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Bard Urclogical Division - :

C. R. Bard, Inc. SEP 3 0 2008 /CJE e) (?’l
13183 Harland Dr. /

Covington, GA 30014 -

AR

510(k) SUMMARY OF SAFETY AND EFFECTIVENESS INFORMATION

This 510(k) summary of safety and effectiveness information is being submitted in
accordance with the reguirements of SMDA 1990.

A. SUBMITTER INFORMATION:
Submitter's Name: C. R. Bard, Inc.
Bard Uralogical Division
Address: 13483 Harland Drive
Covington, GA 30014
Contact Person: John C. Knorpp
Contact Person's Telephone Number:  678-342-4920
Contact Person’s Fax: 770-788-5513
B. DEVICE NAME:
Trade Name(s): Avaulta™ Solo Support System

Avaulta™ Pius Biosynthetic Support System
Common/Usual Name:  Surgical Mesh
Classification Names: 79 FTL — Mesh, Surgical, Polymeric

CFR Reference: 21 CFR 878.3300
Classification Panel: General and Plastic Surgery
C. PREDICATE DEVICE NAME:
Trade Names: Avaulta™ Solo Support System
Avaulta™ Plus Biosynthetic Support System
K0e3712
D. DEVICE DESCRIPTION:

The Avauita™ Support System includes a sterile, single use, permanent

implant that provides long term reinforcement to support structures in the
correction of anterior or posterior vaginal wall prolapse. The central soft

knit section provides compliant organ support while the strong knit arms

provide improved strength for tension free fixation of the implant.

The Avaulta™ Plus Biosynthetic Support System and Avaulta™ Solo
support system both utilize a nonabsorbable monofilament, polypropylene
mesh to provide long-term reinforcement for support structures. The
Avaulta™ Plus Biosynthetic Support System adds a porous, acellular, ultra-
thin sheet of crosslinked collagen attached to the polypropylene mesh
which serves to establish a protective barrier between mucosal tissue and

450-06
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the polypropylene mesh and contains apertures uniformly sized to allow for
ingrowth of host tissue and capillary vessels.

INTENDED USE:

The Avaulta™ Support System 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.

TECHNOLOGICAL CHARACTERISTICS SUMMARY:

The subject Avaulta™ Support System has the same intended use, general
design and fundamental scientific technology as the predicate device.

PERFORMANCE DATA SUMMARY:

The appropriate testing to determine substantial equivalence was completed.
This includes testing in accordance with Guidance for the Preparation of a
Premarket Notification Application for a Surgical Mesh (March 22, 1929},



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

o 2008
C.R. Bard, Incorporated SEP 3

Mr, John C. Knorpp, RAC
Director, Regulatory Affairs
Bard Urological Division
13183 Harland Drive
Covington, Georgia 30014

Re: KO082571
Trade/Device Name: Avaulta™ Support System
Regulation Number: 878.3300
Regulation Name: Surgical Mash
Regulatory Class: 11
Product Code: FTL
Pated: Sceptember 3, 2008
Received: September 5, 2008

Dear Mr. Knorpp:

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 [I (Special Controls) or class II1
(PMA), it may be subject to such additional controls. Existing major regulations affecting
your device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In
addition, FDA may publish further announcements concerning your device in the Federal
Register.
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Please be advised that FDA’s issuance of a substantial equivalence determination does not
mean that FDA has made a determination that your device complies with other requirements
of the Act or any Federal statutes and regulations administered by other Federal agencies.
You must comply with all the Act’s requirements, including, but not limited to: registration
and listing (21 CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice
requirements as set forth in the quality systems (QS) regulation (21 CFR Part 820); and if
applicable, the cleetronic product radiation control provisions (Sections 531-542 of the Act);
21 CFR 1000-1050.

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
please contact the Center for Devices and Radiological Health’s (CDRH’s) Office of
Compliance at (240} 276-0115. Also, please note the regulation entitled, "Misbranding by
reference to premarket notification” (21CFR Part 807.97). For questions regarding
postmarket surveillance, please contact CDRH’s Office of Surveillance and Biometric’s
(OSB’s) Division of Postmarket Surveillance at (240) 276-3474. For questions regarding
the reporting of device adverse events (Medical Device Reporting (MDR)), please contact
the Division of Surveillance Systems at (240) 276-3464. You may obtain other gencral
information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number (800)
638-2041 or (240) 276-3150 or at its Internet address
http://www.fda.gov/cdrl/industry/support/index.htm],

Sincerely yours,

Made N Wl

Mark N. Melkerson

Director

Division of General, Restorative
and Neurological Devices

Office of Device Evaluation

Center for Devices and

. Radiological Health

Enclosure
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/L'd 8@) (?{/CR Bard, Inc., Bard Urolagical Division

Avadlta™ Support System
Premarket Notification [510(k)}

1.4 Indications for Use Statement
510(k) Number (if known): SO 8 2 57 ]

Device Namae: Avaulta™ Support System

Indications for Use:

The Avaulta™ Support System is indicated for tissue reinforcement and tong-asting
stabilization of fascial structures of the pelvic floor in vaginat wall prolapse where surgical
treatment is intended either as mechanical support or bridging material for the fascial defect.

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

(PLEASE DO NOT WRITE BELOW THIS LINE —
CONTINUE ON ANOTHER PAGE IF NEEDED)

CONCURRENCE OF CDRH, OFFICE OF DEVICE EVALUATION (ODE)

Division Sign -0ff)
tivigion of Anesmesmlogy, General Hospital
wfection Control, Dental Devices

5100 Number: K () T2S 7]

{Recommended Format 11/13/2003)
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

E4LTY
B oy

feau Food and Drug Administration
8200 Corporate Boulevard
Rockville MD 20850

0 2008
C.R. Bard, Incorporated SEP 3

Mr. John C. Knorpp, RAC
Director, Regulatory Affairs
Bard Urological Division
13183 Harland Drive
Covington, Georgia 30014

Re: K082571
Trade/Device Name: Avaulta™ Support System
Regulation Number: 878.3300
Regulation Name: Surgical Mash
Regutatory Class: [I
Product Code: FTL
Dated: September 3, 2008
Received: September 5, 2008

Dear Mr. Knorpp:

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 11
(PMA), it may be subject to such additional controls, Existing major regulations affecting
your device can be found in the Code of Federal Regulations, Title 21, Parts 800 to 898. In
addition, FDA may publish further announcements concerning your device in the Federal
Register.
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Page 2 — Mr. Knorpp

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 clectronic product radiation control provisions (Sections 531-542 of the Act):
21 CFR 1000-1050.

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801),
please contact the Center for Devices and Radiological Health’s (CDRH’s) Office of
Compliance at (240} 276-0115. Also, please note the regulation entitled, "Misbranding by
reference to premarket notification” (21CFR Part 807.97). For questions regarding
postmarket surveillance, please contact CDRH’s Office of Surveillance and Biometric’s
(OSB’s) Division of Postmarket Surveitlance at (240) 276-3474. For questions regarding
the reporting of device adverse events (Medical Device Reporting (MDR)), please contact
the Division of Surveillance Systems at (240) 276-3464. You may obtain other general
information on your responsibilities under the Act from the Division of Small
Manufacturers, International and Consumer Assistance at its toll-free number {800)
638-2041 or (240) 276-3150 or at its Internet address
http://www.fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

ke N Hplln.

Mark N. Melkerson’

Director

Division of General, Restorative
and Neurological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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/ld SDD E/?//C.R. Bard, inc., Bard Urological Division

Avaulta™ Support Systemn
Premarket Notification [510(k}]

1.4 Indications for Use Statement
510(k) Number (if known): Kpgas7]

Device Name: Avaulta™ Support System

[ndications for Use:

The Avaulta™ Support System is indicated for tissue reinforcement and lang-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 AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE —
CONTINUE ON ANOTHER PAGE IF NEEDED)

CONCURRENCE OF CDRH, OFFICE OF DEVICE EVALUATION {(QDE)

WMCQWLQJmM

Division Slgn -0ff)
livision of Anesthesmlogy General Hospital
fection Control, Dental Devices

510(k) Number: K 9 gl% 7 f

(Recommended Format 11/13/2003)



DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

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

September 05, 2008 Rockville, Maryland 20850
C.R. BARD, INC. 510(k) Number: K082571
UROLOGICAL DIVISION Receilved: 05-SEP-2008
13183 HARLAND DRIVE Product: AVAULTA SUPPORT
COVINGTON, GA 30014 SYSTEM

ATTN: JOHN C. KNORPP

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

(510(k)}, you submitted in accordance with Section 510 (k) of the Federal
Food, Drug, and Cosmetic Act(Act) for the above referenced product and
for the above referenced 510(k) submitter. Please note, if the 510 (k)

submitter is incorrect, please notify the 510(k) Staff immediately. We
have assigned your submission a unique 510 (k) number that is cited above.
Please refer prominently to this 510(k) number in all future
correspondence that relates to this submission. We will notif ou when
the processing of your 510(k) has been completed or if any additional
information isg required. YOU MAY NOT PLACE THIS DEVICE INTO COMMERCIAL
DISTRIBUTION UNTIL YQU RECEIVE A LETTER FROM FDA ALLOWING YOU TO DO SO.

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

On September 27, 2007, the President signed an act reauthorizing medical
device user fees for fiscal years 2008 - 2012. The legislation - the
Medical Device User Fee Amendments of 2007 is part of a larger bill, the
Food and Drug Amendments Act of 2007. Please visit our website at
http://www.fda.gov/cdrh/mdufma/index .html for more information regarding
fees and FDA review goals. In addition, effective January 2, 2008, an
firm that chooses to use a standard in the review of ANY new 510 (k) needs
to £ill out the new standards form (Form 3654) and submit it with their
510(k). The form may be found at
http://www.fda.gov/opacom/morechoices/fdaforms/FDA~3654,pdf.

We remind you that Title VIII of the Food and Drug Administration
Amendments Act of 2007 (FDAAA) amended the PHS Act by adding new section
402 () (42 U.5.C. ' 282(j)), which expanded the current database known as
ClinicalTrials.gov to include mandatory registration and reporting of
results for applicable clinical trials of human drugs (including
biological products) and devices. Section 402(j) requires that a
certification form (http://www.fda.gov/opacom/morechoices/fdaforms/
FDA-3674.pdf) accompany 510 (k) /HDE/PMA submissions. The agency has issued
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a draft guidance titled: "Certifications To Accompany Drug, Biological
Product, and Device Applications/Submissions : Compliance with Section
402(j) of The Public Health Service Act, Added By Title VIII of The Food
and Drug Administration Amendments Act of 2007 (http://www. fda.gov/oc/
initiatives/fdaaa/guidance certifications.html) . According to the draft
guidance, 510 (k) sUbmissiofs that do not contain clinical data do not
need the certification form.

Please note the following documents as they relate to 510 (k) review:
l)Guidance for Industry and FDA Staff entitled, "Interactive Review for
Medical Device Submissions: 510(k)s, Original PMAsS, PMA Supplements,
Original BLAs and BLA Supglements". This guidance can be found at
http://www.fda.gov/cdrh/o e/guidance/1655.pdf. Please refer to this
guidance for information on a formalized interactive review process.
2)Guidance for Industry and FDA Staff entitled, "Format for Traditional
and Abbreviated 510(k)s". This guidance can be found at
www.fda.gov/cdrh/ode/quidance/1567 . html. Please refer to this guidance
for asgistance on how to format an original submission for a Traditiocnal
or Abbreviated 510 (k).

In all future premarket submissions, we €ncourage you to provide an
electronic copy of your submission. By doing so, ¥ou will save FDA
resources and may help reviewers navigate through longer documents more
easily. Under CDRH's e-Copy Program, you may replace one Eaper copy of
any premarket submission (e.q., 510(k), IDE, PMA, HDE) with an electronic
COpY. For more information about the program, including the formatting
requirements, please visit our web site at

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

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

{240)276-4040.
Sincerely yours,
Marjorie Shulman
Supervisory Consumer Safety Officer

Office of Device Evaluation
Center for Devices and Radiological Health

FOI - Page 13 of 92



IR 7,27 SN ) 7l

C. R. Bard, Inc.
13183 Harland Dr.
Covington, GA 30014

AR

September 3, 2008

Food and Drug Administration
Center for Devices and Radiological Health
510(k) Document Mail Center (HFZ-401) I e
9200 Corporate Blvd. bosioo i
Rockville, MD 20850

SEP - 5 2008

Re:  Special Premarket 510(k) Notification

Avaulta Support System NPT ‘é{ [ }

Dear Sir/Madam:

Pursuant to 21 CFR 807.90, Bard Urological Division, C.R. Bard, Inc., is submitting two
copies of this 510(k) notification of changes to Bard's Avaulta Support System and two
copies of this cover letter. One copy of the 510(k) notification is being provided in electronic
format per FDA’s web instructions and is an exact duplicate of the paper copy. The purpose
of this 510(k) submission is to notify FDA of a minor design change to the Avaulta Support
System Iimplant.

Device Name: Avaulta Support System

Trade Name(s): Avaulta Solo™ Synthetic Support System
Avaulta Plus™ Biosynthetic Support System

Common/Usual Name: Surgical Mesh

Classification Names: 79 FTL — Mesh, Surgical, Polymeric

CFR Reference: 21 CFR 878.3300

Classification Panel: ~ General and Plastic Surgery

There are no FDA document numbers associated with this submission other than the
predicate 510(k), K063712.

The terms “substantially equivalent”, "similar* and related terms and descriptions in this
notification are defined terms or words of art defined by the Food and Drug Administration
as those words are used in the Federal Food, Drug and Cosmetic Act as amended and the
regulations promulgated thereunder and are not to be construed or interpreted for any other
purpose.

Exhibit 1 contains a copy of a completed CDRH Premarket Review Submission Cover
Sheet. Section 1.0 contains Screening Checklists for Special Premarket Notification
[510(K)] Submissions with references to the sections of this document that contain the
required information, the Premarket Notification Truthful and Accurate Statement and the
510(k) Indications for Use Statement. The 510(k) Summary of Safety and Effectiveness
Information can be found as Exhibit 2. The general design and use of the device is
indicated in the table below:

480-06
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Question YES NO

Is the device intended for prescription use (21 CFR 801 Subpart D)? X
Is the device intended for over-the-counter use (21 CFR 807 Subpart X
C)?
Does the device contain components derived from tissue or other X
biologic source?
Is the device provided sterile? X
Is the device intended for single use? X
Is the device a reprocessed single use device? X

If yes, does the device type require reprocessed validation data? N/A N/A
Does the device contain a drug? X
Does the device contain a biologic? X
Does the device use software? X
Does the submission include clinical information? X
Is the device implanted? X

C. R. Bard, Inc. has not publicly disclosed or acknowledged the fact of its intent to market
this product to any individual outside its employ, other than disclosures made under
commercial agreements containing appropriate safeguards for secrecy. As a result, C. R.
Bard, Inc. requests that FDA keep and maintain confidential both the existence and the
contents of this Premarket Notification in accordance with 21 CFR 807.95(b).

C. R. Bard, Inc. also requests that the FDA keep and maintain confidential the contents of
this letter.

If you have any questions about this notification, the Contact Person is:

John C. Knorpp 678-342-4920
john.knorpp@crbard.com 770-788-5513 (fax)

| hereby authorize the FDA to communicate with me regarding this submission via phone,
fax and/or email as indicated above. Thank you in advance for your consideration of our
application.

Sincerely,

Wl

John C. Knorpp, RAC
Director, Regulatory Affairs
Bard Urological Division

Enclosures
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Site: null

Form Approved: OMB No 0910-511 Expiration Date: January 31, 2010 See Instructions for OMB Statement

DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION PAYMENT IDENTIFICATION NUMBER

MEDICAL DEVICE USER FEE COVER SHEET Write the Payment Identification number on W

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 Lockbox
956733, 1005 Convention Plaza, St. Louis, MO 63101. (Note: This address is for courier delivery only. Contact the US Bank at 314-
418-4821 if you have any questions concerning courier delivery.)

5. For Wire Transfer Payment Procedures, please refer to the MDUFMA Fee Payment Instructions at the following URL:
http://www.fda.gov/cdrh/mdufmal/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
address, city state, country, and post office code)

C RBARD INC
13183 Harland Drive
Covington GA 30014
us

1.1 EMPLOYER IDENTIFICATION NUMBER (EIN)

(b) (4)

2. CONTACT NAME
John Knorpp

2.1 E-MAIL ADDRESS
john.knorpp@crbard.com

2.2 TELEPHONE NUMBER (include Area code)
678-342-4920

2.3 FACSIMILE (FAX) NUMBER (Include Area code)
770-788-5513

Select an application type:

[X] Premarket notification(510(k)); except for third party
[1513(g) Request for Information

[ ] Biologics License Application (BLA)

[ 1 Premarket Approval Application (PMA)

[ 1 Modular PMA

[ 1 Product Development Protocol (PDP)

[ 1 Premarket Report (PMR)

[ 1 Annual Fee for Periodic Reporting (APR)

[130-Day Notice

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

3.1 Select one of the types below
[X] Original Application
Supplement Types:

[ ] Efficacy (BLA)

[1Panel Track (PMA, PMR, PDP)
[1Real-Time (PMA, PMR, PDP)
[1180-day (PMA, PMR, PDP)

qualifying documents to FDA

4.1 If Yes, please enter your Small Business Decision Number:

4. ARE YOU A SMALL BUSINESS? (See the instructions for more information on determining this status)
[1YES, | meet the small business criteria and have submitted the required

[X] NO, | am not a small business

APPLICABLE EXCEPTION.

including any affiliates, parents, and partner firms

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

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

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

conditions of use for a pediatric population

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

[1YES [X]NO

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).)

7. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION

22-May-2008

Form FDA 3601 (01/2007)

FOI - Page 16 of 9
https:/

"Close Window" Print Cover sheet

dasﬁnappS fda.gov/OA HTML/mdufmaCScdCfeltemsPopup.jsp?vcname=John%20Knorpp&vec...
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Bard Urological Division
C. R. Bard, Inc.

13183 Hariand Dr.
Covington, GA 30014

September 3, 2008

Food and Drug Administration

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

Rockville, MD 20850

Re:  Special Premarket 510(k) Nofification
Avaulta Support System

Dear Sir/Madam:

Pursuant to 21 CFR 807.90, Bard Urological Division, C.R. Bard, Inc., is submitting two
copies of this 510(k) notification of changes to Bard's Avauita Support System and two
copies of this cover letter. One copy of the 510(k) notification is being provided in electronic
format per FDA's web instructions and is an exact duplicate of the paper copy. The purpose
of this 510(k) submission is to notify FDA of a minor design change to the Avaulta Support
System Implant.

Device Name: Avauita Support System

Trade Name(s): Avaulta Solo™ Synthetic Support System
Avaulta Plus™ Biosynthetic Support System

Common/Usual Name: Surgical Mesh

Classification Names: 79 FTL — Mesh, Surgical, Polymeric

CFR Reference: 21 CFR 878.3300

Classification Panel: Generai and Plastic Surgery

There are no FDA decument numbers associated with this submission other than the
predicate 510(k), KO63712.

The terms "substantially equivalent”, "similar"® and related terms and descriptions in this
notification are defined terms or words of art defined by the Food and Drug Administration
as those words are used in the Federal Food, Drug and Cosmetic Act as amended and the
regulations promulgated thereunder and are not to be construed or interpreted for any other

purpose.

Exhibit 1 contains a copy of a completed CDRH Premarket Review Submission Cover
Sheet. Section 1.0 contains Screening Checklists for Special Premarket Notification
[510(K)] Submissions with references to the sections of this document that contain the
required information, the Premarket Notification Truthful and Accurate Statement and the
510{(k) indications for Use Statement. The 510(k) Summary of Safety and Effectiveness
Information can be found as Exhibit 2. The general design and use of the device is
indicated in the table below:
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Question YES NO

Is the device intended for prescription use (21 CFR 801 Subpart D)7 X
Is the device intended for over-the-counter use (21 CFR 807 Subpart X
C)?
Does the device contain components derived from tissue or other X
biolegic source?
Is the device provided sterile? X
Is the device intended for single use? X
Is the device a reprocessed single use device?
If yes, does the device type require reprocessed validation data? N/A

Does the device contain a drug?

Does the device contain a biologic?

Doces the device use software?

Does the submission include clinical information?
Is the device implanted? X

=
><><><><$><

C. R. Bard, Inc. has not publicly disclosed or acknowledged the fact of its intent to market
this product to any individual outside its employ, other than disclosures made under
commercial agreements containing appropriate safeguards for secrecy. As a resulf, C. R.
Bard, Inc. requests that FDA keep and maintain confidential both the existence and the
contents of this Premarket Notification in accordance with 21 CFR 807.95(b).

C. R. Bard, Inc. also requests that the FDA keep and maintain confidential the contents of
this letter.

If you have any questions about this notification, the Contact Person is:

John C. Knorpp 678-342-4920
john.knorpp@ecrbard.com 770-788-5513 (fax)

I hereby authorize the FDA to communicate with me regarding this submission via phone,
fax and/or email as indicated above. Thank you in advance for your consideration of our

application.

Sincerely,

.

