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510(k) Summary for Blue SUI Sling
ocr 1o
A. Sponsor )]
Boston Scientific Corporation
Urology and Gynecology Division
100 Boston Scientific Way
Marlborough, MA 01756

B. Contact
Janet A. McGrath
Principal Specialist Global Regulatory Affairs
508-683-4726
or
Donna Gardner
Director, Regulatory Affairs
508-683-4398

C. Device Name
Tradename: Obtryx II System
Common/usual name: Surgical Mesh
Classification Name: OTN — Mesh, Surgical, Synthetic, Urogynecologic, for
Stress Urinary Incontinence, Female, Multi-Incision
21 CFR 878.3300, Class I

D. Predicate Device(s)

Tradename: Advantage , Advantage Fit & Lynx Systems
Obtryx, Prefyx Systems
Common/usual name: Surgical Mesh
Classification Name: FTL- Mesh, Surgical, Polymeric
21 CFR 878.3300, Class 11
Premarket Notification: Boston Scientific Corporation,
= KO020110
= K040787

E. Device Description
The proposed sling is a sterile, single use device, consisting of a synthetic mesh
sling assembly and packaged with a delivery device. The mesh assembly consists
of a blue knitted polypropylene monofilament fiber mesh body implant,
association loops, dilator legs, sleeves, leader loops, center tab and lead.

Traditional 510(k)
Obtryx II System
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The proposed sling is packaged with (2) delivery devices (Halo or Curved) which
1 are used in conjunction with the mesh assembly to place the mesh implant. Each
of the delivery devices consist of a polymer handle and a stainless steel needle
“which extends from the handle. The tip of the needle has a slot which is used to
attach the association loop of the mesh assembly.

F. Intended Use
The mesh implant is intended for use as a suburethral sling for the treatment of
stress urinary incontinence resulting from hypermobility and/or intrinsic sphincter
deficiency.

G. Technological Characteristics
The proposed sling has the same and/or equivalent technological characteristics
(i.e. mesh design and mesh material) as the predicates K020110 & K040787.

H. Substantial Equivalence
Utilizing FDA’s Guidance for Industry and FDA Staff “Format for Traditional
and Abbreviated 510(k)s” and “Guidance for the Preparation of a Premarket
Notification Application for a Surgical Mesh”, a direct comparison of key
characteristics demonstrates that the proposed sling is substantially equivalent to
the predicate sling in terms of intended use, technological characteristics, and
performance characteristics tested. The proposed sling is as safe, as effective, and
performs as well as the predicate devices.

I. Non-Clinicial Testing
Material testing was performed to demostrate that the material properites are
suitable for the intended use.

Bench testing was performed to demostrate that the device as manufactured
meets performance specifications. Test results demostrate that the device meets
the predetermine specifications and is acceptable for clinical use.

Biocompatiblity testing was performed in accordance to standard EN I1SO 10993-
1 for each of the patient contacting materials, and results demonstrate that the
device is biocompatible for its intended use.

Conclusion:

Based on material, biocompatiblity, bench testing, and the proposed device
labeling, the Obtryx Il System is substantially equivalent to the identified
predicate devices in terms of intended, use , safety and effectiveness.

Traditional 510(k)
Obtryx Il System
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room —~-WO66-G609
Silver Spring, MD 20993-0002

: 0
Ms. Janet A. McGrath (T 10 A

Principal Specialist Global Regulatory Affairs
Boston Scientific Corporation

100 Boston Scientific Way, M21
MARLBOROUGH MA 01752

Re: Kl121754
Trade/Device Name: Obtryx II System
Regulation Number: 21 CFR§ 878.3300
Regulation Name: Surgical mesh
Regulatory Class: 11
Product Code: OTN
Dated: September 19,2012
Received: September 20, 2012

Dear Ms. McGrath:

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

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

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing

(21 CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 53 1-542 of the Act); 21 CFR 1000-1050.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutF DA/CentersOffices/CDRF/CDRHOffices/ucm115809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, "Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http:/fwww.fcia._gov/MedicalDeviceszesomcesforYou!Industryfdefault.htrri.

Division of Reproductive, Gastro-Renal,
and Urological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure

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



Records processed under FOIA Request #2013-9072; Released by CDRH on 08-24-2015

Boston Scientific Corporation

Indications for Use Statement

51000 Number (f Known): ! 21724

Device Name: Obtryx II System

Indications For Use:

The mesh implant is intended for use as a suburethral sling for the treatment of stress
urinary incontinence resulting from hypermobility and/or intrinsic sphincter deficiency.

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

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE
IF NEEDED) | '

ice Evaluation (ODE)

Concurren(/:e' f CDRH, Office of

. % g7 K&sz/

(DDM Sign-Off) .
ivision of Reproductive,
Urdfogical Devnces Gastro-Renal, and

510(k) Number 52/ 7 5 ¢

Traditional 510(k)
Obtryx I System

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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;w Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room —W066-G609
Silver Spring, MD 20993-0002

Ms. Janet A. McGrath

Principal Specialist Global Regulatory Affairs
Boston Scientific Corporation
Urology/Woman’s Health

100 Boston Scientific Way, M21
MARLBOROUGH MA (1752

Re: KI121754 ‘ ' .
Trade Name: Blue SUI Sling 012
Dated: June 13, 2012 : UUL 3 02
Received: June 14, 2012

Dear Ms. McGrath:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above. We cannot determine if the device is substantially equivalent to a legally
marketed predicate device based solely on the information you provided. To complete the
review of your submission we require the following:

1

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

U.S8. Food and Drug Administration
"y, Center for Devices and Radiological Health
#a ' Document Control Center W0O66-G609
' 10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

June 15, 2012

BOSTON SCIENTIFIC CORP. 510k Number: K121754
UROLOGY/WOMAN'S HEALTH ived: 6/14/

100 BOSTON SCIENTIFIC WAY Received: 6/14/2012

M21 .
MARLBOROUGH, MASSACHUSETTS 01752 Product: BLUE SUI SLING

ATTN: JANET A. MCGRATH

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

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

On September 27, 2007, the President signed an act reauthorizing medical device user fees for fiscal years 2008
- 2012, The legislation - the Medical Device User Fee Amendments of 2007 is part of a larger bill, the Food
and Drug Amendments Act of 2007. Please visit our website at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/Overview/MedicalDevice UserFeeandMod
ernizationActMDUFMA/default.htm : ‘

for more information regarding fees and FDA review goals. 1n addition, effective January 2, 2008, any firm
that chooses to use a standard in the review of ANY new 510(k) needs to fill out the new standards form

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

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

45

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Product, and Device Applications/Submissions: Compliance with Section 402(j) of The Public Health Service Act,
Added By Title VIII of The Food and Drug Administration Amendments Act of 2007
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarketY ourDevice/PremarketSubmissio
ns/PremarketNotification510k/ucm134034.htm. According to the draft guidance, 510(k) submissions that do not
contain clinical data do not need the certification form. _

Mease note the following documents as they relate to 510(k) review: 1) Guidance for Industry and FDA Staff
.ntitled, “Interactive Review for Medical Device Submissions: 510(k)s, Orlgmal PMAs, PMA Supplements,
Orlgmal BLAs and BLA Supplements”. This guidance can be found at .

http://www.fda. gow’MedlcaIDewces/DevnceRemlat:onandGu:dance/Gu1danceDocuments/ucm089402 htm. Please
refer to this guidance for information on a formalized interactive review process. 2) Guidance for Industry and FDA
Staff entitled, "Format for Traditional and Abbreviated 510(k)s". This guidance can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/

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

In all future premarket submissions, we encourage you to provide an electronic copy of your submission. By doing
s0, you will save FDA resources and may help reviewers navigate through longer documents more easily. Under
CDRH's e- Copy Program, you may replace one paper copy of any premarket submission (e.g., 510(k), IDE PMA,
HDE) with an electronic copy. For more information about the program, including the formatting requiremcnts,
please visit our web site at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket Y ourDevice/PremarketSubmissio
ns/ucm [34508.html. In addition, the 510(k) Program Video is now available for viewing on line at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/HowtoMarket Y ourDevice/PremarketSubmissio
ns/PremarketNotification5 | Ok/ucm070201.htm .

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

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

Sincerely,

510(k) Staff

46

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

From: Microsoft Cutlook
To: ’ ‘megrathj@bsci.com’
; Seat: Friday, June 15, 2012 7.54 AM
bject: Relayed: K121754 ACK Letter

Delivery to these recipients or distribution lists is complete, but delivery notification was not
sent by the destination:

'megrathj@bsci.com'’

Subject: K121754 ACK Letter

S;ent by Micrasoft Exchange Server 2007 ] : :

1 47

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-81 ;18



Records processed under FOIA Requ%?%%ed by C?/on 08-2/74-201L5/

Boston
Scientific

Urology
Gynecology

100 Boston Scientific Way
Marlborough, MA 01752-1234

www.bostonscientific.com

June 13, 2012

Food and Drug Administration

Center for Devices and Radiological Health

Office of Device Evaluation

Document Mail Center (HFZ-401) il
9200 Corporate Blvd. FDA CDRYE
Rockville, Maryland 20850 JUN 1 4 2ol

Subject: Premarket Notification- Traditional 510(k) Recelved
Device Name: Blue SUI Sling
Device Type: Surgical Mesh
Regulation Number: 21 CFR
Regulatory Class: II
Product Code: OTN
Panel: Obstetrics and Gynecology

Dear Sir/Madam,

In accordance with Section 510(k) of the Federal Food, Drug and Cosmetic Act, and in
conformance with 510(k) Notification, 21 CFR 807.90(¢), Boston Scientific Corporation
(BSC) hereby submits this Original Traditional 510(k) and three copies (one electronic
copy that is an exact duplicate of the original paper submission and two paper copies) for
the “Blue SUI Sling .

The proposed Blue SUI ism and is very similar in
terms of design and matenals to a previously cleared Blue Sling by Boston Scientific

K040787. The proposed Mid Urethral Sling share principal characteristics, including:

- Identical indications for use

- Same fundamental design in that they consist of similar mesh assembly and
identical delivery devices ( alo and curved) designs.

- Same base materials used for the mesh implant, polypropylene

Per the recommendations in the Guidance for Industry and FDA Staff, “Format for

Traditional and Abbreviated 510(k)’s” please refer to Cover Letter: Attachment A for a
table summarizing the design and use of the device.

’$

or 399

‘ Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-%@-%118
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Boston Scientific Corporation considers its intent to manufacture and distribute this
device to be confidential commercial information, and therefore exempt from public
disclosure according to 21 CFR 807.95.

If you have any questions regarding this Premarket Notification, please contact me at
(508) 683- 4726 or by facsimile at (508) 683-5827.

Sincerely, 2 ,

Janet A. McGrath

Principal Specialist, Global Regulatory Affairs
Urology and Gynecology

Boston Scientific Corporation

e-mail: megrathj@bsci.com

| e 349
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 3BA-G]F9$8TT8- OF 3
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Boston Scientific Corporation
Traditional 510(k): Premarket Notification
Blue SUI Sling

June 12, 2012

Device Panel: General Surgery

Branch: Office of Device Evaluation
Center for Devices and Radiological Health

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

Section 1

Medical Device User Fee Cover Sheet
(Form FDA 3601)

This section does not apply. Third-party review submissions are exempt from user fees.

Traditional 510(k)

Blue SUI Sling Page 2 of 349
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Form Approved: OMB No. 0910-511. See Instructions for OMB Statement.

nvent oevecamion vowee R
MEDICAL DEVICE USER FEE COVER SHEET Write the Payment Identification number on your check.
A completed cover sheet must accompany each original application or supplement subject to fees. If payment is sent by U.S. mail or

courier, please include a copy of this completed form with payment. Payment and mailing instructions can be found at:
http://lwww.fda.gov/oc/mdufma/coversheet.html

1. COMPANY NAME AND ADDRESS (include name, street 2. CONTACT NAME

address, city state, country, and post office code) Lisa Sullivan

2.1 E-MAIL ADDRESS

BOSTON SCIRNTIFIC CORP lisa.sullivan@bsci.com

100 BOSTON SCIENTIFIC WAY

us 508-683-4745
1.1 EMPLOYER IDENTIFICATION NUMBER (EIN) 2.3 FACSIMILE (FAX) NUMBER (Include Area code)
(b)(4) | 508-683-5827

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

Select an application type: 3.1 Select a center

[X] Premarket notification(510(k)); except for third party [X] CDRH

[ 1513(g) Request for Information [1CBER

[ ] Biologics License Application (BLA) 3.2 Select one of the types below
[ ] Premarket Approval Application (PMA) [X] Original Application

[ ] Modular PMA Supplement Types:

[ ] Product Development Protocol (PDP) [ 1 Efficacy (BLA)

[ ] Premarket Report (PMR) [ ] Panel Track (PMA, PMR, PDP)
[1Annual Fee for Periodic Reporting (APR) []1Real-Time (PMA, PMR, PDP)
[]130-Day Notice [1180-day (PMA, PMR, PDP)

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

[1YES, | meet the small business criteria and have submitted the required [X] NO, I am not a small business

qualifying documents to FDA
4.1 If Yes, please enter your Small Business Decision Number:

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

[X] YES (All of our establishments have registered and paid the fee, or this is our first device, and we will register and pay the fee within
30 days of FDA's approval/clearance of this device.)

[1NO (If "NO," FDA will not accept your submission until you have paid all fees due to FDA. This submission will not be processed; see
http://lwww.fda.gov/cdrh/mdufma for additional information)

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

[ 1 This application is the first PMA submitted by a qualified small business, [] The sole purpose of the application is to support
including any affiliates conditions of use for a pediatric population

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

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

[1YES [X] NO

PAPERWORK REDUCTION ACT STATEMENT

Public reporting burden for this collection of information is estimated to average 18 minutes per response, including the time for reviewing
instructions, searching existing data sources, gathering and maintaining the data needed, and completing and reviewing the collection of

information. Send comments regarding this burden estimate or any other aspect of this collection of information, including suggestions for
reducing this burden, to the address below.

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

Department of Health and Human Services, Food and Drug Administration, Office of Chief Information Officer, 1350 Piccard Drive, 4th
Floor Rockville, MD 20850
[Please do NOT return this form to the above address, except as it pertains to comments on the burden estimate.]

8. USER FEE PAYMENT AMOUNT SUBMITTED FOR THIS PREMARKET APPLICATION

02-Mar-2012

Form FDA 3601 (01/2007)

"Close Window" Print Cover sheet

Page 3 of 349
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118

https://userfees.fda.gov/OA HTML/mdufmaCScdCfgltemsPopup.jsp?ordnum=6060582 3/2/2012
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Boston Scientific Corporation CONFIDENTIAL

Section 2

CDRH Premarket Review Submission Cover Sheet
and

FDA Form 3674, Certificate of Compliance with
ClinicalTrials.gov

Traditional 510(k)

Blue SUI Sling Page 5 of 349
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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DEPARTMENT OF HEALTH AND HUMAN SERVICES
FOOD AND DRUG ADMINISTRATION

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET

Form Approval

OMB No. 0910-0120

Expiration Date: December 31, 2013
See OMB Statement on page 5.

