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DEPARTMENT OFHEALTH &HUMAN SERVICES Public Health Service


Food and Drug Administration

9200 Corporate Boulevard
AUG 12001 Rockville MD 20850


Ms. Ginger Sackett Glaser

Senior Regulatory Affairs Specialist

American Medical Systems, Inc.

10700 Bren Road West

Minnetonka, Minnesota 55343


Re: K01 1251

Trade/Device Name: SPARCTMSIing System

Regulation Number: 878.3300


Regulatory Class: 11

Product Code: FTL

Dated: June 12, 2001

Received: June 13, 2001


Dear Ms. Glasser:


We have reviewed your Section 5 1 O(k) notification of intent to market the device referenced

above and we 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). 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 11 (Special Controls) or class III

(Premarket Approval), it may be subject to such additional controls. Existing major regulations

affecting your device can be found in the Code of Federal Regulation , Title 21, Parts 800 to 895.

A substantially equivalent determination assumes compliance with the Current Good

Manufacturing Practice requirements, as set forth in the Quality System Regulation (QS) for

Medical Devices: General regulation (21 CFR Part 820) and that, through periodic QS

inspections, the Food and Drug Administration (FDA) will verify such assumptions. Failure to

comply with the GMP regulation may result in regulatory action. In addition, FDA may publish

further announcements concerning your device in the Federal Register. Please note: this

response to your premarket notification submission does not affect any obligation you might

have under sections 531 through 542 of the Act for devices under the Electronic Product

Radiation Control provisions, or other Federal laws or regulations.



Page 2 - Ms. Ginger Sackett Glaser


This letter will allow you to begin marketing your device as described in your 5 1 0(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 and

additionally 809. 10 for in vitro diagnostic devices), please contact the Office of Compliance at


(301) 594-4659. Additionally, for questions on the promotion and advertising of your device,

please contact the Office of Compliance at (301) 594-4639. Also, please note the regulation


entitled, "Misbranding by reference to premarket notification" (21CFR 807.97). Other general

information on your responsibilities under the Act may be obtained from the Division of Small

Manufacturers Assistance at its toll-free number (800) 638-2041 or (301) 443-6597 or at its

internet address "http://www.fda.gov/cdrh/dsma/dsmamain.html".


Sincerely yours,


,41 ---4

q74412.->-Celia M. Witten, Ph.D., M.D.


Director

Division of General, Restorative

and Neurological Devices


Office of Device Evaluation

Center for Devices and

Radiological Health


Enclosure


,2



Page of


510(k) Number (if known): bj I a5 I

Device Name: 

SPARCTM Sling System


Indications For Use:

The SPARC'rl" Sling System is intended for the placement of a pubourethral sling for

the treatment of female stress urinary incontinence (SUI) resulting from urethral

hypermobility and/or intrinsic sphincter deficiency.


(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINLIE ON ANOTHER PAGE IF

NEEDED)


Concurrence of CDRH, Office of Device Evaluation (ODE)


(Division Sign-off) 
(Optional Format 3-10-98)


Division of General, Restorative


and Neurological Devices


5 1 0(k) Number - 
)( 0



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration


,,_.rom: Reviewer(s) - Name(s)


Subject: 5 1 0(k) Number.


1. ti,) 
�ý- Memorandum


6ý2 51 - S

TO: The Record - It is my recommendation that the subject 5 1 0(k) Notification:


13 Refused to accept.


El R quires additional information (other than refuse to accept).


Is substantially equivalent to marketed devices. -S
'0W.- 
4


ONOT substantially equivalent to marketed devices. Q-Llý


De Novo Classification Candidate? 11YES NO

00ther (e.g., exempt by regulation, not a device, cf4plicate, etc.)


Is this device subject to Postmarket Surveillance? 11YES

Is this device subject to the Tracking Regulation? 11 YES

Was clinical data necessary to support the review of this 5 1 0(k)? oy S


Is this a prescription device? ,QS

Was this 5 1 0(k) reviewed by a Third Party? OYES


Special 5 1 0(k)? OYES


Abbreviated 51 0(k)? Please fill out form on H Drive 5 1 0k1boilers DYES


This 5 1 0(k) contains:


Truthful and Accurate Statement E]RequestedXEnclosed

ired for originals received 3-14-95 and after)

5 1 0(k) summary OR 1:1 A 5 1 0(k) statement


ý 

he required certification and summary for class III devices


The indication for use form (required for originals received 1- 1 -96 and after)

Material of Biological Origin YES oK NO


V NO
,


NO


ANO


11 NO


7 

X 0

NO
'N'


ýWNO


The submitter requests under 21 CFR 807.95 (doesn't apply for SEs):

No Confidenti ality 11 Confidentiality for 90 days 0 Continued Confidentiality exceeding 90 days


Predicate Product Code with class:


CAZ 819, 73oo ýya 6*,q mm , r7


Review:

(Branch dhTef-)1--r


Final Rev ' 
W-1ý111111A I


(DiviAM117irector)

Revised:8/17//99 

f


Additional Product Code(s) with panel (optional):


(Branch Code)
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REVISED:3/14/95


THE 510(K) DOCUMENTATION FORMS ARE AVAILABLE ON THE LAN UNDER 510(K)

BOILERPLATES TITLED "DOCUMENTATION" AND MUST BE FILLED OUT WITH


EVERY FINAL DECISION (SE, NSE, NOT A DEVICE, ETC.).


"SUBSTANTIAL EQUIVALENCE" (SE) DECISION MAKING DOCUMENTATION


K011251/Sl


Reviewer: Anthony D. Watson


Division/Branch: DGRND/PRSB


Device Name: SPARCTM 
Sling System


Product To Which Compared (510(K) Number If Known): K974098


YES NO


1.
 Is Product A Device
 X
 If
 NO =
 Stop


2.
 Is Device Subject To 510(k)?
 X
 If
 NO =
 Stop


3.
 Same Indication Statement?
 X
 If
 YES
 = Go To 5


4.
 Do Differences Alter The Effect Or

Raise New Issues of Safety Or


Effectiveness?


If
 YES
 = 
Stop NE


5.
 Same Technological Characteristics?
 X
 If
 YES
 = Go To 7


6.
 Could The New Characteristics Affect


Safety Or Effectiveness?

If
 YES
 = Go To 8


7.
 Descriptive Characteristics Precise

Enough?


X
 If


If


NO


YES


Go To 10

= Stop SE


8.
 New Types Of Safety Or Effectiveness

Questions?


If
 YES
 = Stop NE


9.
 Accepted Scientific Methods Exist?
 If
 NO =
 Stop NE


10.
 Performance Data Available?
 If
 NO =
 Request

Data


11.
 Data Demonstrate Equivalence?
 Final Decision:


Note: In addition to completing the form on the LAN, 
"yes" responses to


questions 4, 6, 8, and 11, and every 
"no" response requires an


explanation.


4



1. Intended Use: See review.


2. Device Description: Provide a statement of how the device is either

similar to and/or different from other marketed devices, plus data (if


necessary) to support the statement. Is the device life-supporting or

life sustaining? Is the device implanted (short-term or long-term)? Does

the device design use software? Is the device sterile? Is the device for

single use? Is the device over-the-counter or prescription use? Does the

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

a kit? Provide a summary about the devices design, materials, physical

properties and toxicology profile if important. See review.


EXPLANATIONS TO "YES" AND "NO" ANSWERS TO QUESTIONS ON PAGE 1 AS NEEDED


1. Explain why not a device:


2. Explain why not subject to 510(k):


3. How does the new indication differ from the predicate device's

indication:


4. Explain why there is or is not a new effect or safety or effectiveness

issue:


5. Describe the new technological characteristics:


6. Explain how new characteristics could or could not affect safety or

effectiveness:


7. Explain how descriptive characteristics are not precise enough:


8. Explain new types of safety or effectiveness questions raised or why the

questions are not new:


9. Explain why existing scientific methods can not be used:


10. Explain what performance data is needed:


11. Explain how the performance data demonstrates that the device is or is

not substantially equivalent:


ATTACH ADDITIONAL SUPPORTING INFORMATION



MEMO TO THE RECORD

510(K) REVIEW


K011251/Sl


DATE: July 27, 2001


FROM: Materials Engineer


OFFICE: HFZ-410


DIVISION: DGRD/PRSB


DEVICE NAME: SPARCTMSling System


COMPANY NAME: American Medical Systems


NARRATIVE DEVICE DESCRIPTION


I . INTENDED USE: The system is intended for the placement of pubourethral sling for the

treatment of female stress urinary incontinence (SUI) resulting from urethral hypermobility

and/or intrinsic sphincter deficiency. This indication statement is identical to predicate

devices.


2. GENERAL INFORMATION:


a) Is the device:


1. Life-supporting or life-sustaining? No.

2. Implant (short-term or long-term)? Yes.

3. Software-driven? No.

4. Sterile? Yes.

5. Single use? Yes.

6. For home or prescription use? Prescription.

7. Contain a drug or biologic component? No.

8. A kit? No.


b) Device(s) to which equivalence is claimed and its manufacturer(s):


(1) Tension-Free Vaginal Tape (TVT) (K974098) by Ethicon, Inc.


3. SUMMARY


(Summary consists of a description of the device's design, materials, physical properties, and

toxicology profile).


a) MATERIALS, DEVICE DESCRIPTION, AND TOXICOLOGY: The device is a

sterile, single use procedure system consisting of- 

15



Two stainless steel curved, 22 cm long needle passers (also called insertion tools in this

submission). Each end of the needle passer is keyed to allow for secure placement of the

handles and dilators. Each needle passer has a plastic, ergonomic, rotatable handle attached.

The handles of the passer can be rotated in 90' 

increments, allowing the surgeon to customize

the handle/needle positioning.


Each needle passer consists of 2 major components:


I An ergonomically shaped handle made from
. Each handle has a release button designed to allow needle placement in


90' increments.

2. An 8.6" needle made from  stainless steel, shaped at one end to allow handle


attachment and at the other end to allow attachment of the dilator.


One piece of AMS polypropylene sling mesh with l dilating connectors. The

AMS polypropylene sling mesh is constructed of polypropylene monofilament that is precut

to a 1.0 cm or 1. 1 cm width x 50 cm length. The mesh is designed to have bi-directional

elasticity to allow adaptation to various stresses encountered when placed as a urethral

"backstop" to treat stress urinary incontinence. A fixed blue polypropylene anchoring suture

(tensioning suture) runs through the middle of the sling mesh. The suture is used to prevent

the sling from stretching prior to final placement of the sling mesh. Once placement is

finalized the suture is cut and the loose portion is removed from the patient. Two plastic

sheaths that overlap in the center of the sling mesh, cover the sling mesh, and protect it

during placement. The plastic sheaths covering the sling mesh initially are designed to

minimize the risk of contamination.


Dilating connectors are attached to either end of the plastic sheaths. The dilating connectors

are used to attach to the vaginal ends of the needle passers during the procedure to facilitate

sling placement. The AMS polypropylene sling mesh is intended to remain in the body as a

permanent implant.


Two blue colored plastic cytoscopy aids are included in the system in order to facilitate

cytoscopic viewing of the bladder. The use of these aids is optional.


Mr. Keith Foy reviewed the original submission.


This system is fimctionally similar to the TVT System. However, the procedure involves a

suprapubic approach as compared to the TVT system, which uses a vaginal approach. Mr. Foy

noted this in the original submission. However, he also noted that some of the data had

inconsistencies, and the data demonstrated that the device had lower strength properties than the

predicate device.


The sponsor states that the discovered that the Instron machine was not functioning properly

. ......... during the original testing. Therefore, the exact values were incorrect for elongation, although


Y

(b)(4)

(b)(4)

(b)
(4)

(b)(4)



the relative differences were accurate. The strength values were unaffected by this error,

however.


The sponsor has provided the complete test reports with the test conditions. The sponsor also

states that lower strength values were a result of inconsistencies in the gage length of the samples

from different  operators. For this supplement, they used the same operator for all the

samples, and the results were much closer between their device and the predicate device. In fact,

all the values were very close, including elongation. This time around, however, the SPARC

mesh appears to be stringer and more elastic than the TVT mesh.


The sponsor makes a case why ultimate tensile strength (UTS) and ultimate elongation are not

clinically relevant factors for a mesh. They base this statement on the fact that the actual forces

seen clinically are very small. The most likely event to cause a urinary stress is a cough or other

pressure event. Literature previously provided by the sponsor indicates that only about 47% of

the pressure from a cough gets transferred to the sling. This indicates that the maximum

theoretical force that may be encountered by the sling at a 14mm urethra would be approximately

0. 8 8 6 lb. The original calculation assumed that 100% of the force would be transferred to the

sling. Therefore, there is a factor of 10 between theoretical clinical force and UTS. The

argument appears to be reasonable to me. Therefore, I believe the issue of tensile strength has

been addressed adequately.


The sponsor also provided photos of both their mesh and TVT mesh being stressed at 0. 2, 5, 10,

and 13 pounds. In the range of 0-5 pounds, which is well within the theoretical range discussed

above, the mesh fibers do not seem to be highly stressed. However, due to the spring-like nature

of the fibers, they appear to present slightly rough edges. Ironically, as the meshes continue to be

stressed, these rough edges smooth out for the most part. Overall, the photos seem to indicate

that they behave similarly when applied to stresses well beyond the theoretical maximum clinical

stresses.


