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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 1980.

A,

SUBMITTER INFORMATION:

Submitter's Name: C. R. Bard, Inc.
Bard Urological Division
Address: 13183 Harland Drive
Covington, GA 30014
Contact Person: Terri Morris
Contact Person's Telephone Number:  678-342-4922
Contact Person's Fax: 770-788-5605
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: Generatf and Plastic Surgery

PREDICATE DEVICE NAME:

Trade Names: Avaulta Solo™ Support System
Avauita Plus™ Biosynthetic Support System
K063712 and K082571

DevICE 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 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 Avauita 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
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the polypropylene mesh and contains apertures uniformly sized to allow for
ingrowth of host tissue and capillary vessels.

INTEMDED 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
Premarkel Notification Application for a Surgical Mesh (March 22, 1999).



DEPARTMENT OFHEALTH & HUMAN SERVICES Public Heallh Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

C.R. Bard, Inc.

Yo Mr. Tem Mormms

Regulatory Affairs Specialist [t

13183 Harland Drive JAN1H 2003
Covington, Georgia 30014

Re: KO33839
Trade/Device Name: Avaulta™ Supportl System
Regulation Number: 21 CFR 878.3300
Regulation Name: Surgical Mesh
Repulatory Class: [T
Product Code: FTL
Dated: December 16, 2008
Received: December 23, 2008

Dear Mr. Morris:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device 1s substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commeree prior to May 28, 1976, the cnactment 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
gencral 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 elassified (see above) into either class 11 (Special Controls) or class 111 (PMA), 1t
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 Repister.

Pleasc 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: regisiration 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 CIR Part 820); and if applicable, the clectronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
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Page 2 Mr. Terri Momis

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and Radiological Health’s (CDRIIs) 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. Y ou may obtain other general information on your responsibilitics under the
Act {from the Division of Small Manufacturers, International and Consumer Assistance

at its toll-free number (800) 638-2041 or (240) 276-31 50 or at its Internet address

hitp://www. fda.gov/edrh/industry/support/index. html.

Sincerely vours,

Made ¥V Wil

Mark N. Meclkerson

Director

Division of General, Restorative
and Neurological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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Avaulta™ Support System
Premarket Notfication [510(K]]

f&@gs ?gf C R Bard, Inc, Bard Urological Division

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)

N ghe  Geesa
(Division Sign-()ﬁ)
Division of General, Restorative,
and Neurological Devices

310(k) Number__K0 3> 831

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

Torvae Food and Drug Administration
89200 Corporate Boulevard
Rackville MD 20850

‘C.R. Bard, Inc.

% Mr. Terri Morris

Regulatory Affairs Specialist 1

13183 Harland Drive JAN 1 5 2005
Covington, Georgia 30014

Re: KO083839
Trade/Device Name: Avaulta™ Support System
Regulation Number: 21 CFR 878.3300
Regulation Name: Surgical Mesh
Regulatory Class: I
Product Code: FTL
Dated: December 16, 2008
Received: December 23, 2008

Dear Mr. Moms:

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, tabeling, and prohibitions against misbranding and
adulteration.

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

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act), 21 CFR 1000-1050.
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Page 2 — Mr. Terr1 Morris

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Center for Devices and 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. Y ou 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
hitp://www.fda.gov/cdrh/industry/support/index.html.

Sincerely yours,

Made N Wil

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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Kﬁgﬁ 5);? C.R. Bard, Inc., Bard Urological Division

Avauita™ Support System
Premarket Naotification [510(k)]

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)

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

510(k) Number__0$ 2831

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

v_,% ‘ Food and Dirug Administration
- 9200 Corporate Boutevard

Rockville, Maryland 20850

January 06, 2009

510k Number: K083839

C.R. BARD, INC.
URQLOGICAL DIVISION Received: 12/23/2008
13183 HARLAND DRIVE Product: AVAULTA SOLO SYNTHETIC SUPPORT

COVINGTON, GEORGIA 30014-6421
UNITED STATES
ATTN: TERRI MORRIS

The Food and Drug Administration (FDA), Center for Devices and Radiological Health (CDRH), has received
the Premarket Notification, (510(k)), you submitted in accordance with Section 510(k) of the Federal Food,
Drug, and Cosmetic Act(Act) for the above referenced product and for the above referenced 510(k) submitter.
Please note, if the 510(k) submitter is incorrect, please notify the 510(k) Staff immediately. We have assigned
your submission a unique S10(k) number that is cited above. Please refer prominently to this 510(k) number in
all future correspondence that relates to this submission. We will notify you when the processing of your
510(k) has been completed or it any additional information is required. YOU MAY NOT PLACE THIS
DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO.

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

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, any firm
that chooses to use a standard in the review of ANY new 510(k) needs to fill out the new standards form

(Form 3654) and submit it with their 510(k). The form may be found at
http://www.fda.gov/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(j) (42 U.S.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 a draft guidance titied: “Certifications To Accompany Drug, Biological
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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)
submissions that do not contain clinical data do not need the certification form.

Please note the following documents as they relate to 510(k) review: 1) Guidance for Industry and FDA Staff
entitled, “Interactive Review for Medical Device Submissions: 510(k)s, Original PMAs, PMA Supplements,
Original BLAs and BLA Supplements”. This guidance can be found at_
http://www.fda.gov/cdrh/ode/guidance/1655.pdf.  Please refer to this guidance for information on a formalized
interactive review process. 2) Guidance for Industry and FDA StafT entitled, "Format for Traditional and
Abbreviated 510(k)s". This guidance can be found at www.fda.gov/cdrh/ode/guidance/1567.html. Please refer to
this guidance for assistance on how to format an original submission for a Traditional or Abbreviated 510(k).