Director, Regulatory Affairs
Bard Urological Division

Enclosures
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1.0 REGULATORY INFORMATION
1.1 Regulatory Forms
Exhibit 1 contains the following regulatory forms:
o FDA-3514: CDRH Premarket Review Submission Cover Sheet
o FDA-3674: Certification of Compliance with Requirements of

ClinicalTrials.gov Data Bank

1.2 Screening Checklists For Special Premarket Notification [510(K)]
Submissions

Table 1.2.1: Required Elements for all Types of 510(k) Submissions

Required Element Location
Cover letter, containing the elements listed on page 3-2 of the Premarket Cover Letter
Notification [510(k)] Manual
Table of Contents Table of
Contents
Truthful and Accurate Statement Section 1.3
Device Trade Name, Device’s Classification Name and Establishment .
) . Section 2.2
Registration Number
Device Classification Regulation Number and Regulatory Status (Class |, ,
Iy Section 2.2
Class Il, Class Il or Unclassified).
Proposed Labeling including the materials listed on page 3-4 of the Exhibit 4
Premarket Notification [510(k)] Manual.
Statement of Indications for Use that is on a separate page in the ,
. Section 1.4
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 3.3
Premarket Notification [510(k)] Manual.
510(k) Summary Exhibit 2
Description of the device (or modification of the device) including _
: . . . : Exhibit 3
diagrams, engineering drawings, photographs or service manuals.
Identification of legally marketed predicate device. Section 2.2
Compliance with performance standards. Section 2.2
Class Il Certification and Summary N/A
(Class Il
Device)
Financial Certification or Disclosure Statement for 510(k) notifications N/A
with a clinical study. [See 21 CFR 807.87(1)] (No clinical
studies)
510(Kk) Kit Certification N/A
(No changes
affecting Kit)
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Table 1.2.2: Additional Requirements for a SPECIAL 510(k) Submissions
Required Element Location

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

Section 2.2

; ) Section 3.0
predicate device.
A statement that the intended use(s) and indications of the modified .
. : L ; . Sections
device, as described in its labeling, are the same as the intended uses
o , . . . 2.3and 2.4
and indications for the sponsor’'s unmodified predicate device.
A statement that the modification has not altered the fundamental .
) - : Section 3.1
technology of the sponsor’s predicate device.
Statement of Indications for Use that is on a separate page in the .
Section 1.4

premarket submission.

g f’fiﬁll vcv:)?ntrol Activities Summary that includes the following elements %////////%

a. Identification of Risk Analysis methods(s) used to assess the
impact of the modification on the device and its components, and the | Section 4.3
results of the analysis.

b. Based on the Risk Analysis, an identification of the required

verification and validation activities, including the methods or tests Sections
o . 43and 4.4
used and the acceptance criteria to be applied.
c. A Declaration of Conformity with design controls that includes the -
. ) Exhibit 7

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 Exhibit 7

the predetermined acceptance criteria were met. This statement
is signed by the individual responsible for those particular
activities.

= A statement that the manufacturing facility is in conformance with
the design control procedure requirements as specified in 21
CFR 820.30 and the records are available for review. This Exhibit 7
statement is signed by the individual responsible for those
particular activities.
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1.3 Premarket Notification Truthful and Accurate Staterment
[ certify that, in my capacity as Director, Regulatory Affairs of C.R. Bard, Inc., Bard
Urological Division | believe to the best of my knowledge, that all data and information

submitted in the Premarket Notification are truthful and accurate and that no material
fact has been omitted.

Signature: /% Z%_’
/ Vg4

Typed Name: John C. Knorpp
Director, Regulatory Affairs

Date: B0 - ‘{

510(k) Number:
(if applicable)
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1.4 Indications for Use Statement

510(k) Number (if known):

Device Name: Avaulta™ Support System

Indications for Use:

The Avaulta™ Support System 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 AND/OR Over-The-Counter Use
(Part 21 CFR 801 Subpart D) (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE —
CONTINUE ON ANOTHER PAGE IF NEEDED)

CONCURRENCE OF CDRH, OFFICE OF DEVICE EVALUATION (ODE)

(Recommended Format 11/13/2003)

FOI - Page 25 of 92
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INTRODUCTION
2.1 Purpose of Premarket Notification

The purpose of this Special 510(k) submission is to notify FDA of a minor design
change to the posterior Avaulta Plus™ Implant and revisions to the IFUs for the
Avaulta Plus and Avaulta Solo™ Implants. There are no changes being made to
the Avaulta Solo Implant. These devices are covered under KO63712.

The modified Avaulta Plus Implant has the same intended use, general design,
materials and fundamental scientific technology as the predicate device. The
decision tree and guidance included in The New 510(k) Paradigm: Alternate
Approaches to Demonstrating Substantial Equivalence in Premarket Notifications
was used to determine that a Special 510(k) is appropriate for these changes.

2.2 General Information

Subject Device Information

Device Name: Avaulta Support System

Trade Name(s): Avaulta Solo™ Synthetic Support System
Avaulta Plus™ Biosynthetic Support System

Common/Usual Name: Surgical Mesh

Classification Names: 79 FTL — Mesh, Surgical, Polymeric

CFR Reference: 21 CFR 878.3300

Classification Panel: General and Plastic Surgery

No performance standards have been established under Section 514 of the Food,
Drug and Cosmetic Act for this device. However, where applicable, adherence to
the following guidance has been maintained:

e Guidance for the Preparation of a Premarket Notification Application for a
Surgical Mesh, issued March 2, 1999

Predicate Device Information

Device Name: Avaulta Support System

Trade Name(s): Avaulta Solo™ Synthetic Support System
Avaulta Plus™ Biosynthetic Support System

Common/Usual Name: Surgical Mesh

Classification Names: 79 FTL — Mesh, Surgical, Polymeric

CFR Reference: 21 CFR 878.3300

Classification Panel: General and Plastic Surgery

Premarket Notification: K063712, clearance date — March 12, 2007.
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Manufacturer/Submitter

Manufacturer Name: Bard Urological Division (BUD)
[a division of C.R. Bard, Inc.]

Address: 13183 Harland Drive
Covington, GA 30014

Contact Person: John C. Knorpp

Telephone Number: 678-342-4920

Fax Number: 770-788-5513

Registration Number: 1018233

Additional Registration Numbers:

C.R. Bard: 2212754

Sterilization Sites

Name: Bard Medical Division (BMD)
[a division of C.R. Bard, Inc.]

Address 1: 8195 Industrial Blvd.
Covington, GA 30014

Registration Number: 1018233

Address 2: 1211 Mary Magnan Blvd.
Madison, GA 30650

Registration Number: 3006082230

2.3 Intended Use

The Avaulta™ Support System 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.

The intended use has not changed.

2.4 Indications for Use

The Avaulta™ Support System 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.

The indications for use have not changed.
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2.5 Device History

Subsequent to FDA clearance for commercial distribution on March 12, 2007,
some minor changes were made to the predicate Avaulta Support System. After
consulting the FDA'’s guidance document, Deciding When to Submit a 510(k) for a
Change to an Existing Device, these changes were determined to be non-
significant, and therefore did not require the submission of a 510(k). The changes
were as follows:

e Dimensional tolerances were modified to more closely match the product tested
during design qualification.

e Arm tensile strength specifications were restated as minimum quantitative
requirements rather than relying on a comparison to a similar product.

e A caution was added to the IFU relative to post-operative patient activity
consistent with other mesh implants.

e Sterilization of the Avaulta Solo Implant now occurs in the final kit configuration
with the introducer as opposed to individually packaged subassemblies prior to
kitting. This change was made for logistical reasons and did not affect
packaging, only the order of operations.

o Shelf life was extended to 2 years based on a combination of real time and
accelerated aging studies, consistent with K0O63712.

e The IFU was revised to include procedural clarifications regarding graft
preparation and placement.
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DEVICE DESCRIPTION
3.1 Device Principles of Operation

As explained in KO63712, the Avaulta Support System includes a sterile, single
use, permanent implant that provides long term reinforcement to support structures
in the correction of vaginal wall prolapse. The central soft knit section provides
compliant organ support while the strong knit arms provide improved strength for
tension free fixation of the implant. Each implant is accompanied by a sterile,
single use, Class |, Exempt introducer used for placement of the implant.

The Avaulta Support System is offered in multiple configurations:

Avaulta Solo Synthetic Support System for Anterior Repair
Avaulta Solo Synthetic Support System for Posterior Repair
Avaulta Plus Biosynthetic Support System with Porcine Graft for Anterior
Repair

e Avaulta Plus Biosynthetic Support System with Porcine Graft for Posterior
Repair

The fundamental technology of the implant has not changed.
3.2 Device Design and Materials

The Avaulta Solo Synthetic Support System implant is composed of a pre-cut
synthetic mesh implant. The Avaulta Plus Biosynthetic Support System implant is
composed of the same pre-cut synthetic mesh implant with a porcine collagen
sheet covering one side of the central section. The arms are not covered to
maximize mesh fixation immediately post implant. The primary support
mechanism is the mesh beneath the collagen sheet (see Figure 1).

Proximal Arms K

Apical Flap

——~ Proximal Arms|

L Central Soft Mesh

Colored Marker

Collagen Sheet

Distal Arms Distal Arms

Figure 1: Predicate Avaulta Plus Posterior Implant

The collagen sheet is pre-attached to the central soft knit section to provide a
protective barrier between the polypropylene mesh and pelvic tissues. The
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collagen sheet encourages fibroblast infiltration and revascularization so that the
implant gradually becomes incorporated in the surrounding tissue.

The overall design, including device materials, performance specifications and
dimensional specifications, has not changed.

3.3 Design Modifications Addressed In This Submission

see Figure 2).

Figure 2: Subject Avaulta Plus Posterior Implant

The current posterior Avaulta Plus Implant can be trimmed, at the physician’s
discretion, after implantation and before tensioning. In most cases, a small midline
or wedge cut is made between the two distal arms in the central soft
mesh/collagen sheet area in order to match the anatomy, ensure the implant lays
flat against the mucosa and to obtain proper tension. The subject design
modification will provide additional flexibility to remove this section of the collagen
during this trimming step. Doing so will better facilitate adjustment of the implant to
more closely match the patient’s anatomy.

This change only applies to the posterior Avaulta Plus Implant but it does not affect
the size or shape of the implant. The attached portion of the collagen sheet will
remain fastened to the mesh without change. There are no changes to the anterior
Avaulta Plus Implant or posterior and anterior Avaulta Solo Implants.

See Exhibit 3 for further graphical representations of the posterior implant.

The following table provides a comparison between the predicate and subject
devices.

NOTE: Bold Type —Indicates a difference between predicate as currently
marketed and subject device.
Plain Type — Indicates the subject device attribute is the same as that of
the predicate device as currently marketed.
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Attribute

Predicate Device
Avaulta Support System
K063712

Subject Device
Avaulta Support System

Intended Use | Reinforcement of tissue during Same
surgical repair.
Indications for | Tissue reinforcement and long-lasting | Same

Use

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.

Mesh central
section

Avaulta Solo: Soft knit mesh
Avaulta Plus: Soft knit mesh with
porcine collagen sheet fully attached
to one side of the mesh

Avaulta Solo: Soft knit mesh
Avaulta Plus: Soft knit mesh with
porcine collagen sheet fully attached
to one side of the mesh except for
the distal 3cm on the posterior

implant
Mesh markers | Blue markers on the midline and in Same
lateral arms
Mesh lateral Strong knit mesh Same
arms
Mesh Porous, open, monofilament knit that Same
characteristics | allows trimming of the implant and
tissue ingrowth
Collagen Crosslinked, acellular, lyophilized Same
porcine dermal collagen sheet
Collagen 0.5mm Same
thickness
Collagen 1.8mm holes Same
porosity
Implant shape | Precut for anterior and posterior repair | Same
with apical flap on both
Implant Staples, sutures or tension free Same
method of
fixation
Implant EtO Same
sterilization
3.4 Packaging

There are no changes to packaging. The Avaulta Implant is packaged in a
thermoformed blister tray with a Tyvek® lid. The sealed tray is placed in one of
two pouches:

¢ The Avaulta Plus synthetic/collagen implant tray is placed in a foil/foil pouch
with a Tyvek® header. After sterilization, the pouch is sealed below the
Tyvek® header (i.e. foil to foil) which is then removed. The foil pouch with
foil to foil heat seal provides a long-term moisture barrier while maintaining
sterility of the contents.

¢ The Avaulta Solo synthetic implant tray is placed in Tyvek®/film pouch.

10
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The packaged implant and separately packaged Class I, Exempt introducer are
placed in a corrugate box.

3.5 Sterilization

There are no changes to sterilization method or cycle. The Avaulta Support System
is supplied as a sterile, single use device sterilized by EtO.

3.6 Stability

The Avaulta Support System is offered with a 2 year shelf life. This is based on
accelerated aging studies conducted on polypropylene mesh which demonstrate a
5 year shelf life and real time aging studies conducted on the Collamend Implant
(Collamend was the original predicate device referenced in K063712 upon which
shelf life was determined) which demonstrate a 2 year shelf life.

3.7 Labeling

The Avaulta Plus and Solo Implant IFUs have been modified to better ensure
consistency between and within the IFUs, allow procedural flexibility based on
physician discretion, include further information regarding general surgical practice
and include additional instructions pertinent to the subject design change.

Copies of the draft proposed IFUs have been included in Exhibit 4 and the current
IFUs in Exhibit 5.

11
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Summary of Design Control Activities
4.1 User Needs

As part of its ongoing product line improvement process, Bard Urological Division
identified an opportunity to allow for greater flexibility in physician modifications of
the posterior Avaulta Plus Implant. Physician feedback indicated that the central
section was longer than necessary for many patients. By removing the stitching from
the distal section of the collagen sheet, physicians would be able to more easily
customize the graft based on the specific patient anatomy.

Currently, the posterior Avaulta Plus Implant can be trimmed by physicians after
implantation and before tensioning. In most cases, a small midline or wedge cut is
made between the two distal arms in the central soft mesh/collagen sheet area in
order to match the anatomy, ensure the implant lays flat against the mucosa and to
obtain proper tension. The subject design modification will provide additional
flexibility, at the physician’s discretion, to remove this section of the collagen
during this trimming step.

4.2 Design Inputs

The user needs identified were translated into design input requirements for the
posterior Avaulta Plus Implant. It was determined that the stitching should be
removed from the distal 3cm of the graft to allow for removal of the collagen, if so
desired. This modification allows the complete graft to be implanted with the entire
collagen sheet, as with the current design, or it allows the physician the flexibility to
remove some or all of the 3cm collagen flap based on an assessment of patient
anatomy.

4.3 Risk Analysis

A design failure modes and effects analysis (DFMEA) of the modified posterior
Avaulta Plus Implant was conducted in accordance with an internal procedure based
on EN/ISO 14971 Medical Devices — Application of Risk Management to Medical
Devices to assure that risks posed by the modified device are acceptable. The
analysis did not raise any new types of safety or effectiveness questions.

4.4 Summary of Design Verification and Validation Activities

The materials of construction, manufacturing methods, performance specifications
and overall design of the posterior Avaulta Plus Implant have not changed. The only
change is to remove the stitching from the distal 3cm of the collagen sheet. The Risk
Summary Table below specifically identifies the potential risks associated with the
change and risk mitigation steps taken. Because there were no new types of safety
or effectiveness questions, there were no design verification tests required to
specifically address the risks identified. However, for an added measure of
confidence and in accordance with FDA's “Guidance for the Preparation of a
Premarket Notification Application for a Surgical Mesh,” the following design

12
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verification activities were conducted: Visual, dimensional and implant tensile
strength. The testing demonstrated that the modified device was substantially
equivalent to the predicate and met the predetermined acceptance criteria.

Risk Summary Table for Sewing Change to the Posterior Avaulta Plus Implant

Technical Original

Feature Desian Change Potential Risk | Mitigation of Risk

(b) (4)

45 Conclusion
The subject posterior Avaulta Plus Implant has been evaluated in both design

verification and validation tests and determined to meet all predetermined
acceptance criteria and is substantially equivalent to the predicate device.

13
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SUBSTANTIAL EQUIVALENCE

BUD intends to modify the posterior Avaulta Plus Implant originally cleared under
K063712.

The "510(k) Substantial Equivalence Decision Making Process (Detailed) Decision
Tree" was used in determining the substantial equivalence of the Avaulta Support
System implant to the predicate device.

A copy of this decision tree is provided as Exhibit 6. Additionally, the answers to
the following questions on the decision tree confirm substantial equivalence to the
predicate device.

1. Does new device have same indication statements?
Yes. The indications for use statement has not changed.

The Avaulta™ Support System 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.

2. Does new device have same technological characteristics, e.g.,
design, materials, etc.?

No. The subject and predicate device have the same general design
features and rely on the same fundamental scientific technology, however
the subject posterior Avaulta Plus incorporates a sewing pattern change
that will allow for the distal 3cm section of the mesh sheet to be free. There
are no materials changes.

3. Could the new characteristics affect safety or effectiveness?
Yes. A design change could affect safety and effectiveness.

4. Do the new characteristics raise new types of safety or effectiveness
guestions?

No. Both the subject and predicate device perform their intended function
in the same manner using the same fundamental scientific technology. The
change provides more flexibility to the physician.

5. Do accepted scientific methods exist for assessing effects of new
characteristics?

Yes. Functional performance has been addressed by conducting relevant
testing as determined by the risk analysis and in consideration of FDA’s
“Guidance for the Preparation of a Premarket Notification Application for a
Surgical Mesh,” as appropriate.

14
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6. Are performance data available to assess effects of new
characteristics?

Yes. Design verification and validation activities have been summarized
herein.

7. Performance data demonstrate equivalence?
Yes. The testing summarized herein demonstrates that the subject device
met all predetermined acceptance criteria and is substantial equivalent to

the predicate.

Based on the answers to the above questions, the subject Avaulta Support System
is substantially equivalent to the predicate Avaulta Support System (K063712).

15
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Form Approval

OMB No. 9010-0120

Expiration Date: August 31, 2010.
See OMB Statement on page 5.

DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET

User Fee Payment ID Number
MD6036608-956733

Date of Submission
9/3/2008

FDA Submission Document Number (if known)

TYPE OF SUBMISSION

SECTION A

|:| Amendment

|:| Report

|:| Report Amendment
|:| Licensing Agreement

|:| 30-day Supplement
|:| 30-day Notice

|:| 135-day Supplement
|:| Real-time Review

|:| Amendment to PMA
&HDE Supplement

|:| Other

PMA PMA & HDE Supplement PDP 510(k) Meeting
|:| Original Submission |:| Regular (180 day) |:| Original PDP |:| Original Submission: |:| Pre-510(K) Meeting
|:| Premarket Report |:| Special |:| Notice of Completion |:| Traditional |:| Pre-IDE Meeting
|:| Modular Submission |:| Panel Track (PMA Only) |:| Amendment to PDP |X| Special |:| Pre-PMA Meeting

|:| Abbreviated (Complete
section |, Page 5)

|:| Additional Information
|:| Third Party

|:| Pre-PDP Meeting

] pay 100 Meeting

|:| Agreement Meeting
|:| Determination Meeting
|:| Other (specify):

IDE

|:| Original Submission
|:| Amendment
|:| Supplement

Humanitarian Device
Exemption (HDE)
|:| Original Submission
|:| Amendment
|:| Supplement
|:| Report

|:| Report Amendment

Class Il Exemption Petition

|:| Original Submission
|:| Additional Information

Evaluation of Automatic
Class Ill Designation
(De Novo)

|:| Original Submission
|:| Additional Information

Other Submission

[] 513(g)
|:| Other

(describe submission):

SECTION B

C.R. Bard, Inc.

Company / Institution Name

Have you used or cited Standards in your submission?

|Z| Yes |:| No

(If Yes, please complete Section I, Page 5)

SUBMITTER, APPLICANT OR SPONSOR

1018233

Establishment Registration Number (if known)

Division Name (if applicable)
Bard Urological Division (BUD)

Phone Number (including area code)
( 678 ) 342-4920

Street Address
13183 Harland Drive

FAX Number (including area code)
( 770 ) 788-5513

City
Covington

GA

State / Province

ZIP/Postal Code
30014

Country
USA

Contact Name
John C. Knorpp

Contact Title
Director, Regulatory Affairs

SECTION C
Company / Institution Name

Contact E-mail Address
john knorpp@crbard.com

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

Division Name (if applicable)

Phone Number (including area code)

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

Contact Name

Contact Title

Contact E-mail Address

FORM FDA 3514 (9/07)
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SECTION D1 REASON FOR APPLICATION - PMA, PDP, OR HDE

|:| Withdrawal

|:| Additional or Expanded Indications

|:| Request for Extension

|:| Post-approval Study Protocol

|:| Request for Applicant Hold

DRequest for Removal of Applicant Hold

|:| Request to Remove or Add Manufacturing Site

|:| Change in design, component, or
specification:
|:| Software / Hardware
|:| Color Additive
|:| Material
|:| Specifications
|:| Other (specify below)

|:| Location change:
|:| Manufacturer
|:| Sterilizer

|:| Packager

|:| Process change:
|:| Manufacturing
|:| Sterilization
|:| Packaging
|:| Other (specify below)

|:| Response to FDA correspondence:

|:| Labeling change:
|:| Indications
|:| Instructions
|:| Performance
[] shelf Life
|:| Trade Name
|:| Other (specify below)

|:| Report Submission:
|:| Annual or Periodic
|:| Post-approval Study
|:| Adverse Reaction
|:| Device Defect
|:| Amendment

|:| Change in Ownership
|:| Change in Correspondent
|:| Change of Applicant Address

|:| Other Reason (specify):

|:| New Device

|:| New Indication

|:| Addition of Institution

|:| Expansion / Extension of Study
] IRB Certification

|:| Termination of Study

|:| Withdrawal of Application

|:| Unanticipated Adverse Effect
|:| Notification of Emergency Use
|:| Compassionate Use Request
|:| Treatment IDE

|:| Continued Access

SECTION D2 REASON FOR APPLICATION - IDE

|:| Change in:
|:| Correspondent / Applicant
|:| Design / Device
|:| Informed Consent
|:| Manufacturer
|:| Manufacturing Process
|:| Protocol - Feasibility
|:| Protocol - Other

|:| Sponsor

|:| Report submission:
|:| Current Investigator
|:| Annual Progress Report
|:| Site Waiver Report

|:| Final

|:| Repose to FDA Letter Concerning:
|:| Conditional Approval
|:| Deemed Approved
|:| Deficient Final Report
|:| Deficient Progress Report
|:| Deficient Investigator Report
|:| Disapproval

|:| Request Extension of
Time to Respond to FDA

|:| Request Meeting
|:| Request Hearing

|:| Other Reason (specify):

SECTION D3

|:| New Device

REASON FOR SUBMISSION - 510(k)

|:| Additional or Expanded Indications

|:| Change in Technology

|Z| Other Reason (specify):
Change in Design

FORM FDA 3514 (9/07)
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SECTION E ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS

Product codes of devices to which substantial equivalence is claimed Summary of, or statement concerning,
safety and effectiveness information

1| 79 FTL 2 3 4 y
|Z 510 (k) summary attached

5 6 7 8 |:| 510 (k) statement

Information on devices to which substantial equivalence is claimed (if known)

510(k) Number Trade or Proprietary or Model Name Manufacturer

1| K063712 1| Avaulta Support System 1| C.R. Bard, Inc.