It is my opinion that the sponsor adequately addressed Mr. Foy's concerns. Therefore, I

recommend that this device be found substantially equivalent to the TVT system.


b) STERILITY: The device is sterilized by The

sponsor has provided the levels of  nd they do not exceed the maximum levels

promulgated by the FDA. The process is validated in accordance with ANSI/AAMFISO

standards.


c) PACKAGING: The system is packaged in a double sterile barrier pouch system. A PETG

insert is used to hold the components in place inside the pouches. The sling and dilators are

coiled in a separate lexan tray that inserts into the PETG insert but is not intended as a sterile

barrier. The insert with the tools and tray is placed into an inner pouch, which is sealed and then

placed into the outer pouch. Both pouches are composed of a combination of Tyvek and

polyethylene.


d) LABELING: The labeling is satisfactory and consistent with other similar devices. 
le

(b)(4)

(b)(4)
(b)
(4)



e) SAFETY AND EFFECTIVENESS INFORMATION: The sponsor has included a

summary of safety and effectiveness information in the submission.


f) RECOMMENDATION: Substantially equivalent to Tension-Free Vaginal Tape (TVT)

(K974098) by Ethicon, Inc., 79 FTL (Surgical Mesh).


g) CLASSIFICATION: 21 CFR 878.3300, Class 11.


6z<4__xVJ"

Anthony D. Watson, BSGE

Reviewer

Division of General and Restorative Devices

Plastic and Reconstructive Surgery Branch



DEPARTMENT OF HEALTH AND HUMAN SERVICES


June 13, 2001


AMERICAN MEDICAL SYSTEMS, INC. 510(k) Number

10700 BREN RD., WEST Product:

MINNETONKA, MN 55343

ATTN: GINGER S. GLASER


Public Health Service


Food and Drug Administration

C:nt:rofor Devices and

R di 1 gical Health

office of Device Evaluation

Document Mail Center (HFZ-401)

9200 Corporate Blvd.


Rockville, Maryland 20850


K011251

SPARC SLING

SYSTEM


The additional information you have submitted has been received.


We will notify you when the processing of this submission has been

completed or if any additional information is required. Please

remember that all correspondence concerning your submission MUST

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

letterhead address. Correspondence sent to any address other.than

the one above will not be considered as part of your official

premarket notification submission. Because of equipment and

personnel limitations we cannot accept telefaxed material as part

of your official premarket notification submission, unless

specifically requested of you by an FDA official.


The Safe Medical Devices Act of 1990, signed on November 28, states

that you may not place this device into commercial distribution

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

the past, we intend to complete our review as quickly as possible.


Generally we do so 90 days. However, the complexity of a submission

or a requirement for additional information may occasionally cause

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

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

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

submission.


If you have procedural or policy questions, please contact the

Division of Small Manufacturers Assistance at (301) 443-6597 or at

their toll-free number (800) 638-2041, or contact me at (301) 594-1190.


Sincerely yours,


Marjorie Shulman

Supervisory Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and

Radiological Health
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AMERICAN MEDICAL SYSTEMS


June 12, 2001


Food and Drug Administration

Center for Devices and Radiological Health

Office of Device Evaluation

Document Mail Center (HFZ-40 1)

9200 Corporate Blvd.

Rockville, Maryland 20850


Re: KO 11251 - SPARCTM[Sling System


This letter addresses the deficiencies raised regarding the above referenced 5 1 0(k) in a

fax dated May 25, 2001. In response to this request, AMS performed additional testing in

order to complete the table as requested.


Please notice that during the course of this testing, we found evidence that the

extensiometer on the Instron machine was not fimctioning properly during the testing

presented originally in KO I 1125 1, on page 10. This means that that while the relative

values presented for elongation of both SPARCTm and TVT are most likely accurate in

the original submission (i.e., elongation increases with increased force and TVT

elongated less than SPARCTM), there is no way to determine the exact elongation values.

Thus, the elongation values presented in the original 5 1 0(k) should be considered

incorrect. However, the pull forces presented in the original submission were accurate,

because the force is a controlled value and not calculated by the extensiometer.


The data collected in this new testing is presented in Table 1.


10700 Bren Road West

Minnetonka, MN 55343


Tel: 952.933.4666

Toll Free: 800.328.3881


Fax: 952.930.6157

(b)(4)



Table 1

SPARUm vs. TVT Mechanical Testing with


New Test Samples

(b)(4)



5-

(b)(4)



(b)(4)



As with the original 5 1 O(k), AMS considers this data to be confidential trade secret

information and requests that it be treated as such. Should you have any further questions

regarding this response or the remainder of KO 1125 1, please contact me via phone, fax or

email.


Sincerely,


inger Sackett Glaser

Sr. Regulatory Affairs Specialist


Phone: (952) 930-6541

Fax: (952) 930-6496

Email: ginger.glaser(&,visitams.com


1"7'

(b)(4)



Exhibit I


Burst Strength Equivalency Data



(b)(4) Testing



(b)(4) Testing



(b)(4) Testing



(b)(4) Testing



(b)(4) Testing



(b)(4) Testing



Exhibit II


ANOVA for SPARCTM& TVT

Burst Strength and Ultimate Elongation -


Based on New Data


,2,-5-



(b)(4) Testing



(b)(4) Testing



Exhibit IH


.-I


Photographs of SPARCTMand TVT Mesh

At Various Pull Forces


,,2S



(b)(4) Testing



(b)(4) Testing



(b)(4) Testing



(b)(4) Testing



(b)(4) Testing



(b)(4) Testing



(b)(4) Testing



SPARCTM


Production Mesh Sample



(b)(4) Testing



(b)(4) Testing



(b)(4) Testing



(b)(4) Testing



(b)(4) Testing



SPARCTM


Engineering Sample



(b)(4) Testing



(b)(4) Testing



(b)(4) Testing



(b)(4) Testing



(b)(4) Testing



(b)(4) Testing



(b)(4) Testing



(b)(4) Testing



(b)(4) Testing



(b)(4) Testing



DEPARTMENT OF HEALTH AND HUMAN SERVICES


June 01, 2001


AMERICAN MEDICAL SYSTEMS, INC. 510(k) Number:

10700 BREN RD., WEST Product:


MINNETONKA, MN 55343

ATTN: GINGER S. GLASER


Public Health Service


Food and Drug Administration

Center for Devices and


Radiological Health

Office of Device Evaluation

Document Mail Center (HFZ-401)

9200 Corporate Blvd.

Rockville, Maryland 20850


K011251

SPARC SLING

SYSTEM


We are holding your above-referenced Premarket Notification (510(k))

for 30 days pending receipt of the additional information that was

requested by the Office of Device Evaluation. Please remember that

all correspondence concerning your submission MUST cite your 510(k)

number and be sent in duplicate to the Document Mail Center (HFZ-401)

at the above letterhead address. Correspondence sent to any address

other than the one above will not be considered as part of your

official premarket notification submission. Because of equipment

and personnel limitations, we cannot accept telefax material as part

of your official premarket notification submission unless specifically

requested of you by an FDA official.


The deficiencies identified represent the issues that we believe need to be

resolved before our review of your 510(k) submission can be successfully

completed. In developing the deficiencies, we carefully considered the


statutory criteria as defined in Section 513(i) of the Federal Food, Drug,

and Cosmetic Act for determining substantial equivalence of your device.

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

to the deficiencies. We believe that we have considered the least burdensome

approach to resolving these issues. If, however, you believe that information

is being requested that is not relevant to the regulatory decision or that

there is a less burdensome way to resolve the issues, you should follow the

procedures outlined in the "A Suggested Approach to Resolving Least Burdensome
Issues" document. It is available on our Center web page at:

http://www.fda.gov/cdrh/modact/leastburdensome.html


If after 30 days the requested information, or a request for an extension

of time, is not received, we will discontinue review of your submission

and proceed to delete your file from our review system. Pursuant to

21 CFR 20.29, a copy of your 510(k) submission will remain in the Office

of Device Evaluation. If you then wish to resubmit this 510(k)

notification, a new number will be assigned and your submission will be

considered a new premarket notification submission.


Please remember that the Safe Medical Devices Act of 1990 states that

you may not place this device into commercial distribution until you

receive a decision letter from FDA allowing you to do so.


5ý3



If you have procedural or policy questions, please contact the

Division of Small Manufacturers Assistance at (301) 443-6597 or at

their toll-free number (800) 638-2041, or contact me at (301) 594-1190.


Sincerely yours,


Marjorie Shulman

Supervisor Consumer Safety Officer

Premarket Notification Section

Office of Device Evaluation

Center for Devices and

Radiological Health



DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration


Memorandum

Reviewer(s) - Name(s)


1) T%rýl


Subject: 510(k)Number /< 0 // 9 !5 /


To: The Record - It is my recommendation that the subject 5 1 0(k) Notification:


D Refused to accept.

[acquires additional information (other than refuse to accept). 

iýo' 
I IL


`0 Is substantially equivalent to marketed devices.

ONOT substantially equivalent to marketed devices.


De Novo Classification Candidate? DYES D NO

D Other (e.g., exempt by regulation, not a device, &plicate, etc.)


Is this device subject to Postmarket Surveillance? DYES QýNO

Is this device subject to the Tracking Regulation? DYES aNO

Was clinical data necessary to support the review of this 5 1 0(k)? El YES -Eý&O

Is this a prescription device? 04'-ES E-1 NO

Was this 5 1 0(k) reviewed by a Third Party? DYES RNO

Special 5 1 0(k)? DYES IS( NO

Abbreviated 5 1 0(k)? Please fill out form on H Drive 5 1 Ok/boilers OYES EJ'4N-O


This 5 1 0(k) contains:

Truthful and Accurate Statement DRequested [621"Enclosed

(6required for on 3-inals received 3-14-95 and after)


(k) s ary OR F-1 A 5 1 0(k) statement

The required certification and summary for class III devices


tiThe indication for use form (required for originals received 1-1-96 and after)

Material of Biological Origin D YES 11 NO


The submitter requests under 21 CFR 807.95 (doesn't apply for SEs):

El No Confidentiality 13 Confidentiality for 90 days Continued Confidentiality exceeding 90 days


Predicate Product Code with class:


Review:-(B


Additional Product Code(s) with panel (optional):


(Branch Code) (Date)


Final Review:

(Division Director)


Revised: S/ 17//99

(Date)
 5-15-
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Page I

K011251


Reviewer: Keith Foy, MS Division/Branch: DGRD/PRSB

Materials/Mechanical Engineer (HFZ-470)


Proprietary Trade Name: SPARCTM Sling System

Common Name: Surgical Mesh

Procode: § 878.3300, FTL Surgical Mesh, Polymeric, Class 11


Product(s) to which compared:


(K974098) - Tension Free Vaginal Tape (TVT) Ethicon, Inc.

(K97265 1) - In-SUNG, Influence, Inc.


Applicant: American Medical Systems

10700 Bren Rd. W.


Minnetonka, MN 55343

Contact: Ginger Sackett Glaser, Sr. Regulatory Affairs Specialist

Phone: (952) 930-6541 FAX: (952) 930-6496


Indicationsfor Use

The SPARCTM 

Sling System is intended for the placement of a pubourethral sling for the treatment of


female stress urinary incontinence (SUI) resulting from urethral hypermobility and/or intrinsic sphincter

deficiency.


0 Per the clinician's comments and from a review of the predicate, this indications statement is

acceptable.


YES NO


Is the device life-supporting or life sustaining? x

Is the device implanted (short-term or long-term)? x

Does the device design use software? x

Is the device sterile? x

Is the device single use? x

Is the device home use? x

Is the device for prescription? x

Does the device contain a drug or biological

product as a component? x

Is this device a kit? x


Device Description

The SPARCTM 

Sling System is a sterile, single dse polypropylene (PP) sling mesh w/ SS needles, needle


passer, dilating connectors, suture anchor (tensioning suture) and blue colored plastic cystoscopy

"viewing aids". The PP sling is - 50 cm long, 1-1.1 cm wide and 0.0236" thick. Mesh pore size was

identified as 0.061" x 0.047".


* In the performance testing under a) Suture Pull Strength, the sponsor stated that the device is an


K01 1251
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Page 2

anchorless urethral sling system and that sutures should never be attached to the device. This was in

reference to additional sutures, different from the tensioning suture included into the device.


Performance Testing (May 22 nd emailed test data andpage 9, section D)


Sterilizatioal (Appendix G)


(b)(4) Testing

(b)(4) Testing



Page 3


Shetf-lifie (page 31)


Biocompatibility (pages 19-30)

The sponsor supplied various biocompatibility tests, for each of the device components. These results

supported the biocompatibility of the device. Furthermore, the predicate device also is a PP material

mesh. No issues.


Predicate Comparison (Tables I - 7)

The sponsor supplied a number of comparisons to the TVT predicate (K974098). The comparisons

included physical, procedural, and performance attributes of each device.