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

Lastly, you should be familiar with the regulatory requirements for medical devices available at Device Advice
www. fda.gov/cdrh/devadvice/". If you have 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,

Marjorte Shulman

Supervisory Consumer Safety Officer
Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiological Health
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g -/ : DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
oﬁ%w Food and Drug Administration
“¥rgq 5200 Corporate Boulevard

Rockville, Maryland 20850

December 24, 2008
UROLOGICAL DIVISION Received:; 12/23/2008
13183 HARLAND DRIVE User Fee ID Number:
COVINGTON, GEORGIA 30014-6421 Product: AVAULTA SOLO SYNTHETIC S
UNITED STATES

ATTN: TERRI MORRIS

The Food and Drug Administration (FDA) Center for Devices and Radiological Health (CDRH), has received the
Premarket Notification you submitted in accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic
Act (Act) for the above referenced product. We have assigned your submission a unique 310(k) number that is cited
above. Please refer prominently to this 510(k) number in all future correspondence that relates to this submission.
YOU MAY NOT PLACE THIS DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A
LETTER FROM FDA ALLOWING YOU TO DO SO.

The Federal Food, Drug, and Cosmetic Act (the Act), as amended by the Medical Device User Fee and
Modernization Act of 2002 (MDUFMA) and the FDA Amendments Act of 2007 (FDAAA) (Public Law 110-85),
authorizes FDA to collect user fees for certain types of 510(k) submissions. The submission cannot be accepted for
review until the fee is paid in full ; therefore, the file has been placed on hold. When your user fee payment has been
received , review of the 510(k) will resume as of that date. Alternatively, you may request withdrawal of your
submission. You now have the option to pay online by credit card. We recommend this form of payment. Credit card
payments are directly linked to your user fee cover sheet and are processed the next business day. You may also pay by
check. If you choose to mail a check, please send a check to one of the addresses listed below:

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

P.0O. Box 956733 956733

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

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

The check should be made out to the Food and Drug Administration referencing the payment identification number,
and a copy of the User Fee Cover sheet should be included with the check. A copy of the Medical Device User Fee
Cover Sheet should be faxed to CDRH at (240)276-4025 referencing the 510(k) number if you have not already sent
it in with your 510(k) submission. After the FDA has been notified of the receipt of your user fee payment, your
510(k) will be filed and the review will begin. If payment has not been received within 30 days, your 510(k) will be
deleted from the system. Additional information on user fees and how to submit your user fee payment may be

found at www.fda.gov/oc/mdufma.

In all future premarket submissions, we encourage you to provide an electronic copy of your submission. By doing
so, you will save FDA resources and may help reviewers navigate through longer documents more easily. Under
CDRH's e-Copy Program, you may replace one paper copy of any premarket submission (e.g., 510(k), IDE, PMA, or
HDE) with an electronic copy. For more information about the program, including the formatting requirements,
please visit our web site at www.fda.gov/cdrh/elecsub.html.
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Please note that since your 510(k) has not been reviewed, additional information may be required during the review
process and the file may be placed on hold once again. If you are unsure as to whether or not you need to file a
510k Submission with FDA or what type of submission to submit, you should first telephone the Division of Small
Manufacturers, International and Consumer Assistance (DSMICA), for guidance at (240) 276-3150 or its toll-fee
number (800)638-2041, or contact them at their Internet address www.fda.gov/cdrh/dsma/dsmastaf.html, or you
may submit a 513(g) request for information regarding classification to the Document Mail Center at the address
above. If you have any questions concerning receipt of your payment, please contact Diane Garcia at
Diane.Garcia@fda.hhs.gov or directly at (240)276-4027. If you have questions regarding the status of your 51 0(k)
Submission, please contact DSMICA at the numbers or address above.

Sincerely yours,

Diane M. Garcia

Public Affairs Specialist

Premarket Notification Section

Office of Device Evaluation

Center for Devices and Radiological Health
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"Bard Urological Division
C. R. Bard, Inc.

8195 Industrial Blvd.
Covington, GA 30014

SHNK

December 16, 2008

Food and Drug Administration

Center for Devices and Radiological Health DA CDRH DMC
510(k) Document Mail Center (HFZ-401) S

9200 Corporate Blvd.

Rockville, MD 20850 DEC 2 3 2008
Re:  Special Premarket 510(k) Notification Received

Avaulta Support System L’ B}
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 Implant.

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

FDA document numbers associated with this submission include the predicate 510(k),
K063712 and a special 510(k), K082571.

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)? X
Is the device intended for over-the-counter use (21 CFR 807 Subpart
)2 X
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?
If yes, does the device type require reprocessed validation data? N/A

Does the device contain a drug?

Does the device contain a biologic?

Does the device use software?

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

xxxx%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:

Terri Morris 678-342-4922
terri.morris@crbard.com 770-788-5605 (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,

A Ml

Terri Morris

Regulatory Affairs Specialist Il
Bard Urological Division

Enclosures
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"Bard Urological Division
C. R. Bard, Inc.

8195 industrial Blvd.
Covington, GA 36014

December 16, 2008

Food and Drug Administration

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

Rockyville, MD 20850

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

Dear SirfMadam:

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 Implant.

Device Name: Avaulta Support System

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

FDA document numbers associated with this submission include the predicate 510(k),
K063712 and a special 510(k), K082571.

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)? 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?

Is the device intended for single use?

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?

Does the device use software?