2 2 2

3 3 3

4 4 4

5 5 5

6 6 6

SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

Common or usual name or classification

Surgical Mesh

Trade or Proprietary or Model Name for This Device Model Number
1| Avaulta Support System 1| Multiple
2 2
3 3
4 4
5 5
FDA document numbers of all prior related submissions (regardless of outcome)
1 2 3 4 5 6
7 8 9 10 11 12
Data Included in Submission

|:| Laboratory Testing |:| Animal Trials |:| Human Trials

SECTION G PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
Product Code C.F.R. Section (if applicable) Device Class
79 FTL 21 CFR 878.3300 I:l Class | |Z| Class Il
Classification Pane! |:| Class Il |:| Unclassified
General and Plastic Surgery

Indications (from labeling)
The Avaulta™ Support System 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 mechaincal support or bridging material for the fascial defect.

FORM FDA 3514 (9/07) PAGE 3 of 5 PAGES
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Note: Submission of this information does not affect the need to submit a 2891
or 2891a Device Establishment Registration form.

SECTION H
Facility Establishment Identifier (FEI) Number

FDA Document Number (if known)

MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION

|Z| Original 1018233 |Z Manufacturer |:| Contract Sterilizer

|:| Add |:| Delete |:| Contract Manufacturer |:| Repackager / Relabeler
Company / Institution Name Establishment Registration Number

C.R. Bard, Inc. 1018233

Division Name (if applicable)
Bard Urological/Medical Division

Phone Number (including area code)
( 678 ) 342-4820

Street Address
8195 Industrial Blvd.

FAX Number (including area code)
( ) N/A

City
Covington

State / Province ZIP/Postal Code
GA 30014

Country
USA

Contact Name Contact Title

Al Jacks

Facility Establishment Identifier (FEI) Number

Vice President, QA/RA

Contact E-mail Address
al.jacks@crbard.com

|Z| Original 3006082230 |Z| Manufacturer |:| Contract Sterilizer

|:| Add |:| Delete |:| Contract Manufacturer |:| Repackager / Relabeler
Company / Institution Name Establishment Registration Number

C.R. Bard, Inc. Pending

Division Name (if applicable)
Bard Medical Division

Phone Number (including area code)
( 770 ) 784-6120

Street Address
1211 Mary Magnan Blvd.

FAX Number (including area code)
( 770 ) 784-6340

City
Madison

State / Province ZIP/Postal Code
GA 30650

Country
USA

Contact Name Contact Title

Mary Mayo

Facility Establishment Identifier (FEI) Number

Staff Vice President, Qualilty Assurance

Contact E-mail Address
mary mayo@crbard.com

|Z| Original 3005636544 |:| Manufacturer |:| Contract Sterilizer

|:| Add |:| Delete |Z| Contract Manufacturer |:| Repackager / Relabeler
Company / Institution Name Establishment Registration Number

C.R. Bard, Inc. 3005636544

Division Name (if applicable)
Bard Shannon Limited

Phone Number (including area code)
( 787 ) 656-5500

Street Address
San Geronimo Industrial Park, Lot #1, Road #3, km 79.7

FAX Number (including area code)
( ) N/A

City
Humacao

State / Province ZIP/Postal Code
PR 00791

Country
USA

Contact Title

Contact Name
Dan Gregoire

Plant QA Manager

Contact E-mail Address
dan.gregoire@crbard.com

FORM FDA 3514 (9/07)
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Note: Submission of this information does not affect the need to submit a 2891
or 2891a Device Establishment Registration form.

SECTIONH

|Z| Original
|:| Add |:| Delete

Facility Establishment Identifier (FEI) Number
N/A

FDA Document Number (if known)

MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION

|:| Contract Sterilizer

|:| Manufacturer
|Z Contract Manufacturer

|:| Repackager / Relabeler

Company / Institution Name

ﬁf

Establishment Registration Number
N/A

Division Name (if applicable)

Phone Number (including area code)

4

—~

O
~—~
—~
~—

N/A (b) (4)
Street Address FAX Number (including area code)

b) (4

it

E

tate / Province ZIP/Postal Code
D,

Country
USA

Contact Title
President

Contact Name

DIO)

I

Facility Establishment Identifier (FEI) Number

|:| Original
|:| Add |:| Delete

|:| Manufacturer |:| Contract Sterilizer

|:| Contract Manufacturer

Contact E-mail Address

|:| Repackager / Relabeler

Company / Institution Name

Establishment Registration Number

Division Name (if applicable)

Phone Number (including area code)

( )

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

Contact Name Contact Title

Facility Establishment Identifier (FEI) Number

|:| Original
|:| Add |:| Delete

|:| Manufacturer |:| Contract Sterilizer

|:| Contract Manufacturer

Contact E-mail Address

|:| Repackager / Relabeler

Company / Institution Name

Establishment Registration Number

Division Name (if applicable)

Phone Number (including area code)

( )

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

Contact Name Contact Title

Contact E-mail Address

FORM FDA 3514 (9/07)
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SECTION | UTILIZATION OF STANDARDS

Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized Standard"
statement.
Standards No. Standards Standards Title Version Date
Organization
14971 EN/ISO Medical Devices--Application of Risk Management | 2007
1 to Medical Devices
Standards No. Standards Standards Title Version Date
Organization
2
Standards No. Standards Standards Title Version Date
Organization
3
Standards No. Standards Standards Title Version Date
Organization
4
Standards No. Standards Standards Title Version Date
Organization
5
Standards No. Standards Standards Title Version Date
Organization
6
Standards No. Standards Standards Title Version Date
Organization
7
Please include any additional standards to be cited on a separate page.
Public reporting burden for this collection of information is estimated to average 0.5 hour per response, including the time for reviewing instructions, searching
existing data sources, gathering and maintaining the data needed, and completing reviewing the collection of information. Send comments regarding this burden
estimate or any other aspect of this collection of information, including suggestions for reducing this burden to:
Food and Drug Administration
CDRH (HFZ-342)
9200 Corporate Blvd.
Rockville, MD 20850
An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it displays a currently valid OMB control

FORM FDA 3514 (9/07) PAGE 5 of 5 PAGES
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FOI -

See OMB Statement on Reverse. Form Approved: OMB No. 0910-0618, Expiration Date: 06-30-2008

DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration

IED A s Certification of Compliance, under 42 U.S.C. § 282(j){5)}(B), with
Requirements of ClinicalTrials.gov Data Bank {42 U.S.C. § 282(j))

(For submission with an application/submission, ingluding amendments, supplements, and resubmissions, under §§ 505, 515, 520(m), or 510(k} of the
Federal Food, Drug, and Cosmetlc Act or § 351 of the Public Health Serwce Aci)

7. NAME OF SF’ONSOR"APPLICANT.’SUBMITTER e 2 DATE OF THE APFLICATION/SUBMISSION
WHICH THIS CERTIFICATION ACCOMPANIES

John C. Knorpp 09/03/2008

3. ADDRESS (Number, Sirest, State, and ZIP Code) 4. TELEPHONE AND FAX NUMBER
C.R. Bard, Inc, {Include Area Code)
Bard Urological Division (Tel) 678-342-4920
13183 Harland Drive . S
Covington, GA 30014 (Fax) 7707885513

5. FOR DRUGSIBIOLOGICS Include Any/All Available Established, Pmprletary and.for Chemical/Biochemical/Blood/Cellular/Gene Therapy Product Name(s)
FOR BEVICES: Include Any/All Common or Usual Name(s), Ciassification, Trade or Proprietary or Mcdel Name(s) and/or Model Number(s)
(Aftach extra pages as necessary)

Avaulta Solo Synthetic Support System Surgical Mesh

Avaulta Plus Biosynthetic Support System

L RN i APPLIC |/ SUBMISSION INFORM,
TYPE OF APPLICATION/SUBMISSION WHICH THIS CE TION ACCOMPANIES
o [ InDA [(Janoa  [IsLA [ ]Pma [ JroE sio) [ Pop ] other
7. INCLUDE IND/NDAJANDA/BLA/PMA/HDE/S10{kYPDP/OTHER NUMBER (If number previously assigned)
N/A

8. SERIAL NUMBER ASSIGNED TO APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES
BD

S CERTIFICATION S;. -
9. CHECK ONLY ONE OF THE FOLLOWING BOXES {See inslructions for addrtrona! mformaimn and explananon)
. A. | certify that the requiremenis of 42 U.5.C. § 282(j), Section 402(j) of the Public Health Service Act, enacted by 121 Stat. §23, Public Law
110-85, do not apply because the application/submission which this certification accompanies does not reference any clinical trial.
D B. | ceriify that the requirements of 42 U.8.C. § 282(j), Section 402(j} of the Public Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, do not apply to any clinical iriaf referenced in the application/submission which this certification accompanies.
|:| C. | certify that the requirements of 42 U.5.C. § 282(j), Section 402(j) of the Public Health Service Act, enacted by 121 Stal. 823, Public Law
110-85, apply to one or mere of the clinical trials referenced in the application/submission which this certification accompanies and that
those requirements have been met.
10. IF YOU CHECKED BOX C, IN NUMBER 9, PROVIDE THE NATIONAL CLINICAL TRIAL (NCT) NUMBER(S) FOR ANY "APFLICABLE CLINICAL TRIAL{S),"
UNDER 42 U.S.C. § 282()(1)(A)i}. SECTION 402(}1)(A)H) OF THE PUBLIC HEALTH SERVICE ACT, REFERENCED IN THE APPLICATION/
SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES (AHach extra pages as necessary)

NCT Number{s):
S Hhat al yriission oflnforma

1. SEGNATURE OF SPONSOR!APPLICANT/SUBM!TI'ER OR AN . 12. NAME AND TITLE OF THE PERON WHO SIGNED IN N.O. 1"

AUTHORIZED REPRESENTATIVE (Sign)

(Name) John C. Knorpp

(Title) Director, Regulatory Affairs

13. ADDRESS (Number, Street, State, and ZIP Cadej (of person identified 14. TELEPHONE AND FAX NUMBER 15. DATEOF
f(r:r ‘I\{O' Bf 1 gnifn 12 (include Area Code} CERTIFICATION
.R. Ban c.
P . 678-342-4920
Bard Urological Division (Tel.}
13183 Harland Drive 776-788-5513
Covington, GA 30014 L

BSC Graphics: (301) 43-109¢ EF

FDA-3674 (1/08) (FRONT)
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Exhibit 2

510(k) Summary of Safety and
Effectiveness
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Bard Urological Division
C. R. Bard, Inc.

13183 Hariand Dr.
Covingion, GA 30014

2

510(k) SUMMARY OF SAFETY AND EFFECTIVENESS INFORMATION

This 510(k) summary of safety and effectiveness information is being submitted in
accordance with the requirements of SMDA 1990.

FOI -“Page 46 of 92

A,

SUBMITTER INFORMATION:

Submitter’'s Name: C.R. Bard, Inc.
Bard Urological Division
Address: 13183 Harland Drive
Covington, GA 30014
Contact Person: John C. Knorpp
Contact Person’s Telephone Number:  678-342-4920
Contact Person's Fax: 770-788-5513
DEVICE NAME:
Trade Name(s): Avaulta™ Solo Support System

Avaulta™ Plus Biosynthetic Support System
Common/Usual Name:  Surgical Mesh
Classification Names: 79 FTL — Mesh, Surgical, Polymeric
CFR Reference: 21 CFR 878.3300
Classification Panel: General and Plastic Surgery

PREDICATE DEVICE NAME:

Trade Names: Avaulta™ Soio Support System
Avaulta™ Plus Biosynthetic Support System

K0683712
DevVICE DESCRIPTION:

The Avaulta™ Support System includes a sterile, single use, permanent

implant that provides long term reinforcement to support structures in the
correction of anterior or posterior vaginal wali profapse. The centrai soft

knit section provides compliant organ support while the strong knit arms

provide improved strength for tension free fixation of the implant.

The Avaulta™ Plus Biosynthetic Support System and Avauita™ Solo
support system both utilize a nonabsorbable monofilament, polypropylene
mesh to provide leng-term reinforcement for support structures. The
Avaulta™ Plus Biosynthetic Support System adds a porous, aceliular, ultra-
thin sheet of crosslinked collagen attached to the polypropylene mesh
which serves to establish a protective barrier between mucosal tissue and
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the polypropylene mesh and contains apertures uniformly sized to allow for
ingrowth of host tissue and capillary vessels.

INTENDED USE:

The Avaulta™ Support System 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.

TECHNOLOGICAL CHARACTERISTICS SUMMARY:

The subject Avaulta™ Support System has the same intended use, general
design and fundamental scientific technology as the predicate device.

PERFORMANCE DATA SUMMARY:
The appropriate testing to determine substantial equivalence was completed.

This includes testing in accordance with Guidance for the Preparation of a
Premarket Notification Application for a Surgical Mesh (March 22, 1999).



Exhibit 3

Subject Device Drawings
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POSTERIOR CONFIGURATION

(b) (4)

Figure 3: Avaulta Plus and Solo Implant Dimensionsm

Figure 4. Avaulta Solo Synthetic Support System

(b) (4)

Figure 5. Subject Posterior Avaulta Plus Biosynthetic Support System
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Exhibit 4

Proposed IFUs
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DRAFT

Avaulta Plus™
Biosynthetic Support System

INSTRUCTIONS FOR USE

4-ENGLISH
9-FRENCH/FRANGAIS
15-GERMAN/DEUTSCH
21-ITALIAN/ITALIANO
27-SPANISH/ESPANOL
33-DUTCH/NEDERLANDS
39-PORTUGUESE/PORTUGUES
45-GREEK/EAAHNIKA
51-DANISH/DANSK
56-SWEDISH/SVENSKA
61-FINNISH/SUOMI
67-NORWEGIAN/NORSK
72-POLISH/POLSKI
77-HUNGARIAN/MAGYAR
82-CZECH/CESKY
87-TURKISH/TURKCE

[BARD

C. R. Bard, Inc.
Covington, GA 30014 USA
1-888-367-2273
www.bardurological.com

E Bard Limited, Forest House
Brighton Road
Crawley, West Sussex
RH11 9BP, UK
0044 1293 527 888

PK0302004 5/2008
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Sterilized by Ethylene Oxide Read instructions for use
| STERILE | EO| Yy é

Stérilisé a l'oxyde d'éthyléne Se reporter au mode d'emploi
Sterilisiert mit Ethyloxid Gebrauchsanweisung lesen
Sterilizzato con ossido di etilene Leggere le istruzioni per 'uso
Esterilizado con 6xido de etileno Leerlas instrucciones de uso
Gesteriliseerd met behulp van ethyleenoxide Voorzichtig, raadpleeg de gebruiksaanwijzing
Esterilizado por 6xido de etileno Leia as instrugdes de utilizacéo
AnooTelpwuévo e o&eidlo Tou alBuleviou AlaBdote TIg 0dnyieg xpnong
Steriliseret med ethylenoxid Lees brugsanvisningen
Steriliserat med etylenoxid Lés anvisningarna fére anvandning.
Steriloitu etyleenioksidilla Lue kdyttdohjeet
Sterilisert med etylenoksid Les bruksanvisningen
Sterylizowany tlenkiem etylenu Przed uzyciem zapoznac sie z instrukcjg
Etilénoxiddal sterilizalva Olvassa el a hasznalati Utmutatot
Sterilizovano ethylenoxidem Prectéte si pokyny k pouZiti
Etilen Oksitle sterilize edilmistir Kullanma talimatini okuyun
Single use only. Do not reuse. B

® Réservé & un usage unique. Ne pas réutiliser. Q Do Not Resterilize o
Nur fiir den einmaligen Gebrauch bestimmt. Nicht wiederverwenden. %, Ne pas proceder a une nouvelle sterilisation
Solo monouso. Non riutilizzare. Nicht resterilisieren
Un solo uso. No reutilizar. Non risterilizzare
Uitsluitend voor eenmalig gebruik. Niet opnieuw gebruiken. Noreesterilizar
Apenas para utilizagao Gnica. N&o reutilizar. Niet opnieuw steriliseren
lNa pia yévo xpron. Mnv enavaypnotpornoleite. Nao reesterilizar )
Kun til engangsbrug. M& ikke genbruges. Mnv enavanootelp@vete.
Endast fér eng&ngshruk Far ej teranvandas. Ma ikke gensteriliseres
Vain kertakdyttoon. Ei saa kayttad uudelleen. Far ej omsteriliseras.
Ikke til gjenbruk. Ei saa stenlmda_ l_JudeIIeen
Wytacznie do jednorazowego uzytku. Nie uzywaé powtérie. Skal ikke resteriliseres.
Kizarolag egyszeri hasznalatra. Ne hasznalja fel Gjra. Nie ster_ylhz’o‘wa!(_: ponownie
Pouze k jednordzovému pouziti. NepouZivejte opakovang. Ne sterilizélja Gjra
Sadece tek kullanimlik. Tekrar kullanmayin. Neprovadéjte resterilizaci

Tekrar Sterilize Etmeyin.

Sterile unless package is opened or damaged. Use by date

@ Stérile sauf si I'emballage est ouvert ou endommagé. Date de péremption
Steril, sofern nicht offen oder beschédigt. Verfallsdatum
Sterile solo se la confezione non & aperta o danneggiata. Data di scadenza
Estéril a menos que el envase esté abierto o dafiado. Usar antes de
Steriel tenzij de verpakking geopend of beschadigd is. Houdbaar tot
Estéril amenos que a embalagem esteja aberta ou danificada. Utilizaraté
AnooTelpwpévo eddOOV N cuoKeuaoia dev €xel HHSPOHUVlU AAENG
avolxTel kal dev €xel umooTel {nuid. Anvendes inden
Steril medmindre emballagen er abnet eller beskadiget. Anvands senast
Steril om forpackningen inte har oppnats eller skadats. Viimeinen kayttoajankohta
Steriili mikali pakkaus on avaamaton ja ehjé. Brukes innen:
Steril med mindre forpakningen er &pnet eller skadet. Data waznosci
Produkt sterylny, o ile opakowanie nie zostato otwarte lub uszkodzone. Lejérati idd
Steril, kivéve ha a csomagolas nyitott vagy karosodott. Pouzijte do
Sterilni, pokud neni baleni otevfeno ¢i poskozeno. Son kullanma tarihi

Ambalaj agilmadigi ve hasarli olmadigi stirece sterildir.

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

Conditions de conservation recommandées : Conserver entre 2° et 40°C, dans un lieu sec.

Empfohlene Lagerungsbedingungen: zwischen 2°-40°C, in trockener Umgebung lagern.
2°C Condizioni di conservazione consigliate: temperatura compresa tra 2°-40°C in luogo asciutto.

Condiciones de almacenamiento recomendadas: entre 2°-40°C, en un lugar seco.

Aanbevolen bewaarcondities: 2 - 40 °C (36 - 105 °F), op een droge plaats.

Condigdes de conservagdo recomendadas: entre 2°-40°C (36°-105°F), num local seco.

JUVIOTWHEVEG OUVONKeG GUAAENG: LeTa&U 2 °C 40 °C (36 °F 105 °F), oe Enpd xwpo.

Anbefalede opbevaringsbetingelser: mellem 2°-40°C i et tort omrade.

Rekommenderade foérvaringsvillkor: mellan 2°-40 °C pa ett torrt stélle.

Suositeltavat séilytysolosuhteet: 2-40 °C (36-105 °F), kuivassa paikassa.

Anbefales oppbevart: tort, mellom 2 °C -40 °C (36 °F -105 °F).

Zalecane warunki przechowywania: temperatura w zakresie 2°-40°C, w suchym miejscu.

Javasolt tarolasi kdrnyezet: 2°-40°C kézott, szaraz helyen.

Doporu¢ované podminky skladovani: mezi 2°-40°C, v suchém prostfedi.