Date of Submission
June 12,2012

SECTIONA
PMA

[[] ©riginal Submission
[[] Premarket Report
[] Modular Submissian
[[] Amendment
[[] Report
[] Report Amendment
[] Licensing Agreement

PMA & HDE Supplement
[] Regular (180 day)

[] special

[ Panel Track (PMA Only)
[] 30-day Supplement

[] 30-day Notice

[] 135-day Supplement
[] Real-time Review

D Amendment to PMA &
HDE Supplement

[]other

User Fee Payment ID Number
MDG6060582-956733

TYRE OF SUBMISSION
PDP

[] original PDP

[] Notice of Completion

["] Amendment to PDP

510(k)
[X] original Submission:
[X] Traditional

[] Special

Abbreviated (Complete
seclion |, Page 5)

[] Additional Information
[] Third Party

FDA Submission Document Number (if known)

Meeting
[] Pre-510(K) Meeting
[ ] Pre-IDE Meeting
[ ] Pre-PMA Meeting
[] Pre-PDP Meeting
|:| Day 100 Mesting
|:| Agreement Meeling
[] petermination Meeting
|:| Other (specify):

IDE

[ ] original Submission
[ ] Amendment
[ ] Supplement

Humanitarian Device
Exemption (HDE)
|:| Qriginal Submission
[ ] Amendment
[] supplement
[]Report
[] Report Amendment

Class |l Exemption Petition

[ ] original Submission
[ ] Additional Information

Evaluation of Automatic
Class lll Designation
(De Novo)

[ ] original Submission
[] Additional Information

Other Submission

[]513(a)
[] other

(describe submission):

ON B
Company / Institution Name

Boston Scientific Corporation

Have you used or cited Standards in your submission?

Yes [ |No

A OR SPO
Establishment Registration Number (if knowr)

1225056 (operator/owner# 9912058)

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

Division Name (if applicable)

Urology /Woman's Health

(508) 683-4726

Phone Number (including area code)

Street Address FAX Number (including area code)
100 Boston Scientific Way ,M21 (508) 683-5827
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[] Software/Hardware
[[] Color Additive
[] Material
[] Specifications
|:| Other (specify below)

[] Location change:
[] Manufacturer
[] sterilizer
[] Packager

D Process change:
[] Manufacturing [ ] Packaging
|:| Sterilization

[] other (specify below)

D Response to FDA correspondence:

D Labeling change:
[] Indicatiens
[] Instructions
[[] Performance Characteristics
[[] sheif Life
[] Trade Name
[[] other (specify below)

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

[] change in Ownership
|:| Change in Correspondent
|:] Change of Applicant Address

[:] Other Reason (specify):

[] New Device

[] New Indication

[] Addition of Institution

[ ] Expansien / Extension of Study
[ ] IRB Certification

[ ] Termination of Study

I:] Withdrawal of Application

[ ] Unanticipated Adverse Effect
I:] Notification of Emergency Use
[ ] Compassionate Use Request
[ ] Treatment IDE

[ ] Continued Access
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[] change in:
[:] Correspondent/Applicant
[] Design/Device
[] Informed Consent
[] Manufacturer
[] Manufacturing Process
[] Protocal - Feasibility
[] Protocol - Other

[]sponsor

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

[] Final

[:] Response to FDA Letter Concerning:
[] Cenditional Approval
[] Deemed Approved
[] Deficient Final Report
|:| Deficlent Progress Report
|:| Deficlent Investigator Report

[] Disapproval

[] Request Extension of
Time to Respond to FDA

[] Request Meeting
[] Request Hearing

|:| Other Reason (specify):

SECTIOND3

[*X] New Device

REASON EOR SUBMISSION - 510(k)

[] Additional or Expanded Indications

[[] change in Technology

[] other Reason (specify):
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SECTIONE ADDITIONAL INFORMATIONON 510(K) SUBMISSIONS

Product codes of devices to which substantial equivalence is claimed Summary of, or statement concerning,
- safety and effecliveness information
1| FTL 2| FIL 3 4
[E 510 (k) summary attached
5 6 7 8 []510 (k) statement
Information on devices to which substantial equivalence is claimed (if known)
510(k) Number Trade or Proprietary or Model Name Manufacturer
K020110 Advantage and Advantage Fit Systems Boston Scientific
1 1| Lynx Systems 1
K040787 Obtryx Systems ( Halo & Curved) Boston Scientific
2 2 2
3 3 3
4 4 4
5 5 5
6 6 6
0 PRODLU ORMATION - APP ATIO o) ADPD ATIC
Common or usual name or classification name
Surgical mesh
Trade or Propristary or Medel Name for This Device Model Number
1| Blue SUI Sling 1| M0063505110,M0068505111,M0068504110,M0068504y
2 2
3 3
4 4
5 5
FDA document numbers of all prior related submissions (regardless of outcome)
1 2 3 4 5 6
7 8 9 10 11 12
Data Included in Submission
Laboratory Testing [:| Animal Trials [:I Human Trials
SECTIONIG PRODUGT/GLASSIFIGATION - APPLICGATION!TO/ALL APPLICATIONS:
Product Code C.F.R. Section (if applicable) Device Class
J
oI Sl [Jclass| Class I
Classification Panel
[Jclassii [ ] Unclassified
Obstetrics/Gynecology

Indications (from labeling)

‘The mesh implant is intended for use as a suburethral sling for the treatment of stress urinary incontinence resulting form hypermobility and/or intrinsic sphincter
deficiency.
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Note: Submission of the information entered in Seclion H does not affect the
need to submit device establishment registration.

MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO'A SUBMISSION

'SECTION H

Facility Establishment ldentifier (FEI) Number ,:l - |:| Coritract Stefilizar

[] original
I___] Contract Manufacturer D Repackager / Relabeler

[]add [ ]Delete

Company / Institution Name Eslablishment Registration Number

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

Sireet Address FAX Number (including area code)

State / Province ZIP Code

Contact E-mail Address

Contact Name Contact Title
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Instructions for Completion of Form FDA 3674

Certification of Compliance, under 42 U.S.C. § 282(j)(5)(B), with Requirements of ClinicalTrials.gov Data Bank (42 U.S.C. § 282(j))
Form 3674 must accompany an application/submission, including amendments, supplements, and resubmissions, submitted under §§ 505,
515, 520(m), or 510(k) of the Federal Food, Drug, and Cosmetic Act or § 351 of the Public Health Service Act.

1. Name of Sponsor/Applicant/Submitter - This is the name of the sponsor/applicant/submitter of the drug/biologic/device application/
submission which the certification accompanies. The name must be identical to that listed on the application/submission.

2. Date - This is the date of the application/submission which the certification accompanies.
3. & 4. - Provide complete address, telephone number and fax number of the sponsor/applicant/submilter,

5. Product Information - For Drugs/Biologics: Provide the established, proprietary name, andfor chemical/biochemical/blood product/
cellular/gene therapy name(s) for the preduct covered by the application/submission. Include all available names by which the product is
known. For Devices: Provide the common or usual name, classification, trade or proprietary or model name(s), and/or model number(s).
Include all available names/model numbers by which the product is known.

6. Type of Application/Submission - Identify the type of applicationfsubmission which the cerlification accompanies by checking the
appropriate box. If the name of the type of application/submission is not identified, check the box labeled "Other.”

7. IND/NDA/ANDA/BLA/PMAIHDE/510(k)/PDP/Other Number - If FDA has previously assigned a number associated with the application/
submission which this certification accompanies, list that number in this field. For example, if the application/submission accompanied by
this certification is an IND protocol amendment and the IND number has already been issued by FDA, that number should be provided in
this field.

8. Serial Number - In some instances a sequential serial number is assigned to the application. If there is such a serial number, provide it in
this field. If there is no such number, leave this field blank.

9. Certification - This seclion contains three different check-off boxes.

Box A should be checked if the sponsor/applicant/submitter has concluded that the requirements of 42 U.S.C. § 282(j), section 402(j) of
the Public Health Service Act, do not apply because no clinical trials are included, relied upon, or otherwise referred to, in the application/
submission which the certification accompanies.

Box B should be checked if the sponsor/fapplicant/submitter has concluded that the requirements of 42 U.S.C. § 282(j), seclion 402(j) of
the Public Health Service Act, do not apply at the time of submission of the certification 1o any clinical trials that are included, relied upon,
or otherwise referred to, in the application/submission which the certification accompanies. This means that, even though some or all of the
clinical trials included, relied upon, or otherwise referred to in the application/submission may be “applicable clinical trials” under 42 U.S.C.
§ 282()(1)(A)(i), section 402(j)(1)(A)(i) of the Public Health Service Act, on the date the certification is signed, 42 U.S.C. § 282(j), section
402(j) of the Public Health Service Act, does not require that any information be submitted to the ClinicalTrials.gov Data Bank with respect
fo those clinical trials.

Box C should be checked if the sponsor/applicant/submitter has concluded that the requirements of 42 U.S.C. § 282(j), seciion 402(j) of
the Public Health Service Act, do apply, on the date the certification is signed, to some or all of the clinical trials that are included, relied
upon, or otherwise referred to, in the application/submission which the certification accompanies. This means that, as of the date the
certification is signed, the requirements of 42 U.S.C. § 282(j), section 402(j) of the Public Health Service Act, apply to one or more of the
clinical trials included, relied upon, or otherwise referred to, in the application/submission which this certification accompanies.

10. National Clinical Trial (NCT) Numbers - If you have checked Box C in number 9 (Certification), provide the NCT Number obtained from
www.ClinicalTrials.gov for each clinical trial that is an "applicable clinical trial” under 42 U.S.C. § 282())(1)(A)(i), section 402())(1)(A)(i) of the
Public Health Service Act, and that is included, relied upon, or otherwise referred to, in the application/submission which the certification
accompanies. Type only the number, as the term "NCT" will be added automatically before number. Include any and all NCT numbers that,
as of the date the certification is signed, have been assigned to the clinical trials included, relied upon, or otherwise referred to, in the
application/submission which this certification accompanies. Multiple NCT numbers may be required for a particular certification,
depending on the number of "applicable clinical trials" included, relied upon, or otherwise referred to, in the application/submission which
the certification accompanies. Leave this field blank if you have checked Box 9.C but, at the time the certification is completed, you have
not yet received any NCT numbers for the "applicable clinical trial(s)" included, relied upon, or otherwise referred to in the application/
submission.

11. Signature of Sponsor/Applicant/Submitter or an Authorized Representative - The person signing the cerlification must sign in this
field.

12. Name and Title of Person Who Signed in number 11 - Include the name and title of the person who is signing the certification. If the
person signing the cerlification is not the sponsor/applicant/submitter of the application/submission, he or she must be an authorized
representative of the sponsor/applicant/submitter.

13. & 14. - Provide the full address, telephone and fax numbers of the person who is identified in number 11 and signs the certification in
number 11.

15. Provide the date the certification is signed. This date may be different from the date provided in number 2,

Paperwork Reduction Act Statement

Public reporting burden for this collection of information is estimated to average 15 minutes and 45 minutes (depending on the type of application/submission)
per response, including time for reviewing instructions. Send comments regarding this burden eslimate or any other aspect of this collection of information,
including suggestions for reducing this burden, to the address below.

Department of Health and Human Services An agency may not conduct or sponsor, and a person is
Food and Drug Administration not required to respond fo, a collection of information,
Office of the Chief Information Officer (HFA-250) unless it displays a currently valid OMB conirol number.

5600 Fishers Lane
Rockville, MD 20857

Form FDA 3674 (11/11) (BACK) Page 13 of 349
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Boston Scientific Corporation CONFIDENTIAL

Section 3

510(k) Cover Letter

Traditional 510(k)
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Bost
Scientific

Urology
Gynecology

100 Boston Scientific Way
Marlborough, MA 01752-1234

www.bostonscientific.com

June 13, 2012

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

Subject: Premarket Notification- Traditional 510(k)
Device Name: Blue SUI Sling
Device Type: Surgical Mesh
Regulation Number: 21 CFR
Regulatory Class: 11
Product Code: OTN
Panel: Obstetrics and Gynecology

Dear Sir/Madam,

In accordance with Section 510(k) of the Federal Food, Drug and Cosmetic Act, and in
conformance with 510(k) Notification, 21 CFR 807.90(¢), Boston Scientific Corporation
(BSC) hereby submits this Original Traditional 510(k) and three copies (one electronic
copy that is an exact duplicate of the original paper submission and two paper copies) for
the “Blue SUI Sling ™.

The proposed Blue SUI is_ and is very similar in

terms of design and materials to a previously cleared Blue SUI Sling by Boston Scientific
K040787. The proposed Mid Urethral Sling share principal characteristics, including:

- Identical indications for use

- Same fundamental design in that they consist of similar mesh assembly and
identical delivery devices ( alo and curved) designs.

- Same base materials used for the mesh implant, polypropylene

Per the recommendations in the Guidance for Industry and FDA Staff, “Format for
Traditional and Abbreviated 510(k)’s” please refer to Cover Letter: Attachment A for a
table summarizing the design and use of the device.

Page 15 of 349
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Boston Scientific Corporation considers its intent to manufacture and distribute this
device to be confidential commercial information, and therefore exempt from public
disclosure according to 21 CFR 807.95.

If you have any questions regarding this Premarket Notification, please contact me at
(508) 683- 4726 or by facsimile at (508) 683-5827.

Sincerely,

Janet A. McGrath

Principal Specialist, Global Regulatory Affairs
Urology and Gynecology

Boston Scientific Corporation

e-mail: megrathj@bsci.com

Page 16 of 349
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Cover Letter: Attachment A

Design and Use of the Device

Question YES NO
Is the device intended for prescription use (21 CFR 801 Subpart D)?* X
Is the device intended for over-the-counter use (21 CFR 807 Subpart C)?* X
Does the device contain components derived from a tissue or other biologic <
source? i
Is the device provided sterile? X
Is the device intended for single use? X
Is the device a reprocessed single use device? X
If yes, does this device type require reprocessed validation data?
Does the device contain a diug? X
Does the device contain a biologic? X
Does the device use software? X
Does the submission include clinical information? X
Is the device implanted? X

Page 17 of 349
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Section 4

Indications for Use Statement

Traditional 510(k)
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Boston Scientific Corporation CONFIDENTIAL

Indications for Use Statement

510(k) Number (if Known):

Device Name: Undetermined

Indications For Use:

The mesh implant is intended for use as a suburethral sling for the treatment of stress
urinary incontinence resulting from hypermobility and/or intrinsic sphincter deficiency.