The SPARC Sling was identified in Table I & 2 as having:

" a slightly longer mesh (50 cm rather than 45 cm);

" a slightly thinner mesh (0.0236" vs 0.0252" measured);

" a slightly smaller pore size (0.06 1 " x 0.047" versus 0.06 1 " x 0.049");

" a slightly smaller sling density (0. 167 g/cm 3 vs 0. 172 g/cm), and

" as using a slightly larger insertion tool (22 cm vs 18 cm).


On page 5 the procedural differences were summarized. Basically, this device uses a suprapubic

approach rather than a vaginal approach. The sponsor stated that this gives the physician better

control/positioning/visibility.


5- 
ý KO 11251

(b)(4) Testing

(b)(4) Testing
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I've advised the sponsor that this statement that I do not consider this a marketing/labe ling

superiority claim that has been supported. It's essentially a matter of procedural/clinical opinion.


Labeling

, commented that the labeling instructions were clear and pertinent. No


Review Analysis

The device uses a previously cleared polypropylene mesh (K915526) and an introducer/stylette system

that is similar to the TVT predicate (K974098).


, provided a clinical consult and had no recommendations/changes to make.

e attached.


Reviewer Recommendation Phone Hold

ProCode: FTL Surgical Mesh, Polymeric

Class: Class 11

CFR: §878.3300


Keith Foy, MS

Materials Engineer, PRSB


Date May 25, 2001


60 KO 11251
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Office of Device Evaluation

9200 Corporate Blvd.

Rockville. MD 20850


Fbx

To: Ginger Sackett Glaser From: Keith E. Foy


Fax. (952) 930-6496 Pages. 2


Phone: (952) 930-6541 Date: May 25, 2001


Re: K01 1251, 
SPARCTM 

Sling System CC:


0 Urgent El For Review El Please Comment X Please Reply 11 Please Recycle


0 Comments:


Ms. Glaser,

Please respond to the following deficiency.


(b)(4)



K01 1251 May 25, 2001


Your document has been placed on hold until a hard-copy of your responses is received. Once

received, the document will automatically be released and I will review your document immediately.


Please call if I can be of assistance.


oy z
Keith F 

4ýk_ 

?ý
(301) 594-3090 x1 32


62-
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05/25/2001 14:46 FAX 301 827 4350 CDRH DGRD 001


TX REPORT s**


TRANSMISSION OK


TX/RX NO
 1014

CONNECTION TEL
 919529306496

SUBADDRESS

CONNECTION ID

ST. TIME
 05/25 14:45

USAGE T
 00'54

PGS. SENT
 2

RESULT
 OK


Office of Device Evaluation

9200 Corporate Blvd.

Rockville, MD 20850


ftx

To: Ginger Sackett Glaser


Fax: (952) 930-6496


From: Keith E. Foy


pages: 2


Phone. (952) 930-6541
 Bate. May 25, 2001


Re; KO 1125 1, SPARCTIA Sling System cc:


E3 Urgent El For Review El Please Comment X Please Reply 0 Please Recycle


0 Comments:


Ms. Glaser,

Please respond to the following deficiency,


(b)(4)



I 

From: Ginger Glaser [Ginger.Glaser@visitams.com]

Sent: Tuesday, May 22, 2001 9:30 AM

To: KXF@CDRH.FDA.GOV

Subject: SPARC Tension Testing - K01 1251


Keith,


Sincerely,


Utl

mech_response.doc


Ginger Sackett Glaser

Sr. Regulatory Affairs Specialist

American Medical Systems


6 ý'

(b)(4)
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AMERICAN MEDICAL SYSTEMS


May 22, 2001


(b)(4)



From: Ginger Glaser [Ginger. Glaser@visitams.com]

Sent: Friday, May 18, 2001 1:10 PM

To: KXF@CDRH.FDA.GOV

Subject: SPARC Shelf Life (KO1 1251)


Keith,


shelf life rationale.doc


Sincerely,


Ginger Sackett Glaser

Sr. Regulatory Affairs Specialist

American Medical Systems

(b)(4)



SPARCTM System Shelf Life
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Date: May 10, 2001


From:  
DRARD/ULDB/ODE


To: Keith E. Foy

ODE/DGRD


Subject: K01 1251

Spark Sling System

American Medical System


CONSULTATION


I have conducted a clinical and labeling review of this 5 1 0(k) and I have the


following comments to make,


Device Description:


The SPARC TM 
Sling System is a sterile, single-use procedure kit consisting of two stainless


steel, curved, 22-cm long, needle passers. Each needle passer has a plastic, ergonomic

rotatable handle attached, made from acetal, has also a 8.6" needle made from 316 stainless

steel shaped on one end to allow handle attachment.

One piece of AMS Polypropylene sling mesh with attached texapol dilating connectors.

There is a fixed blue polypropylene anchoring suture that runs through the middle of the

sling mesh (prevents the sling from stretching prior to final placement). Dilating connectors

are attached to the vaginal ends of the needle passers during the sling placement.

Two blue colored plastic cystoscopy aids are included in the kit to facilitate cystoscopic

viewing of the bladder (use is optional).


Intended Use

The SPARC is intended for the placement of pubo-urethral sling for the treatment of female

urinary incontinence(SLJI) resulting from urethral hypermobility and/or intrinsic sphincter

deficiency.


613
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Comments


From Urological stand point and in accordance to previous cleared devices for the same

indication: the device indications are correct, the description of the procedure for using the

device are clear and pertinent.


From the clinical stand point, I do not have any objections for approval of this submission

for marketing.


6-
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
 Public Health Service


April 24, 2001


AMERICAN MEDICAL SYSTEMS, INC

10700 BREN RD., WEST


MINNETONKA, MN 55343

ATTN: GINGER S. GLASER


Food and Drug Administration

C:nter.for Devices and


R diol gical Health

Office of Device Evaluation

Document Mail Center (HFZ-401)

9200 Corporate Blvd.


Rockville, Maryland 20850


510(k) Number: K011251

Received: 24-APR-2001

Product: SPARC SLING SYSTEM


The Center for Devices and Radiological Health (CDRH), Office of Device

Evaluation (ODE), has received the Premarket Notification you submitted in


accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act


(Act) for the above referenced product. We have assigned your submission a

unique 510(k) number that is cited above. Please refer prominently to this


510(k) number in any future correspondence that relates to this submission.


We will notify you when the processing of your premarket notification has been

completed or if any additional information is required. YOU MAY NOT PLACE


THIS DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA

ALLOWING YOU TO DO SO.


On January 1, 1996, FDA began requiring that all 510(k) submitters provide on


a separate page and clearly marked "Indication For 
Use" the indication for use


of their device. If you have not included this information on a separate page


in your submission, please complete the attached and amend your 510(k) as soon


as possible. Also if you have not included your 510(k) Summary or 510(k)


Statement, or your Truthful and Accurate Statement, please do so as soon as


possible. There may be other regulations or requirements affecting your device

such as Postmarket Surveillance (Section 522(a)(1) of the Act) and the Device


Tracking regulation (21 CFR Part 821). Please contact the Division of Small

Manufacturers Assistance (DSMA) at the telephone or web site below for more

information.


Please remember that all correspondence concerning your submission MUST be

sent to the Document Mail Center (HFZ-401) at the above letterhead address.

Correspondence sent to any address other than the Document Mail Center will

not be considered as part of your official premarket notification submission.

Because of equipment and personnel limitations, we cannot accept telefaxed

material as part of your official premarket notification submission, unless


specifically requested of you by an FDA official. Any telefaxed material

must be followed by a hard copy to the Document Mail Center (HFZ-401).


You should be familiar with the manual entitled, "Premarket Notification


510(k) Regulatory Requirements for Medical 
Devices" available from DSMA.


If you have other procedural or policy questions, or want information on

how to check on the status of your submission (after 90 days from the

receipt date), please contact DSMA at (301) 443-6597 or its toll-free

number (800) 638-2041, or at their Internet address http://www.fda.gov/cdrh/dsmamain.html

or me at (301) 594-1190.


Sincerely yours,


Marjorie Shulman

Consumer Safety Officer

Premarket Notification Staff

Office of Device Evaluation

Center for Devices and Radiological Health



AMERICAN MEDICAL SYSTEMS


April 23, 2001


5 1 0(k) Document Mail Center (HFZ-40 1)

Office of Device Evaluation

Center for Devices and Radiological Health

Food and Drug Administration

9200 Corporate Blvd.

Rockville, MD 20850


Re: Section 510(k) Premarket Notification


Pursuant to 21 CFR 807.8 1, enclosed are 2 copies of the 5 1 0(k) Premarket Notification

for American Medical Systems' SPARCTM Sling System. This notification is intended to

inform the Food and Drug Administration of American Medical Systems'intent to market

the SPARCTM Sling System, which is substantially equivalent to other urethral slings and

surgical meshes currently available through interstate commerce.


This information, and the existence of this notification, is considered confidential, trade

secret information. As such, we request the existence of this supplement be kept

confidential pursuant to 21 CFR 807.95. Should you have any questions regarding this

amendment, please feel free to contact me by phone, fax or email.


Sincerely,


?Qhnger Sackett 

Glas?A--11-ý


Sr. Regulatory Affairs Specialist


Phone: (952) 930-6541

Fax: (952) 930-6496

Email: ý,,inger..-laser@visitams.com


171

10700 Bren Road West


Minnetonka, MN 55343

Tel: 952.933.4666


Toll Free: 800.328.3881

Fax: 952.930.6157



w. .. ...... ...
N . K.


Date of Submission:
 FDA Document Number:


ij:

g SA
Si k A, T
 ý
tj
 ''
Yp, ýPq:


PMA PMA Supplement
 PDP 510(k) Meeting


M Original submission 0 Regular
 0 Presubmission NK Original submission: 0 Pre-IDE meeting

0 Modular submission 0 Special
 summary 1Z Traditional D Pre-PMA meeting

0 Amendment 171 Panel Track
 0 Original PDP 0 Special 0 Pre-PDP meeting

0 Report 11 30-day Supplement
 11 Notice of intent to 171 Abbreviated 0 180-day meeting

0 Report Amendment 0 30-day Notice
 start clinical trials 0 Additional 0 Other (specify):


0 135-day Supplement
 11 Intention to submit information:

0 Real-time Review
 Notice of Completion 0 Traditional


0 Amendment to
 0 Notice of Completion EJ Special

PMA Supplement
 0 Amendment to PDP 0 iýbbreviated


El Report


IDE Humanitarian Device
 Class 11 Exemption Evaluation of Other Submission

Exemption
 Automatic Class III


El Original submission
 0 Original submission Designation Describe submission:

0 Amendment 0 Original submission
 11 Additional

13 Supplement 0 Amendment
 information r-1 Original submission


U:5upplement
 0 Additional

0 Report
 information


P"50


Company Institution name:
 Establishment registration number:


American Medical Systems
 2183959


Division name (if applicable):
 Phone number (include area code):


( 
952 )930-6541


Street address:
 FAX number (include area code):

10700 Bren Rd. West
 (952 

) 
930-6496


City: Minnetonka
 State Province MN Country: USA


Contact name: Ginger Sackett Glaser


Contact title: Sr. Regulatory Affairs Specialist

Contact e-mail address:ginger.glaser@visitams.com


4 , 
t C
io bim 00


Company / Institution name:
 Establishment registration number:


Division name (if applicable):
 Phone number (include area code):


Street address:
 F A X mimber (include area code):


City:
 State Province: Country:


Contact name:


Contact title:
 Contact e-mail address:


172-
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Or:


r'l New device
 0 Change in design, component, or specification: El Location change:


O'Nithdrawal
 0 Software
 0 Manufacturer


* Additional or expanded indications
 E! Color Additive
 11 Sterilizer


* Licensing agreement
 11 Material
 0 Packager


0 Specifications
 11 Distributor


* Process change
 D Other (specify below)


El Manufacturing

C Report submission:


" Sterilization
 11 Labeling change:
 0 Annual or periodic


" ýIackaging
 I'] ndications
 0 Post-approval study


" Other (specify below)
 0 Instructions
 0 Adverse reaction


0 Performance Characteristics rl Device defect


* ýýesponse to FDA correspondence:
 0 Shelf life
 El Amendment


0 Request for applicant hold
 0'rrade name

0 Request for removal of applicant bold Li Other (specify below)
 0 Change in ownership


0 Request for extension
 El Change in correspondent


0 ;bequest to remove or add ma
nufacturing site


* Other reason (specify):


6
k: 
V'


1 1
t or U

11 New device
 0 Change in:
 0 Response to FDA letter concerning:


" Addition of institution
 0 Correspondent
 El Conditional approval


" Expansion / extension of study
 0 Design
 0 Deemed approved


" IRB certification
 U Informed consent
 0 Deficient final report


" Request hearing
 0 Manufacturer
 U Deficient progress report


" Request waiver
 U Manufacturing process
 0 Deficient investigator report


" 'rermination of study
 1: Protocol - feasibility
 0 Disapproval


EJ Withdrawal of application
 [I Protocol - other
 0 Request extension of


0 Unanticipated adverse effect
 0 Sponsor
 time to respond to FDA


El Notification of emergency use
 D Request meeting

0 Compassionate use request
 D Report submission:

0 Treatment IDE
 0 Current investigator

El Continuing availability request
 0 Annual progress


0 Site waiver limit reached

0 7inal


C Other reason (specify):


$
 r.
AY

WNew device
 0 Change in technology
 D Change in materials


" Additional or expanded indications
 0 Change in design
 D Change in manuflicturing process


" Other reason (specify):
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Product codes of devices to which substantial equiv encc is claimed:
 Summary of, or statement concerning, safety and


I FTL 2 3 4

I


effectiveness data

e 510(k) summary attached


5 6 7 
---f 

8

E 510(k) statement


Information on devices to which substantial equivalence is claimed:


5 1 O(k) Number Trade or proprietary or model name
 Manufacturer


I K974098 I Tension Free Vaginal Tape (TVT) System
 I Ethicon Division of Johnson & Johnson


:2 2
 2


3
 3


4
 4


5
 5


6 6
 6


$OdW W to A
U orimicuan A C
P0.1.

