno impragnada con una pelicuia hidrofilica resorbible.
Almagenar entre +2°CH+40°C (36°/105'F}, en un lugar seca

Maglia monofilamentosa di polipropilens Impragnata con una peliicola idrofila riassorbibile.
Da conservare a +2°C/+40°C (36-105°F) in un luoge ascitto

NL Monolilament polypropylen mesh gelmpregneerd met aen resorbesrbare hydrofiele fiim.
- Bewaren bij +2° G/ +40° $ (36°/105°F), op een droge plaals.

Rede de monofilamento de polipreplleno impregnada com uma pelicula hidrofilica reabsorvivel.
Oeve conservar-se entre <2°C / +40°C (36'/105°F) em local seco.

DK Manofilament paiypropyfen nat impragnerst med en rasorberbar hydrafil film.
Opbevares tart o ved medem +2°C / +40°C (36°/105°F}

s N#1 av monofiiament-polypropylen impragnarat med en resorberbar hydrofil film,
Forvaras torn, melian 2" CH40°C {3677105'F),

Yisishikeinen polypropylesni-verkko, joka on iylléistetty resorboituvalla hydrefiiliselld kalvolls,
Sgiiytettava kuivassa paikassa +2°C / +40°C (36°/105°F) n lampdtiiassa.

MAéme ans golunporsiévio poved vipatiou epotiopévo e aroppogoiurve

vlpdpdo vidvio. 3
[1persLve gohbaastat or Bepocpadio etall +2 T +40°C (36°/106°F Jor Erpo §

1000, 8

~ g

20355UGY05 T 200303 & 2008-03 &
mmEr A Q0
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)
gytex"’

UGYTEX 2418
20355UGYDS

UGYTEX 2416
LOT|  203B5UGY05

UGYTEX 2418
LOT|  20355UGY05

— »  UGYTEX 2416
LBY|  20356UGY05

—»
[mmeles] A

bricant
Manutaciurer

Internal label

UGY 2415
(24 x 16 cm)

2003-03
2008-03

(.
| EQTA

2003-03
2008-03

w|

2003-03
2008-03

I

v
-

2003-03
- 2008-03

®

]

*SOFRADIM

PRODUCTION

116, avenue du Formans
01600 TREVOUX - FRANGE

Tel. (33) (0)4 74 08 90 060 - Fax (33) (0)4 74 0B 90 01

E.1248-02 09/03
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510(k) Summary
for
UGYTEX® Dual Knit Mesh

SPONSOR
Sofradim Production
116 Avenue du formans

01600 Trevoux
France

Contact: Christophe Cosson

Telephone: 33 (0)4 74 08 90 00

Facsimile: 33 (0)4 74 08 90 02

DEVICE NAME

Proprietary Name: UGYTEX® Dual Knit Mesh
Common/Usual Name: Surgical Mesh
Classification Name:  Surgical Mesh

PREDICATE DEVICES

Sofradim UGYTEX® Mesh K033376

DEVICE DESCRIPTION

The Sofradim UGYTEX® Dual Knit Mesh is a monofilament, polypropylene mesh
coated in the central portion with an absorbable hydrophilic film of porcine collagen.
The nonabsorbable, polypropylene mesh provides a long-term reinforcement for
support structures. The hydrophilic film minimizes visceral attachment to the mesh

which may occur during the healing process.

The UGYTEX Dual Knit Mesh will be offered in various configurations which may
include a rectangular sheet, anterior repair system and posterior repair system.

Sofradim Production 510(k)
Sofradim UGYTEX® Dual Knit Mesh

June 6, 2005

Appendix E  Page 1 %



5. INDICATIONS FOR USE

The UGYTEX® Dual Knit Mesh is indicated for tissue reinforcement and long-
lasting stabilization of fascial structures of the pelvic floor in vaginal wall prolapse
where surgical treatment is intended either as mechanical support or bridging
material for the fascial defect.

6. TECHNOLOGICAL CHARACTERISTICS AND SUBSTANTIAL EQUIVALENCE

The UGYTEX® Dual Knit Mesh is substantially equivalent in material, function,
performance and design to the predicate UGYTEX® Mesh.

7. PERFORMANCE TESTING
The appropriate testing was performed to determine the performance characteristics

of the mesh. The test results showed that the Sofradim UGYTEX® Dual Knit Mesh
is substantially equivalent to the predicate device.