Does the submission include clinical information?

[s the device implanted? X

PP

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

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 [etter.

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

Terri Morris 678-342-4922
terri.morris@crbard.com 770-788-5605 (fax)

| hereby authorize the FDA to communicate with me regarding this submission via phone,

fax andfor email as indicated above. Thank you in advance for your consideration of our
application.

Sincerely,

Terri Morris

Regulatory Affairs Specialist 1]
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
« FDA-3674: Certification of Compliance with Requirements of

ClinicalTrials.gov Data Bank

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

Cover letter, Contaimng 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 Secti
[ i ection 2.2
Registration Number
Device Classification Regulation Number and Regulatory Status (Class |, Secii
Class I, Class Il or Unclassified). ecfion 2.2
Proposed Labeling including the materials listed on page 3-4 of the N/A
Premarket Notification [510(k)] Manual. (No changes
affecting
_ labeling)
Statement of Indications for Use that is on a separate page in the Secti
. ection 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 [51 O(k)] Manual.
510(k) Summary Exhibit 2
Description of the device (or modification of the device) including Exhibi
diagrams, engi drawings, photographs or service manuals xhibit 3
grams, engingering gs, p grap
Identification of legally marketed predicate device. Section 2.2
Compliance with performance standards. Section 2.2
Class Ili Certification and Summary N/A
(Class I
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(k) 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

ld\lea\?ci and 510(k) number of the sponsor’'s own, unmodified predicate Section 2.2
A de'scnpt:on _of the modified device and a comparison to the sponsor’s Section 3.0
predicate device.
A statement that the intended use(s) and indications of the modified Sections
device, as described in its labeling, are the same as the intended uses

L , 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.

A design Control Activities Summary that includes the following elements [/
(a-c below): ///% _____

a. ldentification of Risk Analysis methods(s) used to assess the '

impact of the modification on the device and its components, and Section 4.3
the results of the analysis.
b. Based on the Risk Analysis, an identification of the required Sections
verification and validation activities, including the methods or tests
L ; 43and4.4
used and the acceptance criteria to be applied.
¢. A Declaration of Conformity with design controls that includes the Exhibit 6

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 Exhibi

. S . xhibit 6
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 8
statement is signed by the individual responsible for those
particular activities.
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1.3 Premarket Notification Truthful and Accurate Statement

| certify that, in my capacity as Regulatory Affairs Specialist 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: "/}/th ;/ - L/}/f‘l"ﬁﬁ_,»:

Typed Name: Terri Morris
Regulatory Affairs Specialist Ii
Date: - 15-0F

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/CR 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)
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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 colorant
change to the Avaulta Solo™ Synthetic Support System and Avaulta Plus™
Biosynthetic Support System. These devices are covered under K083712 and
K082571. :

The modified Avaulta Support Systems have 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 fo 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:

o 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
K082571, clearance date — September 30, 2008
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Manufacturer/Submitter

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

Address: 13183 Hartand Drive
Covington, GA 30014

Contact Person: Terri Morris

Telephone Number: 678-342-4922

Fax Number: 770-788-5605

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 Avaulfa™ Support System is indicated for tissue reinforcement and long-iasting
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 fong-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

No device modifications have been made to the Avaulta Support System since the
submission of K082571.

DEVICE DESCRIPTION
3.1 Device Principles of Operation

As explained in K083712, 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 Avaulia Support System is offered in multiple configurations:

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

* Avaulia 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 coilagen
sheet covering one side of the central section. The devices each have a belly
section and four support arms. To facilitate surgeon impiantation, the midline of
the belly and one (Posterior) and two (Anterior) of the support arms have a colored
marker composed of blue polypropylene fiber sewn into their structure. Please
refer to Exhibit 3 for drawings of the devices. All materials and their regulatory
status are identified in the following table:
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TR

Central soft mesh, lateral
strong mesh and sewing
fiber (for collagen
attachment)

Natural polypropylene
monofilament fiber

K051503 - Sofradim
UGYTEX Dual Knit Mesh
{predicate)

K052155 - Bard Soft Mesh
K063712 — Avaulta Plus™
and Avaulta Solo™ Support
System

Central and lateral colored
markers

Blue polypropylene
monofilament fiber

K081010 — Bard 3DMAX
Mesh

Collagen sheet

Lyophilized, crosslinked,
acellular, porcine dermal
collagen

K052322 — Bard CollaMend
Implant {predicate)
K063712 — Avaulta Plus™
and Avaulta Solo™ Suppotrt

System

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

3.3 Design Modifications Addressed In This Submission

The supplier of the blue polypropylene fiber used for the colored marker is being
changed. The new supplier also uses polypropylene as the base material but uses
a different colorant. In addition to the change in colorant, there will be a slight
change to the dimensions of the blue polypropylene fiber; however, there are no
changes 1o the overall dimensions of the mesh implant itself.

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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Intended Use

Reinforcement of fissue during
surgical repair.

Same

Indications for
Use

Tissue reinforcement and long-
lasting stabilization of fascial
structures of the pelvic floor in
vaginal wall prolapse whera
surgical treatment is intended either
as mechanical support or bridging
material for the fascial defect.