. ..... ........


ll: 
M 

fi:

tions
kpp


Common or usual name or classification name:


Trade or proprietary or model name
 Model number


I SPARC Sling System
 I NA


2
 2


3
 3


4
 4


[


FDA document numbers ofall prior related submissions (regardless ofoutcome):


1
 2
 3
 4
 6


7
 8
 9
 10
 12


Data included in submission: WI Laboratory testing Animal trials 0 Human trials


'I n
G A
d t Cl
 0
HOW
Ir
,
 -ca
 PO

Product code FTL
 C.F.R. Section: 878.3300
 Device class:


0 Class I Class 11


Classification panel: General and Plastic Surgery

C Class 111 0 Unclassified


rIndications (fi-orn labeling):


_f 'he SPARCTM Sling System is intended for the placement of a pubourethral sling
for

the treatment of female stress urinary incontinence (SU1) resulting from urethral


hypermobility and/or intrinsic sphincter deficiency.


,ý Y


Version 2.0 
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XWO-:::§6imss f J;
noft ti .n
 FDA Document Number:


Mi.
"a.
91
 6,10
-0 a n
x mg


090riginal FDA establishment registration number:

1


V_0j Manufacturer E Contract sterilizer

13 Add 0 Delete
 0 Contract manufacturer 0 Repackager I relabeler

('nmnqnv / Tnefitntinn nnmp-
 Establishment re2istration number:

American Medical Systems
 2183959


Division name (if almlicable):
 Phone number (include area code):

952 ) 930-6541


Street address:
 FAX number (include area code):

10700 Bren Rd. West
 (952 930-6496


City: Minnetonka
 State / Province: MN
 ountry: USA


Contact name: Ginger Sackett Glaser


Contact title: ST. Regulatory Affairs Specialist
 Contact e-mail address:

ginger.glaser@visitams.com


Vi Original
 FDA establishment registration numbers

I


E Manufacturer 16 Contract sterilizer

E: Add C1 Delete
 - O-Contract manufacturer E: Repackager / relabeler


(,'omt)anv / Institution name:
 Fqt2hli,1hrnnnf reffiqtrnticm

mirnher-Steris/Isomedix


Division name (if annlicable):
 Phone number (include area code):


FAX number (include area code):


Country: USA


F ontact name:


Contact title:
 Contact e-mail address:


V Original

I


FDA e-tqhliqhment registration number:
 FJ Manufacturer 19 Contract sterilizer

El Add 0 Delete
 [I Contract manufacturer C! Repackager relabeler


Contact name:


k
 ontact title: 

-j


Contact e-mail address:


1,15
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51 0(k) Number (if known): bf I as I 

Page I of I


Device Name: 
SPARCTM Sling System


Indications For Use:

The SPARCTM Sling System is intended for the placement of a pubourethral sling for

the treatment of female stress urinary incontinence (SUI) resulting from urethral

hypermobility and/or intrinsic sphincter deficiency.


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

NEEDED)


Concurrence of CDRH, Office of Device Evaluation (ODE)


(Optional Format 3-10-98)



SPARCTM Sling System


Premarket Notification [510(k)]


American Medical Systems


April 23, 2001



Aý

AMERICAN MEDICAL SYSTEMS


SPARCI'm Sling System 510(k)


L General Information


A. Product Identification

Trade Name: SPARCTm Sling System

Common/Usual Name: Surgical Mesh, Sling, Urethral Sling

Classification Name: Surgical Mesh, polymeric

Product Code: FTL


B. Manufacturing Location

American Medical Systems, Inc.

10700 Bren Rd. West

Minnetonka, MN 55343


C. Establishment Registration Number

The establishment registration number for American Medical Systems is

2183959.


D. Device Classification

According to 21 CFR 878.3300, the FDA has classified surgical mesh as a

Class 11 device.


E. Performance Standards

The FDA has established no peiformance standards applicable to surgical

mesh.


F. Contact Person

Ginger Sackett Glaser

Sr. Regulatory Affairs Specialist

American Medical Systems

10700 Bren Rd. W

Minnetonka, MN 55343


Phone: (952) 930-6541

Fax: (952) 930-6496

Email: ginger.glaserAvisitams.com


11'e?


Page I



A,

AMERICAN MEDICAL SYSTEMS


H. Substantial Equivalence Information


A. Predicate Devices

Tension Free Vaginal Tape (TVT) System by Ethicon, Inc. - K974098


B. Indications for Use


The SPARCTm Sling System is intended for the placement of a pubourethral

sling for the treatment of female stress urinary incontinence (Sul) resulting

from urethral hypermobility and/or intrinsic sphincter deficiency.


According to the 5 1 O(k) summary and available labeling, this indication is the

same as that for the Ethicon Tension Free Vaginal Tape (TVT) System. For

copies of the predicate labeling see Appendix A. A copy of the relevant

5 1 O(k) summary is included in Appendix B.


C. Device Description


1. General Description


As shown in Appendix C, the SPARCTm Sling System is a sterile, single use

procedure kit consisting of


Two stainless steel, curved, 22-cm long, needle passers (also called

insertion tools in this submission). Each end of the needle passer is

keyed to allow for secure placement of the handles and dilators. Each

needle passer has a plastic, ergonomic rotatable handle attached. The

handles of the needle passers can be rotated in 90' increments,

allowing the surgeon to customize the handle/needle positioning.


Each needle passer consists of 2 major components:


I . An ergonomically shaped handle made from
). Each handle has a release button


designed to allow needle placement in 90' increments.

2. A 8.6" needle madef  stainless steel, shaped at one


end to allow handle attachment and at the other end to allow

attachment of the dilator


One piece of AMS Polypropylene sling mesh with
dilating connectors. The AMS Polypropylene sling mesh is

constructed of polypropylene monofilament that is precut to a I. Ocm


Page 2
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AMERICAN MEDICAL SYSTEMS


or 1. 1 cm width x 50cm length. The mesh is designed to have

bi-directional elasticity to allow adaptation to the various stresses


encountered when placed as a urethral "backstop" to treat stress

urinary incontinence. A fixed blue polypropylene anchoring suture

(also called a tensioning suture) runs through the middle of the sling

mesh. This suture is used to prevent the sling from stretching prior to

final placement of the sling mesh. Once placement is finalized the

suture is cut and the loose portion is removed from the patient. Two

plastic sheaths that overlap in the center of the sling mesh, cover the

sling mesh and protect it during placement. The plastic sheaths

covering the sling mesh initially are designed to minimize the risk of

contamination.


Dilating connectors are attached to either end of the plastic sheaths.

The dilating connectors are used to attach to the vaginal ends of the

SPARCTm needle passers during the procedure to facilitate sling

placement. The AMS Polypropylene sling mesh is intended to remain

in the body as a permanent implant and is not absorbed or degraded by

the action of tissue ingrowth or tissue enzymes.


Two blue colored plastic cystoscopy aids are included in the kit in

order to facilitate cystoscopic viewing of the bladder. The use of these

cystoscopy aids is optional.


This configuration is similar to the TVT System, which also consists of an

implantable polypropylene sling mesh that is covered with a plastic sheath

during the implantation procedure, a stainless steel insertion tool with handle,

and other accessories. As with the SPARCTm mesh, the TVT mesh has a


bi-directional elasticity due to the mesh weave. With the TVT System, the mesh

comes preconnected to the insertion tool, rather than using a dilator to make

the attachment after passing the needles through the body.


Table I compares physical features of the SPARCTm Sling System and the

predicate TVT.


-So
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Table I

Comparison of Physical Features of SPARCTm Slinx System and TVT


Feature
 SPARCTm Sling System
 TVT


Sling Mesh Material
 ene
 polypyWIlene


Sfing Mesh Size
 50 cm x I cm (or 1. 1 cm)
 45 cmx 1.1 cm


SfingMesh

thickness


0.0236"
 0.027" Oabeled))

0.0252" 

(measured)

Sling Mesh Pore size
 0.06 1 " x 0.047"
 0.061" x 0.049"


Sling Density
 0. 167 gkniý
 0. 172 g(cm'


PolWopylene yarn

ui&h


6 mil

(0.006")


6 nun

(0,006")


2-piece Plastic

Sheath covers Mesh


Yes
 Yes


Plastic Sheath

Material


polyethylene
 polyethylene


Anchor suture to

allow a.#ushnent


after sheath removal


Yes
 No


kerigzation

Resterifization ok?
 No
 No


Insertion Tool

Length


22 cm
 18 CM


Maximum Tool

Diameter


0.26"
 0.26"


Insertion Tool

Material


 Stainless Steel
 T
 Stainless steel


Figure I shows a picture of the SPARCTm Sling System Mesh and the TVT


Mesh, demonstrating the equivalent nature of the mesh materials. The

SPARCTm Mesh was called SST during development work and is labeled as

such on the picture.


'15 ý
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2. SPARCTm Procedure Description


Like the predicate procedure, the SPARCTm procedure can be carried out

under local, spinal or general anesthesia. When local anesthesia is used, the

patient may assist the physician in properly placing the sling by coughing,

which allows the physician to position the sling mesh where no urine leakage

is seen. Like with TVT, the dissection required is minimal. A small transverse

incision is made in the anterior vaginal wall followed by paraurethral

dissection. Two small transverse suprapubic incisions are also made for

needle entry. At the physician's discretion, a larger, single incision. may be

used. The needle passers are passed through the suprapubic incision and

exited through the vaginal incision(s). Placement of the TVT mesh also

requires small vaginal and suprapubic incisions. However, in that system the

needles are entered through the vaginal incision and exited through the

suprapubic incision. This is one of the major differences in the two devices.


AMS has designed to SPARCTm Sling System to use the suprapubic approach

rather than a transvaginal approach in order to give the physician more precise

control of the needles in the area posterior to the rectus fascia. This area

contains a higher density of anatomical structures such as nerves, blood

vessels and bowel segments than the area closer to the vagina. Additionally,

the suprapubic approach allows the physician to track the needles along the

pubic bone, keeping it in contact at all times. This means the physician knows

where the tip of the needle is at all times. With the transvaginal approach, the

physician must work "blind" until the needle punctures through the fascia.

Working blind increases the potential that a needle will get off track and hit a
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nerve, blood vessel or the bowel. The use of a smaller needle in the SPARCTm


System than is used in the TVT System also decreases the likelihood of

nicking a nearby anatomical structure.


The procedure for using the SPARCTm System, as given in the IFU, is

described below.


1) Make a sagittal incision about 0. 5 cm long approximately 1. 0 cm from the

urethral meatus, on the anterior vaginal wall.


2) Make 2 small paraurethral dissections just above the symphysis, not more

than 4-5 cm apart, to allow a finger to pass and meet the needle.


3) Make two abdominal incisions of about I cm on each side of the midline,

near the back of the pubic bone. At the physician's discretion, a larger

single incision may be used.


4) Grasp the handle of the first needle. The push button on the needle handle

releases the handle from the needle, allowing you to rotate the handle to

the position you prefer. Be sure that both handles are attached to the

needles in a secure manner.


5) Ensure that the bladder is empty. Pass the needle through one of the

suprapubic incisions and pass it down the posterior side of the pubic bone

toward the vaginal incision.


6) Use the index finger of the other hand to meet the tip of the needle,

guiding it through the endopelvic fascia and into the vaginal incision.


7) When the first needle is in place, pass the second needle in the same way

on the contra lateral side.


8) If there is a desire to use the cystoscopy aid, one should be passed up each

needle. If there is urine flowing out of either needle, it is likely that the

bladder was punctured.


9) Whether or not the cystoscopy aids are used, cystoscopy should be

performed to confirm bladder integrity once both needles are in place.


10) Attach the dilating connectors (that are pre-attached to the AMS

Polypropylene sling mesh material) to the needles. One dilating connector

should be attached to each of the needles on the end protruding from the

vagina. Orient the blue markings on the sheath facing outward, away from

the urethra. Be sure that the sling mesh lies flat and that the sling mesh is

not twisted prior to attaching the second dilating connector, as the dilating

connectors cannot be removed once they are snapped into place. The

dilating connectors are keyed at 90' intervals and may need to be rotated

to snap on easily.


11) Verify that the dilating connectors are snapped securely in place to ensure

that they do not fall off as the needles are pulled up through the body.


12) Once the sling mesh is attached, pull the needles up through the

suprapubic incisions. -.93
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13) Secure each end of the sling mesh with a clamp. Cut the sling mesh

approximately 3 cm away from the dilating connectors, assuring that you

have cut inside the blue markings at each end of the plastic sheath, and

discard the needles, handles and dilating connectors.