Sofradim Production 510(k) June 6, 2005
Sofradim UGY TEX® Dual Knit Mesh Appendix E * Page 2 "F:}'
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APPENDIX F

Kit Certification

Sofradim Production 510(k) June 6, 2005 .
Sofradim UGYTEX® Dual Knit Mesh Appendix F }S’
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510(k) Premarket Notification
UGYTEX" Dual Knit Mesh

Kit Certification

The introducers provided in UG
stainiess steel needle.

| certify that the introducers are

878.4800), consistent with the exemption criteria describe
from 21 CFR Parts 862-892.

and the limitations of exemptions

The introducers are purchased bulk, non-sterile. The intro

SOFRADIM Production and sterilized.

fuois- Lizir O1Y -

Signature

Frangois-Régis ORY
Chairman and Chief Executive Officer

T o=

YTEX Dual Knit Mesh Kits are comprised of a handle and a

Class 1. exempt, manual surgical instruments (21 CFR

d in the classification regulation

ducers are packaged and sealed by

£5]3c /oo 5

Date
(mm/dd/yyyy)

Sofradim Production S10(k)
Sofradim UGYTEX® Dual Knit Mesh
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
Food and Drug Administration

Memorandum
P | — b
77
From: Reviewer(s) - Name(s) V/ // 4 M/%\-/
e :
Subject:  510(k) Number K OA) 1S Oj
To: The Record - It is my recommendation that the subject 510(k) Notification:
ClRefused to accept.
ORequires additional information (other than refuse to accept). | ﬂ / ~
Fs substantially equivalent to marketed devices.
CINOT substantially equivalent to marketed devices.
other (e.g., exempt by regulation, not a device, duplicate, etc.)
Is this device subject to Section 522 Postmarket Surveillance? CIvEs ENO
Is this device subject to the Tracking Regulation? OvEes TX:)NO
Was clinical data necessary to support the review of this 510(k)? OYEs ©$No
Is this a prescription device? BAvEs O ~no
Was this 510(k) reviewed by a Third Party? OvyEes KL no
Special 510(k)? Clves 5o
Abbreviated 510(k)? Please fill out form on H Drive 510k/boilers Cvyes B- NO
Truthful and Accurate Statement Orequested {MN Enclosed
%A 510(k) summary OR CIA 510(k) statement
[ The required certification and summary for class I1I devices ’\a '
KkThe indication for use form
Combination Product Category (Please see algorithm on H drive 510k/Boilers) A//

Animal Tissue Source [1 YES E NO Material of Biological Origin 1 YES /mNO

The submitter requests under 21 CFR 807.95 (doesn’t apply for SEs):
E1 No Confidentiality [ Confidentiality for 90 days O Continued Confidentiality exceeding 90 days

Predicate Product Code with class: Additional Product Cod?(s) with panel (optional):

77 7L FLTF 8 F3ee, Savgen il , Gl
i (TPl st 5/5/o”

(Branch ChleTT/ ! r E m) (Datc)
- —
Final Review: ?/"\ /0&

(Division Dlrector) (Date)
Revised:4/2/03 q
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Internal Administrative Form

Did the firm request expedited review?
Did we grant expedited review?

N -

L

Have you verified that the Document is labeled Class 1l for GMP
purposes?
If, not, has POS been notified?

s the product a device? -
s the device exempt from 510(k) by regulation or policy?
Is the device subject fo review by CDRH?

i~ @ ;s

decision?
9. If yes, does this new 510(k) address the NSE issue(s), (e.g.,
performance data)?

Are you aware that this device has been the subject of a previous NSE -

10.Are you aware of the submitter being the subject of an integrity
investigation?

11._1f, yes, consult the ODE Integrity Officer.

12 Has the ODE Integrity Officer given permission to proceed with the
review? (Biue Book Memo #191-2 and Federal Register 90N0332,
September 10, 1991.
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REVISED:3414/95
THE 510 (K) DOCUMENTATION FORMS ARE AVAILABLE ON THE LAN UNDER 510 {K)

BOILERPLATES TITLED " DOCUMENTATION" AND MUST BE FILLED OUT WITH
EVERY FINAL DECISION (SE, NSE, NOT A DEVICE, ETC.).