Onerilen saklama kosullari: Kuru bir yerde, 2° 40°C (36° 105°F) arasi sicakliklarda saklayiniz.
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DRAFT

Date of Manufacture Batch code

d Date de fabrication LOT | codedelot
Herstellungsdatum Chargenbezeichnung
Data di produzione Codice batch
Fecha de fabricacion Cadigo del lote
Productiedatum Lotnummer
Data da produgéo Cadigo do lote
Huepounvia katackeung Kwdikég naptidag
Fremstillingsdato Batch nummer
Tillverkningsdatum Batchkod
Valmistuspaivamaara Erakoodi
Produksjonsdato: Bartch-kode:
Data produkcji Numer serii
Gyartas datuma Gyartasi szam
Datum vyroby Kod Sarze
Uretim Tarihi Parti kodu
Manufacturer Catalogue number
Fabricant R E F Numéro de catalogue
Hersteller Katalog-Nummer
Produttore Numero di catalogo
Fabricante Numero de catélogo
Fabrikant Catalogusnummer
Fabricante Referéncia de catalogo
Kataokeuaotng Ap1Buédg Katahdyou
Producent Katalog nummer
Tillverkare Katalognummer
Valmistaja Luettelonumero
Produsent Katalognummer
Producent Numer katalogowy
Gyarté Katalégusszam
Vyrobce Katalogové Cislo
Uretici Katalog numarasi

Attention: Selon la loi fédérale américaine, ce dispositif ne peut étre vendu que par un médecin ou sur prescription médicale.

Achtung: GemaR US-Bundesgesetzgebung darf der Verkauf dieses Systems nur durch einen Arzt oder auf Veranlassung eines Arztes erfolgen.
Attenzione: le leggi federali degli Stati Uniti limitano la vendita di questo dispositivo ai soli medici o su prescrizione medica.

Precaucion: Las leyes federales (EE.UU.) limitan la venta de este dispositivo a médicos o bajo prescripcion facultativa.

Opgelet: Krachtens de federale wetgeving (VS) mag dit product alleen door of in opdracht van een arts worden verkocht.

Cuidado: A Lei Federal (EUA) limita a venda deste dispositivo a um médico ou por ordem de um médico.

Mpoooxn: H opooriovdlakni vopobeaoia (H.M.A.) emTpEMEL TNV TIWANCN TNG CUCKEUNG AUTHG HoVoV amd latpod i
KATOTIV €VTOANG 1aTPOU.

Forsigtig: Amerikansk lovgivning begraenser denne anordning til salg a feller efter ordination af en leege.

Varning: Enligt federal lag (USA) far denna utrustning endast séljas av eller pa ordination av ldkare.

Huomio: Yhdysvaltojen lain mukaan tdmén tuotteen saa myyda vain laékari tai [aékarin maarayksesta.

Forsiktig: | henhold til federal lov i USA kan dette utstyret kun selges av eller etter henvisning fra en lege.
Uwaga: Prawo federalne USA ogranicza sprzedaz tego urzadzenia do sprzedazy przez lub na zamdwienie lekarza.

Figyelem: A szovetségi (USA) térvények értelmében ezen eszkéz kizérélag orvos altal, illetve orvosi rendelvényre arusithato.

Upozornéni: Federalni zakony (USA) omezuji prodej tohoto prostfedku na prodej Iékarem nebo na lékarsky predpis.

Dikkat: ABD federal kanunlarina gére bu cihaz sadece bir doktor tarafindan veya emriyle satilabilir.

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

Authorized Representative
m Représentant autorisé
Autorisierter Vertreter
Rappresentante autorizzato
Representante autorizado
Gemachtigde vertegenwoordiger
Representante autorizado
E&ouoiodoTnuévog avTimpoowrog
Autoriseret repraesentant
Auktoriserad representant
Valtuutettu edustaja
Autorisert representant
Autoryzowany przedstawiciel
Felhatalmazott képviseld
Autorizovany zastupce
Yetkili Temsilci
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Avaulta Plus™ Biosynthetic Support System

Instructions for Use

DESCRIPTION

The Avaulta Plus™ Biosynthetic Support System utilizes a nonabsorbable monofilament, polypropylene mesh to provide
long-term reinforcement for support structures. Additionally, the Avaulta Plus™ Biosynthetic Support System features a
porous, acellular, ultra-thin sheet of crosslinked collagen attached to the polypropylene mesh which serves to establish a
protective barrier between mucosal tissue and the polypropylene mesh and contains apertures uniformly sized to allow the
ingrowth of host tissue and capillary vessels.

The monofilament, polypropylene mesh used in the Avaulta Plus™ Biosynthetic Support System has a soft knit in the central
section for compliant organ support and host tissue ingrowth, and a strong knit in the lateral sides to provide improved
strength for tension-free fixation of the mesh. The open knit design offers multidirectional strength and elasticity that allows
the synthetic mesh to be trimmed at the physician’s discretion without unraveling and to adapt to various body stresses.

The pre-attached collagen sheet on the Avaulta Plus™ Biosynthetic Support System covers the soft-knit central section of the
mesh to provide both a thin collagen plane for ingrowth of native tissue as well as a protective mucosal tissue barrier. The
lateral segments of the Avaulta Plus™ Biosynthetic Support System are not covered to maximize mesh fixation immediately
post-implantation.

As a convenience to the physician, the Avaulta Plus™ Biosynthetic Support System consists of a pre-cut graft for vaginal wall
prolapse repair and an introducer needle to help facilitate placement of the graft. The graft may be further trimmed by the
physician to achieve the desired geometry for the procedure.

The instrumentation included in the Avaulta Plus™ Biosynthetic Support System features a unique, patent-pending flexible
snare system designed to minimize tissue trauma during implantation and allow for easier tip exteriorization and mesh arm
capture.

INDICATIONS

Avaulta Plus™ Biosynthetic Support System 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.

CONTRAINDICATIONS

Avaulta Plus™ Biosynthetic Support System 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 significantly.

Avaulta Plus™ Biosynthetic Support System with acellular dermal tissue has material derived from a porcine source and
should not be used in patients with known sensitivity to porcine material.

ADVERSE REACTIONS

Potential adverse reactions are those typically associated with surgically implantable materials, including hematoma,
seroma, mucosal or visceral erosion, infection, inflammation, sensitization, dyspareunia, scarification and contraction,
fistula formation, extrusion and recurrence of vaginal wall prolapse. Perforations or lacerations of vessels, nerves, bladder,
bowel, rectum, or any viscera may occur during needle passage.

PRECAUTIONS

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

- The Avaulta Plus™ Biosynthetic Support System 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 and
biologic materials.
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- Acceptable surgical practices should be followed for the management of infected or contaminated wounds.

- The Avaulta Plus™ Biosynthetic Support System implantation procedures require diligent attention to anatomical
structure and care to avoid puncture of large vessels, nerves, bladder, bowel, rectum, or other viscera during needle
passage.

- The Avaulta Plus™ Biosynthetic Support System is provided in a sterile blister tray within a sterile pouch. The sterile
blister tray may be placed in the sterile field.

- The introducers provided with the Anterior and Posterior Support Systems are provided in a sterile blister tray. Transfer
the introducer to the sterile field using aseptic techniques. Do not place the tray in the sterile field.

- Check the integrity of the packaging before use. Do not use the mesh or introducers 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.

- After use, any unused product and packaging should be treated as a potential biohazard. Handle and dispose of in
accordance with accepted medical practice and applicable local, state, and federal laws and regulations.

- Post-operatively the patient is recommended to refrain from heavy lifting and/or exercise (i.e. cycling, jogging) for at least
three to four weeks and intercourse for one month.

IMPLANT PROCEDURES
Preparation of Avaulta Plus™ Biosynthetic mesh for Implantation:

At the time of implantation, Avaulta Plus™ Biosynthetic Support System mesh must be hydrated. To hydrate, place the
Avaulta Plus™ Biosynthetic Support System mesh into the blister tray or other sterile dish and completely immerse in a
sterile physiological solution for at least 3 minutes.

Avaulta Plus™ Biosynthetic Support System mesh is more easily trimmed prior to hydration, but may be trimmed after
hydration if desired, to approximate the total vaginal length over which the graft will provide support. If necessary, the
proximal portion of the graft (apical extension) may be removed.

CAUTION: The mesh should not be trimmed to a width less than 1 cm in order to maintain sufficient strength and prevent
unraveling.

Implantation Technique for the Avaulta Plus™ Biosynthetic Anterior Support System:

Distal end positioned at bladder neck
(arms passed through superior medial aspect of obturator membrane)

Distalarm C__1 ) Distal arm

Proximal arm m Proximal arm

P
<& Porous Collagen Sheet

Proximal end positioned at vaginal apex
(arms passed through inferior medial aspect of obturator membrane)

e Note: When using the Avaulta Plus™ Biosynthetic Support System, the tissue layer of the graft may be oriented to face
the vaginal mucosal tissue or the visceral side at the discretion of the physician. To help facilitate the desired
orientation, the colored markers on the arms should be positioned on the patient’s right side for the tissue layer to be
positioned on the vaginal mucosal side. Conversely, the arm markers should be oriented on the patient’s left side for
the tissue layer to face the visceral side.

e Proximal end with apical flap positioned at vaginal apex

e Proximal arms (long arms with pointed ends) passed through inferior medial aspect of obturator membrane

e Distal end positioned at bladder neck

e Distal arms (short arms with rounded ends) passed through superior medial aspect of obturator membrane
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1. Place the patient in stirrups in the lithotomy position and prepare for surgery using standard operative procedures.

2. Make an incision in the anterior vaginal wall through the vaginal mucosa and into the fascial plane between the
mucosa and the bladder. Dissect the vaginal mucosa away from the bladder laterally to the obturator internus at the
level of the bladder neck and proximally to the ischial spine on both sides. Ensure a thick dissection is created,
leaving as much endopelvic fascia on the mucosa as possible.

3. Identify the obturator fossa by grasping the adductor longus at its insertion to the pubic tubercle. Using the thumb to
palpate under the adductor longus insertion, the superior medial aspect of the obturator fossa is identified. Palpate
and draw the medial border of the obturator fossa to its inferior medial border. Make a vertical incision >1 cm
approximately 1 cm below the superior medial border of the obturator fossa and lateral to the bladder neck for the
distal arm of the mesh. Make a second vertical incision >1 cm at the inferior medial border of the obturator fossa and
approximately lateral to the vaginal cuff. Repeat on the contralateral side.

4. Locate the introducer needle and ensure that the snare is fully retracted into the needle tip prior to inserting the
needle. Insert the tip of the introducer needle into the inferior medial groin incision to puncture through the obturator
membrane. Orient the introducer in a horizontal plane, and direct the needle tip towards the ischial spine or top of the
vaginal cuff. Identify the tip of the introducer before puncturing through the obturator internus muscle. With a gentle
rotation of the introducer push through the obturator muscle and use the vaginal finger to guide the needle tip through
the fascial wall to exit proximally at the vaginal apex, exposing at least 1-2 cm of the needle tip. Insert a right-angle
retractor into the vagina along the anterior wall and extend the introducer snare using the thumb slider on the
introducer handle. The introducer tip should be stabilized with two fingers during initial deployment of the snare. If
necessary, guide the end of the snare to the introitus with a finger. Extend the thumb slider until the snare loop has
fully exteriorized itself.

5. Pass the proximal arm (pointed end) of the mesh up to the fold (about 5 cm) through the eyelet in the snare. Retract
the snare using the thumb slider until it reaches the stop position. Take care to prevent the surrounding tissue from
getting caught in the snare during retraction. Retract the introducer needle to draw the mesh arm out through the
inferior groin incision. Ensure the mesh arm is not twisted during or after placement. Repeat steps 4 and 5 on the
contralateral side.

Note: If substantial resistance is felt during retraction of the introducer needle, ensure that no tissue has been caught
in the needle during the snare retraction. Should this occur, re-extend the snare using the thumb slider mechanism,
remove the trapped tissue, and re-retract the snare.

6. Apply traction to draw the proximal (inferior) arms of the graft into the desired position such that the proximal end of
the central graft is positioned at the vaginal apex. Be sure the graft is tension-free.

7. Locate the introducer needle and ensure that the snare is fully retracted into the needle tip prior to inserting the
needle. Insert the tip of the introducer needle into the superior groin incision and gently puncture through the
obturator membrane. Orient the introducer in a horizontal plane, and direct the needle towards the level of the bladder
neck. Use a vaginal finger to guide the needle tip through the obturator internus as before, exposing at least 1-2 cm
of the needle tip. Extend the introducer snare using the thumb slider on the introducer handle until the snare loop has
fully exteriorized itself at the vaginal introitus.

8. Pass a distal arm (rounded end) of the mesh up to the fold (about 4 cm) through the eyelet in the needle tip. Retract
the snare using the thumb slider until it reaches the stop position. Retract the introducer needle to draw the mesh
arm out through the superior groin incision. Ensure the mesh arm is not twisted during or after placement. Repeat
steps 7 and 8 on the contralateral side.

9. Apply traction to draw the distal (superior) arms of the graft into the desired position such that the distal end of the
central graft is positioned near the bladder neck. If significant folds are observed, scissors may be used to cut a
small section out of the midline of the graft under the bladder neck. Apply additional traction to the distal (superior)
arms to help take up the slack and flatten the mesh under the bladder. The colored midline marker may be used to
facilitate desired placement of the graft. Ensure the central graft is positioned under the bladder without excessive
tension. A cystoscopy should be performed to confirm integrity of the bladder after the mesh has been positioned.

10. The mesh should be sufficiently anchored to stabilize it during tissue ingrowth. Additional sutures may be used to
secure the mesh tension-free. Anchoring points should be positioned at least 1 cm from the edge of the mesh. Extra
care should be used when positioning the Avaulta Plus™ Biosynthetic Support System implant to prevent tearing of
the accelular collagen sheet. After desired positioning is complete, at the physician’s discretion, the entire graft and
incision line may be irrigated with an appropriate antibiotic solution. Trimming of the vaginal mucosa should be
limited to only mucosal edges damaged by instruments.

Caution: Excessive tension should be avoided on the mesh and suture attachment points to account for wound
shrinkage during the healing process.
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11. Close the anterior vaginal wall incision using a running stitch. It is advised to use a monofilament suture for closure,
though it is not advised to use an interrupted or locking stitch as this may cause excessive hemostasis, resulting in

delayed closure. Trim all ends of the mesh arms below the level of the skin and close skin incisions.

Implantation Technique for the Avaulta Plus™ Posterior Support System:
Proximal end positioned at vaginal apex

&——Porous Collagen Sheet

AN 1l - ~

Proximal arms passed near ischial
spine and exit through
pararectal incisions

Distal arms passed near perineal
body and exit through
pararectal incisions

Distal end positioned at perineal body

e Note: When using the Avaulta Plus™ Biosynthetic Support System, the tissue layer of the graft may be oriented to face
the vaginal mucosal tissue or the visceral side at the discretion of the physician. To help facilitate the desired
orientation, the colored markers on the arms should be positioned on the patient’s right side for the tissue layer to be
positioned on the vaginal mucosal side. Conversely, the arm markers should be oriented on the patient’s left side for
the tissue layer to face the visceral side.

Proximal end with apical flap positioned at vaginal apex

Proximal arms (long arms with pointed ends) passed through ischiorectal fossa

Distal end positioned at perineal body

Distal arms (short arms with rounded ends) passed through ischiorectal fossa

1. Place the patient in stirrups in the lithotomy position and prepare for surgery using standard operative procedures.

2. Make an incision in the posterior vaginal wall through the vaginal mucosa and into the fascial plane between the
mucosa and the rectum. Use blunt and sharp dissection to dissect the vaginal mucosa away from the rectum
laterally to the pelvic sidewalls and proximally to the ischial spine on both sides. Ensure a thick dissection is created,
leaving as much endopelvic fascia on the mucosa as possible.

3. Make two small pararectal incisions (>1 cm) approximately 3 cm lateral and 3 cm posterior to the anus.

4. Locate the introducer needle and ensure that the snare is fully retracted into the needle tip prior to inserting the
needle. Orient the introducer needle with the handle positioned vertically and the needle tip horizontal and parallel to
the vaginal floor. Insert the needle tip into one of the pararectal incisions, aiming the needle tip towards the ischial
spine. Pass the introducer through the ischiorectal fossa passing lateral to the posterior wall of the rectum until the
needle tip nears the ischial spine, so that the proximal arms of the graft can be placed at or just cephalad to the level
of the ischial spine. Move the handle downwards to direct the needle tip upwards approximately 1 cm proximal to the
ischial spine and out through the posterior vaginal wall incision, exposing at least 1-2 cm of the needle tip. At the
physician’s discretion, the proximal arms may be secured through the sacrospinous ligament using a similar motion.
Exercise care not to tear the pelvic tissue during passage. Insert a right-angle retractor into the vagina along the
anterior wall and extend the introducer snare using the thumb slider on the introducer handle. The introducer tip
should be stabilized with two fingers during initial deployment of the snare. If necessary, guide the end of the snare to
the introitus with a finger. Extend the thumb slider until the snare loop has fully exteriorized itself. Note: It is
recommended that a rectal probe be used to divert the rectum away during the needle passage.

5. Pass the proximal mesh arm (pointed end) up to the fold (about 5 cm) through the eyelet in the snare. Retract the
snare using the thumb slider until it reaches the stop position. Take care to prevent the surrounding tissue from
getting caught in the snare during retraction. Retract the introducer needle to draw the mesh arm out through the
pararectal skin incision. Ensure the mesh arm is not twisted during or after placement. Repeat steps 4 and 5 on the

contralateral side.

Note: If substantial resistance is felt during retraction of the introducer needle, ensure that no tissue has been caught
in the needle during the snare retraction. Should this occur, re-extend the snare using the thumb slider mechanism,
remove the trapped tissue, and re-retract the snare.

7

FOI - Page 57 of 92



DRAFT

6. Apply traction to draw the proximal arms of the graft into the desired position such that the proximal end of the central
graft is positioned at the vaginal apex. Avoid placing excessive tension on the graft.

7. Approximate the total vaginal length over which the graft will provide support. If necessary, use scissors to remove as
much of the distal portion of the collagen sheet as is necessary so that the collagen terminates inside the vaginal
introitus. Make a vertical cut along the blue center line of the polypropylene mesh to just inside the vaginal introitus to
allow the graft to lie flat over the rectum once the distal arms are placed.

8. Locate the introducer needle and ensure that the snare is fully retracted into the needle tip prior to inserting the
needle. Insert the tip of the introducer needle into the same pararectal incision created in Step 3 and orient the
needle tip towards the vaginal introitus. Exercise care to stay lateral to the anal sphincter and rectum during
passage. Use a vaginal finger to guide the needle tip through the posterior vaginal wall incision at the perineal body
and at the most lateral portion of the dissection (the junction of the transverse perineal and bulbocavernosus
muscles), exposing at least 1-2 cm of the needle tip. Extend the introducer snare using the thumb slider on the
introducer handle until the snare loop has fully exteriorized itself at the vaginal introitus.

9. Pass the distal mesh arm (rounded end) 3-4 cm through the eyelet in the needle tip. Retract the snare using the
thumb slider until it reaches the stop position. Retract the introducer needle to draw the mesh arm out through the
pararectal skin incision. Ensure the mesh arm is not twisted during or after placement. Repeat steps 8 and 9 on the
contralateral side.

10. Apply traction to draw the distal arms of the graft into the desired position such that the distal end of the central graft is
positioned next to the perineal body. The colored midline marker may be used to facilitate desired placement of the
graft. Ensure the central mesh lays over the rectum without excessive tension. A digital rectal exam should be
performed to confirm integrity of the rectum after the mesh is positioned.

11. The mesh should be sufficiently anchored to stabilize it during tissue ingrowth. Additional sutures may be used to
secure the mesh tension-free. Anchoring points should be positioned at least 1 cm from the edge of the mesh. Extra
care should be used when positioning the Avaulta Plus™ Biosynthetic Support System implant to prevent tearing of
the acellular collagen sheet. After desired positioning is complete, at the physician’s discretion, the entire graft and
incision line may be irrigated with an appropriate antibiotic solution. Trimming of the vaginal mucosa should be
limited to only mucosal edges damaged by instruments.

Caution: Excessive tension should be avoided on the mesh and suture attachment points to account for wound
shrinkage during the healing process.

12. Close the posterior vaginal wall incision using a running stitch. It is advised to use a monofilament suture for
closure, though it is not advised to use an interrupted or locking stitch as this may cause excessive hemostasis,
resulting in delayed closure. Trim all ends of the mesh arms below the level of the skin and close skin incisions.

STERILIZATION TECHNIQUE

Avaulta Plus™ Biosynthetic Support System is a single-use device. The implant and introducers are sterilized by ethylene
oxide. Do not resterilize.

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

Bard is a registered trademark of C. R. Bard, Inc. or an affiliate. ~Avaulta Plus is a trademark of
C. R. Bard, Inc. or an affiliate.

Patent pending.

Copyright ©2008 C. R. Bard, Inc. All Rights Reserved.