14) Position the sling mesh under the midurethra without tension. The blue

marking on the sheath is located in the center of the sling mesh and can be

used for centering the sling mesh under the midurethra.


15) Once desired placement is achieved, remove the plastic sheath from the

sling mesh by pulling up from both sides, one side at a time. To avoid

over-tightening the sling mesh while removing the plastic sheath from the

sling, keep a forceps or other instrument between the tape and urethra

during removal.


16) The blue tensioning suture of the sling mesh may be used for further

tensioning adjustment once the plastic sheath is removed.


To loosen the sling mesh:

Place a device such as a clamp between the sling mesh and the urethra.

Ensure that both the mesh and the tensioning suture are located beneath

the clamp. Use the clamp to pull down and loosen the sling mesh as

desired.


To tighten the sling mesh:

Place a device such as a clamp, across the sling mesh, suprapubically. Be

sure that both the tensioning suture and complete width of the sling are

captured within the clamp. The sling mesh may be rolled around the clamp to

improve the grip. Pull up to tighten the sling mesh as desired. If desired,

this can be repeated on the contralateral side.


17) Following any adjustments of the sling mesh tension, cut the tensioning

suture lateral to the urethra on both sides and remove.


18) Trim the sling mesh to size.

19) Close the suprapubic and vaginal incisions.

20) At the physician's discretion, a Foley catheter or suprapubic tube can be


utilized until the patient is able to void-.


Table 2 summarizes the similarities and differences between the SPARCTm

procedure and the TVT procedure.


_g 
/41
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Table 2

Comparison of SPARCTm and TVITm Procedures


SPARCTm Sting System
 TVT


Polypropylene mesh
 Proleneým Mesh (polypropylene)


I

Open mesh weave allows fixation to occur
 Open mesh weave allows fixation to occur

by tissue ingrowth
 by tissue ingrowth

Uses small suprapubic and vaginal
 Uses small suprapubic and vaginal

incisions
 incisions

May use local, epidural or general
 May use local, epidural or general

anesthesia
 anesthesia

Maximum tool diameter/ channel size
 Maximum tool diameter/channel size

=0.26"
 =0.26"


Mesh length - 50 cm, cut to length during
 Mesh length - 45 cm, cut to length during

procedure
 procedure

Mesh width - 1. 0 cm or 1. 1 cm
 Mesh width 1. 1 cm


Sling mesh covered with plastic sheath,
 Sling mesh covered with plastic sheath

with midpoint marked


Plastic sheath removed to place sling
 Plastic sheath removed to place sling

Sling placed in U shape below mid
 Sling placed in U shape below midurethra,

urethra, without tension
 without tension

Suprapubic approach to allow more
 Transvoginal approach

precise steering

Disposable insertion tool
 Insertion tool with reusable handles,


disp sable needle

Antegrade passage of needles may reduce
 Retrograde passage of needles

complications such as bowel, nerve,

arterial perforation

Does not rely on native connective tissue
 Does not rely on native connective tissue to

to effect treatment.
 effect treatment.


Relying on connective tissue may have
 Relying on connective tissue may have

decreased efficacy if tissue is weakened.
 decreased efficacy if tissue is weakened.


Cystoscopy recommended to check for
 Cystoscopy recommended after each

bladder patency
 needle insertion to check for bladder


patency

No catheter guide included
 Catheter guide included


Cystoscopy aid included
 No cystoscopy aid included

Uses 2 metal "needle passers" to place
 Uses 2 metal "trocars" to place sling

sling

Can be done in out patient setting
 Can be done in out patient setting


,95
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D. Performance Testing


1. Sling Mesh


a. Suture Pull Strength


b. Material (tensile) Strength


Page 9
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Table 3

Material Strength Test Results


(b)(4) Testing
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c. Device Material Stiffness


Z /)
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Table 4

Material Stiffness Test Results


Table 5

Stiffness Data


d. Cyclic Pull Testing


g 
/'


(b)(4) Testing

(b)(4) Testing

(b)(4) Testing
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e. 

2. Insertion Tool, Dilator, Sheath and Interface


a. Handle to Needle Attachment


(b)(4) Testing

(b)(4) Testing

(b)(4) Testing

(b)(4) Testing



A,
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b. Needle to Dilator Attachment


(b)(4) Testing

(b)(4) Testing



A
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c. Needle Strength


d. Dilator to Sheath Attachment


e. Sheath Strength Test


2,


(b)(4) Testing

(b)(4) Testing

(b)(4) Testing

(b)(4) Testing
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Table 6

Sheath Material Strength


3. Cystoscopy Aid Mechanical Tests


a. Tip Compression Force
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b. Passage over Needles


c. Drainage Testing


E. Cadaver Testing


1. Preliminary Studies


7


(b)(4) Testing

(b)(4) Testing

(b)(4) Testing

(b)(4) Testing
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Table 7

Forces on Tool Components during Cadaver Sling Placement Procedures


2. Cadaver Laboratory Experience


(b)(4) Testing

(b)(4) Testing

(b)(4) Testing
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111L Device Characterization


A. Materials


The materials used in the SPARCTm Sling System have been used for a

number of years in medical devices and have been extensively tested and

characterized. The base sling material is polypropylene mesh. This is the same

material that is used to make several brands of surgical sutures. The material

used for the dilators is an ). This is the


 The needles are made of  Stainless Steel, which is

widely used in a large variety of surgical tools, including several tools (tubing

passers, Quick Connect Tool) sold as accessories to the

he sheath is made of a commonly

used polyethylene material like that of the predicate device.


B. Biocompatibility


1. Sling Mesh Material


'


(b)(4) 

(b)(4) 

(b)(4) (b)
(4) 

(b)(4) 

(b)(4) Testing
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Table 8

Summary of Cytotoxicity Test Results


///7


(b)(4) Testing

(b)(4) Testing
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(b)(4) Testing
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(b)(4) Testing
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2. Polypropylene Tensioning Suture


3. Handle and Dilator


(b)(4) Testing

(b)(4) Testing

(b)(4) Testing
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(b)(4) Testing
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4. Needle


5. Sheath


(b)(4) Testing

(b)(4) Testing

(b)(4) Testing
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Table 9

Summary of Sheath Cytotoxicity Test Results


(b)(4) Testing

(b)(4) Testing
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(b)(4) Testing
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6. Cystoscopy Aids


/6ý 5
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Table 10

Summary of Sheath Cytotoxicity Test Results


(b)(4) Testing
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7. Summary


C. Sterilization


D. Packaging


(b)(4) Testing

(b)(4) Testing

(b)(4) Testing

(b)(4) Testing
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E. Shelf Life


The SPARCTm Sling System will be labeled with a one-year shelf life. This shelf

life will be validated according to industry standards.


IV. Proposed Labeling


Draft copies of labeling for the SPARCTm Sling System are included as Appendix

H. Labeling included consists of box and pouch labels, as well as the Instructions

for Use.


V. Truthful and Accurate Statement


A Truthful and Accurate Statement is included in Appendix 1.


VL 510(k) Summary


Appendix J contains the 5 1 O(k) Summary.


/Zý 'ý
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TVT
Tension-free

Vaginal Tape


TVT t - wlederverwendbar

TVT Metall Katheter-FUhrung - wiedervenvendbar


Sterilt TVT-bind III engangsbrug

jlý,) TVT-indforer ill flergangsbrug


Stiv TVT guldewire III flergangsbrug

Dispositivo de un solo uso TVT


E Intro uctor reutilizable TVT

Guladrfgida reutilizable para el catiter TVT


Dispositif TVT A usage unique

'n.,.d ucteur TVT r6utilisable

Guide de sonde rigide TVT rdutilisable


TVT-naula. kertaldlytIbinen

TVT -taistokiyttbinen sisdhnviei6

TVT -tolstoMitlibinen jAykkd katetrinohialn


TVTSingle Use Device

TVrReusable Introducer


(6-SA, TVT Reusable Rigid Catheter Guide


1uaxEuj piaq Xp4o% TVT

Eicaywytai TVT rroWnAýý Xpý(TQS
06qy6qA6aKOpnTouKaOcTýpaýoAAavAt)ýXpýanýTVT


D'spositivo TVT monouso

Irdr.cluttore polluso per dispositiva TVT

Guide rigida poliuso per catelere TVT


TVT instrument voor 66nmalig gebruik

TVT reusable inbrenghandvat

TVT reusable cathetervoerder


Dispositivo TVT - Uso Onico


C 
Introdutor TVT - Reutilizdvel


p Guia rigido de cateter TVT - ReutilizAvel


TVT nAlar med Inkantinensband f6r engingsbruk

TVT handtag I& fiergbngsbruk

TVT kateterguide f6r fierg6ngsbruk


TVT -7 -f

TVT f Q Ta


-t-TVT7 1) :/


Authorized Representative - Autoriseret repraesentart

Erkende verlegenwoordiger - Valtuutettu edustaia

R eprdsentant autorsb - Autonsierter Vertreter

Rappresentante autorizzato - Representante autonzado

Representante autorizado - Auktoriserad representant

Eý0-06-nktvoq Avtmp6cwnoq


ETHICON GmbH

Robert-Koch-Strasse 1

D-22851 Norderstedt

Deutschland

Qý

Legal Manufacturer ((0123

ETHICON SaRL

Rue du Puits Goblet 20, CH-2000 Stat.ý 2/00

Neuchatel, Switzerland 

PI 5506



TOIMITUSTAPA

TVT-vdiine toinfiteuian sterrilind (etyteenioksidi). Se on

kerakaytt6inen. Si(5 ei sail steriloider taidelleen. Tuotcua ei saa

IdiyttAdjos pakkaus on auxi lid valarioiluncirt. Hdvila avatut, kayt.

tamtfaimnect pakkaukset.


Toistokiiyadishi TVT-sisAambeihija TVT -jjykk5 katellmoh.

jainnia minhitetanin erikseen. sterflointattomina. Nandli fieuracrikkeet

on puldistettavaja stenloitava ennen kutakin mintempichma vila

mainitulla hivalla.


SAILYTYS

Kertakayttibishi TVT-neulaa on smilyteltavii alle 25 ýCbl

hinipicitilassa, sumalturra kosteudelto ja limarrionlahteilta.

Tuotetta ci saa Isfiyttidi viihireasen kjyttbpjivan jalkeen.


Humnautua: Yllidysvaltain Iakl rajoitcra uhandin tuotteen Tyyn,

thin vain Wisfirin toincesta Jai mfiiriiykmstd trapaduarvaksi.


Jakelu:


JOHNSON & JOHNSON

WWrineidicalcm. & 02130 Esp..
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TVT Single Use Device

TV7 Reusable Introducer

Tv- Reusable Rigid Catheter Guide


Pic e read all information carefully.

Fiu-.- to property follow instructions may result in improper

fan,ti ing fthc device and lead to injury


Important:

This package insert is designed to provide instructions for use of

the Tersion-free Vaginal Tape single use device. reusable


muro-dULer and reusable rigid catheter guide. It is not a

comprehen-sive reference to surgical technique for correcting SUI (Stress


Urinary incontinence). The device should be used only by

phý,icians trained in the surgical treatment ufStress Urinary

fri.munum- These instructions - recommended for general

use ot the device. Variations in use may occur in specific


proce-dures due to indn idual technique and patient anatomy.


DESCRIPTION (System)

T% I of the


adahla "phiatciý'

T Reusable larroducer, provided rou-sterne

ulebl' separately)


1 T Reusable Rnpil Catheter Guide, p,.,idcd no-had,

a, lilable,cphiaticly).


TVT DEVICE

The TVT device is a sterile single use device, consiscing oforre

piece .1 undyed PROLENE- polypropylene mesh (tape)

approximate]), 1/2 x 18 inches J. I X 45 cm), covered by a


plas-lic sheath cut and overiapping in the middle, and held between

two,laimess steel needle, bonded to the mesh and sheath with

plastic od-ý


PROLENE polypropylene mesh is constructed of1mitted

file-ments of extracted polypropylene strands identical in


composi-tion to rhat used in PROLENE* polypropylene rionabsorbable

ii-cal suture. The mesh is approximately 0.027 inches


1 (1 -ii,n) thick, This material, when used as a suture, has been

rc eed to he non-reactive and to retain its strength indefinitely

I , i-I use PROLENE mesh is knitted bv a pr-... whinh

11 uls each fiberjunction and which provides for elasticity in

i, urectons. This bi-di-firmal elastic limparty allows


scap-al 1 ii to various M ..... . netaintered in the body


TVT INTRODUCER

TIll TVT mircid-, is provided nud is reusable. The

introducer i, made ofstairdess steel. it consists oftwo parts, a

handle ancl an inserted threaded metal shaft. The introducer is

nitimcled to f-ifinue [be put ... ge ofthe TVTdc,,., from the

%agma to tile abdominal skin. It is connected and fixed to the

needle, via the th-adedend ofthe shaft, prior to inserting flit

need[, with the tape.