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

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Traditional 510(k)
Blue SUI Sling System
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Section 5

510(k) Summary

Traditional 510(k)
. Page 20 of 349
Biligsebhb S tact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request #2013-9072; Released by CDRH on 08-24-2015
Boston Scientific Corporation CONFIDENTIAL

510(k) Summary for Blue SUI Sling

A. Sponsor
Boston Scientific Corporation
Urology and Gynecology Division
100 Boston Scientific Way
Marlborough, MA 01756

B. Contact
Janet A. McGrath
Principal Specialist Global Regulatory Affairs
508-683-4726
or
Donna Gardner
Director, Regulatory Affairs
508-683-4398

C. Device Name
Tradename: Blue SUI Sling System
Common/usual name: Surgical Mesh
Classification Name: OTN — Mesh, Surgical, Polymeric
21 CFR 878.3300, Class Il

D. Predicate Device(s)

Tradename: Advantage , Advantage Fit & Lynx Systems
Obtryx, Prefyx Systems
Common/usual name: Surgical Mesh
Classification Name: FTL- Mesh, Surgical, Polymeric
21 CFR 878.3300, Class 11
Premarket Notification: Boston Scientific Corporation,
= KO020110
= K040787

E. Device Description
The proposed sling is a sterile, single use device, consisting of a synthetic mesh
sling assembly and packaged with a delivery device. The mesh assembly consists
of a blue knitted polypropylene monofilament fiber mesh body implant,
association loops, dilator legs, protective sleeves, leader loops, center tab and
center tab lead.

Traditional 510(k)
Blue SUI Sling
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Boston Scientific Corporation CONFIDENTIAL

Accessories

The proposed sling is packaged with other legally marketed accessories (e.g.,
Delivery Device; Class | exempt: 876.4730 Manual gastroenterology-urology
surgical instrument and accessories).

F. Intended Use

The mesh implant is intended for use as a suburethral sling for the treatment of
stress urinary incontinence resulting from hypermobility and/or intrinsic sphincter
deficiency.

G. Technological Characteristics
The proposed sling has the same and/or equivalent technological characteristics
(i.e. mesh design and mesh material) as the predicates K020110 & K040787.

H. Substantial Equivalence
Utilizing FDA’s Guidance for Industry and FDA Staff “Format for Traditional
and Abbreviated 510(k)s” and “Guidance for the Preparation of a Premarket
Notification Application for a Surgical Mesh”, a direct comparison of key
characteristics demonstrates that the proposed sling is substantially equivalent to
the predicate sling in terms of intended use, technological characteristics, and
performance characteristics tested. The proposed sling is as safe, as effective, and
performs as well as the predicate devices.

Traditional 510(k)
Blue SUI Sling
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Boston Scientific Corporation CONFIDENTIAL

Section 6

Truthful and Accuracy Statement

Page 23 of 349
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Boston Scientific Corporation CONFIDENTIAL
PREMARKET NOTIFICATION

TRUTHFUL AND ACCURATE STATEMENT?*
(As Required By 21 CFR 807.87(k))

[ certify that, in my capacity as Regulatory Affairs Specialist of Boston Scientific
Corporation, I believe to the best of my knowledge, that all data and information
submitted in the premarket notification are truthful and accurate and that no material fact

has been omitted.

Yanet A. McGrath

Principal Specialist Global Regulatory Affairs
Boston Scientific Corporation

Urology and Gynecology

{75 K’Lol?ﬂ

Dﬁte

[Premarket Notification (510(k) Number]: NA

*Must be signed by a responsible person of the firm required to submit the premarket
notification (e.g., not a consultant for the 510(k) submitter.)

Traditional 510(k) Page 24 of 349
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Boston Scientific Corporation CONFIDENTIAL

Section 7

Class Il Summary and Certification

This section does not apply.
The proposed device has been previously classified by FDA as Class Il
per 21 CFR 878.4810.

Traditional 510(k)
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Boston Scientific Corporation CONFIDENTIAL

Section 8

Financial Certification or Disclosure Statement

This section does not apply.
No clinical studies were required in support of this premarket notification.

Traditional 510(k)

Blue SUI Sling Page 26 of 349
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Section 9

Declarations of Conformity and Summary Reports

Page 27 of 349
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Boston Scientific Corporation CONFIDENTIAL

Section 10

Executive Summary

Traditional 510(k)
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Boston Scientific Corporation CONFIDENTIAL

Section 10 Executive Summary

Overview:

The modifications to the mesh assembly include:

This new sling will work with our current Obtryx® Halo and Obtryx® Curved delivery
devices, cleared under KO40787.

The proposed device (Figure 10-A) is a sterile, single use device consisting of:
e (1) Mesh assembly and
e (2) Delivery devices (Curved or Halo)

Figure 10-A: Proposed Device

Traditional 510(k)
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Boston Scientific Corporation CONFIDENTIAL

Section 10 Executive Summary (Continued)

Mesh Assembly:

The mesh assembly consists of: a sling (mesh implant), dilator legs with association
loops, protective sleeves, leader loops, a center tab and center tab lead. Figure 10-B
provides a diagram of the proposed device. The proposed mesh assembly is similar in
design to predicates (K020110 & K040787) and_identical in terms of current mesh
characteristics and intended use.

Figure 10-B: Mesh Assembly

Dilator Leg
(Sling) Leader Loop B ]
Center Tab \ B e = Association Loop
- i e __._'.]ﬁ_SIeeve _ _

Lead

™

Delivery Devices:

Two delivery devices, either Curved or Halo depending on the model, are included with
each mesh assembly. Each delivery device consists of a molded handle at the proximal
end with a curved shaft emanating from the handle which culminates in a formed ‘needle’
shape (either Curved or Halo) at the distal end (see Figure 10-C). The delivery devices
are identical to those currently packaged with our previously cleared Obtryx® Slings
(K040787, Curved & Halo).

Figure 10-C: Delivery Device
Curved

N

)

Y

Handle

Traditional 510(k)
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Boston Scientific Corporation CONFIDENTIAL

Section 10 Executive Summary (Continued)
Route of Placement:

The route of placement and attachment mechanism of the proposed sling are identical to
that of the predicate (K040787, Obtryx). Using the included delivery devices, the
physician places the sling to the suburethral region utilizing the transobturator placement
method for the treatment of Stress Urinary Incontinence (SUI), which is identical to the
predicate (K040787,0btryx). As such, there is no change in intended use. Figure 10-
D shows the placement of a suburethral sling using the Obtryx Halo delivery device.

Figure 10-D: Placement of the proposed and predicate (K040787,0btryx)
*Qbtryx Halo shown

Traditional 510(k)
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Boston Scientific Corporation CONFIDENTIAL

Section 10 Executive Summary (Continued)

Discussion of Differences (Proposed and Predicate):

Design differences between the previously cleared BSC predicate (K040787, Obtryx)
sling and the proposed device are described below. Reference Figure 10-D for a

comparative photograph of the predicate and proposed devices. Table 10-1 on the next
page provides a comparison of the predicate and proposed devices.

Figure 10-D: Proposed device compared to predicate (K040787,0btryx)

Predicate
K040787, Obtryx

Traditional 510(k)
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Boston Scientific Corporation CONFIDENTIAL

Section 10 Executive Summary (Continued)

Direction for Use Changes:

Table 10-1: Comparison of proposed to predicates

Feature

Predicate Devices
(K020110& K040787)

Proposed Device

Placement

Intended Use

The proposed device is intended for
treatment of stress urinary
incontinence (SUI) resulting from
urethral hypermobility and/or intrinsic
sphincter deficiency and to reinforce
soft tissue where weakness exists in
the urological, gynecological, or
gastroenterological anatomy. This
includes but is not limited to the
following procedures: pubourethral
support and bladder support, urethral
and vaginal prolapse repair,
reconstruction of the pelvic floor, and
sacro-colposuspension.

The mesh implant is intended for
use as a suburethral sling for the
treatment of stress urinary
incontinence resulting from
hypermobility and/or intrinsic
sphincter deficiency.

Incision

Two transverse, groin incision and
incision of anterior vaginal wall
(K040787).

Identical to K0O40787

Route of placement

Introduces the delivery shaft
percutaneously into a groin incision
through the obturator membrane,
behind the ischio-pubic ramus, and
exits through the anterior vaginal wall
incision. The association loop is
attached to the tip of the delivery
device needle slot and retracted back
through the tissue, exiting the groin
incision. This is repeated on the
contralatral side (K040787).

ldentical to KO40787

Fixation
method

To abdominal skin by
friction/subsequent tissue in growth.

ldentical to K020110
& K040787

Tensioning of sling

Physician option, patient dependent
during surgery

ldentical to K020110
& K040787
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Predicate Devices

Proposed Device

Certor o> IR |

A (K020110& K040787)
Centering
Mechanism Center tab [
Final Device Location | Suburethral

ldentical to K020110
& K040787

Delivery Devices

Packaged with

(2) Halo

Or

(2) Curved (K040787)

ldentical to KO40787

Mesh

Mesh Properties:
Course /Inch
Wale/Inch

Fiber diameter (in.)

Thickness (in.)

Mesh sling size

ldentical to K020110
& K040787

Non-absorbable

Implant Non-absorbable
Material Polypropylene KGN
Colorant None

Mesh Assembly (materials

Dilator

Association loops

Sleeve

Leader Loops

Center Tab

Center Tab Lead
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Section 10 Executive Summary (Continued)

Performance Test Summary:

Functional testing was performed to demonstrate that the proposed device met the
product specification requirements. Testing was performed in accordance with the FDA
Guidance document, “Guidance for the Preparation of a Premarket Notification
Application for a Surgical Mesh,” issued on March 2, 1999. Several of these tests have
standard test methods that were followed and declarations of conformity to those
standards are located in Section 9.

The performance testing
reported in Section 19 demonstrate that the device performance is not affected by the
sterilization process or accelerated aging and is acceptable for its intended use.

Substantial Equivalence:

We believe that a determination of “substantial equivalence” is supported, based on the
comparative evaluation between the proposed sling and, the predicates (BSC) sling
presented herein; inclusive of design, materials, performance characteristics and
indications for use.
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Section 12: Device Description

Product Performance/Device Design Overview

The ir0ﬁosed mesh is identical to the rredicate with the exception of _

The device is still placed in the same
manner, with minor instruction changes to account for the redesigned components.

Table 12-1 lists the Proposed Devices.

Table 12-1: Proposed Device Model Numbers

Product UPN # Description

M0068505110 Blue SUI Sling (single) (Halo)
MO0068505111 Blue SUI Sling (5-pack) (Halo)
M0068504110 Blue SUI Sling (single)(Curved)
M0068504111 Blue SUI Sling (5-pack)(Curved)

The proposed device will be packaged with (2) delivery devices (Curved or Halo), to
facilitate sling placement. The delivery device is a Class I Exempt per 21CFR 876.4730-
Manual Gastroenterology-Urology Surgical Instrument and Accessories. Figure 12-A
shows the proposed device and both delivery devices.

Figure 12-A: Proposed Device

Traditional 510(k)

Blue SUI Sling Page 112 of 349
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118



Records processed under FOIA Request #2013-9072; Released by CDRH on 08-24-2015
Boston Scientific Corporation CONFIDENTIAL

Section 12: Device Description (Continued)

The device description for the proposed device, provided in this section, has been divided
into the following parts: Sling (mesh implant), Mesh Assembly, Delivery Device and
Packaging.

Sling (mesh implant)

The proposed sling is manufactured from the identical non absorbable synthetic material
lene) as the predicate devices (K020110 & K040787).

Product Characteristics includes a detailed listing of the design and performance
characteristics of the proposed mesh implant.

The proposed mesh implant contains a “detanged” section along the length of each side
of the sling.
eference Figure 12-B and 12-C Mesh Edge and Sling.

The route of placement of the proposed sling is identical to the predicate
(Obtryx, K040787) as it is intended for use as a suburethral sling for transobturator
placement.

Figure 12-B Mesh Edge

Detanged
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Section 12: Device Description (Continued)

Table 12-2: Product Characteristics of the Proposed Mesh

Device Characteristic Proposed Mesh Design
Mesh material Polypropylene

Color Blue

Mesh weave characteristics Knit
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Section 12: Device Description (Continued)

Mesh Assembly
Figure 12-D: Mesh Assembly
(Sling) Dilator Leg .
IVIesh Leader Loop O\ ]
Center Tab — Association Loop

H <¢f____1 — _-,;:{i},__éleeve _ _

Center Tab Lead

The proposed mesh assembly is a sterile, single use device consisting of (1) sling (mesh
implant), (2) - dilator legs with association loops, (2)

sleeve ends, each with a leader loop, and a- center tab with a
- lead line.

Each side of the mesh

The
improved center tab design marks the center of the sling and aids in physician tensioning.

During delivery, the association loop of the mesh assembly is loaded onto the distal end
of the delivery device needle tip slot for placement of the sling through the obturator
foremen. Once placed, the sling can be adjusted under the mid line of the urethra by the
center tab. After adjustments are finalized, the leader loops are cut from each leg
assembly and dilators are removed. Once placement of the sling is complete, the center
tab is removed by cutting the center tab lead from the sling implant.

Table 12-3 includes a detailed list of the characteristics of the proposed Mesh Assembly.
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Section 12: Device Description (Continued)

Table 12-3: Product Characteristics of the Proposed Mesh Assembly

Device Characteristic Proposed Mesh Assembly Design

et [reoicveen

Delivery Devices

The delivery devices are designed to facilitate the passage of the proposed sling through
bodily tissues until sling placement is achieved at the appropriate sub-urethral location.
The delivery devices are Class I Exempt per 21CFR 876.4730- Manual Gastroenterology-
Urology Surgical Instrument and Accessories.

Two delivery devices (either Curved or Halo) are included with each mesh assembly and
are identical to the current delivery devices cleared under #K040478 (Obtryx). Each
delivery device has a_ handle at the proximal end, a_ curved
shaft emanating from a handle which culminates in a formed ‘needle’ shape (either
Curved or Halo) at the distal end. See Figure 12-E for a comparison of the Curved and
Halo Delivery Devices.
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Section 12: Device Description (Continued)

The delivery tip of the needle has a slot which is used to attach the association loop

ee Figure 12-F.

Figure 12-E: Delivery Device

Curved

Handle

Delivery Tip

y

S /

Halo

Figure 12-F Delivery Needle Tip to Association Loop Connection

—

Table 12-4 provides a list of the materials and description of functionality for each
component of the Mesh Assembly and Delivery Devices.
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Section 12: Device Description (Continued)
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Section 12: Device Description (Continued)

Packaging

Identical to the (BSC) predicate, the proposed device packaging consists of a rigid

—base, ﬂ tray insert, Tyvek® lid, and outer shelf box.
The mesh assembly is placed in a Tyvek envelope along with two delivery devices which
are placed in the tray base and held in place by a tray insert. The Tyvek lid is placed on
top of the insert and then heat sealed. The sealed tray is placed inside the outer shelf box
along with the directions for use. Labels are placed on both the Tyvek lid and the outer
shelf box. A description of the packaging components and their materials is provided in
Table 12-5. See Packaging Drawings 12-1 & 2 for packaging configuration.

Table 12-5 Packaging Components

Item # | Description Function

1 Tray Base Packaging to protect product during shipping
and to maintain product sterility

2 Tray insert Packaging to protect mesh assembly/ delivery
device during shipping. The insert fits inside
the tray base on top of the components, to
minimize the movement during shipping.