Same

Mesh central
section

Avaulta Solo: Soft knit mesh
Avauita 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

Same

Mesh colored
markers

Blue polypropylene markers on the
midline and in lateral arms,

Dimensions of

Suture 5-0: [((QXE)]

Blue polypropylene markers on the
midline and in lateral arms, (X&)

the Mesh Suture 6-0; (QXG)]

colored markers

Mesh lateral Strong knit mesh Same

arms

Mesh Porous, open, monofilament knit Same

characteristics that allows trimming of the impiant
and tissue ingrowth

Collagen Crosslinked, acellular, lyophilized Same
porcine dermal collagen sheet

Collagen 0.5mm Same

thickness

Collagen porosity | 1.8mm holes Same

Imptlant shape Precut for anterior and posterior Same
repair with apical flap on both

implant method Staples, sutures or tension free Same

of fixation

Implant Eio 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.

e The Avaulta Solo synthetic implant tray is placed in Tyvek®/ilm pouch.

9
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The packaged implant and separately packaged Class |, Exempt introducer are
placed in a corrugate box.

3.5  Sterilization

There are no changes to the sterilization method or cycle. The Avaulta Support
System is supplied as a sterile, single use device sterilized by EtO with an SAL
(Sterility Assurance Level) of 1 x 10° at the C.R. Bard, Inc. facilities in Covington
and Madison, Georgia.

Ethylene Oxide (EtO) residues remaining on the product must be within the limits
for a permanent exposure device per ANSI/AAMI/ISO 10993-7:1985 and TIR No.
19-1998. C.R. Bard, Inc. follows the ISO guidance in that the maximum ethylene
oxide dose shall not exceed 20mg in the first 24 hours of use. The concentration
of ethylene oxide shall not exceed 250ppm. The maximum ethylene chlorohydrin
dose shall not exceed 12myg in the first 24 hours.

© 3.6 Stability

There are no changes to the shelf life of the device. 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 for the Collagen sheet referenced in KO63712 upon which
shelf life was determined) which demonstrate a 2 year shelf life. In addition,
accelerated aging simulating two years of real-time aging is being conducted on
the moedified device mesh to ensure that the device will maintain the necessary
operational characteristics over time.

3.7 Labeling

There have been no changes to the labeling since the submission and clearance
of K082571.

Labeling is the same for the modified and predicate devices.

10
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Summary of Design Control Activities
4.1 User Needs

The change in the supplier and colorant for the blue polypropylene fiber will be
invisible to the end user and is the result of a cost savings initiative. This change did
not generate any new user needs.

4.2 Design Inputs

The change in the supplier and colorant for the blue polypropylene fiber will be
invisible to the end user and is the result of a cost savings initiative. This change did

not generate any new design inputs.
4.3 Risk Analysis

As indicated in K083712 and K082571, a design failure modes and effects analysis
(DFMEA) of the 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 device are
acceptable. The analysis of the change to the colorant did not raise any new types
of safety or effectiveness questions. All known risks posed by the blue fiber are
currently addressed in the existing DFMEA, therefore, no update to the existing risk
analysis was required.

4.4  Summary of Design Verification and Validation Activities

The materials of construction, manufacturing methods, performance specifications
and overall design of the Avauita Support System Implant have not changed. In
addition, the intended use of the device remains the same and the sterilization
process remains the same for both the modified and predicate devices. The only
change is to the supplier and colorant used for the blue polypropylene fiber.
Because there were no new types of safety or effectiveness questions, no design
verification tests were required to specifically address any risks identified. In
accordance with FDA’s “Guidance for the Preparation of a Premarket Notification
Application for a Surgical Mesh,” the following design verification activities were
conducted: Visual, dimensional, ball burst strength, suture puliout and tensile
strength. The testing demonstrated that the modified device was substantially
equivalent to the predicate and met the predetermined acceptance criteria. Refer to

Exhibit 4 for the Risk Summary Table.

Biocompatibility of the new blue polypropytene fiber was established by Bard Davol
Division via testing carried out on the 3D MAX Mesh product under K081010,
clearance date October 7, 2008. The biological testing profile carried out for the 3D
MAX mesh was for permanent implantation with tissue/bone contact which is
identical to the tissue contact profile for the Avaulta Support System. The natural
fiber and the blue fiber used in both the Davol 3D Max Mesh and the Avaulta
Support System are comprised of the same materials. The only difference is the

11
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size of the fibers used. Therefore, on the basis of acceptable biological data for the
3D Max Mesh, the Avaulta Support System also meets the requirements of 1ISO
10993 Biological Evaulation of medical devices to establish biocompatibility for the
devices’ intended use.

4.5 Conclusion
The subject Avaulta Support System 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.

12
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SUBSTANTIAL EQUIVALENCE

BUD intends to modify the Avaulta Support System originally cleared under
K063712 and K082571.

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 5. 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 stahilization 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.

3. Does new device have same technofogical 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 Avaulta Support System incorporates a colorant change fo the
blue polypropylene fiber used as a marker within the mesh which facilitates

surgeon implantation.

4. Could the new characteristics affect safety or effectiveness?
Yes. The colorant change could affect safety and effectiveness.

6. Do the new characteristics raise new types of safety or effectiveness
questions?

No. Both the subject and predicate device perform their infended function
in the same manner using the same fundamental scientific technology.

7. 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 initial risk analysis and in consideration of
FDA’s “Guidance for the Preparation of a Premarket Notification
Application for a Surgical Mesh,” as appropriate. Biocompatibility has been
addressed through adherence to iSO 10993. '

13
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8. Are performance data available to assess effects of new
characteristics?

Yes. Design verification and validation activities have been summarized
herein. Biocompatibility testing was reported under K081010, clearance
date October 7, 2008.

9, Performance data demonstrate equivalence?

Yes. The testing summarized herein demonstrates that the subject device
met all predetermined acceptance criteria and is substantially 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 (K083712 and
K082571).