TVT RIGID CATHETER GUIDE

The TVT rigid catheter guide is a ron-sterde reusable instrument

intended to lacilhun, the idprutifiemion ofthe areffirstand the bladder

neck during the surgical procedure. it is inserted into a Foley catheter

freciornmencled size 18 French) positioned in tile bladder via

the -bra, To lacilinat, msediouý it can be lubricated with gel.


INC _'ATIONS

Th, ý r device , micid,el to he used a, a p.bom,thral Ming

fit' ý I -'iilmert ot (111s timely memninerce (SUT), for female

aniurs lilcounuerei, r .. lung from urethral hypermobilicy

Anct/(Ir "Irlasic sphincter deficiency. The TVT introducerand


f 
mod cýldnclll cold, are avail,lble separatelv and intended to

i-d"al, the PlIacImeril Fine TVT device,
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INSTRUCTIONS FOR USE

The procedure can be carried out under local anesthesia, but it

can also be performed using regional or general anesthesia. The

extent of dissection is minimal, i.e. a vaginal midline entry with

a small parsaurethral dissection to initially position the needle

and two suprapubic skin incisions,


Using forceps, grasp the vaginal wall at each side ofthe urethra

Using a small scalpel, make a sagittal incision about 1 ý5 con long

staving approximately 1.0 con from the cater urethral mentas,

Thus incision will cover the mid-urethral zone and will allow for

subsequent passage of the sling (tape), With a small pair ofblunt

scissors, two small paraurethral dissections (approximately 0.5

cm) are made so that the tip of the needle can then be introduced

into the parourethral dissection. Then, two abdominal skin incisions

of'r.5 -1 cm ane made, one on each side of the andlins, just above

the symphysis not more than 4-5 cin apav. Incision placement

and needle passage near the midline and close to the back of the

pubic bone are important to avoid anatomic structures in the

miguinal area and lateral pelvic sidewall.


The TVT rigid catheter guide is inserted into the channel of

the Foley catheter (IS French). The handle (if the guide is fixed

mound the catheter, proximal to its widening. The purpose of

the guide is to move the bladder neck and urethra away from

where the tip of the needle will pass into the retropubic space.

Via use of the Foley catheter and the rigid catheter guide, the

urethra and bladder are moved contralaterally to the side of the

needle passage. During this maneuver, the bladder should be

empty. The threaded end of the introducer is screwed into the

end of one of the needles.


Using the introducer, the needle is passed paramethrally

penetrating the urogenital diaphragm. Insertion and passa" are

controlled by using the long or index finger in the vagina under

the vaginal wail on the ipsilatemi side and fingertip control on

the pelvic rim. The curved pan of the needle should rest in the

palm of the "vaginall" hand. If you are right handed this means

that the left hand generally is the one to be used for needle

guidance. With the other hand grip the handle of the introducer

gently. Now introduce the needle tip into [he retropubic space.

Care again observe that this should be done by the palm of the

vaginal hand and with the needle tip horizontally i.e. in the frontal

pine. After passage of the urogerital diaphragm you will feel

that the resistance is significantly reduced. Immediately ai to the

tip of the needle towards the abdominal midline and lower the

handle of the introducer thereby pressing the tip of the needle

against the back of the pubic bone. Now, move the needle tip

upwards to the abdominal skin incision, keeping in close ýonuat

with the pubic bone all the way.


When the needle tip has reached the abdominal inci,ion.

cystoscopy is performed to confirm bladder integrity. The

bladder most be emptied after the first cystescopy. The

procedure is then repeated on the other side. The needles are

then pulled upward to bring the tape (sling) loosely, i.e. without

tension, under the miduredura. Cut the tape close to the needles.

Now, adjust the tape so that leakage is limited to no more than

one or two drops, Use patient feedback i.a. coughing with a full

bladder (approximately 300ml) and keep the vaginal incision

temporarily closed by a gentle grip with small forceps. The

plastic sheaths that surround the tape are then removed. To avoid


putting tension on the tape. a blunt instrument (xcissors, or

forceps) should be placed between the urethra and the tape

during removal of the plastic sheaths. Premature removal of

the sheath may make subsequent adjustments difficult. After

pmper adjustment of the tape. close the vaginal incision. The

abdominal ends of the tape are then cut and left in subentis Do

not suhm, them. Suture the skin incisions. Empty the bladder

Following this procedure, postoperative c,ifficterization ii not

typically required. The patient should be encouraged to ttv 10


empty the bladder 2-3 hours after the operation.
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CONTRAINDICATIONS

'As with my suspension surgery, this procedure should not be

performed in pregnant patients. Additionally, because the

FROLENE polypropylene mesh will not stretch significantly, it

should not be performed in patients with future growth

potential including women with plans for future pregnancy.


WASNINGS AND PRECAUTIONS

I not use TVT procedure for patients who are on


anti-, -gulationt therapy.

Ou not use TVT procedure for patients who have a

urinary tract infection.

Users should be familiar with surgical technique for bladder

neck suspensions before employing the TVT device. It is

however important to recognize that TVT is different from a

traditional sling procedure in that the tape should be located

without tension undernard-acculfirs.

Acceptable surgical practice should be followed for the TVT

procedure as well as for the management ofconiaminawd or

infected %ounds,

The TVT procedure should be performed with care to avoid

large vessels, nert,cs, bladder and bowel. Attention to local

anatomy and proper passage of needles will annimise risks.

Reiropubic bleeding my occur postoperatively. Observe for my

-uptoms or signs before releasing the patient from hospital.


toscopy should be performed roconfirm bladder integrity


-gmýcabl,sdderpe,f.nati-rigid catheter guide should begently pushed into the

I - ýley catheter so that the catheter guide does not extend into

dhý holes of the Foley Catheter

When removing the rigid catheter guide. open the handle

completely so that the catheter remains properly in place.

Do not remove the plastic sheath until the tape has been


prop-crly positioned.

Ensure that the tape is placed with minimal tension under

mid-urethra.

PROLENE mesh in contaminated areas should be used with

the understanding thatsubsequent infecnon may require

removal of the material.

The patient should be counseled that future pregnancies, may

negate the effects of the surgical procedure and the patient

nin again become incontinent,

P, i -operatively the patient is recommonded to refrain from
11 v lint ng and/or exercise (Le. cvding, jogging) forat

I hire to four weeks and intercourse for one month. The

p m ean return to other normal utlý ny after one or two


Should dysens, bleeding or other problems occur. the patient

i, in,tructed to contact the immediately.

All surgical instruments are subject to v,nir and damage

under normal use. Before use, the instrument should be


visu-ally inspected. Defective instrumans or instruments that

appear to be corrodedshould not be used and should be


dis-ended.


Do net contact the PROLENE rash v,ith any staples. clips or

clamps as mechanical damage to the mcO may occur.

Do not resterilize TVT device. Disc,ad opened, unused

devices
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ADVERSE REACTIONS

Punctures or lacerations of vessels. nerves. bladder or bowel may

occur during needle passage and may require surgical repair.

Transitory local irritation at the wound site and a transitory

foreign body response may occur. This response could result

in extrairsion, erosion, fistula formation and inflammation.

As with all foreign bodies, PROLENE mesh may Potentiate

an existing infection. The plastic sheath initially covering the

PROLENE mesh is designed to minimize the risk of


comarnit-nation,

Over correction i.e. too much tension applied to the tap""'

cause temporary or permanent lower urinary tract cbstruam'.


ACTIONS

Animal studies show that implantation of PROLENE mesh elicits

a minimal inflammatory reaction in [issues. which is transientand

is followed by the deposition of a thin fibmus layerof tissue which

can grow through the interstices of the mesh, thus incorporating

the mesh into adjacent tissue, The material is not absorbed, no,

is it subject to degradation or weakening by the action of tissue

enzynes.


INSTRUCTIONS FOR CLEANING

REUSABLE INSTRUMENTS

(TVT Introducer and TVT Rigid Catheter Guide)

To ensure the reliability and functionality ofthe TVT Introducer

and TVT Rigid Catheter Guide. clean the instrument before


ini-tial use and after each procedure. The following are suggested

manual and automated methods for cleaning the instrument


Prior to cleaning, the TVT introducer should be separated

into its two component pans (handle and threaded shut 1) ' The

introducer is reassembled after cleaning and before suiriiii,,tion.

Manual method

I . Soak the instrument components man enzyme cleaner


suitable for stainless steel instruments.

2. Wash in a surgical detergent and disinfecting solution at a


temperature of%ýF to 9YF OWC to 35ýQ. Remove my

contamination from body fluids or tissues using a soft boush.


3. Place the instrument COMPOneirS in an ultrasonic bath with

fresh detergent solution for approximately 10 minutes or

follow the instructions below if using an automatic

washing cycle.


4. Rinse thomughlv in a stream offiresh tap water followed by

towel drying. The instrument components may be treated

with instrument lubricant.


Automated Method:

I ý Automatic washing cycles are suitable forstandess sicel


instruments. One recommended cycle is described helow

Rinse/Wet Cycle Cold Water - I minute

Wash 176'F (80'C) - l2miomý,

Rinse Cycle - I ininute

Rinse Cycle - 12 minutes

Final Rinse - 2 minutes

Rinse with Damincralized water 176ý1` (800C) - 2 minutes


Dry 199.4'F (93'C) - 10 minutes


STERILIZATION RECOMMENDATIONS FOR

REUSABLE INSTRUMENTS

(TVT Introducer and TVT Rigid Catheter Guide)

The TVT Introducer and Rigid Catheter Guide are supplied

non-sterile. To sterilize, siemn antualeve prior to each use.

Steam autoclave at a temperature of 270OF to 284ý1` ( 132cC

to l40t`Q for a minimum of4 minutes (pre-vacuum). It i, the

responsibility of the end user to assure sterilay of the po,duct

when using sterilization process recommended, since hi,)hurden

and sterilization equipment will vary.
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INSTRUMENT MAINTENANCE

. TVT introducer

Before each use, inspect the threaded parts ofthe inner shaft.

. TVIF Rigid Catheter Guide

Before each use, inspect the instrument. Check to ensure that the

Ion, end which traverses the catheter channel has no sharp edges


cahuras-HOW SUPPLIED

ne TVT device is provided sterile o,thylerne oxide) for single

rise ',,not re-sterilize. Do not use if package is opened or


dam-0kcand opened, unused devices.

,,,, ,usable TVT introducer and TVT rigid catheter guide


accc-)ries are supplied sepanitely, and am non-sterile. These

acce,sories are to be cleaned and sterilized prior to each use as


above.


STORAGE

I Reconnuended storage conditions torthe TVT single use device

are below 25ýC, away from moisture and direct heat. Do not use

after expiry date.


Caution: Federal (USA) law restricts this device to sale by or

on the order of a physician.


EC

Lega.1 Manufaurner

ETF-ON SaRL

Ru, Par is G.dat 20. CH-1000

Neii act. Switzerland


Distributor fEurope):

ETHICON Lid

Banklicad Avenue

Edinburgh. EH I I 4HE

United Kingdom


Distributor (USA):

Gyr,cam

adivisionofEthicon. Inc.

aJvhr,,,n & Johnson C..p.n)

Scan-ille. NJ

08876-015 1
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TVTDEVICE

Undyed PROLENE* 

(polypropylene) non absorbable tape,


Bandelette PROLENEI 
(polypropylene) incolore non r6sorbable.


PROLEll ungefirbt (polypropylen) nicht resorblerbarer Netzstreifen.


Nastro in PROLENEI (pollpropilene) non assorbibile non colorato.

Ongekleurde PROLENEI 

(polypropyleen) nielt resorbeerbaar band.


Cinta de PRCLENEý 
(polipropileno) sin tehir, no absorbible.


Ofdrgat, icke - resorberbart PROLENEI 
(polypropylen) band.


(IflJ70tLIý/W 0Ql1R11-5i--j


M-351,MIX X W r46T H 3 *2 9


Legal Manufacturer

ETHICON SaRL
 C(0123
-2000
Rue du Puits Godet 20 CH

Neuchatel, Switzerland
 Made in Switzerland


Authorized Representative - Erkencle

vertegenwoordiger - Repr6sentant autorisb


-Autorisierter Vertreter - Rappresentante

autorizzato - Representante autorizado


-Representante autorizado


ETHICON GmbH

Robe rt-Koch -Strasse I

D-22851 Norderstedt

Deutschland


81004-1

1.lcmx 45cm (0.5in. x 18in.)


I Packet / 1 Sachet

I Stock/ 1 Confefone


I Stuk 1 1 Sobre / 1 Styck

I ilt"Oý


STERILE 
I 

EO 
I


2 Do Not Reuse/Resterilize


i,, See instructions For Use


For Use Under U.S. Patent No. 5,899,909


Distributor: Europe/Japan
 Distributor (USA):

Direct all correspondence to your local distributor. See insert.


NECARE

G'


Adresser toute correspoindance a votre distributeur local Voir notice.
 (

Kortaktadresse ýsiehe Gebrauchsanweisung).
 1- f E T H I C 0 N., ý ,

Inviare tulta a corrispondenza al vostro distribulore locale. Vedi inserto.
 . g.4--Ph- -P.y

Richt a[ uw correspondents aan uw locale distributeur. Zle de gebruilksaanwilzing
. Somerville
New Jersey 08876-0151

Dirija toda Is ccrrespondencia a su distribuidor local. Lea el prospecto.