3 Tyvek Lid Packaging to protect product during shipping,
permits EO gas penetration during sterility
cycle, and maintains product sterility for
labeled shelf life.

4 Label Label with human readable information:
Model #, Description, Contents, Sterility,
Manufacturer Name and address etc.

5 Tyvek Envelope Packaging to protect product during shipping,
permits EO gas penetration during sterility
cycle.

6 Label Label with human readable information:
Model #, Description, Contents, Sterility,
Manufacturer Name and address etc.

7 Outer Shelf Box Outer Shelf Box provides secondary package
to protect product.

8 Directions For Labeling provided with product including:

Use Indications for Use, Contraindications,
Warnings, Precautions, and Instructions for
Use.
Traditional 510(k)
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Section 12: Device Description (Continued)

Drawing 12-1: Packaging, Tray Base, Insert & Lid

Halo

SO

Curved
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Section 12: Device Description (Continued)

Drawing 12-2: Packaging, DFU, Tray Assembly, Shelf Carton

€

O
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Section 13: Substantial Equivalence Discussion

For purposes of establishing ‘substantial equivalence’, the proposed device was
compared to the following predicate devices, Referenced in Table 13-1.

Table 13-1: Predicate Devices for Establishing ‘Substantial Equivalence’

Device Name NG S5
Submitter/holder Clearance Date
Suraical Mesh Boston Scientific K020110
g Corporation (BSC) | Cleared Apr 3, 2002
) Boston Scientific K040787
Surgical Mesh (Obtryx) Corporation (BSC) | Cleared Apr 14, 2004

As compared to BSC previously cleared devices (K020110 & K040787 (Obtryx)) the
proposed device is similar in design, equivalent in intended use, and identical in terms
of current mesh characteristics. Figure 13-A shows the proposed and predicate devices.

Figure 13-A Proposed /Predicate

The proposed and predicate devices are the same/similar in the following areas:
Identical mesh
Identical mesh characteristics

Equivalent Intended Use

Identical Placement Route as Obtryx (K040787)
Similar design and fundamental technology
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Section 13: Substantial Equivalence Discussion (Continued)

Figure 13-B: Mesh Assembly

(Sling) Dilator Leg .
Mesh Leader Loop
Center Tab e — \SI_ Association Loop
—— " Sleeve
Hf S l U =
X
Lead

Sling

The proposed sling is constructed of the
predicate sling. An additional
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Section 13: Substantial Equivalence Discussion (Continued)

Mesh Assembly

The (2) disposable protective sleeves are used to protect and maintain sling integrity
during placement and during adjustment via the center tab. The protective sleeves on the
predicate device cover the entire length of the mesh. The protective sleeves for the

roposed slin

The dilators of the mesh assembl

owever, the placement of the device is the
same with minor instruction updates to account for the change in components.
Association loops are located on the end of the dilator to facilitate sling placement
utilizing the slotted tip of the delivery device needle, identical to the predicates
(K040787,0btryx).

Delivery Device

The delivery devices (Halo or Curved) supplied with the proposed mesh assembly are
identical to the current Boston Scientific delivery devices packaged with the sling
(K040787,0btryx). These devices are classified as Class | Exempt: 21CFR 876.4730
manual gastroenterology-urology surgical instrument and accessories.

Placement

Identical to the predicate, (K040787) the propose device is placed percutaneously with
either the Curved or Halo devices, depending on physician preference and patient
anatomy.

Both the proposed and the predicate device (K040787,0btryx) attach the association loop
of the mesh assembly onto the distal end of the delivery device needle tip slot and pass
the sling percutaneously through the obturator foramen/muscle/membrane, tracking
around the inferior pubic ramus (behind the pubic bone) exiting the incision site. The
procedural steps are repeated on the contralateral side. Upon final sling adjustment, the
leader loops of the proposed device are cut from each leg assembly and the
dilator/sleeves are removed, and the center tab is cut and removed.
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Section 13: Substantial Equivalence Discussion (Continued)

Labeling

Minor modifications were required to the Directions for Use for the proposed device to
account for the device modifications and changes in names of the components. An
outcome of a clinical literature review also added the word “perforation” to the
precautions section.

In addition, the Intended Use statement has been shortened. The intended use for the
predicate device states that the device is intended:

“for treatment of stress urinary incontinence (SUI) resulting from urethral
hypermobility and/or intrinsic sphincter deficiency and to reinforce soft tissue
where weakness exists in the urological, gynecological, or gastroenterological
anatomy.  This includes but is not limited to the following procedures:
pubourethral support and bladder support, urethral and vaginal prolapse repair,
reconstruction of the pelvic floor, and sacro-colposuspension.”

The intended use for the proposed device is identical, with the exception of the removal
of the text in blue. Although shortened, both the predicate and proposed devices have the
same intended use.

A draft of the proposed device Directions For Use (DFU) is attached to Appendix 14-A.
Changes are highlighted in yellow for ease of review. Predicate labeling is attached in
Appendix 14-B.

Substantial Equivalence

A determination of substantial equivalence is supported by the evidence collected during
the comparison of the physical and functional characteristics of the proposed and
predicate slings, which were previously ‘cleared’” by FDA through the 510(k) process.
Reference Table 13-2 for a comparison of the proposed and predicate devices.
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Section 13: Substantial Equivalence Discussion (Continued)

Table 13-2: Comparison of Proposed and Predicate Devices

Predicate Devices

Feature (K020110& K040787)

Proposed Device

Material (Mesh) Polypropylene (K- | po'vrronyiene RESIEEGEG

Colorant

Mesh Assembly (Materials
Dilator

Association Loops
Sleeve

Leader Loops

Center Tab

Centering Tab Lead
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Section 13: Substantial Equivalence Discussion (Continued)

Table 13:-2 Comparison of proposed to predicates (continued)

Placement

Intended Use

Intended for treatment of stress
urinary incontinence (SUI) resulting
from urethral hypermobility and/or
intrinsic sphincter deficiency and to
reinforce soft tissue where weakness
exists in the urological,
gynecological, or gastroenterological
anatomy. This includes but is not
limited to the following procedures:
pubourethral support and bladder
support, urethral and vaginal prolapse
repair, reconstruction of the pelvic
floor, and sacro-colposuspension.

The mesh implant is intended for
use as a suburethral sling for the
treatment of stress urinary
incontinence resulting from
hypermobility and/or intrinsic
sphincter deficiency.

Incision

Two transverse, groin incision and
incision of anterior vaginal wall
(K040787).

Identical to K040787

Route of placement

Introduces the delivery shaft
percutaneously into a groin incision
through the obturator membrane,
behind the ischio-pubic ramus, and
exits through the anterior vaginal
wall incision. The association loop is
attached to the tip of the delivery
device needle slot and retracted back
through the tissue, exiting the groin
incision. This is repeated on the
contralatral side (K040787).

Identical to K040787

Fixation
method

To abdominal skin by
friction/subsequent tissue in growth.

Identical to K020110
& K040787

Tensioning of sling

Physician option, patient dependent

Identical to K020110

during surgery & K040787
Centerlr_lg Center tab attached to mesh sleeve. Cente.r tab attached to sling by
Mechanism lead line
Final Device Location | Suburethral Identical to K020110
& K040787

Delivery Devices

Packaged with 2 (Halo
Or Curved) (K040787)

Identical to KO40787
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Section 13: Substantial Equivalence Discussion (Continued)
Summary of Substantial Equivalence Statement

The 510(k) “Substantial Equivalence” Decision-Making Process, as outlined in ODE
Guidance Document No. K86-3, “Guidance on the CDRH Premarket Notification
Review Program,” was used to determine substantial equivalence of the proposed device
to the predicate devices.

Please refer to the decision tree from the 510(k) “Substantial Equivalence” Decision
Making process (Detailed), Figure 13-C, at the end of this section. The answers to the
following questions lead to a determination that the proposed device is substantially
equivalent to the predicate device.

a) Does new device have same indication statements?

No . A change in the language of the intended use statement has been made in that it has
been shortened from what it was cleared in (K020110 & K040787); however both
intended use statements are equivalent.

b) Do the difference alter the intended therapeutic/diagnostic/etc. effect (in deciding,
may consider impact on safety and effectiveness)?

No. Although the intended use statement is shortened, all of the delivery placement
routes cleared in (K020110 & K04787) are identical in intended use to place the sling
to the suburethral area for treatment of stress urinary incontinence (SUI) as the proposed
device.

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

No. The proposed device has added a blue colorant to the ._In addition, the

Although the materials are different, the proposed device has similar technological
and design characteristics when compared to the predicates (K020110 & K0470787).

d) Could the new characteristics affect safety or effectiveness?

Yes . The new design enhancements of the proposed device require performance testing
and the new materials selected require additional biocompatibility testing to ensure safety
and effectiveness.
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Section 13: Substantial Equivalence Discussion (Continued)

e) Do the new characteristics raise new type of safety of effectiveness questions?
No. As the proposed device has similar design and materials these do not raise new type
of the safety of effectiveness questions.

) Do accepted scientific methods exist for assessing effects of the new
characteristics?

Yes. The results of performance testing are provided in Section 19 Performance testing
and testing results for the materials are presented in Section 16 Biocompatibility.

e) Performance data demonstrate equivalence?
Yes. The results of performance testing demonstrate that the proposed device is
substantially equivalent to the predicate sling.

In summary, we believe that a determination of “substantial equivalence” is supported,
based on the comparative evaluation between the proposed sling, the BSC slings,
presented herein; inclusive of design, materials, performance characteristics and
indications for use.
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Section 13: Substantial Equivalence Discussion (Continued)

Figure 13-C

510(k) “SUBSTANTIAL EQUIVALENCE”
DECISION-MAKING PROCESS

New Device is Compared to

Marketed Device * :

Descriptive Information  Does New Device Have Same  NO - Do the Differcnces Alter the Intended Not Substantially
about New or Marketed Indication Statement?™ " Therapeutic/Diagnostic/ete. Effect YES Equivalent Determination
Device Requested as Needed (in Deciding, May Consider Impact on
YES Safety and Effectiveness)?**
Mew Device Has Same Intended NO
Use and May be “Substantially Equivalsnt”
Wew Device Has O
@ @ New Intended Use
Does New Device Have Same
Technological Characteristics, NO Could the New
e.g. Design, Materials, etc.? Characteristics Do the New Characteristics
LS Affect Safety or —— Raise New Types of Safety YES » (®)
l Effectiveness? or Effectiveness Questions? 4
h
NO Are the Descriptive NO
Characteristics Precise Enough NO
@ to Ensure Equivalence? @
NO
Are Performance Data Do Accepred Scientific
YES Methods Exist for
Assessing Effects of NO

Available to Assess Equivalence?
the New Characteristics?

YES
)
NO

v

Performance Are Performance Data Available

Data Required Ta Assess Effects of New
Characteristics? ***

YES

v ( : }
L : :
Performance Data Demonstrate

Equivalence?  -———

NO

N
P performance Data Demonstrate
Equivalence? Q <t
YES

“Substantially Equivalent™ @
To Determination To

YES

NO

510(k) Submissions compare new devices to marketed devices. FDA requests additional information if the relationship between

"

marketed and “predicate” (pre-Amendments or reclassified post-Amendments) devices is unclear.
*t This decision is normally based on descriptive information alone, but limited testing information is sometimes required.
S Data maybe in the 510(k), other 510(k)s, the Center’s classification files, or the literature.
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Section 14

Proposed Labeling
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Section 14: Proposed Labeling
Directions for Use

As discussed in Section 11, minor modifications were made to the direction for use which
included general instructions, precautions, potential complications and warnings
associated with the proper use of the sling since the clearance of the predicate BSC
Obtryx (K040787). Assessments of the changes were conducted in accordance with
FDA’s Guidance document “Deciding When to Submit A 510(k) for a Change to an
Existing Device. Dated January 10,1997", utilizing Flow Chart A Labeling. The changes
do not require a submission to the agency as these changes were incorporated for clarity
to insure safe and effective use.

Modifications to DFU for Proposed Device

Minor modifications were required to the Directions for Use for the proposed device to
account for the device modifications and changes in names of the components. Based on
a clinical literature review and usability study, additional updates were made to the
following sections of the proposed DFU, directions for use, general warnings, potential
complications, and precautions, reference Table 14-1.

Table 14-1 Directions for Use updates

Traditional 510(k)
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In addition the Intended Use Statement has been shortened. The intended use for the
predicate device states that the device is intended:

“for treatment of stress urinary incontinence (SUI) resulting from urethral
hypermobility and/or intrinsic sphincter deficiency and to reinforce soft tissue
where weakness exists in the urological, gynecological, or gastroenterological
anatomy.  This includes but is not limited to the following procedures:
pubourethral support and bladder support, urethral and vaginal prolapse repair,
reconstruction of the pelvic floor, and sacro-colposuspension.”

The intended use for the proposed device is identical, with the exception of the removal
of the text in blue. Although shortened, both the predicate and proposed devices have the
same intended use.

A draft of the proposed device Directions For Use (DFU) is Attached in Appendix 14-A
Proposed Labeling. Changes are highlighted in yellow for ease of review. Predicate
labeling is attached in Appendix 14-B.

Traditional 510(k)
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Appendix 14-A

Proposed Device Labeling
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Obtryx" II

System

Transobturator Sling System with
PrecisionBlue™ Design

B, ONLY

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

WARNING

Contents supplied STERILE using ethylene oxide (ED) process.
Do not use if sterile barrier is damaged. If damage is found call
your Boston Scientific representative.

For single use only. Do not reuse, reprocess or resterilize.
Reuse, reprocessing or resterilization may compromise the
structural integrity of the device andfor lead to device failure
which, in turn, may result in patient injury, illness or death.
Reuse, reprocessing or resterilization may also create a risk of
contamination of the device and/or cause patient infection or
cross-infection, including, but not limited to, the transmission of
infectious disease(s) from one patient to another. Contamination
of the device may lead to injury, illness or death of the patient.

After use, dispose of product and packaging in accordance
with hospital, administrative andfor local government palicy.

DEVICE DESCRIPTION

The Obtryx Il System is a sterile, single use system consisting of
two (2) delivery devices (one patient right and one patient left)
and one (1) mesh assembly. The mesh assembly is comprised of
a polypropylene knitted mesh with dilator legs and a center tab.
At the distal ends of the dilator legs there are association loops
designed to be placed in the needle slot of the distal end of the
delivery device. The disposable delivery device consists of a
handle with a stainless steel needle. The needle is designed to
facilitate the passage of the mesh assembly through bodily tissues
for placement through the obturator foramen.

INDICATIONS FOR USE

The mesh implant is intended for use as a suburethral sling
for the treatment of stress urinary incontinence resulting from
hypermobility and/ar intrinsic sphincter deficiency.
CONTRAINDICATIONS

The mesh suburethral sling implant is contraindicated in the
following patients:

+ Pregnant patients, patients with potential for future growth
or patients that are considering future pregnancies.