14
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Form Approval

FOOD AND DRUG ADMINISTRATION OME No. 9010-0120
Expiration Date: August 31, 2010.

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET See OMB Statement on page 5.

FDA Submission Decument Number (if known)

User Fee Payment ID Number
MD6036608-956733

Date of Submission
9/3/2008

. SECTION-A PE OF SUBMISSION
PMA PMA & HDE Supplement PDP 510(k) Meeting

] original Submission | [ Regular (180 day) [ original PDP [T original Submission: [] Pre-510(K) Meeting
D Premarket Report I:] Special D Notice of Completion D Traditionat |:] Pre-IDE Meeting
] Modular Submission | [_] Panel Track (PMA Only} | [] Amendment to PDP B4 special [ Pre-PMA Meeting
D Amendment I:I 30-day Supplement |:| Abbreviated (Complete D Pre-PDP Meeting
[ ] Report [] 30-day Notice section I, Page 5) ] Day 100 Meeting
[} Report Amendment [] #35-day Supplement [] Additional tnformatian [_] Agreement Meeting
O Licensing Agresment | [_] Real-time Review L] Third Party [_] Determination Meeting
[] Amendment to PMA LI other (specify):
&HDE Supplement
I:] Other
IDE Humanitarian Device Class Il Exemption Petition Evaluation of Automatic Other Submission
Exemption (HDE) Class Hil Designation
E] Original Submission D Original Submissi D Original Submission (De Novo) |:| 513(g)
DQ rginal submission i, . |:[ Criginal Submission
Amendment [ ] Amengment [ Additional Information ] Additional Inf , ] other
D Supp[ement D Supplement itienal Information (clescribe submfssion).‘
D Report
|:| Report Amendment
Have you used or cited Standards in your submlssmn'? D Yes @ No {If Yes, please Gompt’ete S‘ecﬂcnl Page 5)

';_SECTEON B SUBMITTER APPL]CANT OR SPONSOR R
Cornpany / [nstltutlon Name Establishment Reglstratlon Number if known)
C.R. Bard, Inc. 1018233
Division Name {if applicable) Phene Number (inciuding area code)
Bard Urological Division (BUD) ( 678 )342-4922
Street Address FAX Number {including area cods)
13183 Harland Drive ( 770 )788-3605
City State / Province ZIP/Postal Code Country
Covington GA 30014 USA
Contact Name
Terri Morris
Cantact Title Contact E-mail Address
Regulatory Affairs Specialist 1T terri.morris@crbard.com

/SECTIONG: * ' .\ "APPLICATION CORRESPONDENT (e.q.; consultant, if different from above) = 1 -1

ompa! !nstitutinName

Division Name (if applicable) Phone Number {ncluding area code)
( )
Street Address FAX Number (inciuding area cods}
( )
City State / Province ZIP/Postal Code Country

Contact Name

Contact Title Contact E-mail Address
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D Withdrawal

D Additional or Expanded Indications

|:| Request for Extension

D Post-approval Study Protocel

D Request for Applicant Hold

[_JRequest for Removal of Applicant Hold

D Request to Remove or Add Manufacturing Site

D Change in design, component, or
specification:

D Software f Hardware
D Color Additive

D Material

D Specifications

D Other (specify below)

D Location change:
Manufacturer
D Sterilizer
§:| Packager

D Process change:
Manufacturing
[] sterilization
D Packaging
L] other ¢specify beiow)

|:| Labeling change:
D Indications
]:l Instructions
B Performance
L] sheif Life
|:| Trade Name

D Response to FDA correspondence:

D Cther (specify below)

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

D Change in Ownership
D Change in Correspondent
%:I Change of Applicant Address

D Other Reason (specify):

“SECTION D2 -

D New Device

T New Indication

[] Additiors of Institution

|:| Expansion / Extension of Study
D IRB Cettification

|:] Termination of Siudy

] withdrawal of Application

r__j Unanticipated Adverse Effect
|:| Notification of Emergency Use
|:| Compassionate Use Request
D TFreatment IDE

L___| Continued Access

. REASON FOR APPLICATION - IDE -

D Change in:
D Correspondent / Applicant
|:| Design / Device
D Informed Consent
r_—i Manufacturer
D Manufacturing Process
D Protocol - Feasibility
D Protocol - Other
|:| Sponsor

D Report submission:
|:| Current Investigator
D Annual Pragress Repori
D Site Waiver Report

[ ] Final

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

Request Extension of
Time to Respond to FDA

|:] Request Meeting
I:l Request Hearing

D Other Reason (specify).

SECTIOND3 ~ ' .

D New Device

" REASONFORSUBMISSION-510(k) © = .~

E] Additional or Expanded Indications

D Change in Technology

Other Reason (specify):
Change in Colorant
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Product os of devices to which substantial equivaln sclimed Sumrmary of, or statement concerning,
safety and effectiveness information

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

5 8 7 8 ' ] 510 (k) statement

Information on devices o which substantial equivalence is claimed {if known)

510(k) Number Trade or Proprietary or Model Name Manufactrer
11 K063712 11 Avaulta Support System 1] C.R. Bard, Inc.
2 K082571 2} Avaulta Support System 2} C.R. Bardg, Inc.
3| K081010 3} 3-D Max Mesh 3! C.R. Bard, Inc.
4 4 4
] 5 5
6 6 6

_SECTIONF . . PRODUCTINFORMATION - APPLICATION TO ALL APPLICATIONS . -
Common or usual name or classification