FOI - Page 58 of 92



DRAFT

Avaulta Solo™ Synthetic Support System

INSTRUCTIONS FOR USE

4-ENGLISH
9-FRENCH/FRANGCAIS
14-GERMAN/DEUTSCH
19-ITALIAN/ITALIANO
24-SPANISH/ESPANOL
29-DUTCH/NEDERLANDS
34-PORTUGUESE/PORTUGUES
39-GREEK/EAAHNIKA
45-DANISH/DANSK
50-SWEDISH/SVENSKA
55-FINNISH/SUOMI
60-NORWEGIAN/NORSK
65-POLISH/POLSKI
69-HUNGARIAN/MAGYAR
74-CZECHICESKY
79-TURKISH/TURKCE

[BAIRD

C. R. Bard, Inc.
Covington, GA 30014 USA
1-888-367-2273
www.bardurological.com
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Brighton Road
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| STERILE | EO

Sterilized by Ethylene Oxide

Stérilisé a l'oxyde d'éthyléne

Sterilisiert mit Ethyloxid

Sterilizzato con ossido di etilene
Esterilizado con 6xido de etileno
Gesteriliseerd met behulp van ethyleenoxide
Esterilizado por 6xido de etileno
ArnooTelpwévo e 0&eidlo Tou albuleviou
Steriliseret med ethylenoxid

Steriliserat med etylenoxid

Steriloitu etyleenioksidilla

Sterilisert med etylenoksid

Sterylizowany tlenkiem etylenu
Etilénoxiddal sterilizalva

Sterilizovano ethylenoxidem

Etilen Oksitle sterilize edilmistir

Single use only. Do not reuse.

Réservé a un usage unique. Ne pas réutiliser.

Nur fiir den einmaligen Gebrauch bestimmt. Nicht wiederverwenden.
Solo monouso. Non riutilizzare.

Un solo uso. No reutilizar.

Uitsluitend voor eenmalig gebruik. Niet opnieuw gebruiken.
Apenas para utilizago Unica. N&o reutilizar.

Ma pia pévo xpnon. Mnv emavaypnolpoTIoLE(TE.
Kun til engangsbrug. M& ikke genbruges.

Endast for engangsbruk Fér ej ateranvéndas.

Vain kertakaytt6on. Ei saa kdyttaa uudelleen.

Ikke til gjenbruk.

Wytacznie do jednorazowego uzytku. Nie uzywaé powtornie.
Kizarélag egyszeri hasznalatra. Ne hasznalja fel djra.
Pouze k jednorazovému pouZiti. NepouZivejte opakované.
Sadece tek kullanimlik. Tekrar kullanmayin.

Sterile unless package is opened or damaged.

Stérile sauf si 'emballage est ouvert ou endommagé.

Steril, sofern nicht offen oder beschédigt.

Sterile solo se la confezione non & aperta o0 danneggiata.

Estéril a menos que el envase esté abierto o dafiado.

Steriel tenzij de verpakking geopend of beschadigd is.

Estéril amenos que a embalagem esteja aberta ou danificada.
ArnooTelpwpévo epdaov 1 cuckeuacia dev €xel avolTel
Kat dev €xel unooTel {nuid.

Steril medmindre emballagen er abnet eller beskadiget.

Steril om forpackningen inte har 6ppnats eller skadats.

Steriili mikali pakkaus on avaamaton ja ehja.

Steril med mindre forpakningen er &pnet eller skadet.

Produkt sterylny, o ile opakowanie nie zostato otwarte lub uszkodzone.
Steril, kivéve ha a csomagolas nyitott vagy karosodott.

Sterilni, pokud neni baleni otevfeno ¢i poskozeno.

Ambalaj agilmadigi ve hasarli olmadigi strece sterildir.

Read instructions for use

Se reporter au mode d’emploi
Gebrauchsanweisung lesen

Leggere le istruzioni per l'uso

Leer lasinstrucciones de uso
Voorzichtig, raadpleeg de gebruiksaanwijzing
Leia as instrugdes de utilizagdo
AlaBdote TIg 0dnyieg xpnong
Lees brugsanvisningen

L&s anvisningarna fére anvandning.

Lue kéyttdohjeet

Les bruksanvisningen

Przed uzyciem zapozna¢ sie z instrukcjg,
Olvassa el a hasznalati itmutatot
Prectéte si pokyny k pouZiti

Kullanma talimatini okuyun

Do Not Resterilize

Ne pas procéder a une nouvelle stérilisation
Nicht resterilisieren

Non risterilizzare

No reesterilizar

Niet opnieuw steriliseren

Nao reesterilizar

Mnv enavanooTelp®VETE.
Ma ikke gensteriliseres

Fér ej omsteriliseras.

Ei saa steriloida uudelleen

Skal ikke resteriliseres.

Nie sterylizowaé ponownie

Ne sterilizalja tjra

Neprovadéjte resterilizaci
Tekrar Sterilize Etmeyin.

Use by date

Date de péremption
Verfallsdatum

Data di scadenza

Usar antes de

Houdbaar tot

Utilizar até
Hpepopnvia Agng
Anvendes inden
Anvénds senast
Viimeinen kayttdajankohta
Brukes innen:

Data waznosci

Lejarati id6

Pouzijte do

Son kullanma tarihi

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

Conditions de conservation recommandées : Conserver entre 2° et 40°C, dans un lieu sec.
Empfohlene Lagerungsbedingungen: zwischen 2°-40°C, in trockener Umgebung lagern.

2°C Condizioni di conservazione consigliate: temperatura compresa tra 2°-40°C in luogo asciutto.
Condiciones de almacenamiento recomendadas: entre 2°-40°C, en un lugar seco.
Aanbevolen bewaarcondities: 2 - 40 °C (36 - 105 °F), op een droge plaats.
Condicoes de conservacdo recomendadas: entre 2°-40°C (36°-105°F), num local seco.
SUVIOT®HEVEG OUVONKeG GUAAENG: HeTAEU 2 °C 40 °C (36 °F 105 °F), oe §npd xwpo.

Anbefalede opbevaringsbetingelser: mellem 2°-40°C i et tart omrade.

Rekommenderade forvaringsvillkor: mellan 2°-40 °C pa ett torrt stélle.
Suositeltavat séilytysolosuhteet: 2—40 °C (36—105 °F), kuivassa paikassa.

Anbefales oppbevart: tart, mellom 2 °C -40 °C (36 °F -105 °F).

Zalecane warunki przechowywania: temperatura w zakresie 2°-40°C, w suchym miejscu.

Javasolt tarolasi kornyezet: 2°-40°C kozott, szaraz helyen.
Doporucované podminky skladovani: mezi 2°-40°C, v suchém prostfedi.

Onerilen saklama kos ullari: Kuru bir yerde, 2° 40°C (36° 105°F) arasi sicakliklarda saklayiniz.
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Date of Manufacture Batch code

d Date de fabrication LOT | codedelot
Herstellungsdatum Chargenbezeichnung
Data di produzione Codice batch
Fecha de fabricacion Cadigo del lote
Productiedatum Lotnummer
Data da produgéo Cadigo do lote
Hpepopnvia kataokeung Kwdik6g naptidag
Fremstillingsdato Batch nummer
Tillverkningsdatum Batchkod
Valmistuspaivamaara Erakoodi
Produksjonsdato: Bartch-kode:
Data produkcji Numer serii
Gyartas datuma Gyartasi szam
Datum vyroby Kod Sarze
Uretim Tarihi Parti kodu
Manufacturer Catalogue number
Fabricant REF Numéro de catalogue
Hersteller Katalog-Nummer
Produttore Numero di catalogo
Fabricante Namero de catélogo
Fabrikant Catalogusnummer
Fabricante Referéncia de catalogo
Kataokeuaotng Ap1Buog KaTaldyou
Producent Katalog nummer
Tillverkare Katalognummer
Valmistaja Luettelonumero
Produsent Katalognummer
Producent Numer katalogowy
Gyartd Katalogusszam
Viyrobce Katalogové ¢islo
Uretici Katalog numarasi

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

Attention: Selon la loi fédérale américaine, ce dispositif ne peut &tre vendu que par un médecin ou sur prescription médicale.

Achtung: GeméaR US-Bundesgesetzgebung darf der Verkauf dieses Systems nur durch einen Arzt oder auf Veranlassung eines Arztes erfolgen.
Attenzione: le leggi federali degli Stati Uniti limitano la vendita di questo dispositivo ai soli medici o su prescrizione medica.

Precaucion: Las leyes federales (EE.UU.) limitan la venta de este dispositivo a médicos o bajo prescripcion facultativa.

Opgelet: Krachtens de federale wetgeving (VS) mag dit product alleen door of in opdracht van een arts worden verkocht.

Cuidado: A Lei Federal (EUA) limita a venda deste dispositivo a um médico ou por ordem de um médico.

Mpoooxn: H opoorovdiakn vopoBeoia (H.M.A.) eTuTpEel TNV TIWANGCN TNG CUCKEUNG AUTAG povov ard latpd 1
KaTOMIV EVTOARG taTpoU.

Forsigtig: Amerikansk lovgivning begraenser denne anordning til salg a feller efter ordination af en leege.

Varning: Enligt federal lag (USA) far denna utrustning endast séljas av eller pa ordination av lakare.

Huomio: Yhdysvaltojen lain mukaan tdman tuotteen saa myyda vain laakari tai laakérin maarayksesta.

Forsiktig: | henhold til federal lov i USA kan dette utstyret kun selges av eller etter henvisning fra en lege.
Uwaga: Prawo federalne USA ogranicza sprzedaz tego urzadzenia do sprzedazy przez lub na zaméwienie lekarza.

Figyelem: A szdvetségi (USA) torvények értelmében ezen eszkdz kizarélag orvos altal, illetve orvosi rendelvényre érusithatd.

Upozornéni: Federalni zakony (USA) omezuji prodej tohoto prostredku na prodej Iékafem nebo na Iékar'sky predpis.

Dikkat: ABD federal kanunlarina gére bu cihaz sadece bir doktor tarafindan veya emriyle satilabilir.
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Avaulta Solo™ Synthetic Support System

Instructions for Use

DESCRIPTION

The Avaulta Solo™ Synthetic Support System utilizes a nonabsorbable monofilament, polypropylene mesh to provide long-
term reinforcement for support structures. The monofilament, polypropylene mesh used in the Avaulta Solo™ Support
System has a soft knit in the central section for compliant organ support and host tissue ingrowth, and a strong knit in the
lateral sides to provide improved strength for tension-free fixation of the mesh. The open knit design offers multidirectional
strength and elasticity that allows the synthetic mesh to be trimmed at the physician’s discretion without unraveling and to
adapt to various body stresses.

As a convenience to the physician, the Avaulta Solo™ Synthetic Support System consists of a pre-cut graft for vaginal wall
prolapse repair and an introducer needle to help facilitate placement of the graft. The graft may be further trimmed by the
physician to achieve the desired geometry for the procedure.

The instrumentation included in the Avaulta Solo™ Synthetic Support System features a unique, patent-pending flexible
snare system designed to minimize tissue trauma during implantation and allow for easier tip exteriorization and mesh arm
capture.

INDICATIONS

Avaulta Solo™ Synthetic Support System 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.

CONTRAINDICATIONS

Avaulta Solo™ Synthetic Support System 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 significantly.

ADVERSE REACTIONS

Potential adverse reactions are those typically associated with surgically implantable materials, including hematoma,
seroma, mucosal or visceral erosion, infection, inflammation, sensitization, dyspareunia, scarification and contraction,
fistula formation, extrusion and recurrence of vaginal wall prolapse. Perforations or lacerations of vessels, nerves, bladder,
bowel, rectum, or any viscera may occur during needle passage.

PRECAUTIONS

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

- Avaulta Solo™ Synthetic Support System 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.

- Avaulta Solo™ Synthetic Support System implantation procedures require diligent attention to anatomical structure and
care to avoid puncture of large vessels, nerves, bladder, bowel, rectum, or other viscera during needle passage.

- The Avaulta Solo™ Synthetic Support System is provided in a sterile blister tray within a sterile pouch. The sterile blister
tray may be placed in the sterile field.

- The introducers provided with the Anterior and Posterior Synthetic Support Systems are provided in a sterile blister tray.
Transfer the introducer to the sterile field using aseptic techniques. Do not place the tray in the sterile field.

- Check the integrity of the packaging before use. Do not use the mesh or introducers 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.

- After use, any unused product and packaging should be treated as a potential biohazard. Handle and dispose of in
accordance with accepted medical practice and applicable local, state, and federal laws and regulations.

- Post-operatively the patient is recommended to refrain from heavy lifting and/or exercise (i.e. cycling jogging) for at least
three to four weeks and intercourse for one month.
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IMPLANT PROCEDURES

Avaulta Solo™ Synthetic Support System mesh may be trimmed to approximate the total vaginal length over which the
graft will provide support. If necessary, the proximal portion of the graft (apical extension) may be removed.

CAUTION: The mesh should not be trimmed to a width less than 1 cm in order to maintain sufficient strength and prevent
unraveling.
Implantation Technique for the Avaulta Solo™ Anterior Support System:

Distal end positioned at bladder neck
(arms passed through superior medial aspect of obturator membrane)

Distal Arms 1T ) Distal Arms

Proximal Arms T Proximal Arms

Proximal end positioned at vaginal apex
(arms passed through inferior medial aspect of obturator membrane)

e Note: The Avaulta Solo™ Support System does not require a particular orientation with respect to mucosal or visceral
sidedness.

e Proximal end with apical flap positioned at vaginal apex

e Proximal arms (long arms with pointed ends) passed through inferior medial aspect of obturator membrane

e Distal end positioned at bladder neck
e Distal arms (short arms with rounded ends) passed through superior medial aspect of obturator membrane

1. Place the patient in stirrups in the lithotomy position and prepare for surgery using standard operative procedures.

2. Make an incision in the anterior vaginal wall through the vaginal mucosa and into the fascial plane between the
mucosa and the bladder. Dissect the vaginal mucosa away from the bladder laterally to the obturator internus at the
level of the bladder neck and proximally to the ischial spine on both sides. Ensure a thick dissection is created,
leaving as much endopelvic fascia on the mucosa as possible.

3. Identify the obturator fossa by grasping the adductor longus at its insertion to the pubic tubercle. Using the thumb to
palpate under the adductor longus insertion, the superior medial aspect of the obturator fossa is identified. Palpate
and draw the medial border of the obturator fossa to its inferior medial border. Make a vertical incision >1 cm
approximately 1 cm below the superior medial border of the obturator fossa and lateral to the bladder neck for the
distal arm of the mesh. Make a second vertical incision >1 cm at the inferior medial border of the obturator fossa and
approximately lateral to the vaginal cuff. Repeat on the contralateral side.

4. Locate the introducer needle and ensure that the snare is fully retracted into the needle tip prior to inserting the
needle. Insert the tip of the introducer needle into the inferior medial groin incision to puncture through the obturator
membrane. Orient the introducer in a horizontal plane, and direct the needle tip towards the ischial spine or top of the
vaginal cuff. Identify the tip of the introducer before puncturing through the obturator internus muscle. With a gentle
rotation of the introducer push through the obturator muscle and use the vaginal finger to guide the needle tip through
the fascial wall to exit proximally at the vaginal apex, exposing at least 1-2 cm of the needle tip. Insert a right-angle
retractor into the vagina along the anterior wall and extend the introducer snare using the thumb slider on the
introducer handle. The introducer tip should be stabilized with two fingers during initial deployment of the snare. If
necessary, guide the end of the snare to the introitus with a finger. Extend the thumb slider until the snare loop has
fully exteriorized itself.

5. Pass the proximal arm (pointed end) of the mesh up to the fold (about 5 cm) through the eyelet in the snare. Retract
the snare using the thumb slider until it reaches the stop position. Take care to prevent the surrounding tissue from

5
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getting caught in the snare during retraction. Retract the introducer needle to draw the mesh arm out through the
inferior groin incision. Ensure the mesh arm is not twisted during or after placement. Repeat steps 4 and 5 on the
contralateral side.

Note: If substantial resistance is felt during retraction of the introducer needle, ensure that no tissue has been caught
in the needle during the snare retraction. Should this occur, re-extend the snare using the thumb slider mechanism,
remove the trapped tissue, and re-retract the snare.

6. Apply traction to draw the proximal (inferior) arms of the graft into the desired position such that the proximal end of
the central graft is positioned at the vaginal apex. Be sure the graft is tension-free.

7. Locate the introducer needle and ensure that the snare is fully retracted into the needle tip prior to inserting the
needle. Insert the tip of the introducer needle into the superior groin incision and gently puncture through the
obturator membrane. Orient the introducer in a horizontal plane, and direct the needle towards the level of the bladder
neck. Use a vaginal finger to guide the needle tip through the obturator internus as before, exposing at least 1-2 cm
of the needle tip. Extend the introducer snare using the thumb slider on the introducer handle until the snare loop has
fully exteriorized itself at the vaginal introitus.

8. Pass a distal arm (rounded end) of the mesh up to the fold (about 4 cm) through the eyelet in the needle tip. Retract
the snare using the thumb slider until it reaches the stop position. Retract the introducer needle to draw the mesh
arm out through the superior groin incision. Ensure the mesh arm is not twisted during or after placement. Repeat
steps 7 and 8 on the contralateral side.

9. Apply traction to draw the distal (superior) arms of the graft into the desired position such that the distal end of the
central graft is positioned near the bladder neck. If significant folds are observed, scissors may be used to cut a
small section out of the midline of the graft under the bladder neck. Apply additional traction to the distal (superior)
arms to help take up the slack and flatten the mesh under the bladder. The colored midline marker may be used to
facilitate desired placement of the graft. Ensure the central graft is positioned under the bladder without excessive
tension. A cystoscopy should be performed to confirm integrity of the bladder after the mesh has been positioned.

10. The mesh should be sufficiently anchored to stabilize it during tissue ingrowth. Additional sutures may be used to
secure the mesh tension-free. Anchoring points should be positioned at least 1 cm from the edge of the mesh. After
desired positioning is complete, at the physician’s discretion, the entire graft and incision line may be irrigated with
an appropriate antibiotic solution. Trimming of the vaginal mucosa should be limited to only mucosal edges
damaged by instruments.

Caution: Excessive tension should be avoided on the mesh and suture attachment points to account for wound
shrinkage during the healing process.

11. Close the anterior vaginal wall incision using a running stitch. It is advised to use a monofilament suture for closure,
though it is not advised to use an interrupted or locking stitch as this may cause excessive hemostasis, resulting in

delayed closure. Trim all ends of the mesh arms below the level of the skin and close incisions.

Implantation Technique for the Avaulta Solo™ Synthetic Posterior Support System:

Proximal end positioned at vaginal apex

[T -

Distal arms passed near perineal
body and exit through
pararectal incisions

Proximal arms passed near ischial
spine and exit through
pararectal incisions

Distal end positioned at perineal body
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e Note: The Avaulta Solo™ Support System does not require a particular orientation with respect to mucosal or visceral
sidedness.

Proximal end with apical flap positioned at vaginal apex

Proximal arms (long arms with pointed ends) passed through ischiorectal fossa

Distal end positioned at perineal body

Distal arms (short arms with rounded ends) passed through ischiorectal fossa

1. Place the patient in stirrups in the lithotomy position and prepare for surgery using standard operative procedures.

2. Make an incision in the posterior vaginal wall through the vaginal mucosa and into the fascial plane between the
mucosa and the rectum. Use blunt and sharp dissection to dissect the vaginal mucosa away from the rectum laterally
to the pelvic sidewalls and proximally to the ischial spine on both sides. Ensure a thick dissection is created, leaving
as much endopelvic fascia on the mucosa as possible.

3. Make two small pararectal incisions (>1 cm) approximately 3 cm lateral and 3 cm posterior to the anus.

4. Locate the introducer needle and ensure that the snare is fully retracted into the needle tip prior to inserting the
needle. Orient the introducer needle with the handle positioned vertically and the needle tip horizontal and parallel to
the vaginal floor. Insert the needle tip into one of the pararectal incisions, aiming the needle tip towards the ischial
spine. Pass the introducer through the ischiorectal fossa passing lateral to the posterior wall of the rectum until the
needle tip nears the ischial spine, so that the proximal arms of the graft can be placed at or just cephalad to the level
of the ischial spine. Move the handle downwards to direct the needle tip upwards approximately 1 cm proximal to the
ischial spine and out through the posterior vaginal wall incision, exposing at least 1-2 cm of the needle tip. At the
physician’s discretion, the proximal arms may be secured through the sacrospinous ligament using a similar motion.
Exercise care not to tear the pelvic tissue during passage. Insert a right-angle retractor into the vagina along the
anterior wall and extend the introducer snare using the thumb slider on the introducer handle. The introducer tip
should be stabilized with two fingers during initial deployment of the snare. If necessary, guide the end of the snare to
the introitus with a finger. Extend the thumb slider until the snare loop has fully exteriorized itself. Note: It is
recommended that a rectal probe be used to divert the rectum away during the needle passage.

5. Pass the proximal mesh arm (pointed end) up to the fold (about 5 cm) through the eyelet in the snare. Retract the
snare using the thumb slider until it reaches the stop position. Take care to prevent the surrounding tissue from
getting caught in the snare during retraction. Retract the introducer needle to draw the mesh arm out through the
pararectal skin incision. Ensure the mesh arm is not twisted during or after placement. Repeat steps 4 and 5 on the
contralateral side.

Note: If substantial resistance is felt during retraction of the introducer needle, ensure that no tissue has been caught
in the needle during the snare retraction. Should this occur, re-extend the snare using the thumb slider mechanism,
remove the trapped tissue, and re-retract the snare.

6. Apply traction to draw the proximal arms of the graft into the desired position such that the proximal end of the central
graft is positioned at the vaginal apex. Avoid placing excessive tension on the graft.

7. Approximate the total vaginal length over which the graft will provide support. If necessary, make a vertical cut along
the blue center line of the polypropylene mesh to just inside the vaginal introitus to allow the graft to lie flat over the
rectum once the distal arms are placed.