+ Any patients with soft tissue pathology into which the
implantis to be placed.

« Patients with any pathology which would compromise
implant placement.

+ Patients with any pathology, such as blood supply
limitations or infections that would compromise healing.
HOW SUPPLIED

The device is supplied sterile. Do not use if package is opened
or damaged.

Do notuse if labeling is incomplete or illegible.
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Handling and Storage

Store at a controlled room temperature. Do not expose to organic
solvents, ionizing radiation or ultraviolet light. Rotate inventory so
that products are used prior to the expiration date on package label.

DIRECTIONS FOR USE

Prior to Use

Carefully examine the system to verify that neither the contents
nor the sterilized package has been damaged in shipment. DO
NOT USE if sterile barrier on product is damaged. Immediately
return damaged product to Boston Scientific.

The design of the Obtryx™ |l System allows the operator a
percutaneous approach utilizing a transobturator technique.
See Figure 1 for parts description.

Nt der Loop
Association Loop = Center Tab

| . i
Dilator Leg Sleave Mesh

Needle Slot — ) % Handle  Center Tab Lead
Neadle t@

Figure 1: Parts Description

Prepare and drape the patient using standard surgical practice.

WARNING

Assure that the bladder is empty prior to initiating the use of this
product. Ensure that the bladder, urethra and other important
landmarks are properly identified.

Steps to Use

1. Prepare the skin lateral to the inferior pubic ramus and
vaginal operative sites.

2. Incise the anterior vaginal wall and dissect bilaterally to the

interior portion of the inferior pubic ramus.

3. Create a vertical skin incision large enough to insert tip of

neadle justlateral to the edge of the inferior pubic ramus at

the junction where the inferior pubic ramus and the adductor

longus muscle meet. Repeat on the contralateral side.

WARNING

If excessive force is encountered during advancement/with-
drawal, stop and determine remedial action prior to proceeding.

4, Grasp the device handle for the patient's left side with
the right hand. Place the left forefinger into the lateral
dissection of the vaginal incision. Place the needle tip into
the skin incision perpendicular to the skin with the handle
at a 45° angle parallel with the thigh.

. Putting the left thumb on the outside of the needle curve,

apply a downward force, piercing through the obturator
muscle and membrane.

6. Rotate the needle medially around the inferior pubic ramus
to meetthe left hand forefinger. Guide the neadle tip
through the vaginal incision.

WARNING

Pay careful attention to avoid the adductor longus tendon with
the delivery device.

WARNING

Make sure the delivery device and mesh assembly pass
sufficiently lateral to the urethra in order to avoid urethral injury.
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7. Engags one (1) association loop to the distal end of the
needle {see Figure 2) protruding through the vagina.

N

Figure 2: Association Loop Engagement

8. Pull the needle out through the skin incision, Be sure that
the mesh assembly is not twisted and lies flat under the
urethra, with the blue center tab positioned suburethrally,
facing outward.

9. Remove the association loop from the needle (see Figure 3).

SN

Figure 3: Association Loop Removal

10. Repeat Steps 4-9 an the contralateral side with the
second needle.

11. Cystoscopy may be performed at this time, to be determined
at the physician’s discretion.
12. Next see section “Tension Mesh/Sleeve Removal.”

TENSION MESH/SLEEVE REMOVAL

1. Adjust the mesh/sleeve by pulling outwards on the dilators
so that the blue center tab is centered below the urethra.

2. Appropriately tension the mesh/sleeve according to
physician preference.

3. Once proper tension is achieved, cut the leader loop thatis
on the outside of the sleeve that is connecting the dilator
leg and sleeve to the mesh. Pull outward on the dilator to
remave the sleeve leaving the mesh in place. Repeat on the
other side. (See Figure 4).

J,l.::»ader Loop

Figure 4: Tension Mesh/Sleeve Removal

4. Grasp the blue center tab and cut the center tab lead
located on the side of the center tab to release the tab from
the mesh. Remove the center tab and center tab lead from
the vaginal canal,

5. Gently pushing downward on the skin incisions, cut the
distal ends of the mesh and confirm that those ends retract
into the skin incisions.

6. Close all incisions according to usual methods.

GENERAL WARNING

+ The risks and benefits of performing a suburethral sling
procedure in the following should be carefully considered:

« Women planning future pregnancies.

* QOvenweightwomen (weight paramsters to be determined
by the physician).
5
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= Patients with blood coagulation disorder.

* Patients with compromised immune system or any other
conditions that would compromise healing.

* Take specisl care in cases of bladder prolapse because
of anatomical distortion. If the patient requires a
cystocele repair, itshould be done prior ta the suburethral
sling placement.

* Vaginal and urinary tractinfection should be treated prior
to implantation.

+ User should be familiar with surgical procedures and
techniques involving nan-absorbable meshes before using
the Obtryx™ [1 System.

* This productis intended for use only by clinicians with
adequate training and experience in treatment of female stress
urinary incontinence (SUI). The physician is advised to consult
the medical literature regarding techniques, complications and
hazards associated with the intended procedures.

+ User should note the importance of placing the mesh
without tension under mid-urethra.

* Good surgical practices should be followed for
management of contamination or infected wounds.

* Bleeding can occur, Check carefully before releasing
patient fram the hospital.

PROCEDURAL WARNING

* Cystoscopy is not required, but can be done at the
surgeon’s discretion.

POST PROCEDURAL WARNING

+ If subsequent infection occurs, the entire mesh may have to
be removed or revised.

+ The patient should be advised that future pregnancies may
negate the effects of this procedure and the patients may
again become incontinent.

POTENTIAL COMPLICATIONS

The following complications have been reported due to
suburethral sling placement, but are not limited to:

* Aswith all implants, lacal irritation at the wound site andfor
a foreign body may occur.

* Tissue responses to the implant could include vaginal
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 mesh.

= Like all foreign bodies, the mesh may potentiate an
existing infection.

s Excesstension may cause temporary or permanent lower
urinary tract obstruction and retention.

* Known risks of surgical procedures for the treatment
of incontinence include pain, infection, erosian, device
migration, complete failure of the pracedure resulting in
incontinence and mild to moderate incontinence due to
incomplete support or overactive bladder.

 In addition to the above listed potential complications,
allergic reaction, abscess, detrusor instability, pelvic
and vaginal pain, dyspareunia, vaginal bleeding, vaginal
discharge, dehiscence of vaginal incision, nerve damage,
edema and erythema at the wound site, have been reported
due ta suburethral sling procedure.

+ [thas also been reported that groin pain, orthostatic

symptoms, fatigue and shortness of breath may occur due
to the potential development of hematoma.
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PRECAUTIONS

+ Standard surgical practices should be followed for the
suburethral sling procedure as well as for the management
of contaminated or infected wounds.

+ The procedure should be performed with very careful attention
to avoid laceration or perforation of any vessels, nerves,
bladder and bowel.

* Do notremove the protective plastic sleeve covering mesh
implant until proper position has been confirmed.

* Ensure the mesh is placed without tension under the
mid-urethra.

» Use of this device should be done with the understanding
that subsequent infection may require removal of the mesh.

» Patients should be counselled to refrain from heavy lifting,
exercise and intercourse for 8 minimum of four (4) weeks
after the procedure. Physician should determine when itis
suitable for each patient to return to normal activities.

+  Should dysuria, bleeding or other problems occur, the patient
should be instructed to contact the physician immediately.

+ Do notuse any mechanical means of contact with the mesh
(such as clips, staples etc.) within the urethral support region
of the mesh as mechanical damage to the mesh may occur.

* Avoid excessive tension on the mesh during handling.

WARRANTY

Bostan Scientific Corporation (BSC) warrants that reasonable
care has been used in the design and manufacture of this
instrument. This warranty is in lieu of and excludes all other
warranties not expressly set forth herein, whether express or
implied by operation of law or otherwise, including, but not
limited to, any implied warranties of merchantability or fitness
for a paicular purpose. Handling, storage, cleaning and
sterilization of this instrument as well as ather factors relating to
the patient, diagnosis, treatment, surgical procedures and other
matters beyond BSC's control directly affect the instrument and
the results obtained from its use. BSC's obligation under this
warrantyislimited tothe repair or replacementof this instrument
and BSC shall not be liable for any incidental or consequential
loss, damage or expense directly or indirectly arising from the
use of this instrument. BSC neither assumes, nor authorizes any
other person to assume for it, any other or additional liability or
responsibility in connection with this instrument. BSC assumes
no liability with respect to instruments reused, reprocessed
or resterilized and makes no warranties, express or implied,
including but not limited to merchantability or fitness for a
particular purpose, with respect to such instruments,
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EC m EU Authorized
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Boston Scientific International S.A.
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TSA 51101

92729 NANTERRE CEDEX

FRANCE

Australian
Sponsor Address

Boston Scientific {Austealia) Pry Ltd
PO Box 332

BOTANY

NSW 1455

Australia

Free Phone 1800 676 133

Free Fax 1800 836 666

AUS

Legal
Manufacturer
Manulactured for:

Boston Scientific Corporation
One Boston Scientific Place

Natick, MA 01760-1537

USA
Do not use if package
is damaged.
Recyclable
Package

Ce€0197

© 2012 Boston Scientific Corporation or its affiliates.
All rights reserved.
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Obtryx" II

System
ECURY DI S

Transobturator Sling System with
PrecisionBlue™ Design

B ONLY

Caution: Federal Law [USA) restricts this device 1o sale by or on
the order of a physician.

WARNING

Contents supplied STERILE using ethylene oxide (EO) process.
Do not use if sterile barrier is damaged. If damage is found call
your Boston Scientific representative.

For single use only. Do not reuse, reprocess or resterilize.
Reuse, repracessing or resterilization may compromise the
structural integrity of the device andfor lead to device failure
which, in turn, may result in patient injury, illness or death.
Reuse, repracessing or resterilization may also create a risk of
contamination of the device and/or cause patient infection or
cross-infection, including, but not limited to, the transmission of
infectious disease(s) from cne patient to another. Contamination
of the device may lead to injury, illness or death of the patient.

After use, dispose of product and packaging in accerdance
with hospitel, administrative andfor local government palicy.

DEVICE DESCRIPTION

The Obtryx Il System is a sterile, single use system consisting of
two (2} delivery devices and one (1) mesh assembly. The mesh
assembly is comprised of a polypropylene knitted mesh with dilator
legs and a center tab. Atthe distal ends of the dilator legs there are
association loops designed to be placed in the needle slot of the
distal end of the delivery device. The disposable delivery device
consists of a handle with a stainless steel needle. The needle is
designed to facilitate the passage of the mesh assembly through
bodily tissues for placement through the obturator foramen.

INDICATIONS FOR USE

The mesh implant is intended for use as a suburethral sling
for the treatment of stress urinary incontinence resulting from
hypermobility andfor intrinsic sphincter deficiency.

CONTRAINDICATIONS

The mesh suburethral sling implant is contraindicated in the

following patients:

* Pregnant patients, patients with potential for future growth
or patients that are considering future pregnancies.

* Any patients with soft tissue pathology into which the
implantis to be placed.

« Patients with any pathology which would compromise
implant placement

+ Patients with any pathology, such as blood supply
limitations or infections that would compromise healing.

HOW SUPPLIED

The device is supplied sterile. Do not use if package is opened
or damaged.

Do not use if labeling is incomplete or illegible.
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Handling and Storage

Store at a controlled room temperature. Do not expose to
organic solvents, ionizing radiation or ultraviolet light. Rotate
inventory so that products are used prior to the expiration date
on package label.

DIRECTIONS FOR USE

Prior to Use

Carefully examine the system to verify that neither the contents
nor the sterilized package has been damaged in shipment. DO
NOT USE if sterile barrier on preduct is damaged. Immediately
return damaged product to Boston Scientific.

The design of the Obteyx™ I System allows the operator a
percutaneous approach utilizing a transobturator technigue.
See Figure 1 for parts description.

5 s L
Asmm

Dilatbr Leg

eader Loop

Center Tab

Sleeve f-'gs"'
—~_ Handle Center Tab Lead

N i
_ ,__:)
Needle Slot

Figure 1: Parts Description

Prepare and drape the patientusing standard surgical practice.

WARNING

Assure thatthe bladder is empty prior to initiating the use of this
product. Ensure that the bladder, urethra and other important
landmarks are properly identified.

Steps to Use

1. Prepare the skin lateral to the inferior pubic ramus and
vaginal operative sites.

2. Incise the anterior vaginal wall and dissect bilaterally to the
interior portion of the inferior pubic ramus.

3. Create a vertical skin incision large enough to insert tip of
needle justlateral to the edge of the inferior pubic ramus at
the junction where the inferior pubic ramus and the adductor
longus muscle meet. Repeat on the contralateral side.

WARNING

If excessive force is encountered during advancement/withdrawal,
stop and determine remedial action prior to proceeding.

4. Grasp the device handle and insert one (1) needle through one
(1} skin incision, piercing through the obturator muscle and
obturator membrane. Turn the handle at the 45° angle medial
towards the midline. Place the apposite hand's forefinger
into the lateral dissection of the vaginal incision, placing the
fingertip on the distal end of the needle. Guide the distal end of
the needle around the inferior pubic ramus through the vaginal
incision, maintaining contact with the finger.

WARNING

Pay careful attention to avoid the adductor longus tendon with
the delivery device.

WARNING

Make sure the delivery device and mesh assembly pass
sufficiently lateral to the urethra in order to avoid urethral injury.

5. Engage one (1) assaciation loop to the distal end of the
needle (see Figure 2) protruding through the vagina.
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Figure 2: Association Loop Engagement

6. Pullthe needle out through the skin incision. Be sure that
the mesh assembly is not twisted and lies flat under the
urethra, with the blue center tab positioned suhurethrally,
facing outward.

7. Remove the association loop from the needle (see Figure 3).

TSN

Figure 3: Association Loop Removal

8. Repeat Steps 4-7on the contralateral side with the second needle.

9. Cystoscopy may be performed at this time, to be determined
at the physician’s discretion.

10. Next see section *Tension Mesh/Sleeve Removal.”

TENSION MESH/SLEEVE REMOVAL

1. Adjust the mesh/sleeve by pulling cutwards on the dilators
sothat the blue center tab is centered below the urethra.

2. Appropriately tension the mesh/sleeve according to
physician preference.

3. Once proper tension is achieved, cut the leader loop that is
on the outside of the sleeve that is connecting the dilator
leg and sleeve to the mesh. Pull outward on the dilator to
remove the sleeve leaving the mesh in place. Repeat on the
other side. {See Figure 4}.

Figure 4: Tension Mesh/Sleeve Removal

4. Grasp the blue center tab and cut the center tab lead
located on the side of the center tab to release the tab from
the mesh. Remove the center tab and center tab lead from
the vaginal canal.

5. Gently pushing downward on the skin incisiens, cut the
distal ends of the mesh and confirm that those ends retract
into the skin incisions.

6. Close all incisions according to usual methods.

GENERAL WARNING

+ The risks and benefits of performing a suburethral sling
procedure in the following should be carefully considered:

* Women planning future pregnancies.