"gUBSTANTIAL EQUIVALENCE" {SE) DECISION MAKING DOCUMENTATION

« OTIT03
Reviewer: V[/Y/Z,%év
Division/Branch: Oé’é’/yi) ///ZS 6 -
Device Name: (W ﬂk. M{/.,/ bffbf '/ /M L
[

a3 s
product To Which Compared (510 (K) Number If Known}: U 5 5 3?‘6
YES WO
1. Is pProduct A Device - < | If NO = Stop
2. Ts Device Subject To 510(k)? - 1f NO = Sstop
o
2. Same Indication Statement? v If YES = Go To &
4. Do Differences Alter The Effect or if YES = Stop NE
Raise New Issues of Safety Or
Effectiveness? ///
5. Same Technological Characteristics? w// _ 1f YES = Go To 7
6. Could The New Characteristics Affect If YES = Go To 8
gsafety Or Effectiveness?
7. Descriptive Characteristics Precise WX If KO = Go To 10
Encugh? ' 1f YES = Stop SE
8. New Types Of Safety Or Effectiveness If YES = Stop NE
Questions?
9. Accepted Scientific Methods Exist? 1f NO = Stop NE
10. Performance Data Available? //// If NO = Request
Data
11. Data Demonstrate Equivalence? u/// Final Decision:

Note: In addition to completing the form on the LAN, "yes" responses to
guestions 4, 6, 8, and 11, and every "no" response requires an
explanation.
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i.

Intended Use:

Device Description: provide a statement of how the device is either
similar to and/ox different from other marketed devices, plus data (if
necessary) to support the statement. Is the device life-supporting or
1ife sustaining? Is the device implanted (short-term OT long-term)? Does
the device design use software? Is the device sterile? Ig the device for
single use? Is the device over-the-counter or prescription use? Does the

. device contain drug or biological product as a component? Is this device

a kit? Provide a summary about the devices design, materials, physical
properties and toxicology profile if important.

rs

EXPLANATIONS TO "YES" AND nNO" ANSWERS TO QUESTIONS ON PAGE 1 AS NEEDED

10.

11.

Explain why not a device:
Explain why not subject to 510(k):

How does the new indication differ from the predicate device's
indication:

Explain why there is or is not a new effect or safety or effectiveness
issue:

Describe the new technological characteristics;

Arw clapesd oFLhgp ~ i il ‘ %ﬁﬁf

Explain how new characteristics could or could not affect safety or
effectiveness: ﬁﬁi{

e ole cate
Explain how descriptive characteristics are not precise encugh: /ﬂyt&&li

Explain new types of safety or effectiveness questions raised or why the
questions are not new:

Explain why existing scientific methods can not be used:
Explain what performance data is needed:

Explain how the performance data demonstrates that the device is or is
not substantially equivalent:

ATTACH ADDITTONAL SUPPORTING INFORMATICN
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510(K) MEMORANDUM

TO: K051503

FROM: Peter L. Hudson, Ph.D. a/(
ODE/DGRND/Plastic and Reconstructive Surgery Devices Branch ) .

DATE: 8/5/05

SUBJ:  Ugytex Dual Knit Mesh
Sofradim Production
Ms. Pamela Papineau

PHONE: 978-772-3552

FAX: 978-772-3557

Email:  delphi@ids.net

Recommendation:  Substantially equivalent

Procode: FTL

Class: I

Regulation Number: 878.3300
Regulation Name:  Surgical mesh
REVIEW:

1. Comparison of the Intended Use/Indications of the Subject Device and Predicate(s)
Subject Device
The [subject device] is indicated for tissue reinforcement and long-lasting stabilization of
fascial structures of the pelvic floor in vaginal wall prolapse where surgical treatment is
intended either as mechanical support or bridging material for the fascial defect.

Predicate device(s)

The Ugytex Mesh (K033376) is indicated for tissue reinforcement and long-lasting
stabilization of fascial structures of the pelvic floor in vaginal wall prolapse where surgical
treatment is intended, either as mechanical support or bridging material for the fascial defect.

Discussion of whether the intended use/indications are the same

The indications for use are identical to the predicate device and therefore are substantially
equivalent.