Surgical Mesh

Trade or Proprietary or Modet Name for This Device Mode! Number

11 Avaulta Support System Maultiple

2 2

3 3

4 4

5 5

FDA document rumbers of all prior related submissions {regardless of outcome)

1 2 3 4 5 6
7 8 9 10 11 12

Data Included in Submission

D Laboratory Testing |:| Animal Trials D Human Trials
SECTIONG - i - PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS .*

Product Code C.F.R. Section {if applicable) ) Device Class

79 FTL 21 CFR 878.3300 [ Class | Class II
Classification Panel (] Class [] 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.
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Facility Estalishment Idntiﬁer (FEI) Ner

Note: Submissicn of this information does not affect the need to submit a 2891 FDA Document Number (if kriown)
or 2891a Device Establishment Registration form.
(SECTIONH - MANUFACTURING / PACKAGING / STERIL SITES SUBMISS
Facility Establishment Identifier (FEI) Number i R ' = o
Criginal 1 0182)'33 (FED Nu @ Manufacturer D Contract Sterilizer
D Add D Delete D Contract Manufacturer D Repackager / Relabelar
Company / Institution Name Establishment Registration Number
C.R. Bard, Inc, 1018233
Division Name (if appficable) Phone Number {including area code}
Bard Urological/Medical Division { 678 )342-4820
Street Address FAX Number {including area code)
8195 Industrial Blvd. { JN/A
City State / Province ZIP/Postat Code Country
Covington GA 30014 USA
Contact Name Contact Title Contact E-malil Address
Al Jacks Vice President, QA/RA al. jacks@erbard.com

Facility Establishment fdentifier (FEI) Number

E Criginal 3006082230 Manufacturer D Contract Sterilizer

I:[ Add D Delete D Contract Manufacturer D Repackager / Relabeler
Company / [nstitution Name Establishment Registration Number

C.R. Bard, Inc. Pending

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

Bard Medical Division { 770 ) 784-6120

Street Address FAX Number (including area cods)

1211 Mary Magnan Blvd. { 770 ) 784-6340

City State / Pravince ZIP{Pastal Code Country
Madison GA 30650 USA
Contact Name Contact Title Contact E-mail Address
Mary Mayo Staft Vice President, Qualilty Assurance mary.mayo@crbard.com

FORM FDA 3514 (9/07)
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|Z! Qriginal 3005636544 Manufacturer D Contract Sterilizer

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

C.R. Bard, Inc. : 3005636544

Division Name (if appficable) Phonre Number finciuding area code)

Bard Shannon Limited ' { 787 )6356-5500

Street Address : FAX Number (including area code)

San Geronimo Industrial Park, Lot #1, Road #3, km 79.7 { YN/A

City State / Province ZIP/Postal Code Country
Humacao PR 00791 USA
Contact Name Contact Title Contact E-mall Address
Gary Lopez Plant QA Manager gary. lopez@crbard.com
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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
i
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
¢!
Standards Ne. 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.
Rockyville, MD 20850
Anr agency may not conduct or sponsor, and a person Is not required to respond to, a coflection of information unless it displays a currently valid OMB control
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See OMB Statement on Reverse. Form Approved; OMB No. 0910-0616, Expiration Daie; 08-30-2008

DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration

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

(For submission with an application/submission, including amendments, supplements, and resubmissions, under §§ 505, 515, 520{m}, or 510(k) of the
Federal Food, Drug, and Cosmetic Act or § 351 of the Public Health Service Act.)

PPLICANT / SUBMITTER INEORMATION.

NAME OF SPONSORIAPPLICANTISUBMITI‘ER . 2. DATE OF THE APPLICATION/SUBMISSICN
i . WHICH THIS CERTIFICATION ACCOMPANIES
Terri Morris . 12/8/08
3. ADDRESS (Number, Street, State, and ZIP Code) 4, TELEPHONE AND FAX NUMBER
C.R. Bard, Inc. ’ (Include Area Code)
Bard Urological Division (Tel.} 678-342-4922
13183 Harland Drive )
Covington, GA 30014 (Fax) 770-788-3605

5. FOR DRUGS/BIOLOGICS: Include Any/All Available Established, Propristary and/or Chemical/Biochemical/Blood/Cellular/Gene Therapy Product Name(s)
FOR DEVICES: include Any/All Common or Usual Name(s), Classification, Trade or Proprietary or Model Name(s) and/cr Model Number(s})
{Aftach exira pages as hecessary)

Avaulta Solo Synthetic Support System Surgical Mesh

Avaulta Plus Biosynthetic Support System

g \PPL : BEMISSION INFORMATION
5. TYPE OF APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES

[ Jmp [ ]npA [ Janoa [ ]BLa [ ]Pma [ ]Hoe 510 [ _|poP ] otner
7. INCLUDE IND/NDA/ANDA/BLA/PMA/HDE/S10(K)/PDP/OTHER NUMBER (If number previcusly assigned)
N/A
8. SERIAL NUMBER ASSIGNED TO APPLICATION/SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES
TBD

CHECK ONLY ONE OF THE FOLLOWING BOXES (See rnstrucrrons for addlﬂona.' mfomﬁéﬂon and explanation)

. A, [ certify that the requirements of 42 U.S.C. § 282(j), Section 402(j) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, do not apply because the application/submission which this certification accompanies does not reference any clinical trial.

D B. | certify that the requirements of 42 U.S.C. § 282(j), Seclion 402(j) of the Public Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, do not apply to any clinical trial referenced in the application/submission which this certification accompanies.