* Overweightwomen {weight parameters to be determined
by the physician).

* Patients with blood coagulation disarder.

* Patients with compromised immune system or any other
conditions that would compromise healing.

5
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« Take special care in cases of bladder prolapse because of
anatomical distortion. Ifthe patientrequires a cystocels repair,
it should be done prior to the suburethral sling placement.

Vaginal and urinary tract infection should be treated prior
to implantation.

User should be familiar with surgical procedures and
techniques invalving non-absorbable meshes before using
the Obtryx™ [l System.

This product is intended for use only by clinicians

with adequate training and experience in treatment of
female stress urinary incontinence {SUI). The physician

is advised to consult the medical literature regarding
techniques, complications and hazards assaciated with the
intended procedures.

User should note the importance of placing the mesh
without tension under mid-urethra.

Good surgical practices should be followed for
management of contamination or infected wounds.

Bleeding can occur. Check carefully before releasing
patient from the hospital.

PROCEDURAL WARNING

Cystoscopy is not required, but can be done atthe
surgeon's discretion,

POST PROCEDURAL WARNING

If subsequent infection occurs, the entire mesh may have to
be removed or revised.

The patient should be advised that future pregnancies may

negate the effects of this procedure and the patients may
again become incontinent.

POTENTIAL COMPLICATIONS

The following complications have been reported due to
suburethral sling placement, but are not limited to:

Boston Scientific (Master Erand Template 3in x 9in Global, 907106040 AK), DFU, MB, Obtryx Il System, Global, 90692849-018

As with all implants, local irritation at the wound site andfor
a foreign body may occur.

Tissue responses to the implant could include vaginal
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
respanses may require removal of the entire mesh.

Like all foreign bodies, the mash may potentiate an
existing infection.

Excess tension 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 pracedure resulting in
incontinence and mild to moderate incontinence due to
incomplete support or overactive bladder.

In addition to the above listed potential complications,
allergic reaction, abscess, detrusor instability, pelvic

and vaginal pain, dyspareunia, vaginal bleeding, vaginal
discharge, dehiscence of vaginal incision, nerve damage,
edema and erythema at the wound site have been reported
due to suburethral sling procedure.

It has also been reparted that groin pain, arthostatic
symptaoms, fatigue and shortness of breath may occur due
1o the potential development of hematoma,
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PRECAUTIONS

« Standard surgical practices should be followed for the
suburethral sling procedure as well as for the management
of contaminated or infected wounds.

¢ The procedure should be performed with very careful attention
to avoid laceration or perforation of any vessels, nerves,
bladder and bowel.

+ Do not remove the protective plastic sleeve covering mesh
implant until proper position has been confirmed.

* Ensure the mesh is placed without tension under the
mid-urethra.

+ Use of this device should be done with the understanding
that subsequent infection may require removal of the mesh.

+ Patients should be counselled to refrain from heavy lifting,
exercise and intercourse for a minimum of four (4) weeks
after the procedure. Physician should determine when itis
suitable for each patient to return to normal activities.

+ Should dysuria, bleeding or other problems occur, the patient
should be instructed to contact the physician immediatsly.

+ Do notuse any mechanical means of contact with the mesh
(such as clips, staples etc.} within the urethral support region
of the mesh as mechanical damage to the mesh may occur.

* Avoid excessive tension on the mesh during handling.

WARRANTY

Boston Scientific Carporation (BSC) warrants that reasonable
care has been used in the design and manufacture of this
instrument. This warranty is in lieu of and excludes all other
warranties not expressly set forth herein, whether express or
implied by operation of law or otherwise, including, but not
limited to, any implied warranties of merchantability or fitness
for a particular purpose. Handling, storage, cleaning and
sterilization of thisinstrument as well as other factors relating to
the patient, diagnosis, treatment, surgical procedures and other
matters beyond BSC's control directly affect the instrument and
the results obtained from its use. BSC's obligation under this
warrantyis limited to the repair or replacementofthis instrument
and BSC shall not be liable for any incidental or consequential
loss, damage or expense directly or indirectly arising from the
use of this instrument. BSC neither assumes, nor authorizes any
other person ta assume for it, any other or additional liability or
responsibility in connection with this instrument. BSG assumes
no liability with respect to instruments reused, reprocessed
or resterilized and makes no warranties, express or implied,
including but not limited to merchantability or fitness for a
particular purpose, with respect to such instruments,
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m EU Authorized
Representative

Boston Scientific International S.A.

55 avenue des Champs Pierreux

TSA 51101

92729 NANTERRE CEDEX
FRANCE

Australian
Sponsor Address

Boston Scientific (Australia) Pty Ltd
PO Box 332

BOTANY

NSW 1455

Australia

Free Phone 1800 676 133

Free Fax 1800 B36 666

AUS

Legal
Manufacturer
Manufactured for:
Boston Scientific Corporation
One Boston Scientific Place
Natick, MA 01760-1537
USA
USA Customer Service 883-272-1001

Do not use if package
is damaged.

Recyclahle
Package

Ce0197

© 2012 Boston Scientific Corporation or its affiliates.
All rights reserved.
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Carton Image Enlarged

ﬂ m EU Authorized
Representative

Boston Scientific International SA.

55 avenue des Champs Pierreux

TSA 51101
92729 NANTERRE CEDEX

Legal
Manufacturer

M anufactured for. Consult instructions
Boston Scientific Corporation for use.

One Boston Scientific Place

Natick, MA 01760-1537

USA

USA Customer Service 888-272-1001
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Carton Image Enlarged

ﬂ m EU Authorized
Representative

Boston Scientific International SA.

55 avenue des Champs Pierreux

TSA 51101
92729 NANTERRE CEDEX

Legal
Manufacturer

M anufactured for. Consult instructions
Boston Scientific Corporation for use.

One Boston Scientific Place

Natick, MA 01760-1537

USA

USA Customer Service 888-272-1001
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Appendix 14-B

Predicate Labeling
Obtryx K040787
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Predicate Directions For Use
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]& ONLY Caution: Federal law (USA) restricts this device to sale by or on
the order of a physician.

DIRECTIONS FOR USE

WARNING

Contents supplied STERILE using ethylene oxide (EQ) process. Do not use
i slerile barrer is damaged. If damage is found call your Bosten Scientific
representative.

For single use only. Do not reuse, reprocess or resterilize. Reuse, reprocessing
or resterilization may compromise the structural integrity of the device andfor
lead to device failure which, in turn, may result in patient injury, iliness or death.
Reuse, reprocessing or resterilization may alse create a risk of contamination
of the device andfor cause patient infection or cross-infection, including, but not
limited {o, the transmission of infectious disease(s) from one patient io ancther.
Contamination of the device may lead to injury, iliness or death of the patient,

After use, dispose of product and packaging in accordance with hospital,
administrative and/or Jocal government policy.

DEVICE DESCRIPTION

The Obtryx™ Sfing System - Gurved is a sterile, single use system consisting
of twa (2) delivery devices and one (1) mesh assembly. The mesh assembly
is comprised of a polypropylene knitted mesh protected by a disposable plastic
sleave, At the distal ends of the mesh assembly there are asscciation loops
designed to be placed in the needle slot of the distal end of the delivery device.
The disposable delivery davice consists of a handle with a stainless steel needla.
The needle is designed to facilitate the passage of the mesh assembly through
bodily tissuas for placement through the obturator foramen.

INDICATIONS FOR USE

The mesh implant is intended for use as a suburethral sling for the treatment of
stress urinary incontinence resulting from hypermobility andfor intrinsic sphincter
deficiency.

CONTRAINDICATIONS
The mesh suburethral sling implant is contraindicated in the following patients:

* Pregnant patients, patients with potential for fulure growth or patients that
are considering fulure pregnancies.

+ Any palients with soft tissue pathology into which the implant is to be
placed.

+ Patients with any pathology which would compromise tmplant placement.

+ Patients with any pathology, such as blocd supply limitations or infactions
that would compromise healing.

Page 172 of 349
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118




Records processed under FOIA Request #2013-9072; Released by CDRH on 08-24-2015

DIRECTIONS FOR USE
Prior to Use

The Obtryx™ Sling System - Curved is supplied sterile and is intended for single
patient use only. Carefully examine the system fo verify that neither the contents
nor the sterilized package has been damaged in shipment. DO NOT USE if sterile
barrier on product is damaged. Immediately return damaged product to Boston
Sclentific.

The design of the Obfryx Sling System - Curved allows the operator a
perculaneous approach utilizing a fransobturator fechnique. See Figure 1 for
parls descriplion.

Assoclation loop Centering Tab

Bilator M?Sh
=t PR N
- SRR
E A

R T

Figure 1: Parts Description

Prepare and drape the patient using standard surgical practice.

WARNING: Assure that the bladder fs empty prior to initiating the use of this
product. Ensure that the bladder, urethra and other important landmarks
are properly identified.

Steps to Use
1. Prepare the skin lateral o the inferior pubic ramus and vaginal operative
sites.

2. incise the anterior vaginal wall and dissect bilaterally to the interior poriion
of the inferior pubic rarmus.

3. Create a vertical skin incision large enough fo insert tip of needle just
lateral fo the edge of the inferior pubic ramus at the junction where the
inferfor pubic ramus and the adductar longus muscle meet. Repeat on
the conlralateral side.

WARNING: If excessive force is encountered during advancement/withdrawal,
stop and determine remadial action prior to proceeding.

4. Grasp the device handle and insert one (1} needle through one {1) skin
incision, pigrcing through the obturator muscle and obturator membrane.
Turn the handle at the 45° angle medial towards the midline. Place
the opposite hands forefinger into the lateral dissection of the vaginal
incision, placing the fingertip on the distal end of the needle. Guide the
distal end of the needle around the inferior pubic ramus through the
vaginal incision, maintaining contact with the finger.
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WARNING: Make sure the detivery device and mesh assembly pass sufficiently
tateral to the urethra in order to avold urethral injury.

5. Engage one (1) association loop to the distal end of the needle (see
Figure 2) profruding through the vagina.

Figure 2: Association Loop Engagement

8. Pull the needle out through the skin Incision. Be sure that the mesh
assembly is not twisted and lies flat under the urethra, with the blue
centering tab positioned suburethrally, facing outward.

7. Remove the association loop from the needle (see Figure 3).

Figure 3: Association Loop Removal
8. Repeal Steps 4-7 on the contralateral side with the second needle.

9. Cystoscopy may be performed at this time, to be delermined at the
physictan's discretion,

10. Next see section “Tension Mesh/Sleave Removal.”
Tension Mesh/Sleeve Removal

1. Adjust the mesh/sleeve by pulling outwards on the dilators so that the
blue centering tab is centered below the urethra.

2. Appropriately ftension the mesh/sleeve according to physician
preference.

3. Grasp the blue centering tab and cut the tab through the center of the
punch hole {see Figure 4) ensuring that both halves of the blue tab are
completely removed from the vaginal canal.
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Figure 4: Tension Mesh/Sleeve Removat

4. Pull outwards on the difators to remove tha sleeve leaving the mesh in
place.

§. Verify the tension of the mesh and adjust as necessary.

6. Gently push downward on the skin incisions, cut the distal ends of the
mesh and confirm that those ends retract into the skin incisions.

7. Close all incisicns according to usual methods.

GENERAL WARNING:

+ The risks and benefits of performing a suburethral sling procedure in the
following should be carefully considered:

+ Women planning future pregnancies.

» Overwelght women (weight parameters to be determined by the
physician}.

+ Patients with blood coagulation disorder.

+ Patients with compromised immune system or any other conditions that
would compromise healing.

+ Patients with renal insufficiency and upper urinary trac! obstruction

+ Take special care in cases of bladder prolapse because of anatomical
distortion. If the patient requires a cystocele repalr, it should be done prior
to the suburethral sling procedure.

+ Vaginal and urinary tract infection should be treated prior to implantation.

* User should be familiar with surgical procedures and techniques involving
non-absorbable meshes before using the Obtryx™ Sling System - Curved.

+ This productis intended for use only by clinicians with adequate training and
experience in treatment of female stress urinary incontinence (SUI). The
physician is advised to consult the medical literature regarding techniques,
complications and hazards associated with the intended procedures,

+ User should note the importance of placing the mesh without tension under
mid-urethra.

*+ Goodsurgical practices should be followed for management of contamination
or infected wounds.

* Retropubic bleeding can occur. Check carefully before releasing patient
from the hospital,
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PROCEDURAL WARNING

+ Cystoscopy is not required, but can be done at the surgeon’s discretion.

POST PROCEDURAL WARNING

If subsequent infection occurs, the entire mesh may have to be removed
or revised.

The patient should be advised that fulure pregnancies may negate the
effects of Ihis precedure and the patients may again become incontinent.

Refropubic bleeding can accur. Check carefully before releasing patient
from the hospital.

POTENTIAL COMPLICATIONS

The fellowing complications have been reporfed due to suburethral sling
placement, but are nof limited to:

.

As with all implants, local irritation at the wound site andfor a foreign body
may ocour,

Tissue responses to the implant could include vaginal extrusion, erosion
through the urethra or other surrounding tissue, migration of the device from
the desired location, fistula formation and inflammation. The accurrence of
these responses may require removal of the entire mesh.

Like all foreign bodigs, the mesh may potentiate an existing infection.

Excess tension may cause temporary or permanent lower urinary tract
abstruction and retention.

Known risks of surgical procedures for the trealment of incontinence
include pain, infection, erosion, device migration, complete fallure of the
procedure resuiting in incontinence and mild to moderate incontinence due
to incomplete support or overactive bladder.

In addition {o the above listed potential complications, allergic reaction,
abscess, detrusor instability, pelvic and vaginal pain, dysparenia, vaginal
bleeding, vaginal discharge, dehiscence of vaginal incision, edema and
erylbemna at the wound site have been reporied due to suburethral sling
procedure.

It has also been reported that groin pain, orthostatic symptoms, fatique

and shortness of breath may occur due fo the potential development of
hematoma in the obturator faramen.

PRECAUTIONS

Standard surgical practices should be followed for the suburethral sling
procedure as well as for the management of contaminated or infected
wounds.

The procedure should be performed with very careful altention to avoid
laceration of any vessels, nerves, bladder and bowel,

Do not remove the protective plastic sleeve covering mesh tmplant until
proper position has been confirmed,

Ensure the mesh is placed without tension under the mid-urethra.

Use of this device should be done with the understanding that subsequent
infaction may require removal of the mesh.
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+ Patients should be counselled to refrain from heavy lifting, exercise and
intercourse for a minimum of four {4) waeks after the procedure. Physician
should determine when il is suitable for each patient to return to normal
activities,

+ Should dysuria, bleeding or othar problems accur, the patient should be
instructed to contact the physician immediately.

+ Do not use any mechanical means of contact with ihe mesh (such as clips,
slaples ete,} within the urethral support region of the mesh as mechanical
damage to the mesh may occur.

+ Avoid excessive tension on the mesh during handling.