8. Locate the introducer needle and ensure that the snare is fully retracted into the needle tip prior to inserting the
needle. Insert the tip of the introducer needle into the same pararectal incision created in Step 3 and orient the
needle tip towards the vaginal introitus. Exercise care to stay lateral to the anal sphincter and rectum during
passage. Use a vaginal finger to guide the needle tip through the posterior vaginal wall incision at the perineal body,
and at the most lateral portion of the dissection (the junction of the transverse perineal and bulbocavernosus
muscles), exposing at least 1-2 cm of the needle tip. Extend the introducer snare using the thumb slider on the
introducer handle until the snare loop has fully exteriorized itself at the vaginal introitus.
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9. Pass the distal mesh arm (rounded end) 3-4 cm through the eyelet in the needle tip. Retract the snare using the
thumb slider until it reaches the stop position. Retract the introducer needle to draw the mesh arm out through the
pararectal skin incision. Ensure the mesh arm is not twisted during or after placement. Repeat steps 8 and 9 on
the contralateral side.

10. Apply traction to draw the distal arms of the graft into the desired position such that the distal end of the central graft
is positioned next to the perineal body. The colored midline marker may be used to facilitate desired placement of
the graft. Ensure the central mesh lays over the rectum without excessive tension. A digital rectal exam should be
performed to confirm integrity of the rectum after the mesh is positioned.

11. The mesh should be sufficiently anchored to stabilize it during tissue ingrowth. Additional sutures may be used to
secure the mesh tension-free. Anchoring points should be positioned at least 1 cm from the edge of the mesh.
After desired positioning is complete, at the physician’s discretion, the graft and incision line may be irrigated with
an appropriate antibiotic solution. Trimming of the vaginal mucosa should be limited to only mucosal edges
damaged by instruments.

Caution: Excessive tension should be avoided on the mesh and suture attachment points to account for wound
shrinkage during the healing process.

12. Close the posterior vaginal wall incision using a running stitch. It is advised to use a monofilament suture for
closure, though it is not advised to use an interrupted or locking stitch as this may cause excessive hemostasis,
resulting in delayed closure. Trim all ends of the mesh arms below the level of the skin and close incisions.

STERILIZATION TECHNIQUE
Avaulta Solo™ Support System is a single-use device. The implant and introducers are sterilized by ethylene oxide. Do not
resterilize.

STORAGE

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

Bard is a registered trademark of C. R. Bard, Inc. or an affiliate. Avaulta Solo is a trademark of
C. R. Bard, Inc. or an affiliate.

Patent pending.

Copyright ©2008 C. R. Bard, Inc. All Rights Reserved.
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Avaulta Plus™
Biosynthetic Support System

INSTRUCTIONS FOR USE

4-ENGLISH
9-FRENCH/FRANCAIS
15-GERMAN/DEUTSCH
21-ITALIAN/ITALIANO
27-SPANISH/ESPANOL
33-DUTCH/NEDERLANDS
39-PORTUGUESE/PORTUGUES
45-GREEK/EAAHNIKA
51-DANISH/DANSK
56-SWEDISH/SVENSKA
61-FINNISH/SUOMI
67-NORWEGIAN/NORSK
72-POLISH/POLSKI
77-HUNGARIAN/MAGYAR
82-CZECH/CESKY
87-TURKISH/TU RKCE

C. R. Bard, Inc.
Covington, GA 30014 USA
1-888-367-2273
www.bardurological.com

E Bard Limited, Forest House
Brighton Road
Crawley, West Sussex
RH11 9BP, UK
0044 1293 527 888

PK0301969 3/2008
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Sterilized by Ethylene Oxide Read instructions for use
Stérilisé & l'oxyde d’éthyléne A Se reporter au mode d'emploi
Sterilisiert mit Ethyloxid Gebrauchsanweisung lesen

Sterilizzato con ossido di etilene Leggere le istruzioni per 'uso

Esterilizado con ¢xido de etileno Leerlas instrucciones de uso

Gesteriliseerd met behulp van ethyleenoxide Voorzichtig, raadpleeg de gebruiksaanwijzing
Esterilizado por 6xido de etileno Leia asinstrugdes de utilizagéo
Anootelpwpévo pe o&eidlo Tou alBuleviou AgBdote TIg 0dnyieg xpnong

Steriliseret med ethylenoxid Lees brugsanvisningen
Steriliserat med etylenoxid L&s anvisningarna fére anvéndning.
Steriloitu etyleenioksidilla Lue kdyttoohjeet

Sterilisert med etylenoksid
Sterylizowany tlenkiem etylenu
Etilénoxiddal sterilizélva

Sterilizovano ethylenoxidem

Etilen Oksitle sterilize edilmistir

Les bruksanvisningen

Przed uzyciem zapoznac sie z instrukcjg
Olvassa el a hasznalati itmutatot
Prectéte si pokyny k pouZiti

Kullanma talimatini okuyun

Single use only. Do not reuse.

Réservé & un usage unique. Ne pas réutiliser. Q Do Not Resterilize o
Nur fiir den einmaligen Gebrauch bestimmt. Nicht wiederverwenden. @ N_e pas P@?der aune nouvelle stérilisation
Solo monouso. Non riutilizzare. Nicht resterilisieren
Un solo uso. No reutilizar. Non nstenl_;zare
Uitsluitend voor eenmalig gebruik. Niet opnieuw gebruiken. N? reestgnhzar B
Apenas para utilizag&o (nica. N&o reutilizar. N@ opnieuw steriliseren
Ma pia pévo xprion. Mnv enavaypnoiomnole(Te. Nao reesterilizar ’
Kun til engangsbrug. Ma ikke genbruges. MDT].V EMAVATIOOTEIPWVETE.
Endast for engangsbruk Far ej dteranvandas. Ma ikke gensteriliseres
Vain kertakayttoon. Ei saa kéyttaa uudelleen. F?f € oms’Fer_|I|seras.
Ikke til gjenbruk. Ei saa stenlmdg gudelleen
Wytgcznie do jednorazowego uzytku. Nie uzywaé powtornie. Skal Ikkelrester’lllseres. _
Kizarolag egyszeri hasznalatra. Ne hasznélja fel Ujra. Nie Stef_Y"Z’QWﬁ}? ponownie
Pouze k jednorazovému pouziti. NepouZivejte opakovang. Ne sterilizélja Gjra
Sadece tek kullanimlik. Tekrar kullanmayin. Neprovadéjte resterilizaci
Tekrar Sterilize Etmeyin.

Use by date

Date de péremption
Verfallsdatum

Data di scadenza

Sterile unless package is opened or damaged.

Stérile sauf si 'emballage est ouvert ou endommagé.
Steril, sofern nicht offen oder beschadigt.

Sterile solo se la confezione non & aperta o danneggiata.
Estéril a menos que el envase esté abierto o dafiado. Usarantes de
Steriel tenzij de verpakking geopend of beschadigd is. Houdbaar tot
Estéril a menos que a embalagem esteja aberta ou danificada. Utilizar até

AnooTelpwlévo edpOoOV I cuoKeuaoia dev Exel Huepopnvia Agng
avolxTe{ kat dev €xel umooTel {nuid. Anvendes inden
Anvénds senast

Steril medmindre emballagen er &bnet eller beskadiget.
Steril om férpackningen inte har éppnats eller skadats.
Steriili mikali pakkaus on avaamaton ja ehja.

Viimeinen kayttdajankohta
Brukes innen:

Steril med mindre forpakningen er &pnet eller skadet. Data waznosci
Produkt sterylny, o ile opakowanie nie zostato otwarte lub uszkodzone. Lelafﬁt' id6
Steril, kivéve ha a csomagolas nyitott vagy karosodott. PouZijte do

Sterilni, pokud neni baleni otevieno ¢i pogkozeno. Son kullanma tarihi

Ambalaj agilmadigi ve hasarli olmadigi siirece sterildir.

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

Conditions de conservation recommandées : Conserver entre 2° et 40°C, dans un lieu sec.
Empfohlene Lagerungsbedingungen: zwischen 2°-40°C, in trockener Umgebung lagern.
Condizioni di conservazione consigliate: temperatura compresa tra 2°-40°C in luogo asciutto.
Condiciones de almacenamiento recomendadas: entre 2°-40°C, en un lugar seco.
Aanbevolen bewaarcondities: 2 - 40 °C (36 - 105 °F), op een droge plaats.

Condigdes de conservagdo recomendadas: entre 2°-40°C (36°-105°F), num local seco.
ZuvIoTWHEVEG OUVONKeG GUAAENG: peTagu 2 °C-40 °C (36 °F-105 °F), oe Enpod xwpo.
Anbefalede opbevaringsbetingelser: mellem 2°-40°C i et tort omrade.

Rekommenderade foérvaringsvillkor: mellan 2°-40 °C pa ett torrt stélle.

Suositeltavat séilytysolosuhteet: 2-40 °C (36-105 °F), kuivassa paikassa.

Anbefales oppbevart: tort, mellom 2 °C -40 °C (36 °F -105 °F).

Zalecane warunki przechowywania: temperatura w zakresie 2°-40°C, w suchym miejscu.

Javasolt tarolasi kdrnyezet: 2°-40°C kézott, szaraz helyen.

Doporu¢ované podminky skladovani: mezi 2°-40°C, v suchém prostfedi.

Onerilen saklama kosullari: Kuru bir yerde, 2°-40°C (36°-105°F) arasi sicakliklarda saklayiniz.
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Productiedatum Lotnummer
Data da produgao Cédigo do lote
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Attention: Selon la loi fédérale américaine, ce dispositif ne peut étre vendu que par un médecin ou sur prescription médicale.

Achtung: Geman US-Bundesgesetzgebung darf der Verkauf dieses Systems nur durch einen Arzt oder auf Veranlassung eines Arztes erfolgen.
Attenzione: le leggi federali degli Stati Uniti limitano la vendita di questo dispositivo ai soli medici o su prescrizione medica.

Precaucion: Las leyes federales (EE.UU.) limitan la venta de este dispositivo a médicos o bajo prescripcion facultativa.

Opgelet: Krachtens de federale wetgeving (VS) mag dit product alleen door of in opdracht van een arts worden verkocht.

Cuidado: A Lei Federal (EUA) limita a venda deste dispositivo a um médico ou por ordem de um médico.

Mpoooxn: H opoormovdiakn vopoBeoia (H.M.A.) erutpémnel Tnv nMWANON NG OUOKEUNG auTrq pévov and atpd i
KaTOTIV €VTOANG 1aTPOU.

Forsigtig: Amerikansk lovgivning begraenser denne anordning til salg a feller efter ordination af en leege.

Varning: Enligt federal lag (USA) far denna utrustning endast séljas av eller pa ordination av lakare.

Huomio: Yhdysvaltojen lain mukaan tdmén tuotteen saa myydé vain |a&kari tai la&karin maarayksesta.

Forsiktig: | henhold til federal lov i USA kan dette utstyret kun selges av eller etter henvisning fra en lege.
Uwaga: Prawo federalne USA ogranicza sprzedaz tego urzadzenia do sprzedazy przez lub na zamdwienie lekarza.

Figyelem: A szovetségi (USA) térvények értelmében ezen eszkéz kizérélag orvos altal, illetve orvosi rendelvényre arusithato.

Upozornéni: Federalni zakony (USA) omezuji prodej tohoto prostfedku na prodej Iékarem nebo na lékarsky predpis.

Dikkat: ABD federal kanunlarina gére bu cihaz sadece bir doktor tarafindan veya emriyle satilabilir.

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

Authorized Representative
m Représentant autorisé
Autorisierter Vertreter
Rappresentante autorizzato
Representante autorizado
Gemachtigde vertegenwoordiger
Representante autorizado
EEouo10d0Tnuévog avTimpoowrog
Autoriseret repraesentant
Auktoriserad representant
Valtuutettu edustaja
Autorisert representant
Autoryzowany przedstawiciel
Felhatalmazott képviseld
Autorizovany zéastupce
Yetkili Temsilci
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ENGLISH

Avaulta Plus™ Biosynthetic Support System

Instructions for Use

ENGLISH/US

DESCRIPTION

The Avaulta Plus™ Biosynthetic Support System utilizes a nonabsorbable monofilament, polypropylene mesh to provide
long-term reinforcement for support structures. Additionally, the Avaulta Plus™ Biosynthetic Support System features a
porous, acellular, ultra-thin sheet of crosslinked collagen attached to the polypropylene mesh which serves to establish a
protective barrier between mucosal tissue and the polypropylene mesh and contains apertures uniformly sized to allow the
ingrowth of host tissue and capillary vessels.

The monofilament, polypropylene mesh used in the Avaulta Plus™ Biosynthetic Support System has a soft knit in the central
section for compliant organ support and host tissue ingrowth, and a strong knit in the lateral sides to provide improved
strength for tension-free fixation of the mesh. The open knit design offers multidirectional strength and elasticity that allows
the synthetic mesh to be trimmed at the physician’s discretion without unraveling and to adapt to various body stresses.

The pre-attached collagen sheet on the Avaulta Plus™ Biosynthetic Support System covers the soft-knit central section of the
mesh to provide both a thin collagen plane for ingrowth of native tissue as well as a protective mucosal tissue barrier. The
lateral segments of the Avaulta Plus™ Biosynthetic Support System are not covered to maximize mesh fixation immediately
post-implantation.

As a convenience to the physician, the Avaulta Plus™ Biosynthetic Support System consists of a pre-cut graft for vaginal wall
prolapse repair and an introducer needle to help facilitate placement of the graft. The graft may be further trimmed by the
physician to achieve the desired geometry for the procedure.

The instrumentation included in the Avaulta Plus™ Biosynthetic Support System features a unique, patent-pending flexible
snare system designed to minimize tissue trauma during implantation and allow for easier tip exteriorization and mesh arm
capture.

INDICATIONS

Avaulta Plus™ Biosynthetic Support System 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.

CONTRAINDICATIONS

Avaulta Plus™ Biosynthetic Support System 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 significantly.

Avaulta Plus™ Biosynthetic Support System with acellular dermal tissue has material derived from a porcine source and
should not be used in patients with known sensitivity to porcine material.

ADVERSE REACTIONS

Potential adverse reactions are those typically associated with surgically implantable materials, including hematoma,
seroma, mucosal or visceral erosion, infection, inflammation, sensitization, dyspareunia, scarification and contraction,
fistula formation, extrusion and recurrence of vaginal wall prolapse. Perforations or lacerations of vessels, nerves, bladder,
bowel, rectum, or any viscera may occur during needle passage.

PRECAUTIONS

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

- The Avaulta Plus™ Biosynthetic Support System 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.

FOI - Page 71 of 92



- The Avaulta Plus™ Biosynthetic Support System implantation procedures require diligent attention to anatomical
structure and care to avoid puncture of large vessels, nerves, bladder, bowel, rectum, or other viscera during needle
passage.

- The Avaulta Plus™ Biosynthetic Support System is provided in a sterile blister tray within a sterile pouch. The sterile
blister tray may be placed in the sterile field.

- The introducers provided with the Anterior and Posterior Support Systems are provided in a sterile blister tray. Transfer
the introducer to the sterile field using aseptic techniques. Do not place the tray in the sterile field.

- Check the integrity of the packaging before use. Do not use the mesh or introducers 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.

- After use, any unused product and packaging should be treated as a potential biohazard. Handle and dispose of in
accordance with accepted medical practice and applicable local, state, and federal laws and regulations.

- Post-operatively the patient is recommended to refrain from heavy lifting and/or exercise (i.e. cycling, jogging) for at least
three to four weeks and intercourse for one month.

IMPLANT PROCEDURES
Preparation of Avaulta Plus™ Biosynthetic mesh for Implantation:

At the time of implantation, Avaulta Plus™ Biosynthetic Support System mesh must be hydrated. To hydrate, place the
Avaulta Plus™ Biosynthetic Support System mesh into the blister tray or other sterile dish and completely immerse in a
sterile physiological solution for at least 3 minutes.

Avaulta Plus™ Biosynthetic Support System mesh is more easily trimmed prior to hydration, but may be trimmed after
hydration if desired, to approximate the total vaginal length over which the graft will provide support. If necessary, the
proximal portion of the graft (apical extension) may be removed.

CAUTION: The mesh should not be trimmed to a width less than 1 cm in order to maintain sufficient strength and prevent
unraveling.

Implantation Technique for the Avaulta Plus™ Biosynthetic Anterior Support System:

Distal end positioned at bladder neck
(arms passed through superior medial aspect of obturator membrane)

Distalarm C__1 ) Distal arm

Proximal arm Proximal arm
[

%
<& Porous Collagen Sheet

Proximal end positioned at vaginal apex
(arms passed through inferior medial aspect of obturator membrane)

e Note: When using the Avaulta Plus™ Biosynthetic Support System, the tissue layer of the graft may be oriented to face
the vaginal mucosal tissue or the visceral side at the discretion of the physician. To help facilitate the desired
orientation, the colored markers on the arms should be positioned on the patient’s right side for the tissue layer to be
positioned on the vaginal mucosal side. Conversely, the arm markers should be oriented on the patient’s left side for
the tissue layer to face the visceral side.

e Proximal end with apical flap positioned at vaginal apex

e Proximal arms (long arms with pointed ends) passed through inferior medial aspect of obturator membrane

e Distal end positioned at bladder neck

e Distal arms (short arms with rounded ends) passed through superior medial aspect of obturator membrane

1. Place the patient in stirrups in the lithotomy position and prepare for surgery using standard operative procedures.
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2. Make a midline incision in the anterior vaginal wall starting 1 cm below the urethral meatus and extending to the
vaginal cuff. Dissect the vaginal mucosa away from the bladder laterally to the obturator internus at the level of the
bladder neck and proximally to the ischial spine on both sides.

3. Identify the obturator fossa by grasping the adductor longus at its insertion to the pubic tubercle. Using the thumb to
palpate under the adductor longus insertion, the superior medial aspect of the obturator fossa is identified. Palpate
and draw the medial border of the obturator fossa to its inferior medial border. Make a vertical 1.5 cm incision
approximately 1 cm below the superior medial border of the obturator fossa and lateral to the bladder neck for the
distal arm of the mesh. Make a second vertical 1.5 cm incision at the inferior medial border of the obturator fossa and
approximately lateral to the vaginal cuff. Repeat on the contralateral side.

4. Locate the introducer needle and ensure that the snare is fully retracted into the needle tip prior to inserting the
needle. Insert the tip of the introducer needle into the inferior medial groin incision to puncture through the obturator
membrane. Orient the introducer in a horizontal plane, and direct the needle tip towards the ischial spine or top of the
vaginal cuff. ldentify the tip of the introducer before puncturing through the obturator internus muscle. With a gentle
rotation of the introducer push through the obturator muscle and use the vaginal finger to guide the needle tip through
the fascial wall to exit proximally at the vaginal apex, exposing at least 1-2 cm of the needle tip. Insert a right-angle
retractor into the vagina along the anterior wall and extend the introducer snare using the thumb slider on the
introducer handle. The introducer tip should be stabilized with two fingers during initial deployment of the snare. If
necessary, guide the end of the snare to the introitus with a finger. Extend the thumb slider until the snare loop has
fully exteriorized itself.

5. Pass the proximal arm (pointed end) of the mesh up to the fold (about 5 cm) through the eyelet in the snare. Retract
the snare using the thumb slider until it reaches the stop position. Take care to prevent the surrounding tissue from
getting caught in the snare during retraction. Retract the introducer needle to draw the mesh arm out through the
inferior groin incision. Ensure the mesh arm is not twisted during or after placement. Repeat steps 4 and 5 on the
contralateral side.

Note: If substantial resistance is felt during retraction of the introducer needle, ensure that no tissue has been caught
in the needle during the snare retraction. Should this occur, re-extend the snare using the thumb slider mechanism,
remove the trapped tissue, and re-retract the snare.

6. Apply traction to draw the proximal (inferior) arms of the graft into the desired position such that the proximal end of
the central graft is positioned at the vaginal apex. Be sure the graft is tension-free.

7. Locate the introducer needle and ensure that the snare is fully retracted into the needle tip prior to inserting the
needle. Insert the tip of the introducer needle into the superior groin incision and gently puncture through the
obturator membrane. Orient the introducer in a horizontal plane, and direct the needle towards the level of the bladder
neck. Use a vaginal finger to guide the needle tip through the obturator internus as before, exposing at least 1-2 cm
of the needle tip. Extend the introducer snare using the thumb slider on the introducer handle until the snare loop has
fully exteriorized itself at the vaginal introitus.

8. Pass a distal arm (rounded end) of the mesh up to the fold (about 4 cm) through the eyelet in the needle tip. Retract
the snare using the thumb slider until it reaches the stop position. Retract the introducer needle to draw the mesh
arm out through the superior groin incision. Ensure the mesh arm is not twisted during or after placement. Repeat
steps 7 and 8 on the contralateral side.

9. Apply traction to draw the distal (superior) arms of the graft into the desired position such that the distal end of the
central graft is positioned near the bladder neck. If significant folds are observed, scissors may be used to cut a
small section out of the midline of the graft under the bladder neck. Apply additional traction to the distal (superior)
arms to help take up the slack and flatten the mesh under the bladder. The colored midline marker may be used to
facilitate desired placement of the graft. Ensure the central graft is positioned under the bladder without excessive
tension. A cystoscopy should be performed to confirm integrity of the bladder after the mesh has been positioned.

10. The mesh should be sufficiently anchored to stabilize it during tissue ingrowth. Additional sutures may be used to
secure the mesh tension-free. Anchoring points should be positioned at least 1 cm from the edge of the mesh. After
desired positioning is complete, trim all ends of the mesh arms below the level of the skin and close incisions.