,


Hanvand er till den lokala distributcren i all korrespondens. Se bruksanvisning.

P2


CAUTION: Federal (U.S.A.) iaw restricts this

device to sale by or on the order of a physician.


F, 1 55 0S 8 1 004 1 . E5 0 1


G"rNECARET"
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JAN-21-1998 14:24 ETHICON REU. AFF.


K97qOc7P


SF-CnON 7


902 218 2595 P.12/13


JAN 2 8 1998


S04MARY OF &AFEW AND EFFECnWNM


510(k-) Sumnaq Infonnation supporting clairns of substantal eqWvalence, as

of Safety and defined under the Federal Foc4 Drug and Cosnftc Act, respecting

Effectiveness sah* and effectiveness is surnmrized below For the convenience of


the Reviewer, this summary is forrnatted in accordance with d-Ae

Ag,enqYs final rule "...510(k) Surmparies and 510(k) 

Staternents..." (21

CFR 807) and can be used to provide a substantial equivalence


summary to anyone requesting it from the Agency.


New Device

Name: - Tension Free Vaginal Tape (TVI) System


Predicate Device

Name: ProteGen Sling Collagen Inptguted Material


510(k) SUWARY


Device Description -fhe Terision Free Vaginal Tape CrVI) Systern is compnsed of three

components; the device CM device) and its accessones (M

Introdticcr and TVr Rigid Catheter Guide). Each is available separately

for use at the surgical sitcý 7be TVT device is carqvsed of PROLENE

polypropylene rnesh (tape). The mesh is covered vhth a polyethylene

sheath with a slit in the rniddle. Both the mesh and sheath am attached

to two (2) siairiless steel needles. The TVT Introducer (accessory) is

made of stainless steel. It is couproed of dnw (3) parts; handle,

fluvaded staft and rubber O-ring The mtroducer ftmatoris to facilitate

passage of the TVr device from the -N4na, to the abdon*W skin. The

TVT Rigid Catheter Guide is made of stainless steel and used to add

rigidity to the Foley Cathew duririg the surgical proced=


Intended Use The TVI'device is intended to be used as a pubo-urethral sling for

treatrrient of stress uririary incontinence (SUI), for female urinary

incontinence resulting from urediral hyperrmbility and/or intrinsic

sphincter deficiency.


Continued on next page


//(0


Tension Free Vaginal Tape (11M System

EMCON, Inc.
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K17q0b

SUNWARY OF SAFM AND EFFEMISqESS, Continued


Mcations The TVT device is a sterile, single-use device intended to be

Statemat used as a pubouredzral sling indicated for avairmt of stress urine


incontinence, for fi=We urinary incontinence resulting from ureda-A

hypmnobihty and/or intrinsic spbincter deficiency. The TVT Introducer

and Rigid Cadieter Guide accessories are intended to facilitate

Plac=ent of the TVI'de-Ace. The accessories, available sqwately, are

provided non-sterile and are reusable,


Tedwinical Tedmologically both the new device and Predicate device are the

0aracted.stics same (i.e. both are nvdm that provide pubourediiral support).


Additionally, both devices utilize accessories for use in the surgical

Procedure. Any diflerences between the two devices do not raise new

questions of saky and eMcaveness.


Perfornmee Data Results of clinical evaluations were used to show that the TVT Systeni

functioned as clinically interid1ed. Sufficient data has been gathered

from clinical testing to assess that the TVT System paforms as

clinically intended


Conclusions Based on the 510(k) summaries and 510(k) statm=ts (21 CPR 807)

and the information provided herein, we conclude that the modified

device is substantially eqtfivalent to the existing legally marketed device

under the Federw Food, Dzug and Cosrnetic Act.


contact Gregory R. Jones

Director

RegWarory Affairs

ETWON, Inc.

Rt. #22 West

SomerAlle, NJ 08876-0151


Date October 28, 1997.


// ý7
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DEPARTMENT OF HEALTH HUMAN SERVICES Public Health Service


Food and Drug Administration

9200 Corporate Boulevard

Rockville MD 20850


JAN 2 8 1998

Mr. Gregory R. Jones


-Director, Regulatory Affairs

Ethicon, Inc.

P.O. Box 151


Somerville, New Jersey 08876-0151


Re: K974098

Tension Free Vaginal Tape (TVT) System


Regulatory Class: II

Product Code: FTL

Dated: October 29, 1997

Received: October 30, 1997


Dear Mr. Jones:


We have reviewed your Section 510(k) notification of intent to

market the device referenced above and we have determined the

device is substantially equivalent (for the indications for

use stated in the enclosure) to 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). You may, therefore,

market the device, subject to the general controls provisions

of the Act. The general controls provisions of the Act

include requirements for annual registration, listing of


devices, good manufacturing practice, labeling, and

prohibitions against misbranding and adulteration.


If your device is classified (see above) into either class II

(Special Controls) or class III (Premarket Approval), 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, -P-ar-t-s -8-0-0 -to .8-95-.;. - A


substantially equivalent determination assumes compliance with

the current Good Manufacturing Practice requirement, as set

forth in the Quality System Regulation (QS) for Medical

Devices: General regulation (21 CFR Part 820) and that,

through periodic (QS) inspections, the Food and Drug

Administration (FDA) will verify such assumptions. Failure to

comply with the GMP regulation may result in regulatory

action. In addition, FDA may publish further announcements

concerning your device in the Federal Register. Please note:

this response to your premarket notification submission does

not affect any obligation you might have under sections 531

through 542 of the Act for devices under the Electronic

Product Radiation Control provisions, or other Federal laws or

regulations.



Page 2 - Mr. Gregory R. Jones


This letter will allow you to begin marketing your device as

described in your 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 and additionally 809.10 for in

vitro diagnostic devices), please contact the Office of

Compliance at (301) 594-4595. Additionally, for questions on

the promotion and advertising of your device, please contact

the Office of Compliance at (301) 594-4639. Also, please note

the regulation entitled, "Misbranding by reference to

premarket notification" (21 CFR 807.97). Other general

information on your responsibilities under the Act may be

obtained from the Division of Small Manufacturers Assistance

at its toll-free number (800) 638-2041 or (301) 443-6597 or at

its internet address "http://www.fda.gov/cdrh/dsmamain.html".


Sincerely yours,


Celia M. Witten, Ph.D., M.D.

Director

Division of General and

Restorative Devices


Office of Device Evaluation

Center for Devices and


Radiological Health


Enclosure


//7
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MICAIION FOR UM

51OCk) Number Cif known):


Device Name: TSMion Jýmc YA" -IM (.J-Vlj


'-Jaidications for Use: The IW device is a sterile, single-we device intended to be

used as a pubouredral sling iridicated for wmbrtent of sft=

winary inconfinence (SUD, for feýnale urinary incontinence


restilting from xre&m] hypermobility and/or irwinsic sphincter

deficiency Ihe TVr Intro&= and Rigid Catheter Chude

accessories are intended to fadlitate placment of the TVT

device 7he acoemories, available separately, am provided


non-sterile and are raLRable.


(PLEASE DO NOT WRrM BELOW TMS LINE - CONTINUE ON

ANOTHM PAGE DF NEEDED)


Concurrence of CDRli, Office of Demce Evaluation (ODE)


--Over-The Counter AJýe
OR

(Per 21 CFR 801.109)


(Optional Format 1-2-9Q)


r
 .3 1 Re

5 1 quinber


Tension F= Vaginal Tape (IVI) System

L-MCON, Inc.
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Photographs of SPARCTM System Components
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SPARCTMInsertion Tools
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SPARCI'm Sling Mesh with Attached Dilators


SPARCTm Needle and Dilator


SPARCI'm Cystoscopy Aids


//ý
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Appendix D


Sling Adjustability in Meat - Test Photos
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Appendix E


Polypropylene Genotoxicty Literature Review
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 Stainless Steel Biocompatibility Bibliography
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Sterilization Rationale an l Information
(b) (4)



AMERICAN MEDICAL SYSTEMS


Leaders in Innovation

Dedicated to Customers, Improving Patients' Lives


Test Report

(b)(4) Testing



(b)(4) Testing



(b)(4) Testing
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Test Rep
Page 5 of 7


5.0 ATTACHMENTS


//0
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Test Repo
Page 6 of 7


5.1 Sealed Polyethylene Bags

(b) (4)



(b)(4) Testing



Test Rep
Page 7 of 7


5.2 l Test Data
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American Medical L/S, SST, W/PP Sling, 724034SOLS

Systems 

For 72403480 Rev: A

LS (confidential - uncontrolled copy unless stanved in red) Page: 3 of 5


AMS SPARC Sling System

1 Polypropylene slingimesh

2 Handles

2 Needles

2 Dilators

2 Cystoscopy Aids


* DO NOT RESTERILIZE


A SEE MANUAL FOR ALL

WARNINGS AND

Dacphirrinue


7777777


L T
-Loj

USE BEFORE DATE


????????


Barcoded Lot # - See NOTES 2, 3


Sterilization Method

See Table 1


See NOTE 4

See NOTE 3

See NOTE 5


/0


Figure A



American Medical US, SST, W/PP Sling, 7240348OLS

Systems For 72403480 Rev: A

LS (confidential - uncontrolled copy unless stanped in red) Page: 4 of 5


See Table 1


AMS SPARC Slina System

REF 7??????????? LOT ?????????


AMS SPARC Sling System

REF ???????????? LOT ???M???


AM$ SPARC Sling System

REF 77?????????? LOT ?????????


AM$ SPARC Sling System

REF ???????????? LOT ?7.?77.??7.?


AMS SPARC Sling System
FIEF 7 7 ???????? LOT ?????????


AW SPARC Sling System
FIEF ???????????? LOT ?????????


AMS SPARC Sling System

REF 77777?7?77?7 LOT 7?7??????


AW SPARC Sling System
REF 77?777???7?7 LOT 7?7??????


Barcoded Lot #


See NOTES 273
S11


See Note 3


/ ýýx


Figure B



American Medical L/S, SST, W/PP Sling,

Systems For 72403480

LS (confuimtwl - mcontmIkd copy wdess swrTed in nw)


AMS SPARC Sli'ng S slem

AMS SPARC Sling System

1 Polypropylene Sling/Mesh

2 Handles

2 Needles

2 Dilators

2 Cystoscopy Aids


Systbme de bandelette SPARC AMS

1 Bandelette en polypropyltne

2 Poignies

2 Aiguilles

2 Conn ecteurs

2 Aides pour la cystoscopie


AMS SPARC Schlingensystem

1 Polyp ropylen - Netzgewebeschlinge

2 Griffe

2 Nadeln

2 Konnektoren

2 Zystoskopiehilfen


Sistema di sling AMS SPARC

I rele di sling in polipropilene

2 impugnature

2 aghi

2 dilatatori

2 accessori per cistoscopia


Sistema de Cabestrillo SPARC AMS

1 Cabestrillo de polipropileno

2 Mangos

2 Agujas

2 Dilatadores

2 Accesorios para cistoscapia


Sistema de suspens5o sem ancoragem

SPARC AMS

1 dispositivo de suspens5o e rede

de Polipropileno


2 punhos

2 agulhas

2 dilatadares

2 acess6rios para cistoscopia


7240348OLS

Rev: A

Page: 5 of 5


PRODUCT NUMBER See Table 1
Nomire do produit

Katalolnummer 77777777

Rumors di codice . . . . . . . .


"Imero do produdo


lhimere do Froduto 

SteMization Method


A SEE MANUAL FOR ALL See Table I

WARNINGS AND PRECAUTIONS


Do NOT RESTERMIZE

OR REUSE See NOTE 4


STERUZAMON METHM ETO 
See NOTE 3
JSTERILEJE


MANUFACTURE DATE See NOTE 5


7777777777
..........


[10-T] 
777777777777


USE BEFORE DATE


7771?777777

2 

. . . . . . . . . .


American Medical Systems, Inc.

10700 Bran Road West

Minnetonka, MN 55343 U.S.A.

U.S. Tall-free: (1) 800.328.3881

Telephone: (1) 952.933.4666

Fax: (1) 952.930.6157


(E

0086


AMS France

19 bis avenue du Qu6bec

91951 Courtaboeul Cedex

France


Caution: Federal law (USA) restricts sale ol this device by or on the order of a physician. See NOTE 3


777777777 See Table I


REF See NOTE 5
AMS SPARC Sling Splem 
"_'7T


. . . . . . . . . .

A A Vý^Avvx-* 4L


11111111


'L; 

AN %ýV -ý


ee NOTE 2, Table I

Barcoded Lot


#-Lsee NOTES 2,3


15-0 
Figure C
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instructions for Use

AMS SupraPubic Arc (SPARCTM)Sling System


These instructions are recommended for general use of this device for the treatment of

stress urinary incontinence or ISD in a sling and/or suspension procedure. Variations in

use may occur in specific procedures due to individual technique and patient anatomy.


Description:

SPARCTM System consists of the following:

" Two SPARCTM single-use needle passers, provided sterile

" AMS Polypropylene sling mesh with attached dilators, provided sterile

" Two plastic cystoscopy aids, provided sterile, (optional use)


[drawing of device]


The SPARCTM Sling System is a sterile, single use procedure kit consisting of:


Two stainless steel, curved, 22-cm long, needle passers. Each end of the needle

passer is keyed to allow for secure placement of the handles and dilators. Each

needle passer has a plastic, ergonomic rotatable handle attached. The handles of

the needle passers can be rotated in 9CP increments, allowing the surgeon to

customize the handle/needle positioning.