STORAGE

Store at a controlled room temperature. Do not expose fo organic sclvents,
ionizing radiation or ultraviclet light. Rotate inventory so that products are used
prios to the expiration date on package label. Da not use if package is opened or
damaged. Do not use if labeling is incomplete or lllegible.

WARRANTY

Boston Sclentific Corporation (BSC) warrants that reasonable care has been
used in the design and manufacture of this instrument. This warranty Is in
lieu of and excludes all other warranties not expressly set forth herein,
whether express or implied by operation of law or otherwise, Including,
but not limited to, any implied warranties of merchantability or fitness
for & partigular purpose. Handling, storage, cleaning and sterilization of this
instrument as well as other factors relating to the patient, diagnosis, treatment,
surgical procedures and other matters beyond BSC's control directly affect the
instrument and the resulls obtained from its use, BSC’s obligation under this
warranly is limited to the repair or replacement of this instrument and BSC shall
not be liable for any incidental or consequential loss, damage or expense directly
or indirectly arising from the use of this instrument. BSC neither assumes, nor
authorizes any other person to assume for if, any other or additional liability or
responsibility in connection with this instrument. BSC assumes no liabifity with
respect to instruments reused, reprocessed or resterilized and makes no
warranties, express or implied, including but not limited to merchantability
or fitness for a particular purpose, with respect to such insfruments.
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'_&’ ONLY Caution: Federal Law (USA) restricts this device to sale by or on
the order of a physician,

DIRECTIONS FOR USE

WARNING

Contents supplied STERILE using ethylene oxide {EO) process. Do not use
if sterile barrier is damaged. If damage is found call your Boston Scientific
representative.

For singls use only. Do not reuse, reprocess or resterilize. Reuse, reprocessing
or resterilization may compromise the structural integrity of the device and/for
lead to device failure which, in turn, may result in patient injury, llness or death.
Reuse, reprocessing or resterilization may also create a risk of contamination
of the device and/or cause patient infection or cross-infection, including, but not
limited to, the transmission of infecticus disease(s} from one patient to another,
Contamination of the device may lead to injury, illness or death of the patient.

After use, dispose of produst and packaging in accordance with hospiial,
administrative and/or local government policy.

DEVICE DESCRIPTION

The Oblryx™ Sling System - Halo is a sterile, single use system consisting of
two (2) delivery devices {(one patient right and one palient left) and one (1) mesh
assembly. The mesh assembly is comprised of a polypropylene knitted mesh
protected by a disposabla plastic sleeve. At the distal ends of the mesh assembly
there are association loops designed to be placed in the needle slot of the distal
end of the delivery device. The disposable delivery device cansists of a handle
with a stainless steel needle. The needle is designed to facilitate the passage of
the mesh assembly through bodily tissues for placement through the obturator
foramen,

INDICATIONS FOR USE

The mesh implant is inlended for use as a suburethral sling for the reatment of
stress urinary incontinence resuiting from hypermobility andfor intrinsic sphincter
deficiency.

CONTRAINDICATIONS
The mesh suburethral sling implant is contraindicated in the fellowing patients:

+ Pregnant patienis, patients with potential for future growth or patients that
are considering fulure pregnancies.

+ Any patients with soft tissue pathology into which the implant is to be
placed.

+ Patients with any pathology which would compromise implant placement.

+ Palients with any pathology, such as blood supply limitations or infections
that would compramise healing,
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DIRECTIONS FOR USE
Prior to Use

The Obfryx™ Sling System - Halo is supplied sterlle and is intended for single
patient use only. Carefully examine the system fo verify that neither the contents
rior the sterilized package has been damaged in shipment. DO NOT USE if sterile
barrier on praoduct is damaged. lmmediately return damaged product to Boston
Scientific,

The design of the Obtryx Sling System - Halo allows the operator a percutaneous
approach utilizing a transobturator technique. See Figure 1 for parts description.

W O A ‘“:*".i..‘-' e
1

[ fator
Centering Tab Mesh Dilator  sociation Loop

Figure 1: Parts Description

Prepare and drape the patient using standard surgical practice.

WARNING: Assure that the bladder is emply prior to initiating the use of this
product. Ensure that the bladder, urethra and other Important landmarks
are properly identified.

Steps to Use

1. Prepare the skin lateral to the inferior pubic ramus and vaginal operalive
sites.

2. Incise the anterior vaginal wall and dissect bilaterally to the interior portion
of the inferior pubic ramus.

3. Create a vertical skin Incisicn large enough to insert tip of needle just
lateral to the edge of the inferior pubic ramus at the junction where the
inferior pubic ramus and the adductor longus muscle meet. Repeat on
the contralateral side.

WARNING: {f excessive force is encountered during advancementfwithdrawal,
stop and determine remedial action prior to proceeding.

4. Grasp the device handle for the patient's lefl side with the right hand.
Place the left forefinger into the lateral dissection of the vaginal incision.
Place the needle tip into the skin incision perpendicular to the skin with
the handle at a 45° angle parallel with the thigh.

5. Pulling the left thumb on the outside of the needle curve, apply a
downward force, piercing through the obturator muscle and membrane.

6. Rotate the needle medially around the inferior pubic ramus to meet the
left hand forefinger. Guide the needle tip through the vaginal incision.

WARNING: Make sure the delivery device and mesh assembly pass sufficiontly
lateral to the urethra in order to avoid urethral injury.

7. Engage one (1) association loop to the distal end of the needle {see
Figura 2} protruding through the vagina.

3
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Figure 2: Association Loop Engagement

8. Pull the needle ou! through the skin incision. Be sure that the mesh
assembly is not twisted and lies flat under the urethra, with the blue
centering tab positioned suburethrally, facing outward.

8. Remove the assoclation loop from the needle (see Figure 3).

Figure 3: Association Loop Removal
10. Repeat Steps 4-9 on the contralateral side with the second needle.

11. Cystoscopy may be performed at this time, to be determined at the
physician’s discretion.

12. Nex! see section “Tension Mesh/Sleeve Removal.”
Tension Mesh/Sleeve Removal

1. Adjust the mesh/sleeve by pulling cutwards on the dilators so that the
blue centering tab is centered below the urethra.

2. Appropriately tension the mesh/slesve according to physician
preference.

3. Grasp the blue centering tab and cut the tab through the center of the
punch hole {see Figure 4) ensuring that both halves of the blue tab are
completely removed from the vaginal canal.

Figure 4: Tenslon Mesh/Sleeve Removal

4
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4. Pull outwards on the dilafors to remove the sleeve leaving the mash in
place.

5. Verify the tension of the mesh and adjust as necessary.

6. Gently push downward on the skin incisions, cut the distal ends of the
mesh and confirm that those ends retract into the skin incisions.

7. Close all incisions according to usual methods.

GENERAL WARNING

+ The risks and benefits of performing a suburethrat sling procedure in the
following should be carefully considered:

« Women planning future pregnancies.

+ Overweight women (weight parameters to be determined by the
physician).

+ Patients with blood coagulalicn disorder.

+ Palients with compromised immune system or any other conditions that
would compromise healing.

+ Patients with renal insufficiency and upper urinary tract obstruction.

+ Take special care in cases of bladder prolapse because of anatomical
distortion. If the patient requires a cystocele repar, it should be done prior
to the suburethral sling procedure.

+ Vaginal and urinary fract infection should be treated prior to imptantation.

+ User should be familiar with surgical procedures and techniques involving
non-absorbable meshes before using the Obiryx™ Sling System - Halo,

+ This product is intended for use only by clinicians with adequate fraining and
experience in treaiment of female siress urinary incontinence (SUlY. The
physician is advised lo consult the medical literature regarding techniques,
complications and hazards associated with the intended procedures.

+ User should note the importance of plaging the mesh without tension under
mid-urethra.

+ Good surgical practices should be followed for management of contamination
or infected wounds.

« Retrepubic bleeding can occur. Check carefully before releasing patient
from the hospital.

PROCEDURAL WARNING

+ Cysloscopy is not required, but can be done at the surgeon’s discretion.

POST PROCEDURAL WARNING

+ {f subsequent infection occurs, the entire mesh may have to be removed
or revised.

+ The patient should be advised that future pregnanciss may negate the
effects of this procedure and the patienis may again become incontinent.

+ Retropubic bleeding can eccur, Check carefully before releasing patient
from the hospital.
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POTENTIAL COMPLICATIONS

The following complications have been reported due to suburethral sling
placemant, but are not limited to:

As with all implants, local irritation at the wound site andfor a foreign body
may occur.

Tissue responses io the implant could include vaginal extrusion, erosion
through the urethra or other surrounding tissue, migration of the device from
the desired location, fistula formation and inflammmation. The occurrence of
these responses may require removal of the entire mesh.

Like all foreign bodies, the mesh may potentiate an existing infection.

Excess tension 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 resulling in incontinence and mild to moderate incontinence due
lo incomplete support or overactive bladder.

In addition to the above listed potential complications, allergic reaction,
abscess, detrusor instability, pelvic and vaginal pain, dysparenia, vaginal
bleeding, vaginal discharge, dehiscence of vaginal incision, edema and
erythema at the wound site, have been reported due to suburethral sling
procedure.

It has also been reported that groin pain, orthostatic symatoms, fatigue

and shortness of breath may ocour due to the potential development of
hematoma in the oblurator foramen. )

PRECAUTIONS

.

Standard surgical practices should be followed for the suburethral sling
procedure as well as for the managemen! of contaminated or infected
wounds.

The procedure should be performed with very careful attention to avoid
laceration of any vessels, nerves, bladder and bowel.

Do not remove the proteciive plastic sleeve covering mesh implant until
proper position has been confirmed.

Ensure the mesh is placed without tension under the mid-urethra.

Use of this device should be done with the understanding that subsequent
infection may require removal of the mesh.

Patients should be counselled io refrain from heavy lifting, exercise and
intercourse for a minimum of four (4) weeks after the procedure. Physician
should determine when it is suitable for each patient to return to normal
activitics.

Should dysuria, bleeding or other problems occur, the patient should be
instructed to contact the physician immediately.

Bo not use any mechanical means of contact with the mesh (such as clips,
staples ete.) within the urethral support region of the mesh as mechanical
damage to the mesh may occur.

Avoid excessive tension on the mesh during handling.
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STORAGE

Store at a conirolled room temperature. Do not expese to organic solvents,
ionizing radiation or ultraviolst light. Rotate inventory so that products are used
prior {o the expiration date on package label. Do not use if package is opened or
damaged. Do not use if labeling Ts incomplete or illegible.

WARRANTY

Boston Scientific Corporation (BSC) warrants that reasonable care has been
used in the design and manufasture of this insirument. This warranty Is in
lieu of and excludes all other warranties not expressly set forth herein,
whether express or implied by operation of law or otherwise, including,
but not limited to, any implied warranties of merchantability or fitness
for a particular purpose. Handling, storage, cleaning and sterilization of this
instrument as well as other faclors relating to the patient, diagnosis, treatment,
surgical precedures and other matters beyond BSC's control directly affect the
instrument and the results obtained from ils use. BSC's obligation under this
warranty is limited to the repair or replacement of this instrument and BSC shall
not be liable for any incidental or consequential loss, damage or expense directly
or indirectly arising from the use of this instrument, BSC neither assumes, nor
authorizes any other person to assume for it, any other or additional jiability or
responsibility in connection with this instrument. BSC assumes no liability with
respect to instruments reused, reprocessed or resterllized and makes no
warranties, express or implied, including hut not limited to merchantability
or fitness for a particular purpose, with respect to such Instruments.
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Boston
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UsA
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S]éloeSIti)tIllﬁc TTTObtryxm System Halo

Sistema Obtryx™ Halo, Systéme Obtryx™ - Halo, Obtryx™ System - Halo, Sistema Obtryx™

Legal Elicoidale, Obtryx™ System Cirkelvormig, Obtryx™ ¥ 27 4 — nQ— NnO-—,
Manufacturer Obtryx™ system - Halo, Z0ompua Obtryx™ - Buwrtogtégavo, Sistema Obtryx™ - Halo,
Mauutactured for: Obtryx™-system - Halo, Obtryx™ rendszer - Halo, Systém Obtryx™ - Halo, System
Boston Scientific Corporation Obtryx™ - Halo, Obtryx™ system ring, Obtryx™ R4 - TR, Obtryx™ & 2(halo) AIAH],
Ono Boston Scientific Place Obtryx™ Sistemi - Halo
Natick, MA 01760-1537
ﬁ Customer Service 883-272-1001 Consult instructions For single use only.
EU Authorized for use. Do not reuse.
EC | REP : 4
Representative Do not use if package R 0 N LY
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(1) Obtryx™ System Halo

Sistema Obtryx™ Halo, Systéme Obtryx™ - Halo, Qbtryx™ System - Halo, Sistema Obtryx™
Elicoidale, Obtryx™ System Cirkelvormig, Obtryx™ ¥ 27 4 - /NOQ— NnAQ—,
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One Boston Scientific Place _ m E Sterilized using
Natick, MA 01760-1537 Contents (1) Mesh Assembly ethylene oxide.
USA AP . R
USA Customer Service $88-272-1001 (2) Delivery Devices Do not use if package
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90252128-01 Rev. B
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(5) Obtryx™ System Halo
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Elicoidale, Obtryx™ System Cirkelvormig, Obtryx™  AF A — nO— NQ—,

Legal Obtryx™ system - Halo, Zuompa Obtryx™ - Qwtootégavo, Sistema Obtryx™ - Halo,

Manufacturer Obtryx™-system - Halo, Obtryx™ rendszer - Halo, Systém Obtryx™ - Halo, System Do Not For single use only.
Manstectured for Obtryx™ - Halo, Obtryx™ system ring, Obtryx™ 4 - 4R, Obtryx™ E2(halo) Al 28, nmmm Do not reuse.
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'SBosto ﬁc (1) Obtryx™ System Curved  [gge] ™" gs50400

Sistema Obtryx™ curvy, Systéme Obtryx™ courbe, Obtryx™ System - Gelriinan,

C]'en ]' Sistema Obtryy™ Curvo, Obtrye™ System aet curve, Oy YAT & — AO-~H—TF, UPN Produettl M0068504000
Legal Dbtryx™system - keomt, Zompa Ghiryd™ - Kagmiha, Sistema Obiryx™ Cuarvo, Obtryx™ .
Manudacturer -system bija, Obtrya™ rendszer — hafiltott, Sysiém Obdrye™ - 2akfiveny, ChirsC System % 0o Nat For single use only.

Mantactured for. Zakrzywiony, Obtryxc=systen buet, Obiryr™ R% - T8, Obtrye™ JHE AAH Resterilize Do not reuse,
DS

Dne Boston Scante Pace by Siteni-Kavisi [srame]eo] Suleesueg
rueggek,moim-mr ﬁ’;, Contents (1) Mesh Assembly athylene oxide.
USA Customer Service 8852721301 i {2) Delivery Devices o }0 not use if package

(1) Dispaositivo de malla (1) Netsamling (1} Zestaw siatki is damaged.