Caution: Excessive tension should be avoided on the mesh suture attachment points to account for wound shrinkage
during the healing process.
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11. Close the anterior vaginal wall incision using a running stitch. It is not advised to use an interrupted or locking stitch
as they may cause excessive hemostasis, resulting in delayed closure.

Implantation Technique for the Avaulta Plus™ Posterior Support System:

Proximal end positioned at vaginal apex

\"&—Porous Collagen Sheet

AN 1l - ~

Proximal arms passed near ischial
spine and exit through
pararectal incisions

Distal arms passed near perineal
body and exit through
pararectal incisions

Distal end positioned at perineal body

e Note: When using the Avaulta Plus™ Biosynthetic Support System, the tissue layer of the graft may be oriented to face
the vaginal mucosal tissue or the visceral side at the discretion of the physician. To help facilitate the desired
orientation, the colored markers on the arms should be positioned on the patient’s right side for the tissue layer to be
positioned on the vaginal mucosal side. Conversely, the arm markers should be oriented on the patient’s left side for
the tissue layer to face the visceral side.

Proximal end with apical flap positioned at vaginal apex

Proximal arms (long arms with pointed ends) passed through ischiorectal fossa

Distal end positioned at perineal body

Distal arms (short arms with rounded ends) passed through ischiorectal fossa

1. Place the patient in stirrups in the lithotomy position and prepare for surgery using standard operative procedures.

2. Make a midline incision in the posterior vaginal wall starting at the vaginal introitus and extending to the vaginal apex.
Starting at the perineal body, use blunt and sharp dissection to dissect the vaginal mucosa away from the rectum
laterally to the pelvic sidewalls and proximally to the ischial spine on both sides.

3. Make two small pararectal incisions (1-2 cm) approximately 3 cm lateral and 3 cm posterior to the anus.

4. Locate the introducer needle and ensure that the snare is fully retracted into the needle tip prior to inserting the
needle. Orient the introducer needle with the handle positioned vertically and the needle tip horizontal and parallel to
the vaginal floor. Insert the needle tip into one of the pararectal incisions, aiming the needle tip towards the ischial
spine. Pass the introducer through the ischiorectal fossa passing lateral to the posterior wall of the rectum until the
needle tip nears the ischial spine, so that the proximal arms of the graft can be placed at or just cephalad to the level
of the ischial spine. Move the handle downwards to direct the needle tip upwards approximately 1 cm proximal to the
ischial spine and out through the posterior vaginal wall incision, exposing at least 1-2 cm of the needle tip. At the
physician’s discretion, the proximal arms may be secured through the sacrospinous ligament using a similar motion.
Exercise care not to tear the pelvic tissue during passage. Insert a right-angle retractor into the vagina along the
anterior wall and extend the introducer snare using the thumb slider on the introducer handle. The introducer tip
should be stabilized with two fingers during initial deployment of the snare. If necessary, guide the end of the snare to
the introitus with a finger. Extend the thumb slider until the snare loop has fully exteriorized itself. Note: It is
recommended that a rectal probe be used to divert the rectum away during the needle passage.

5. Pass the proximal mesh arm (pointed end) up to the fold (about 5 cm) through the eyelet in the snare. Retract the
snare using the thumb slider until it reaches the stop position. Take care to prevent the surrounding tissue from
getting caught in the snare during retraction. Retract the introducer needle to draw the mesh arm out through the
pararectal skin incision. Ensure the mesh arm is not twisted during or after placement. Repeat steps 4 and 5 on the
contralateral side.
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Note: If substantial resistance is felt during retraction of the introducer needle, ensure that no tissue has been caught
in the needle during the snare retraction. Should this occur, re-extend the snare using the thumb slider mechanism,
remove the trapped tissue, and re-retract the snare.

6. Apply traction to draw the proximal arms of the graft into the desired position such that the proximal end of the central
graft is positioned at the vaginal apex. Avoid placing excessive tension on the graft.

7. Locate the introducer needle and ensure that the snare is fully retracted into the needle tip prior to inserting the
needle. Insert the tip of the introducer needle into the same pararectal incision created in Step 3 and orient the
needle tip towards the vaginal introitus. Exercise care to stay lateral to the anal sphincter and rectum during
passage. Use a vaginal finger to guide the needle tip through the posterior vaginal wall incision at the perineal body
and at the most lateral portion of the dissection (the junction of the transverse perineal and bulbocavernosus
muscles), exposing at least 1-2 cm of the needle tip. Extend the introducer snare using the thumb slider on the
introducer handle until the snare loop has fully exteriorized itself at the vaginal introitus.

8. Pass the distal mesh arm (rounded end) 3-4 cm through the eyelet in the needle tip. Retract the snare using the
thumb slider until it reaches the stop position. Retract the introducer needle to draw the mesh arm out through the
pararectal skin incision. Ensure the mesh arm is not twisted during or after placement. Repeat steps 7 and 8 on the
contralateral side.

9. Apply traction to draw the distal arms of the graft into the desired position such that the distal end of the central graft is
positioned next to the perineal body. If necessary, use scissors to make a small (< 2cm) midline wedge or “V” cut in
the distal edge of the central graft to approximate the length from the vaginal apex to the perineal body. Apply
additional traction to the distal arms to position the central mesh as desired. The colored midline marker may be
used to facilitate desired placement of the graft. Ensure the central mesh lays over the rectum without excessive
tension. A digital rectal exam should be performed to confirm integrity of the rectum after the mesh is positioned.

10. The mesh should be sufficiently anchored to stabilize it during tissue ingrowth. Additional sutures may be used to
secure the mesh tension-free. Anchoring points should be positioned at least 1 cm from the edge of the mesh. After
desired positioning is complete, trim all ends of the mesh arms below the level of the skin and close incisions.

Caution: Excessive tension should be avoided on the mesh suture attachment points to account for wound shrinkage
during the healing process.

11. Close the posterior vaginal wall incision using a running stitch. It is not advised to use an interrupted or locking stitch
as they may cause excessive hemostasis, resulting in delayed closure.

STERILIZATION TECHNIQUE
Avaulta Plus™ Biosynthetic Support System is a single-use device. The implant and introducers are sterilized by ethylene
oxide. Do not resterilize.

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

Bard is a registered trademark of C. R. Bard, Inc. or an affiliate. ~Avaulta Plus is a trademark of
C. R. Bard, Inc. or an affiliate.

Patent pending.

Copyright ©2008 C. R. Bard, Inc. All Rights Reserved.
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Avaulta Solo™ Support System

INSTRUCTIONS FOR USE

4-ENGLISH
9-FRENCH/FRANGCAIS
14-GERMAN/DEUTSCH
19-ITALIAN/ITALIANO
24-SPANISH/ESPANOL
29-DUTCH/NEDERLANDS
34-PORTUGUESE/PORTUGUES
39-GREEK/EAAHNIKA
45-DANISH/DANSK
50-SWEDISH/SVENSKA
55-FINNISH/SUOMI
60-POLISH/POLSKI
64-HUNGARIAN/MAGYAR
69-CZECH/CESKY
74-TURKISH/TURKCE

[BAIRD

C. R. Bard, Inc.
Covington, GA 30014 USA
1-888-367-2273
www.bardurological.com

E

Bard Limited, Forest House
Brighton Road

Crawley, West Sussex
RH11 9BP, UK

0044 1293 527 888
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PK0301743 2/07
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STERILE E Sterilized by Ethylene Oxide

Stérilisé a l'oxyde d'éthyléne

Sterilisiert mit Ethyloxid

Sterilizzato con ossido di etilene
Esterilizado con 6xido de etileno
Gesteriliseerd met behulp van ethyleenoxide
Esterilizado por 6xido de etileno
ArnooTelpwpévo e 0&eidlo Tou alBuleviou
Steriliseret med ethylenoxid

Steriliserat med etylenoxid

Steriloitu etyleenioksidilla

Sterylizowany tlenkiem etylenu
Etilénoxiddal sterilizalva

Sterilizovano ethylenoxidem

Etilen Oksitle sterilize edilmistir

Single use only. Do not reuse.

Réservé a un usage unique. Ne pas réutiliser.

Nur fiir den einmaligen Gebrauch bestimmt. Nicht
wiederverwenden.

Solo monouso. Non riutilizzare.

Un solo uso. No reutilizar.

Uitsluitend voor eenmalig gebruik. Niet opnieuw gebruiken.
Apenas para utilizacdo Unica. N&o reutilizar.

Ma pia poévo xpnon. Mnv enavaypenotloroleite.
Kun til engangsbrug. Ma ikke genbruges.

Endast for engangsbruk Far ej ateranvandas.

Vain kertakayttoon. Ei saa kayttad uudelleen.

Wytacznie do jednorazowego uzytku. Nie uzywa¢ powtornie.
Kizarolag egyszeri hasznalatra. Ne hasznélja fel Ujra.
Pouze k jednorazovému pouZiti. NepouZivejte opakované.
Sadece tek kullanimlik. Tekrar kullanmayin.

Sterile unless package is opened or damaged.

Stérile sauf si 'emballage est ouvert ou endommagé.

Steril, sofern nicht offen oder beschédigt.

Sterile solo se la confezione non & aperta o danneggiata.

Estéril a menos que el envase esté abierto o dafiado.

Steriel tenzij de verpakking geopend of beschadigd is.

Estéril amenos que a embalagem esteja aberta ou danificada.
AnooTelpwpévo epdoov 1 cuokeuaaia dev €xel avolxTel
Kat dev €xel unooTel {nuid.

Steril medmindre emballagen er abnet eller beskadiget.

Steril om forpackningen inte har 6ppnats eller skadats.

Steriili mikéali pakkaus on avaamaton ja ehja.

Produkt sterylny, o ile opakowanie nie zostato otwarte lub uszkodzone.
Steril, kivéve ha a csomagolas nyitott vagy karosodott.

Sterilni, pokud neni baleni otevfeno ¢i poskozeno.

Ambalaj agilmadigi ve hasarli olmadigi strece sterildir.

Read instructions for use

Se reporter au mode d'emploi
Gebrauchsanweisung lesen
Leggere le istruzioni per 'uso
Leer las instrucciones de uso

Voorzichtig, raadpleeg de gebruiksaanwijzing

Leia asinstrucdes de utilizagéo
AwaBdote TIg 0dnyieg xpnong
Lees brugsanvisningen

L&s anvisningarna fore anvandning.
Lue kayttéohjeet

Przed uzyciem zapozna¢ sig z instrukcjg

Olvassa el a hasznalati Gtmutatot
Prectéte si pokyny k pouZiti
Kullanma talimatini okuyun

Do Not Resterilize

Ne pas procéder a une nouvelle
stérilisation

Nicht resterilisieren

Non risterilizzare

No reesterilizar

Niet opnieuw steriliseren

N&o reesterilizar

Mnv eMavanooTelpVETE.
Ma ikke gensteriliseres

Fér ej omsteriliseras.

Ei saa steriloida uudelleen

Nie sterylizowa¢ ponownie

Ne sterilizélja tjra
Neprovadséjte resterilizaci
Tekrar Sterilize Etmeyin.

Use by date

Date de péremption
Verfallsdatum

Data di scadenza

Usar antes de

Houdbaar tot

Utilizar até
Huepounvia AEng
Anvendes inden
Anvénds senast
Viimeinen kayttajankohta
Data waznosci
Lejaratiidé

Pouzijte do

Son kullanma tarihi

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

Conditions de conservation recommandées : Conserver entre 2° et 40°C, dans un lieu sec.
Empfohlene Lagerungsbedingungen: zwischen 2°-40°C, in trockener Umgebung lagern.

2°C Condizioni di conservazione consigliate: temperatura compresa tra 2°-40°C in luogo asciutto.
Condiciones de almacenamiento recomendadas: entre 2°-40°C, en un lugar seco.
Aanbevolen bewaarcondities: 2 - 40 °C (36 - 105 °F), op een droge plaats.
Condicdes de conservagdo recomendadas: entre 2°-40°C (36°-105°F), num local seco.
JUVIOTWUEVEG OUVONKeg UAAENG: HeTAEU 2 °C 40 °C (36 °F 105 °F), oe Enpod xwpo.
Anbefalede opbevaringsbetingelser: mellem 2°-40°C i et tart omrade.
Rekommenderade férvaringsvillkor: mellan 2°-40 °C pa ett torrt stélle.
Suositeltavat séilytysolosuhteet: 2—-40 °C (36—105 °F), kuivassa paikassa.
Zalecane warunki przechowywania: temperatura w zakresie 2°-40°C, w suchym miejscu.

Javasolt tarolasi kdrnyezet: 2°-40°C kozott, szaraz helyen.

Doporucované podminky skladovani: mezi 2°-40°C, v suchém prostfedi.
Onerilen saklama kosullari: Kuru bir yerde, 2° 40°C (36° 105°F) arasi sicakliklarda saklayiniz.
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Date of Manufacture Batch code

Date de fabrication Code de lot
Herstellungsdatum Chargenbezeichnung
Data di produzione Codice batch

Fecha de fabricacion Cadigo del lote
Productiedatum Lotnummer

Data da produgéo Cadigo do lote

Huepounvia kataokeung Kwdikég naptidag

Fremstillingsdato Batch nummer
Tillverkningsdatum Batchkod
Valmistuspéaivamaara Erakoodi
Data produkcji Numer serii
Gyartas datuma Gyartasi szam
Datum vyroby Kod Sarze
Uretim Tarihi Parti kodu
Manufacturer Catalogue number
Fabricant R E F Numéro de catalogue
Hersteller Katalog-Nummer
Produttore Numero di catalogo
Fabricante Ntmero de catalogo
Fabrikant Catalogusnummer
Fabricante Referéncia de catalogo
gqgucKsuuorf]q ?plle HOG KaTaAdyou
roducent atalog nummer
Tillverkare Katalognummer
Valmistaja Luettelonumero
Producent Numer katalogowy
Gyartd Katalogusszam
\lyrobce Katalogové Cislo
Uretici Katalog numarasi

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

Attention: Selon la loi fédérale américaine, ce dispositif ne peut étre vendu que par un médecin ou sur prescription médicale.
Achtung: GemaR US-Bundesgesetzgebung darf der Verkauf dieses Systems nur durch einen Arzt oder auf Veranlassung
eines Arztes erfolgen.

Attenzione: le leggi federali degli Stati Uniti limitano la vendita di questo dispositivo ai soli medici o su prescrizione medica.
Precaucion: Las leyes federales (EE.UU.) limitan la venta de este dispositivo a médicos o bajo prescripcion facultativa.
Opgelet: Krachtens de federale wetgeving (VS) mag dit product alleen door of in opdracht van een arts worden verkocht.
Cuidado: A Lei Federal (EUA) limita a venda deste dispositivo a um médico ou por ordem de um médico.

Mpoooxn: H opoorovdiakn vopoBeaia (H.M.A.) eTuTpEMEL TNV MMOANON TNG CUCKEUNG AUTNAG
Hévov améd 1aTpd N KAToTiV eVIOANG LaTpol.

Forsigtig: Amerikansk lovgivning begraenser denne anordning til salg a feller efter ordination af en leege.

Varning: Enligt federal lag (USA) far denna utrustning endast séljas av eller pa ordination av lakare.

Huomio: Yhdysvaltojen lain mukaan tdmén tuotteen saa myyda vain laékari tai [aékarin maardyksesta.

Uwaga: Prawo federalne USA ogranicza sprzedaz tego urzadzenia do sprzedazy przez lub na zamdwienie lekarza.

Figyelem: A szévetségi (USA) térvények értelmében ezen eszkdz kizarélag orvos altal, illetve orvosi rendelvényre
arusithato.

Upozornéni: Federalni zakony (USA) omezuiji prodej tohoto prostfedku na prodej lékafem nebo na lékafsky predpis.

Dikkat: ABD federal kanunlarina goére bu cihaz sadece bir doktor tarafindan veya emriyle satilabilir.

Authorized Representative
Représentant autorisé
Autorisierter Vertreter
Rappresentante autorizzato
Representante autorizado
Gemachtigde vertegenwoordiger
Representante autorizado
EEouoiodoTnuévog avTimpoowrog
Autoriseret repraesentant
Auktoriserad representant
Valtuutettu edustaja
Autoryzowany przedstawiciel
Felhatalmazott képviseld
Autorizovany zéastupce

Yetkili Temsilci



ENGLISH

Avaulta Solo™ Support System

Instructions for Use

DESCRIPTION

The Avaulta Solo™ Support System utilizes a nonabsorbable monofilament, polypropylene mesh to provide long-term
reinforcement for support structures. The monofilament, polypropylene mesh used in the Avaulta Solo™ Support System
has a soft knit in the central section for compliant organ support and host tissue ingrowth, and a strong knit in the lateral
sides to provide improved strength for tension-free fixation of the mesh. The open knit design offers multidirectional strength
and elasticity that allows the synthetic mesh to be trimmed at the physician’s discretion without unraveling and to adapt to
various body stresses.

As a convenience to the physician, the Avaulta Solo™ Support System consists of a pre-cut graft for vaginal wall prolapse
repair and an introducer needle to help facilitate placement of the graft. The graft may be further trimmed by the physician to
achieve the desired geometry for the procedure.

The instrumentation included in the Avaulta Solo™ Support System features a unique, patent-pending flexible snare system
designed to minimize tissue trauma during implantation and allow for easier tip exteriorization and mesh arm capture.

INDICATIONS

Avaulta Solo™ Support System 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.

CONTRAINDICATIONS

Avaulta Solo™ Support System 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
significantly.

ADVERSE REACTIONS

Potential adverse reactions are those typically associated with surgically implantable materials, including hematoma,
seroma, mucosal or visceral erosion, infection, inflammation, sensitization, dyspareunia, scarification and contraction,
fistula formation, extrusion and recurrence of vaginal wall prolapse. Perforations or lacerations of vessels, nerves, bladder,
bowel, rectum, or any viscera may occur during needle passage.

PRECAUTIONS

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

- Avaulta Solo™ Support System 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.

- Avaulta Solo™ Support System implantation procedures require diligent attention to anatomical structure and care to
avoid puncture of large vessels, nerves, bladder, bowel, rectum, or other viscera during needle passage.

- The Avaulta Solo™ Support System is provided in a sterile blister tray within a sterile pouch. The sterile blister tray may
be placed in the sterile field.

- The introducers provided with the Anterior and Posterior Support Systems are provided in a sterile blister tray. Transfer
the introducer to the sterile field using aseptic techniques. Do not place the tray in the sterile field.

- Check the integrity of the packaging before use. Do not use the mesh or introducers 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.

- After use, any unused product and packaging should be treated as a potential biohazard. Handle and dispose of in
accordance with accepted medical practice and applicable local, state, and federal laws and regulations.

IMPLANT PROCEDURES

CAUTION: The mesh should not be trimmed to a width less than 1 cm in order to maintain sufficient strength and prevent

unraveling.
4
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ADDENDUM

ENGLISH: Post-operatively the patient is recommended to refrain from heavy lifting and/or exercise (i.e.
cycling, jogging) for at least three to four weeks and intercourse for one month.

FRENCH/FRANCAIS: Apres I'opération, il est recommandé au patient de s’abstenir de soulever de lourdes
charges et/ou de faire de I'exercice intensif (par ex., vélo, jogging) pendant au moins trois a quatre semaines
et d’avoir des relations sexuelles pendant un mois.

GERMAN/DEUTSCH: Es wird empfohlen, dass der Patient nach der Operation mindestens drei bis vier
Wochen keine schweren Gegenstande hebt und/oder starke korperliche Anstrengungen (d.h. Radfahren,
Joggen) vermeidet und einen Monat auf Geschlechtsverkehr verzichtet.

ITALIAN/ITALIANO: Dopo lintervento chirurgico, si raccomanda alla paziente di evitare il sollevamento di
oggetti pesanti e/o I'attivita fisica (es. andare in bicicletta, fare jogging) per almeno tre - quattro settimane e di
astenersi dai rapporti sessuali per un mese.

SPANISH/ESPANOL: Después de la operacion, se recomienda al paciente que se abstenga de levantar
mucho peso y/o hacer ejercicio (es decir, ciclismo, footing) durante al menos tres o cuatro semanas y de
mantener relaciones sexuales durante un mes.

DUTCH/NEDERLANDS: De patiént wordt aangeraden om na de operatie gedurende ten minste drie a vier
weken geen zware voorwerpen te tillen en/of zware inspanningen te leveren (d.w.z. fietsen, joggen) en om
gedurende één maand geen geslachtsgemeenschap te hebben.

PORTUGUESE/PORTUGUES: No pds-operatério o doente é aconselhado a abster-se de levantar pesos e/ou
fazer exercicio pesado (i.e., ciclismo, jogging) durante pelo menos trés a quatro semanas e de ter relagdes
sexuais durante um més.

GREEK/EAAHNIKA: Meteyxelpntikd o aoBeviig ouvioTdtal va anéxel arnd dpon Bapwv 1 Kal doknon
(r.x. TodnAacia, TCOYKIVYK) yia TOUAGXIOTOV TPEIG GE TEOoePIq £BO0CAdEG Kal amd Tn OeEoUalIK emadn
ya éva grva.

DANISH/DANSK: Postoperativt anbefales patienten at afholde sig fra tung leften og/eller motion (dvs. cyklen,
jogging) i mindst tre til fire uger og samleje i en én méned.

SWEDISH/SVENSKA: Efter operationen bor patienten avsta fran tunga lyft och/eller motion (dvs. cykling,
joggning) under minst tre till fyra veckor samt avhalla sig frdn samlag under en manad.