2. Comparison of the Technological Characteristics {Design, Materials, Sizes, Shapes, etc.)
of the Subject Device and Predicate(s)
Subject Device

The device is a monofilament, nonabsorbable, polypropylene mesh. It has a soft knit in the
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central section and a strong knit in the lateral sides. The central, soft section is coated with a
hydrophilic, collagen film used previously in the predicate comparator, K033376. The lateral
sections of the mesh are not coated with the film. The following device configurations will be
provided:

e Dual knit mesh: a rectangular sheet that can be trimmed to a desired size and shape

e Dual knit, anterior repair system: a pre-cut device for anterior vaginal wall prolapse
repair accompanied by an introducer to facilitate placement

e Dual knit, posterior repair system: a pre-cut device for posterior vaginal wall prolapse
repair accompanied by an introducer to facilitate placement

e The introducer provided with the meshes is a Class 1, exempt, manual surgical
instrument (21 CFR 878.4800). The sponsor has provided the kit certification
statement.

Predicate Device(s)
The device materials are the same as that identified in the predicate application, K033376, i.e.,
polypropylene and a collagen film.

The differences between the subject device and the sponsor’s own predicate product are the
following:

e Varying knit of the mesh: the subject device has a collagen-coated soft knit in the
central section and an uncoated stronger knit in the lateral sections whereas the
predicate mesh is uniformly collagen-coated and is of a soft knit.

e Varying shape of the mesh: the subject device is offered in various configurations
including a rectangular sheet and pre-cut versions for convenience in anterior and

posterior prolapse repair procedures. The predicate is offered in solely a rectangular
sheet.

Discussion of whether the subject device has a significant change in technological
characteristics

Technologically, the subject device differs in that instead of consisting of a uniform soft knit,
collagen-coated mesh, it now has lateral stronger knit sections that are not collagen-coated. I
discussed the differences with Dr. Herb Lerner, General Surgeon. Dr. Lerner stated that the
devices were essentially the same and that the new design did not raise new concerns regarding

intended use or anticipated safe use and effectiveness. The devices are substantially
equivalent.

3. Comparative Data (in vitro, animal and/or clinical)
Safety Data - Subject Device

The device consists of the same components as those in the predicate device, K033376 and
therefore pose no new biocompatibility issues.

.
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Safety Data - Predicate Device(s)
The Sofradim predicate Ugytex Mesh is made of a polypropylene mesh and contains a

thin hydrophilic collagen-based film. The mesh material used is identical to that described
in K991400 for the cleared Sofradim Parictene mesh. (QREY

This film is similar to the cleared

Parietex mesh except that the collagen (QX€)

N(0) (4)

Test Performed On Laboratory Results
Cytotoxicity Study Hydrophilic Film Passed
Immediate Sensitization Study Hydrophilic Film Passed
Delayed Sensitization Study Hydrophilic Film Passed
Systemic Toxicity Study Hydrophilic Film Passed
Genotoxicity Ames test Hydrophilic Film Passed
Implantation tests: Subcutaneous Ugytex Mesh Passed
Hemolysis Study Hydropjhilic Film Passed
Pyrogenicity (LAL test) on each batch Ugytex Mesh
Effectiveness Data — Subject Device

Characteristics Ugytex predicate Ugytex dual knit mesh

Central Lateral

Mesh Density (g/m ) (b) (4)
Mesh Thickness mm

Mesh Pore Size (mean) mm

Tensile/Breaking Strength (mean)
daN

Stiffness/Elongation at rupture
{mean) %

Tear Resistance {mean) N

Suture Pull Out Strength (daN)
Burst*

Resistance/ Breaking Pressure (b) (4)
(mean) kPa

* values determined on evaluations conducted with control to size
# the burst resistance of the central soft knit section was considered NA because the section was
too small for accurate comparison to the soft knit of the predicate device.

Effectiveness Data - Predicate Device(s)

FOI - Page 83 of 86



The sponsor’s most similar predicate device (Ugytex) was compared to other predicate surgical
meshes in K033376:

Characteristics
Mesh Density (g/m }

Mesh Thickness mm

Mesh Pore Size (mean) mm

Tensile/Breaking Strength (mean) daN
Stiffness/Elongation at rupture (mean)
%

Tear Resistance {mean) N

Suture Pull Out Strength (daN) Burst

(b) (4)

Resistance/ Breaking Pressure
(mean) kPa

Discussion of whether the data demonstrate that the subject device is as safe and

effective as the predicate(s)
As can be concluded from the data provided above in the effectiveness evaluations section,
the subject device has physical characteristics that are equivalent if not stronger, in certain
respects, than the predicate. The predicate device was evaluated for biocompatibility and
found to be substantially equivalent to predicate surgical mesh products. The subject device
contains the same material components and therefore does not pose new biocompatibility
issues.