D C. 1 certify that the requirements of 42 1J.8.C. § 282{}), Section 402(j} of the Fublic Health Service Act, enacted by 121 Stat. 823, Public Law
110-85, apply to one or more 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 "APPLICABLE CLINICAL TRIAL(S},"

UNDER 42 U.S.C. § 282(j{1)(A)i), SECTICN 402(}1}A)i} OF THE PUBLIC HEALTH SERVICE ACT, REFERENCED IN THE APPLICATION/

SUBMISSION WHICH THIS CERTIFICATION ACCOMPANIES (Aftach extra pages as necessary)

NCT Number(s):

11. SIGNATURE OF SPONSOR/APPLICANT/SUBMITTER OR AN 12. NAME AND TITLE OF THE PERON WHO SIGNED IN NO. 11
AUTHORIZED REPRESENTATIVE {Sign}
(Name) Terri Morris
. %I‘}‘ww (Title) Regulatory Affairs Specialist 11
13. ADDRESS (Number, Street State, and ZIP Code) (of person identified 14. TELEPHONE AND FAX NUMBER 15. DATE OF
in No. 11 gnd 12) (include Area Cade} CERTIFICATION
C.R. Bard, Inc.
’ 678-342-4922
Bard Urclogical Division (Tel) i
13183 Harland Drive 770-788-5605 27 n-0 %
Covington, GA 30014 (FBX) i

PSC Graphics: (301) 443-10%¢ EF

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

510(k) Summary of Safety and
Effectiveness
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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.
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A.

SUBMITTER INFORMATION:

Submitter's Name: C. R. Bard, Inc.
Bard Urological Division
Address: 13183 Harland Drive
Covington, GA 30014
Contact Person: Terri Morris
Contact Person’s Telephone Number:  678-342-4922
Contact Person’s Fax: 770-788-5605
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 Solo™ Support System
Avaulta Plus™ Biosynthetic Support System
K063712 and K082571

DevICE BESCRIPTION:

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 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 Pius™ Biosynthetic Support System adds a porous, acellular, ultra-
thin sheet of crosslinked collagen attached {o 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 fechnology 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 Freparation of a
Premarkef Notification Application for a Surgical Mesh (March 22, 1999).




Exhibit 3

Subject Device Drawings
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ANTERIOR PRE-CUT CONFIGURATION

Figure 1: Dimensions [(QXG]

Figure 2: Avauita Solo Synthetic Support System

liure . Avaulta Blosinthetic Support System [(9XC)
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POSTERIOR CONFIGURATION

Figure 4. Avaulta Plus and Solo Implant Dimensions (QXC

Figure 5: Avauita Solo Synthetic Support System

Fiiure 6 Sub'lect Posterior Avaulta Plus Biosintheﬁc Support System [(OXKC
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Exhibit 4

Risk Summary Table
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Avaulta™ Support System Blue Fiber - Risk Summary Table
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Avaulta™ Support System Blue Fiber - Risk Summary Table
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Exhibit 5

510(k) Substantial Equivalence
Decision Tree
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510(k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCESS

New Device is Compared to
Marketed Device *

O § @

Descriptive Information Poes New Device Have Same  NO Do the Differences Alter the Intended Not Substantially
about New or Marketed Indication Statementr—————  Therapeuti¢/Diagnostic/ete, Effect YES

\ Equivalent Determination
Device Requested as Needed (in Deciding, May Consider impact on
YES Safety and Effectiveness)?**

New Device Has Same Tntended NO

Use arnd May be “Substantially Equivalent” ¢

New Device Has O
@ @ New Intended Use

Does New Device Have Same @
Technological Characteristics, _ NO Could the New
e.g. Design, Materials ete.? -.* Characteristics Do the New Characteristics
Affect Safety or Ralse New Types of Safety YES O
@ l Effectiveness? or Effectiveness Questions? \

4
NO Are the Descriptive NO
Characteristics Precise Enough
@ to Ensure Equivalence? @
NO

Are Performance Data Do Accepted Scientific

Methods Exist for

Assessing Effects of NO
the New Characteristics?
YES

YES
v
Performance

Are Performance Data Available NO
Data Required To Assess Effects of New

Available to Assess Equivalence? YES

Chgracteristics? ***
YES
o ®
A4
i ¥ Performance Data Demonstrate Parformance Data Demonstrate
Equivalence? —————»() O 4—— Equivalence? - t———1
YES ) YES NO

NO

“Substantialty Equivalent” @
To Determination To

*

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

** This decision is normally based on descriptive information alone, bug limited testing information is sometimes required

il Data maybe in the 510{k}, other 510(k)s, the Center’s classification files, or the literature.
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Exhibit 6

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

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

Signature: C—-—-—-—‘;‘;;«/w' ﬂ;é«mae: iz / (8 [ o0&

Typed Name: Scott Britton’
- 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
is in conformance with the design control procedure requirements as specified in 21 CFR
820.30 and the records are ayailable for review.

Signature: A \ Date: 15 ~{3-0%
Typed Name: Al Jacks \ '
Vice President of Quality Assurance and Regulatory Affairs
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LAVIC,
SV

& _ :
FEY./, Food and Drug Administration
F ( : Ofiice of Device Evatuation &
3 3 ' Office of In Vitro Diagnostics

+, .

'&;‘:2 .