FINNISH/SUOMI: Leikkauksen jalkeen on suositeltavaa, ettei potilas nosta painavia esineita ja/tai harrasta
likuntaa (esim. pyoraile, juokse)vahintdan kolmeen neljaan viikkoon eika ole yhdynnassa yhteen kuukauteen.

POLISH/POLSKI: Po operacji pacjent powinien powstrzymac¢ sie od podnoszenia ciezkich przedmiotow iflub aktywnosci
fizycznej(tj. jazdy na rowerze, biegania) przez przynajmniej trzy-cztery tygodnie oraz od aktywnosci seksualnej przez jeden
miesigc.

HUNGARIAN/MAGYAR: A mitét utan javasoljuk, hogy a beteg legalabb harom-négy hétig ne emeljen nehéz
targyakat, és/vagy ne végezzen nehéz testmozgast (pl. kerékparozas vagy futéds), valamint egy hdénapig
tartézkodjon a szexualis aktivitastol.

CZECH/CESKY: Doporucuje se, aby se pacient po operaci vyvaroval zvedani t&zkych bfemen a/nebo cvideni (napf.
jizdé na kole, béhani) minimalné po dobu tfi az ¢ty tydnd a také pohlavnimu styku po dobu jednoho mésice.

TURKISH/TURKGE: Postoperatif olarak hastanin adir yik kaldirmak ve/veya egzersiz yapmaktan
(yani bisiklete binmek, kogsmak) en az (¢ dort hafta ve cinsel iliskiden en az bir ay kaginmasi istenir.

PK0301796 03/07
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Implantation Technique for the Avaulta Solo™ Anterior Support System:

Distal end positioned at bladder neck
(arms passed through superior medial aspect of obturator membrane)

Distal Arms T ) Distal Arms

Proximal Arms 1 Proximal Arms

Proximal end positioned at vaginal apex
(arms passed through inferior medial aspect of obturator membrane)

e Note: The Avaulta Solo™ Support System does not require a particular orientation with respect to mucosal or visceral
sidedness.

e Proximal end with apical flap positioned at vaginal apex

e Proximal arms (long arms with pointed ends) passed through inferior medial aspect of obturator membrane

e Distal end positioned at bladder neck

e Distal arms (short arms with rounded ends) passed through superior medial aspect of obturator membrane

1. Place the patient in stirrups in the lithotomy position and prepare for surgery using standard operative procedures.

2. Make a midline incision in the anterior vaginal wall starting 1 cm below the urethral meatus and extending to the
vaginal cuff. Dissect the vaginal mucosa away from the bladder laterally to the obturator internus at the level of the
bladder neck and proximally to the ischial spine on both sides.

3. Identify the obturator fossa by grasping the adductor longus at its insertion to the pubic tubercle. Using the thumb to
palpate under the adductor longus insertion, the superior medial aspect of the obturator fossa is identified. Palpate
and draw the medial border of the obturator fossa to its inferior medial border. Make a vertical 1.5 cm incision
approximately 1 cm below the superior medial border of the obturator fossa and lateral to the bladder neck for the
distal arm of the mesh. Make a second vertical 1.5 cm incision at the inferior medial border of the obturator fossa and
approximately lateral to the vaginal cuff. Repeat on the contralateral side.

4. Locate the introducer needle and ensure that the snare is fully retracted into the needle tip prior to inserting the
needle. Insert the tip of the introducer needle into the inferior medial groin incision to puncture through the obturator
membrane. Orient the introducer in a horizontal plane, and direct the needle tip towards the ischial spine or top of the
vaginal cuff. ldentify the tip of the introducer before puncturing through the obturator internus muscle. With a gentle
rotation of the introducer push through the obturator muscle and use the vaginal finger to guide the needle tip through
the fascial wall to exit proximally at the vaginal apex, exposing at least 1-2 cm of the needle tip. Insert a right-angle
retractor into the vagina along the anterior wall and extend the introducer snare using the thumb slider on the
introducer handle. The introducer tip should be stabilized with two fingers during initial deployment of the snare. If
necessary, guide the end of the snare to the introitus with a finger. Extend the thumb slider until the snare loop has
fully exteriorized itself.

5. Pass the proximal arm (pointed end) of the mesh up to the fold (about 5 cm) through the eyelet in the snare. Retract
the snare using the thumb slider until it reaches the stop position. Take care to prevent the surrounding tissue from
getting caught in the snare during retraction. Retract the introducer needle to draw the mesh arm out through the
inferior groin incision. Ensure the mesh arm is not twisted during or after placement. Repeat steps 4 and 5 on the
contralateral side.

Note: If substantial resistance is felt during retraction of the introducer needle, ensure that no tissue has been caught
in the needle during the snare retraction. Should this occur, re-extend the snare using the thumb slider mechanism,
remove the trapped tissue, and re-retract the snare.

FOI - Page 81 of 92



6. Apply traction to draw the proximal (inferior) arms of the graft into the desired position such that the proximal end of
the central graft is positioned at the vaginal apex. Be sure the graft is tension-free.

7. Locate the introducer needle and ensure that the snare is fully retracted into the needle tip prior to inserting the
needle. Insert the tip of the introducer needle into the superior groin incision and gently puncture through the
obturator membrane. Orient the introducer in a horizontal plane, and direct the needle towards the level of the bladder
neck. Use a vaginal finger to guide the needle tip through the obturator internus as before, exposing at least 1-2 cm
of the needle tip. Extend the introducer snare using the thumb slider on the introducer handle until the snare loop has
fully exteriorized itself at the vaginal introitus.

8. Pass a distal arm (rounded end) of the mesh up to the fold (about 4 cm) through the eyelet in the needle tip. Retract
the snare using the thumb slider until it reaches the stop position. Retract the introducer needle to draw the mesh
arm out through the superior groin incision. Ensure the mesh arm is not twisted during or after placement. Repeat
steps 7 and 8 on the contralateral side.

9. Apply traction to draw the distal (superior) arms of the graft into the desired position such that the distal end of the
central graft is positioned near the bladder neck. If significant folds are observed, scissors may be used to cut a
small section out of the midline of the graft under the bladder neck. Apply additional traction to the distal (superior)
arms to help take up the slack and flatten the mesh under the bladder. The colored midline marker may be used to
facilitate desired placement of the graft. Ensure the central graft is positioned under the bladder without excessive
tension. A cystoscopy should be performed to confirm integrity of the bladder after the mesh has been positioned.

10. The mesh should be sufficiently anchored to stabilize it during tissue ingrowth. Additional sutures may be used to
secure the mesh tension-free. Anchoring points should be positioned at least 1 cm from the edge of the mesh. After
desired positioning is complete, trim all ends of the mesh arms below the level of the skin and close incisions.

Caution: Excessive tension should be avoided on the mesh suture attachment points to account for wound shrinkage
during the healing process.

11. Close the anterior vaginal wall incision using a running stitch. It is not advised to use an interrupted or locking stitch
as they may cause excessive hemostasis, resulting in delayed closure.

Implantation Technique for the Avaulta Solo™ Posterior Support System:
Proximal end positioned at vaginal apex

~

Distal arms passed near perineal
body and exit through
pararectal incisions

Proximal arms passed near ischial
spine and exit through
pararectal incisions

Distal end positioned at perineal body

e Note: The Avaulta Solo™ Support System does not require a particular orientation with respect to mucosal or visceral
sidedness.
Proximal end with apical flap positioned at vaginal apex
Proximal arms (long arms with pointed ends) passed through ischiorectal fossa
Distal end positioned at perineal body
Distal arms (short arms with rounded ends) passed through ischiorectal fossa
6
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1. Place the patient in stirrups in the lithotomy position and prepare for surgery using standard operative procedures.

2. Make a midline incision in the posterior vaginal wall starting at the vaginal introitus and extending to the vaginal apex.
Starting at the perineal body, use blunt and sharp dissection to dissect the vaginal mucosa away from the rectum
laterally to the pelvic sidewalls and proximally to the ischial spine on both sides.

3. Make two small pararectal incisions (1-2 cm) approximately 3 cm lateral and 3 cm posterior to the anus.

4. Locate the introducer needle and ensure that the snare is fully retracted into the needle tip prior to inserting the
needle. Orient the introducer needle with the handle positioned vertically and the needle tip horizontal and parallel to
the vaginal floor. Insert the needle tip into one of the pararectal incisions, aiming the needle tip towards the ischial
spine. Pass the introducer through the ischiorectal fossa passing lateral to the posterior wall of the rectum until the
needle tip nears the ischial spine. Move the handle downwards to direct the needle tip upwards approximately 1 cm
proximal to the ischial spine and out through the posterior vaginal wall incision, exposing at least 1-2 cm of the
needle tip. At the physician’s discretion, the proximal arms may be secured through the sacrospinous ligament using
a similar motion. Exercise care not to tear the pelvic tissue during passage. Insert a right-angle retractor into the
vagina along the anterior wall and extend the introducer snare using the thumb slider on the introducer handle. The
introducer tip should be stabilized with two fingers during initial deployment of the snare. If necessary, guide the end
of the snare to the introitus with a finger. Extend the thumb slider until the snare loop has fully exteriorized itself. Note:
It is recommended that a rectal probe be used to divert the rectum away during the needle passage.

5. Pass the proximal mesh arm (pointed end) up to the fold (about 5 cm) through the eyelet in the snare. Retract the
snare using the thumb slider until it reaches the stop position. Take care to prevent the surrounding tissue from
getting caught in the snare during retraction. Retract the introducer needle to draw the mesh arm out through the
pararectal skin incision. Ensure the mesh arm is not twisted during or after placement. Repeat steps 4 and 5 on the
contralateral side.

Note: If substantial resistance is felt during retraction of the introducer needle, ensure that no tissue has been caught
in the needle during the snare retraction. Should this occur, re-extend the snare using the thumb slider mechanism,
remove the trapped tissue, and re-retract the snare.

6. Apply traction to draw the proximal arms of the graft into the desired position such that the proximal end of the central
graft is positioned at the vaginal apex. Avoid placing excessive tension on the graft.

7. Locate the introducer needle and ensure that the snare is fully retracted into the needle tip prior to inserting the
needle. Insert the tip of the introducer needle into the same pararectal incision created in Step 3 and orient the
needle tip towards the vaginal introitus. Exercise care to stay lateral to the anal sphincter and rectum during
passage. Use a vaginal finger to guide the needle tip through the posterior vaginal wall incision at the perineal body,
exposing at least 1-2 cm of the needle tip. Extend the introducer snare using the thumb slider on the introducer
handle until the snare loop has fully exteriorized itself at the vaginal introitus.

8. Pass the distal mesh arm (rounded end) 3-4 cm through the eyelet in the needle tip. Retract the snare using the
thumb slider until it reaches the stop position. Retract the introducer needle to draw the mesh arm out through the
pararectal skin incision. Ensure the mesh arm is not twisted during or after placement. Repeat steps 7 and 8 on the
contralateral side.

9. Apply traction to draw the distal arms of the graft into the desired position such that the distal end of the central graft is
positioned next to the perineal body. Use scissors to make a small midline cut in the central graft to approximate the
length from the vaginal apex to the perineal body. Apply additional traction to the distal arms to position the central
mesh as desired. The colored midline marker may be used to facilitate desired placement of the graft. Ensure the
central graft is positioned under the bladder without excessive tension. Ensure the central mesh lays over the rectum
without excessive tension. A digital rectal exam should be performed to confirm integrity of the rectum after the mesh
is positioned.
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10. The mesh should be sufficiently anchored to stabilize it during tissue ingrowth. Additional sutures may be used to
secure the mesh tension-free. Anchoring points should be positioned at least 1 cm from the edge of the mesh. After
desired positioning is complete, trim all ends of the mesh arms below the level of the skin and close incisions.

Caution: Excessive tension should be avoided on the mesh suture attachment points to account for wound shrinkage
during the healing process.

11. Close the posterior vaginal wall incision using a running stitch. It is not advised to use an interrupted or locking stitch
as they may cause excessive hemostasis, resulting in delayed closure.

STERILIZATION TECHNIQUE
Avaulta Solo™ Support System is a single-use device. The implant and introducers are sterilized by ethylene oxide. Do not
resterilize.

STORAGE

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

Bard is a registered trademark of C. R. Bard, Inc. or an affiliate. Avaulta Solo is a trademark of
C. R. Bard, Inc. or an affiliate.

Patent pending.

Copyright ©2007 C. R. Bard, Inc. All Rights Reserved.
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Exhibit 6

510(k) Substantial Equivalence
Decision Tree
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510{k) "SUBSTANTIAL EQUIVALENCE"
DECISION-MAKING PROCESS (DETAILED)
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O
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Consdder lupuct o Saf cty and Equivalent®
Yes Elfcctiveness)?= Detormination
| No
Deseripdye Information New Devioe Has Same Intended verr—— New Devioe Has New —— (O
ebout New or Marketed Usc and Ml)' be Sdbﬂuthl.hv Trtended Use
Device Requested
as Needed
© © ()
Doct New Have Samic Ha Could the New oo Do the New Characterittics
Technologleal Charnclerdetics, Charncterictics Ratse New Types of Salaly or — )
c.g., Design, Madarials, ofe,? Aflect Safety Effectivencit Questious?="
or Effoctvenesy?
Yes - Na
® v
No Are the Descriptive Do Accepled Sdentlfic Methods
- = Charncterfstios Predse Envoagh Exist for Assessing Effects of —
s Ennire EquivaienoeT the New Chammcteristics?
“
Neo Are Performance Data Avallable Are Perfum Dats Avnilable
to Assess Equivalence?*s to Assess Effects of New ———
Chacacterstics?*
Yes
Yes
Performance Performance
Duts Duta
Required Required
L Performance Data D trate - > (@] *Pﬂdamm Dutx Demonstrate +—
Equlvalcace? Yes Yes Equlvalence?
l No

To

-

l No
” * Substantlally Equivalent” ~
@ Detetmlnation To (A)

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

This decision is normally based on descriptive information alone, but limited testing information is somelimes required

*** Data may be in the 310(k), other $10{k)s, the Ceater's classification files, or the literature
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Exhibit 7

Declaration of Conformity
with Design Controls
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DECLARATION OF CONFORMITY WITH DESIGN CONTROLS

| certify that, in my capacity as Vice President of Research and Development of Bard
Urolegical Division, | believe to the best of my knowledge, that as required by the risk analysis,
all verification and validation acftivities were performed by the designated individual(s) and the
results of the activities demonstrated that the predetermined acceptance criteria were met.

A
Signature: Qf“ﬂn /,// cﬂvﬁa;, Date: ?:/z.l/%’

Typed Name: Scott Br%
Vice President of Research and Development

| certify that, in my capacity as Vice President of Quality Assurance and Regulatory Affairs of
Bard Urological Division, | believe to the best of my knowledge, that the manufacturing facility
i5 in conformance with the design ¢gontrol procedure requirements as specified in 21 CFR

820.30 and the records dregvailablg for review.
4 Date: Q/ }/E’
Typed Name: Al Jacks\(

Vice President of Quality Assurance and Regulatory Affairs

Signature: il
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o 3ERVICY ,
] . Food and Drug Administratian
C Office of Device Evaluation &
Office of In Vitro Diagnostics
. COVER SHEET MEMORANDUM
(G b, 174y
From: Reviewer Name

Subject:  510(k}) Number ) K:()K167 / :

To: The Record

oF KEALTH

&

Please list CTS decision code S é _ K
0 Refused to accept (Note: this is considered the first review cycle, See Screening Checklist -

httn:ileroom.fda.qovleRoomR_'ecelFi'les!_CDRH3!CDRHPrem‘arketNotiﬂcationS10kProqram!U 9831/Screening%20Checklist%207%
202%20907 .doc ) ' '

{J Hold {Additional Information or Tetephone Hold).
Final Decision (SE, SE with Limitations, NSE, Withdrawn, etc.).

Please complete the follciwing'for a final clearance decision (l.e., SE, SE with l_.irﬁitations, etc.):

Indications for Use Page ' Attach IFU

510(k) Summary /5348{4a-Statement Attach Summary

Truthfuf é‘n?i Ac;:urate Statement. : Must be present for a Final Decision

Is the device Class lil? )Q

if yes, does firm inciude Class Ii Summary? Must be present for a Final Decision

Does firm reference standards? '
{if yes, please attach form from http:l!www.fda.qov/oDacom!morechoices!fdaformle%; _ )(]
3654.pdf) 7 .

Is this a combination product? N
(Please specify category see : )Q
http:{/eroom.fda.qov/eRoomReq/ -lles/CDRHI/CORHP emarketNotifications10kProgram/0 413b/CO

. MBINATION%Z'OPRQDUCT%?DALGOR_ITHM%Z

Is this a reprocessed single use device? ;
(Guidance for Industry and FDA Staff ~ MDUFMA - Validation Data-in 510(K)s for - X
Reprocessed Single-Use Medical Devices, hltg:llwww.fda.govlcdrhlodeiguidanqel‘l216.htm1)__ e

s this device intended for pediatric use only?

ls this a prescription device? {If both.prescribtion & OTC, check both boxe'f.s.)

Is clinical data necessary to support the review of this 510(k)? " " - ]
Did the application include a completed FORM FDA 3674, Certification with Requirements of )G

ClinicalTrials.gov Data Bank? - :

(If not, then applicant must be contacted to obtain. completed form.) B
Does this device include an An_imél.Tissue Source? | ‘ o >—<}F .
AllPediatric Patients age<=21
Neonate/Newborn (Birth to 28 days)
Infant (20 days -< 2 years old) -

Child (2 years -< 12 years old)

Adolescent ( 12 }e;rs <18 years old)

O{REVISED%203-12-03).00C

Transitional Adolescent A (18 - <21 years old) Special QoriSider.atigns' are being given to this
group, different from adulis age 221 (different device design or testing, different protocol:
procedures, etc,) ' ' o . _

Transitional Adolescent B (18 -<= '21; No special considerations compared to adults => 21 yeafs_ )Q
old) ‘ ‘ :

Rev. 7/2/07

FOI - Page 89 of 92



Is this device subject to Section’522 Pastmarket Surveillance? Contact 0SB, |
{Postmarket Surveillance Guidance, i )O
htip:/www fda. qov/cdrhft)sblqwdance:‘31 6.htmi)

Is this device subject to the Trackmg Regulatlon'? (Medlcal Device Trackmg Contact OC.
Guidance, http:/fwww.fda. qov/cdrh!comp/quldance/‘l69 himl) i | /‘ ]
Regulation Number Class* ' - Preduct Code

EIF. 3800 70 AL

{*If unclassified, see 510(k} Staff)

Khoe o PESA a2 /5enn

Additional Product Codes:

(Branch Chief) (Branch Code) (Date)
Final Review: WK{LQ SL [ 7 /% /5{?
Drv:smn}'bwector ? . AKDate)
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SPECIAL 510(k): Device Modification
ODE Review Memorandum

To:  THEFILE RE: DOCUMENT NUMBER K082571

This 510(k) submission contains information/data on modifications made to the SUBMITTER’S own
Class II, Clags IIT or Class I devices requiring 510(k). The following items are present and acceptable
(delete/add items as necessary):

1. The name and 510(k) number of the SUBMITTER’S previously cleared device: K063712, Avaulta
Support System, 79 FTL, 878.3300 — Mesh, Surgical, Polymeric.

2. Submitter’s statement that the INDICATION/INTENDED USE of the modified device as described
in its labeling HAS NOT CHANGED (statements on pg. 5 and 6 - confirmed) along with the
proposed labeling which includes instructions for use, package labeling, and, if available,
advertisements or promotional materials (labeling changes are permitted as long as they do not affect
the intended use).

3. A description of the device MODIFICATION(S), including clearly labeled diagrams, engineering
drawings, photographs, user’s and/or service manuals in sufficient detail to demonstrate that the
FUNDAMENTAL SCIENTIFIC TECHNOLOGY of the modified device has not changed (pg.
5)

The Avaulta Support System is a collection of surgical meshes intended for the reinforcement of soft
tissues in the pelvic floor in cases of vaginal wall prolapse. There are 4 device forms:

¢ Avaulta Solo Synthetic Support System for anterior repair
¢ Avaulta Solo Synthetic Support System for posterior repair

* Avaulta Plus Biosynthetic Support System with Porcine Graft for anterior repair
¢ Avaulta Plus Biosynthetic Support System with Porcine Graft for posterior repair

4. Comparison Information (similarities and differences) to applicant’s legally marketed predicate

device including, labeling, intended use, and physical characteristics. Verification activities included
visual, dimensional and implant tensile strength assessments.

5. A Design Control Activities Summary which includes:

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

¢) A declaration of conformity with design controls (Exhibit 7). The declaration of conformity should
inchude:

i) A statement signed by the individual responsible, that, as required by the risk analysis, all
verification and validation activities were performed by the designated individual(s) and the
results demonstrated that the predetermined acceptance criteria were met, and

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

6. A Truthful and Accurate Statement (pg, 3), a 310(k) Summary (exhibit 2) and the Indications for
Use Enclosure (pg. 4).

The labeling for this modified subject device has been reviewed to verify that the indication/intended use
for the device is unaffected by the modification. In addition, the submitter’s description of the particular
modification(s) and the comparative information between the modified and unmodified devices
demonstrate that the fundamental scientific technolo gy has not changed. The submitter has provided the
design control information as specified in The New 51 0(k) Paradigm and on this basis, I recommend the
device be determined substantially equivalent to the previously cleared (or their preamendment) device.

ooty 5, aray

(Reviewer’ds Signature) ¢ (Date)
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