4. Does the product contain drugs or biologicals?
a. If yes, what drug(s)/biologic(s): No

5. Sterilization

Method - Ethylene oxide
Validation - WICMN — Mcdical devices, validation and routine control of

ethylene oxide sterilization, and JNCYEM — Sterilization of
medical devices to be labeled sterile

107

Sterility Assurance Level -

Packaging - PETG blister inside a single Tyvek pouch within an
aluminum bag for the meshes. The packaging is identical to
the sponsor’s predicate device. The introducers will be
purchased as bulk, non-sterile and packaged, tray-sealed with
a Tyvek lid by the sponsor. After sterilization of the implant

.
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and the introducer packages, both products are placed into a
kit package (cardboard box).

Pyrogenicity claims - The sponsor conducts an LAL endotoxin evaluation on each
product lot and meets the recommended medical device

specification of QXS

6. Is the Labeling Adequate?
(Prescription)
Package Insert (appendix A, page 2)
Carton/Pouch Labels (appendix A, page 5)

7. Claims
No specific claims are made, such as improved repair, etc. The label does describe what the
central and lateral sections of the mesh are intended to do, or how they’re to be used, i.e., the
central-coated section is to be placed next to the organ so that the hydrophilic film will
minimize visceral attachment to the device and the lateral sections are uncoated to encourage
tissue fixation. The description regarding the hydrophilic film minimizing visceral attachment
is in the predicate label.

8. Has sponsor provided all administrative requirements?
e Truthful and Accurate Statement (pg. vii)
e 510(k) Summary (appendix E, pg. 1)
¢ Indication for Use Page (pg. vi)

9. Analysis of the Equivalence of the Subject and Predicate(s)
The subject device indications for use, technology and safety and effectiveness evaluations all
clearly indicate that the device is substantially equivalent. In the case of the indications, the
statements are identical. The device differs subtly from the predicate, technologically in that it
is now composed of a central soft knit section and a lateral strong knit dual sections. I've
consulted with Dr. Lerner regarding the design change and he believed that the device does not
raise new safety and effectiveness questions in comparison to standard surgical mesh devices.
I recommend that the device be found substantially equivalent.

10. Contact Historv/Requests for More Information:

Tkt s/

Namge~ Date

Plastic and Reconstructive Surgery Devices Branch

13
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~ 510(k) “SUBSTANTIAL EQUIVALENCE”

DECISION-MAKING PROCESS
New Device is Compared to
Marketed Device *

Descriptive Information Does % Device Have Same  NO Do the Differences Alter the Intended Not Substantially
about New or Marketed Indfeation StatementT————  Therapeutic/Diagnostic/etc. Effect YES  Equivalent Delermination
Device Requested as Needed (in Deciding, May Consider Impact on

YES Safety and Effectiveness)?**
New Device Haf Same Intended NO
Use and May be “Syfbstantially Equivalent” —_ s
New Device Has O
@ @ New Intended Use
Does New Devick Have Same - @
Technological Cifaracteristics, NO Could the New
¢.g. Design, Mafegials, etc.?7 ~—— ¥ Characteristics Do the New Characteristics
S Affect Safety or — Raise New Types of Safety YES O
@ Effectiveness? or Effectiveness Questions?**
T
NG Are (N NO
Characteriftics Precise Enough NO
to EnsurdEauj 7 @
NO
Arc Performance [Jata Do Accepted Scientific
Available 1o Asses Equivalenceg YES Methods Exist for
Assessing Effects of NO

the New Characteristics?

@ |

Are Performance Data Available NO
To Assess Effects of New
Characteristics?***

W

1o

Periormance
Data Required

YES

A

QD

»  pertormance Data Demoustrate Performance Data Demonstrate
Equivalence? < Cquivalence? — 4———
YES NO
NO
“Substantially Tquivalent” @
To Determination To
< 310(k) Submissions compare new devices (o marketed devices. FDA requests additional information if the relationship between

marketed and “predicate” (pre-Amendments or reclassified post-Amendments) devices is unclear.

B

)

CEX] “This decision is normally based on descriptive information alone, but limited testing information is sometioes required.

’
e
s

&
.

o

Data maybe in the 510¢k). other 510{k)s, the Center’s ¢lassification files, or the literature.
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