One piece of AMS Polypropylene sling mesh with attached dilating connectors. The

AMS Polypropylene sling mesh is constructed of polypropylene monofilament that is

precut to 1.0crn width x 50cm length. Two plastic sheaths that overlap in the center

of the sling mesh cover the sling mesh and protect it during placement. The plastic

covering initially covering the mesh is designed to minimize the risk of contamination.

Dilating connectors are attached to either end of the plastic sheaths. The dilating

connector is attached to the vaginal ends of the SPARCTm needle passers; during the

procedure. The AMS Polypropylene sling mesh is intended to remain in the body as

a permanent implant and is not absorbed or degraded by the action of tissue

ingrowth or tissue enzymes.

Two blue colored plastic cystoscopy aids are included in the kit in order to facilitate

cystoscopic viewing of the bladder. The use of these cystoscopy aids is optional.


Indications:

The SPARCTM Sling System is intended for the placement of a pubourethral sling for the

treatment of female stress urinary incontinence (SUI) resulting from urethral

hypermobility and/or intrinsic sphincter deficiency.


Instructions for Use:

The SPARCTM procedure can be carried out under local, spinal or general anesthesia.

The dissection required is minimal. One or 2 small transverse incisions are made in the

anterior vaginal wall followed by paraurethral dissection. Two small transverse

suprapubic incisions are also made for needle entry. At the physician's discretion, a

larger, single incision may be used.


/5-2
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STEPS:

1) Make a sagittal incision about 0.5 cm long approximately 1.0 cm from the urethral


meatus, on the anterior vaginal wall.

2) Make 2 small paraurethral dissections just above the symphysis, not more than


4-5 cm apart, to allow a finger to pass and meet the needle.

3) Make two abdominal incisions of about 1 cm on each side of the midline, near


the back of the pubic bone. At the physician's discretion, a larger single incision


may be used.


4) Grasp the handle of the first needle. The push button on the needle handle

releases the handle from the needle, allowing you to rotate the handle to the

position you prefer. Be sure that both handles are attached to the needles in a

secure manner.


5) Ensure that the bladder is empty. Pass the needle through one of the suprapubic

incisions. Using the posterior side of the pubic bone, walk the needle toward the

vaginal incision.


6) Use the index finger of the other hand to meet the tip of the needle, guiding it

through the enclopelvic fascia and into the vaginal incision.


7) When the first needle is in place, pass the second needle in the same way on the

contra lateral side.


8) If there is a desire to use the cystoscopy aid, one should be passed up each

needle. If there is urine flowing out of either needle, it is likely that the bladder

was punctured.


9) Whether or not the cystoscopy aids are used, cystoscopy should be performed to

confirm bladder integrity once both needles are in place.


10) Attach the dilating connectors (that are pre-attached to the AMS Polypropylene

sling mesh material) to the needles. One dilating connector should be attached to

each of the needles on the end protruding from the vagina. Orient the blue

markings on the sheath facing outward, away from the urethra. Be sure that the

sling mesh lies flat and that the sling mesh is not twisted prior to attaching the

second dilating connector, as the dilating connectors cannot be removed once

they are snapped into place. The dilating connectors are keyed at 909 intervals

and may need to be rotated to snap on easily.


/ _ý;-_3
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CAUTION: To assure easy access and removal of the tensioning suture, be

sure when attaching the dilating connectors to the needle that the sling is

oriented such that the visible tensioning sutures will not be against the urethra,

but will be facing outward. See diagram.


11) Verify that the dilating connectors are snapped securely in place to ensure that

they do not fall off as the needles are pulled up through the body.


12) Once the sling mesh is attached, pull the needles up through the suprapubic

incisions.
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13) Secure each end of the sling mesh with a clamp. Cut the sling mesh


approximately 3 cm away from the dilating connectors, assuring that you have

cut inside the blue markings at each end of the plastic sheath, and discard the

needles, handles and dilating connectors.


14) Position the sling mesh under the midurethra without tension. The blue marking

on the sheath is located in the center of the sling mesh and can be used for


centering the sling mesh under the midurethra.


15) Once desired placement is achieved, remove the plastic sheath from the sling

mesh by pulling up from both sides, one side at a time. To avoid over-tightening

the sling mesh while removing the plastic sheath from the sling, keep a forceps

or other instrument between the tape and urethra during removal.


16) The blue tensioning suture of the sling mesh may be used for further tensioning

adjustment once the plastic sheath is removed.


To loosen the sling mesh:

Place a device such as a clamp between the sling mesh and the urethra. Ensure

that both the mesh and the tensioning suture are located beneath the clamp.

Use the clamp to pull down and loosen the sling mesh as desired.


To tighten the sling mesh:

Place a device such as a clamp, across the sling mesh, suprapubically. Be sure

that both the tensioning suture and the complete width of the sling are captured

within the clamp. The sling mesh may be rolled around the clamp to improve the

grip. Pull up to tighten the sling mesh as desired. If needed, this can be

repeated on the contralateral side.


17) After sling is tensioned as desired, cut the tensioning suture lateral to the urethra

on both sides and remove


Caution: Cut only the tensioning suture, and not the sling mesh, while removing

the tensioning suture. It is only necessary to remove the tensioning suture in the

area of the urethra.


18) Trim the sling mesh to size.

19) Close the suprapubic and vaginal incisions.

20) At the physician's discretion, a Foley catheter or suprapubic tube can be utilized


until the patient is able to void-.


Contraindications:

" Do not perform this procedure on pregnant patients

" The risks and benefits of implanting the AMS Polypropylene sling mesh in women


planning future pregnancies should be carefully considered.

" The risks and benefits of using the SPARCTM procedure on patients with blood


coagulation disorders should be carefully considered.

" The risks and benefits of using the SPARCTM procedure on patients with


compromised immune systems or any other conditions that would compromise

healing should be carefully considered.


" The risks and benefits of using the SPARCTM procedure on patients with renal

insufficiency and upper urinary tract obstruction should be carefully considered. /5-,57
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General

" Users should be familiar with surgical procedures and techniques involving


non-absorbable meshes before using the SPARCTm device.

" Users should be familiar with surgical technique for bladder slings and suspensions


before employing the SPARCTMsystem.

" Users should note the importance of placing the sling mesh without tension under


the mid-urethra.

" Good surgical practice should be followed for management of contaminated or


infected wounds.

" Use of the SPArc procedure should only be considered for patients whom the


physician determines are adequate surgical risks.

" Vaginal or urinary tract infection should be treated prior to implantation.


Procedural

" Do not use the SPARCTM System with a transvaginal surgical approach.

" It is important to verify the tension and placement of the sling mesh prior cutting the


tensioning suture, as the sling mesh may be difficult to adjust or remove after the

tensioning suture is cut.


" Take care to avoid vessel perforation. Observe patient for any signs of retropubic

bleeding.


" Cystoscopy should be performed to confirm bladder integrity or detect bladder

perforation.


" Take care to avoid perforation of the urethra or bowel during needle placement.

" The dilating connectors should be pushed on to the needles slowly, moving up


toward the needle handle.

" Do not remove the plastic sheath until the sling mesh is in its desired position.

" Do not contact the AMS polypropylene sling mesh with any staples, clips or other


instruments that may damage the mesh.


Post Procedure

" If subsequent infection occurs, the entire sling mesh may have to be removed or


revised.

" The patient should be counseled that future pregnancies may negate the effects of


the surgical procedure and the patient may again become incontinent.

" Patients should be counseled on abstaining from heavy lifting, exercise and


intercourse for a minimum of 4 weeks. Patients can return to other normal daily

activities at the physician's discretion, often one to two weeks.


" If dysuria, bleeding or other problems occur, the patient should be instructed to call

the surgeon immediately.


Device Related


Do not re-sterilize or reuse this device. The SPARCTm device is intended for single

use only. No portion of this procedure kit is reusable.

Inspect each component of the system prior to use, non-functional instruments

should not be used and should be returned to AMS.
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" Do not use any part of the SPARCTM procedure kit beyond the indicated expiration

date.


" Do not use the SPARCTM procedure kit if the package is opened or damaged, as


sterility may be compromised.

" To maintain sterility, only the innermost pouch should be introduced into the sterile


field.

" Store the SPARCTM procedure kit in a clean, dry, dark area at room temperature.


Adverse Events

" As with all implants, local irritation at the wound site and/or a foreign body response


may occur.

" Tissue responses to the implant could include extrusion, erosion through the urethra


or other surrounding tissue, migration of the device from the desired location, fistula

formation and inflammation. The occurrence of these responses may require

removal of the entire sling mesh.


" Like all foreign bodies, the AMS polypropylene sling mesh may potentiate an existing

infection.


" Overcorrection may cause temporary or permanent lower urinary tract obstruction

and retention.


" Known risks of surgical procedures for the treatment of incontinence include pain,

infection, erosion, device migration, complete failure of the procedure resulting in

incontinence and mild to moderate urinary incontinence due to incomplete support or

excess bladder contractions.


CAUTION: FEDERAL LAW (USA) RESTRICTS THIS DEVICE TO SALE BY OR ON

THE ORDER OF A PHYSICIAN


STERILEIETO (symbol)

AMS addresses


1,5- ý'
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PREMARKET NOTIFICATION


TRUTHFUL AND ACCURATE STATEMENT*


(As Required by 21 CFR 807.870))


I certify that, in my capacity as Sr. Regulatory Affairs Specialist of American


Medical Systems, I believe to the best of my knowledge, that all data and


information submitted in this premarket notification are truthful and accurate and


that no material fact has been omitted.


C,


ao

( 7Unger Sackett Glaser, Sr. Regulatory Affairs Associate


American Medical Systems, ADril 20, 2001
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510(k) Summary

SPARCTMSling System


510(k) Number


Submitter/Contact Person:

Ginger Sackett Glaser

Sr. Regulatory Affairs Specialist

American Medical Systems

10700 Bren Rd. W

Minnetonka, MN 55343


Phone: (952) 930-6541

Fax: (952) 930-6496

Email: ginizer.jzlaser@visitams.com


Device Name and Classification:

Trade Name: SPARCTM Sling System

Common/Usual Name: Surgical Mesh, Sling, Urethral Sling

Classification Name: Surgical Mesh, polymeric

Product Code: FTL

Classification: Class H


Manufacturing Location:

American Medical Systems, Inc.

10700 Bren Rd. West

Minnetonka, MN 55343


Predicate Devices:

Tension Free Vaginal Tape (TVT) System by Ethicon, Inc. - K974098


Indications for Use:

The SPARCTM Sling System is intended for the placement of a pubourethral


sling for the treatment of female stress urinary incontinence (SUI) resulting

from urethral hypermobility and/or intrinsic sphincter deficiency.


Device Description:

The SPARCTM Sling System is a sterile, single use procedure kit consisting

of:


Two stainless steel, curved, 22-cm long, needle passers (also called

insertion tools).


One piece of AMS Polypropylene sling mesh with attached

dilating connectors. The AMS Polypropylene sling mesh is

constructed of polypropylene monofilament that is precut to 1.Ocm



width x 50cm length. A fixed blue polypropylene anchoring suture

runs through the middle of the sling mesh. Two plastic sheaths that


overlap in the center of the sling mesh, cover the sling mesh and

protect it during placement.


Dilating connectors are attached to either end of the plastic

sheaths. The dilating connectors are used to attach to the vaginal

ends of the SPARCTm needle passers during the procedure to

facilitate sling placement.


Two blue colored plastic cystoscopy aids are included in the kit in

order to facilitate cystoscopic viewing of the bladder. The use of

these cystoscopy aids is optional.


Summary of Testing

The material used in the SPARCTM 

Sling System has been demonstrated to be

biocompatible.


The SPARCTM Sling System has been tested for a variety of physical

characteristics including tensile strength and suture pull strength and has been

shown to be equivalent to the listed predicate devices.


/ (,,



FDA/CDRH IMAGING SYSTEM


Page Count Discrepancy Information


-Týe- ctqý e 11,16 / -3 5- -15 X4-ý-


verffim Initials


	510KSUM
	510KSUM

	FOLDER - SURGICAL MESH
	DECISION LETTER
	ADD. SUB. 12-JUN-1
	REQ. FOR ADD. INFORMATION
	ORIGINAL SUBMISSION
	INDICATIONS FOR USE
	PREMARKET NOTIFICATION 510(K)
	APP. A: PREDICATE DEVICE LABELING
	APP. B: PREDICATE DEVICE SUMMARY
	APP. C: PHOTOGRAPHS
	APP. D: SLING ADJUSTABILITY PHOTOS
	APP. E: GENOTOX. LITERATURE REVIEW
	APP. F: BIOCOMP. BIBLIOGRAPHY
	APP. G: STERILIZATION
	APP. H: SPARC - PROPOSED LABELING
	APP. I: T & A STATEMENT
	APP. J: 510(K) SUMMARY
	PAGE COUNT DOSCREPANCY INFO. PAGE