COVER SHEET MEMORANDUM

From: .. ReviéwerName ﬁ - %/Z ?ﬁtlh i

Subject: 510(K) Number - X 3?5

To: The Record

- Please list CTS decision code __ gé ,

0 Refused to accept (Note: this is considered the first review cycle, See Sereening Checklist ,
http://erobm.fda.qov/eRoomReq.’FilestD‘RHSICDRHPremarkétNotiﬁcationSTOkF’roqram!O’_ 5631{Screening%20Checklist%2079
202%2007.doc) : T - :

[ Hold (Additional Information or Telephone Hold). :

jx}‘final Decision (SE, SE with Limitations, NSE, Withdrawn, etc.),

Please complete the following for a final clearance decision (i.e., SE, SE with Limitations, ete)

lhdications'fdr‘ Use Page _ | Attach IFU
510(k) Summary 1§18tk ) Btatarment o | Attach Summary S
| 7Truthifa‘l_and Accurate Statement. T ' Muét*be_present fora Final Dacision
Is'the device Class II|7 S _ o _ '
It yeé, does fir‘m include Class | Summary? ~ | 'Must Be present for a Final Decision ' A

Does firm reference standards? ' - -
(If yes, please aftach form from http:ﬁmvw.fda.qov/onacomlmorechoiceslfdaformleDA-
3654.pdf) - AR -

X

A

| X
fls-thisé'combination_ﬁfo'duct? A/ ' T : o o _ : -fwh;%a
X

(Please specify category . .See
hitp:f/eroom.fda.qov/eR fFilesfCDF

‘Is this a reprocessed single use d?vice? : T
{Guidance for Industry ang FDA Staff — MDUFMA - Validation Data in 510(k)s for

_ Reprocess‘_ed.Sigqlg-Us’e'Medical'Dévicés. ittp:/wavw fda.aovicdrh/ode/
Is this device interided for pediafric uss orily?

I's.this a ‘préscriptiori.devloe? (If both p;esdﬁ:ptidh &OTC, check both boxes.) . | X7
I8 clinical data necessary to support the revlew of this 510(k)7 _ L ' -
- Did the applicatien include a'completed FORM FDA 3674, Certlfication-with Reguirements of ' \ -
ClinicalTrials.gov Datea Bank? ' T e o . 7 W
| {if not, then applicant must be contacted to obtalir completed form.) . R -
| Does this device Include an Animal Tissue Source? -~ T P

All Pediatric Patients ages=2i -
s Neonate/Newbom (Birth to 28 dayz) N
| Infant (29 days <2 years old) B
Child (2 years < 12 years old) - _ -
".A"c_iples‘t_:;gh't(izﬁyear'sesTa-years:'olgi)."L e T )
Transitional Adolescerit A (18 - <21 years old). Spécial.conslderatlons. are benggiventothls | | | -
group, different from:adults age > 21- -(differentx'dg;VIce.r.j:‘_e§tgj_q__qr testing, dlffgre_ntfprptqc_OI , B

| [poedims i) T T R eshertestng, dffrntpminca
s "I_‘ransitlohal:kddleédenf B {18 «<= 21; No special considerations compared to adults =>. 21 years
Nanotechnology e T o >

Rev. 7207 T e S TR O
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Is this device subject to Section 522 Postmarket Surveillance? Contact OSB.
(Postmarket Surveillance Guidance, :

ttg'h’www :fda.gov/cdrh/osb/guidance/316.html)

| X

Is this device subject to the Tracking Regutation? (Medical Device Tracking. | Confact OC.
Guldance http:/fwww.fda, qov/cdrhlcomplqmdanceﬁ69 htmi) 7 :
Regulation Number " Class* Product Code

————
SIN-3%g0 us
. _ ("if unclassified, seg 510( o Staff) -
Additional Product Codes:

oo e Kpoe ORSB m 205

(Branch Chief) - " (Branch Code) {Date)
Final Rewewm W&L r' MKA : i//‘//""f
YD[VlSlon l'.frector ' S (Déte)
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SPECITAL 510(k): Device Modification

To:  THEFILE RE: DOCUMENT NUMBER K083839

This 510(k) submission contains information/data on modifications made to the SUBMITTER’S own
Class II, Class HI 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: Avaulta Support

System, Avaulta Solo™ Synthetic Support System, Avaulta Plus™ Biosynthetic Support System
(K063712, K082571).

2. Submitter’s statement that the INDICATION/INTENDED USE of the modified device as described
in its labeling HAS NOT CHANGED (pg. 6) 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 modifted device has not changed (pg.
.

(b) (4)

4. Comparison Information (similarities and differences) to applicant’s legally marketed predicate
device including, labeling, intended use, physical and characteristics. The changes will have little

mfluence on the mesh dimensional or performance characteristics. The (X))
[l has been used in the sponsor’s Bard 3DMAX Mesh predicate (K081010).

Device Name: Bard IDMAX Mesh

Indications for Use: The Bard 3DMAX Mesh is a sterile, single use device
indicated to reinforce soft tissue where weakness exists e.g. for repair of hernias
and chest wall defects.
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The Bard 3DMAX is a surgical mesh similarly constructed QNG and which contains
(b) (4) (from KO81010):

The modified Bard 3DMAX Mesh is anatomically designed to fit the inguinal

5. A Design Control Activities Summary which includes (Exhibit 4):
a) ldentification of Risk Analysis method(s) used to assess the impact of the modification on the
device and its components, and the results of the analysis
b} Based on the Risk Analysis, an identification of the 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 6). The declaration of conformity should
include:

1) 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

1) 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 510(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
tor 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 technology has not changed. The submitter has provided the

FOI - Page 61 of 62



design control information as specified in The New 510(k) Paradigm and on this basis, I recommend the
device be determined substantially equivalent to the previously cleared (or their preamendment) device.

¢ Goglocs 1.9, //&{/ﬂj

eviewdy s Signature) / {Date)
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