. (2) dispositivos de administractdn  (2) Indferingsanordninger {2) Elementy winowadzajace
m EU Authorized ) pyndelatie russée {1) Auérran mhéEaToR (1 Nettsamling Consult instructions
Representafive (5 pisposhifs demiseenplace  {2) Zuoxkevicnipadnon, {2) Leveringsenheter for use.
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Catalog No.
[ Boston,.  (5)Obtryx™ System Curved 8504001
Sisterna Obstiys™ curvo, Systéine Qbiryx™ caurbe, Obty™ System - Gekelimmt, . ProdectNo.
SClentlﬁC Sisterna Obryx™ v, Dblryx™ System met curv Obtep™* Y27 & — An-h-7F, UPN M0068504001
Legal Obiryx™ system - krumt, Sdgmpo Obtryx™ - Koyimdo, Sistema Gblryl" Curvo;()btryx . For single use only.
Menufacturer -syster bigjd, Qbtrpr™ rendszer - hajltott, Systém Oblrys™ - zakifvery, Di)tryx System- g:ﬂ :r!iiize Do 1ol rousG.
Manulactured for; Zakrzywiiony, Obtrpe™ system buet, Gbtry™ 8% - H8, Obtrye™ THY NAH, e
Boston Scieatific Corporation Obtryx™ Sistemi - Kavisli Sterilize using
One Boston Scientific Place . i Ssterni STERILE ethylene oxide.
Natick, MA 01260-1537 ’v-‘(,!‘ Contents {1} Mesh Assembly
UsA At (2) Delivery Devices Do notuse if package
USA Customer Service 838-772-100i {1) Dispositivo de malla {1} Netsamling {13 Zestaw siatki ) is damaged.
{2} dispositivos de administracidn (2} Indfetingsanordninger 2} Elementy_ wprowadzajgce ) i
-m EU Authorized 4y gandetette tressée (1} Atran TMVpaTog (1) Nettsamling Consult instructions
EC Representative (3 pispositifs demise enplace  {2) ZvoxevécmipatbBnone (2} Levetingsenheter for use.
Boston Scientific Intematisnal SA. {1} Mesh-Vorrichtung [4}] Untdade‘de Rede ) ) ﬁ‘}ﬂﬁﬁ‘ i
55 avenuie des Choreps Fierraux (2) Einbringvarrichiungen (2) Dispositivos de Colocacao {2y EARE 5 Ii’ ON‘.Y c € 01 97 ;
SFA;::;HERRE CEDEX (1) Gruppo rete (1) Natmontering ll; fi}ifg g?;é]gﬂl ;
(2) Dispositivi di erogazione {2) Insitmingsanordaingar (2 : :
FRANCE {1} Netconstauctie {1} Halbszerkezet (1) Tel DUzeneg! LOT] 1M LO023001 .
ade in USA: {2} Inbrenginstrumenten (2} bevezetdeszkDzDk {2) Aktanm Clhazian 5
North Port Industrial Park My rwia-7ey7Y (1) Sitka s piisluienstvim 2 Use By 2010 -02 &
Jeeromine, 1 47430 @ FUAY - FRAR () zavadete :
USA III &
QT TR T :
. o
00685040011 *+8580502101MLO023001 1E 90252122-02 Rev. B ﬁ_j
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Section 15

Sterilization and Shelf Life
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Section 15: Sterilization and Shelf Life

STERILIZATION

Method: Ethylene Oxide (EtO) Sterilization
Sterility Assurance 4

Level: - |

Residuals: Residua

Sterilization Validatio
and Monitoring:

Pyrogenicity:

SHELF-LIFE
Functional testin

Traditional 510(k)
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Section 15: Sterilization and Shelf Life (Continued)

The temperature was selected based upon table below defining the accelerated aging time
(in days) for specific product shelf life periods based on the A i |
theory below), the assumption of ambient storage condition a

eference, Table 15-1 Accelerated Aging Parameters.

Table 15-1 Accelerated Aging Parameters

Accelerated Aging % Humidity(RH) Accelerated Age Exposure
Samples Temperature Time to Simulate
6 Months
Bulk Mesh
Mesh Assembly

Arrhenius equation

Accelerated aging is based on the assumption that chemical reactions follow the
Arrhenius reaction rate function. Based on modeling kinetics of materials, this function
states that a 10°C increase or decrease in temperature of a homogenous process results in
a 2x or 1/2x change, respectively, in the rate of a chemical reaction (Q10=2). This applies
to shelf life as the equation

where t is the time required for product to be in an elevated temperature, T is the shelf
life period being sought or claimed, b is the elevated temperature being used (°C), and a
the ambient storage temperature (°C) expected for standard product storage.

This equation is a generalization that reaction rates of chemical processes double in rate
for every 10°C increase in temperature.

Traditional 510(k)
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Section 16

Biocompatibility
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Section 16: Biocompatibility
Introduction:

The proposed device consists of the following:
® One mesh assembly, consisting of:
— One polypropylene sling implant;
— Two protective sleeves with leader loops;
— Two dilators with association loops;
— One center tab with lead;

e Two delivery devices (either Curved or Halo).

Table 16-1 provides a comparison of the patient-contacting materials for the proposed device

The delivery devices (Curved and Halo) are identical to those
cleared under #K040787. Further discussion regarding the biocompatibility of previously-
cleared materials is provided on the next page.

Table 16-1;: Comparison of Patient-Contact Materials- Proposed Device and Reference Device
Component

Sling
Implant

Protective
Sleeve

Leader
Loop

Dilator

Association
Loop
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Section 16: Biocompatibility (Continued
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Section 16: Biocompatibility (Continued)

Biocompatibility data for the patient-contacting portion of the delivery devices is on file
with Boston Scientific.

Biocompatibility of New Components/Materials:

Testing was conducted to demonstrate biocompatibility of the

Copies of the biocompatibility reports referenced in Table 16-2 are provided in Appendix
16-A.

Table 16-2: Summary of Biocompatibility Tests Performed for Proposed Device
Test Performed / Test Facility & | Extract/ Conditions* Results (Pass/Fail/Other)
Applicable 1ISO Report Number
10993 Part No.
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Section 16: Biocompatibility (Continued)
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Appendix 16-A

Biocompatibility Reports
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Appendix 16-B

I - care
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Section 17

Software

This section does not apply.
The proposed device does not contain software.

Traditional 510(k)
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Section 18

Electromagnetic Compatibility and Electrical Safety

This section does not apply.
The proposed device is not the source nor does it have the ability to conduct
electromagnetic or electrical energy to the patient.

Traditional 510(k)
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Section 19

Performance Testing — Bench
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Section 19: Performance Testing
Purpose

The purpose of the testing summarized in this section is to demonstrate that the proposed
sling is “substantially equivalent” to the predicate Boston Scientific slings (K020110,
K040787).

Performance testing

Tests Performed

The tests performed on the proposed sling were driven by the product characterization list
provided in the FDA Guidance document, “Guidance for the Preparation of a Premarket
Notification Application for a Surgical Mesh,” issued on March 2, 1999. Several of these
tests have standard test methods that were followed and declarations of conformity to those
standards are in Section 9.
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Section 20

Performance Testing — Animal

This section does not apply.
No animal studies were required in support of this premarket notification.
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Section 21

Performance Testing — Clinical

This section does not apply.
No clinical studies were required in support of this premarket notification

Traditional 510(k)
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U.S. Food and Drug Administration
3"’1,, Center for Devices and Radiological Health
30 Document Control Center WO66-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

August 14, 2012

BOSTON SCIENTIFIC CORP. 510k Number: K121754
UROLOGY/WOMAN'S HEALTH

100 BOSTON SCIENTIFIC WAY

M21

MARLBOROUGH, MASSACHUSETTS 01752
ATTN: JANET A. MCGRATH

Product: BLUE SUI SLING

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document
Mail Center at the above letterhead address. Correspondence sent to any address other than the one above will not
be considered as part of your official premarket notification submission. Also, please note the new Blue Book
Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with Industry about
Premarket Files Under Review. Please refer to this guidance for information on current fax and e-mail practices at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm. On
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated
510(k)s. This guidance can be found at o
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm084365.htm. Pleas
refer to this guidance for assistance on how to format an original submission for a Traditional or Abbreviated
510(k).

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution until you receive a letter from FDA allowing you to do so. As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a
submission or a requirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

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

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

Sincerely,

510(k) Staff

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


http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/uciTi089402.htm
http://vAvw.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm084365.htm

Records processed under FOIA Request #2013-9072; Released by CDRH on 08-24-2015

Mcdonald, Lisa *

From: Microsoft Outlook

: . mcgrathj@bsci.com
-oent: Tuesday, August 14, 2012 1:30 PM
Subject: Relayed: K121754 Al Letter

Delivery to these recipients or groups is complete, but no delivery notification was sent by the
destination server:

mecgrathj@bsci.com (mcgrathj@bsci.com)

* Subject: K121754 Al Letter

1
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Sincerely, '
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Boston
cientific

Urology
Gynecology

100 Boston Scientific Way
Mariborough, MA 01752-1234

www.bostonscientitic.com

August 13,2012 FDA CDry DMC
Food and Drug Administration AUG 1 4 2012

Center for Devices and Radiological Health R ) .
Office of Device Evaluation €Ceived @4 ’),\0

Document Mail Center (W0O66-0609)
10903 New Hampshire Avenue
Silver Spring, Maryland 20850

Subject: Premarket Notification —Traditional 510(k) — K121754 — Amendment 1
Device Name: Obtryx II System (Blue SUT Sling)
Device Type: Mesh, Surgical, Synthetic, Urogynecologic, for Stress
Urinary Incontinence, Female, Multi-Incision
Regulation Number: 21 CFR 878.3300
Regulatory Class: II
Product Code: OTN
Panel: Obstetrics and Gynecology

Dear Dr. Becky Robinson,

On June 12, 2012 Boston Scientific Corporation (BSC) submitted Traditional 510(k),
K121754, for the Blue SUT Sling. On August 01, 2012 we received FDA’s deficiency
letter via fax, dated July 30, 2012 in response to the Blue SUI Sling (K121754). As
requested by FDA we have updated the device name of the device from “Blue SUI Sling”
To Obtryx I System”.

Enclosed please find two copies of Boston Scientific’s responses to FDA'’s letter dated July
30, 2012.

Boston Scientific Corporation considers its intent to manufacture and distribute this device
to be confidential commercial information, and therefore exempt from public disclosure
according to 21 CFR 807.95.

If you have any questions regarding this Premarket Notification, please contact me at (508)
683-4726 or by facsimile at (508) 683-5827.

Janet A. McGrath

Principal Specialist, Global Regulatory Aftairs
Urology and Gynecology

Boston Scientific Corporation

e-mail: mcgrathj@bsci.com

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



http://www.bostonscientific.com
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CDRH PREMARKET REVIEW SUBMISSION COVER SHEET

DEPARTMENT OF HEALTH AND HUMAN SERVICES

FOOD AND DRUG ADMINISTRATION

Form Approval

OMB No. 0910-0120

Expiration Date: December 31, 2013
See OMB Statement on page 5.

Date of Submission
i 08/13/2012

SECTION A

PMA
D QOriginal Submission
[[] Premarket Report
D Modular Submission
D Amendment
[] Report
[[] Report Amendment
D Licensing Agreement

User Fee Payment ID Number

MD6060582-956733

PMA & HDE Supplement
D Regular (180 day)

[:] Special

[] Panel Track (PMA Only)
[ ] 30-day Supplement

[ ] 30-day Notice

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

I:' Amendment to PMA &
HDE Supplement

|:| Other

TYPE OF SUBMISSION
PDP

[] original PDP

[[] Notice of Completion

[ ] Amendment to PDP

FDA Submission Document Number (if known)

K121754

510(k)
D Original Submission:
[] Traditional
D Special

Abbreviated (Complete
D section |, Page 5)

[X] Additional Information
[] Third Party

Meeting
[] Pre-510(K) Meeting
[] Pre-IDE Meeting
(] Pre-PMA Meeting
[] Pre-PDP Meeting
[[] Day 100 Meeting
[ ] Agreement Meeting
[] betermination Meeting
D Other (specify):

IDE

|:| Original Submission
D Amendment
D Supplement

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

|:| Report

[] Report Amendment

Class Il Exemption Petition

[] Original Submission
[[] Additional Information

Evaluation of Automatic
Class Ill Designation
(De Novo)

[] originat Submission

D Additional Information

Other Submission

[]513(g)

[:] Other
(describe submission):

SECTION B

Company / Institution Name

Boston Scientific Corporation

Have you used or cited Standards in your submission?

|:| Yes

|Z|No

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

SUBMITTER, APPLICANT OR SPONSOR

Establishment Registration Number (if known)
1225056 (operator/owner # 9912058}

Division Name (if applicable)

Urology /Woman's Health

(508) 683-4726

Phone Number (including area code)

Street Address
100 Boston Scientific Way ,M21

FAX Number (including area code)
(508) 683-5827

City
Marlborough

Ma

State / Province

01752

ZIP/Postal Code

Country
USA

Contact Name

Janet A . McGrath

Contact Title

SECTION C

Company / Institution Name

Principal Specialist Global Regulatory Affairs

Contact E-mail Address

mcgrathj@bsci.com

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

Division Name (if applicable)

Phone Number (including area code)

Street Address

FAX Number (including area code)

City

State / Province

ZIP Code

Country

Contact Name

Contact Title

Contact E-mail Address

FORM FDA 3514 (12/10)

Page 1 of 5 Pages

PSC Publishing Scrvices (301) $43-6740 EF

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SECTION D1 IREASON FOR APPLICATION -PMA, PDP,ORHDE |

[[] New Device

|:| Withdrawal

D Additional or Expanded Indications

[] Request for Extension

|:| Post-approval Study Protocol

[] Request for Applicant Hold

[:] Request for Removal of Applicant Hold

|:| Request to Remove or Add Manufacturing Site

D Change in design, component, or D Location change:
specification: D Manufacturer
[[] software /Hardware [] sterilizer
[] Color Additive [] Packager
D Material

[[] specifications
|:| Other (specify below)

|:] Report Submission:
[] Annual or Periodic

D Process change:

D Manufacturing |:| Packaging
[] sterilization

[[] other (specify below)

D Response to FDA correspondence:

D Post-approval Study
] Adverse Reaction
D Device Defect

D Amendment

D Labeling change:
[] Indications
|:| Instructions
[[] Performance Characteristics

[] shelt Life
[] Trade Name [] change in Ownership
[] Other (specify below) [] change in Correspondent

[] Change of Applicant Address

|:| Other Reason (specify):

SECTION D2

[] New Device

|:| New Indication

[] Addition of Institution

|___| Expansion / Extension of Study
{] IRB Certification

D Termination of Study

[ ] withdrawal of Application

[] Unanticipated Adverse Effect
[] Notification of Emergency Use
[[] Compassicnate Use Request
D Treatment IDE

[:l Continued Access

REASON,FOR APPLICATION - IDE

[] change in: [[] Response to FDA Letter Concerning:
[[] Correspondent/Applicant [] conditional Approval
[] Design/Device [[] Deemed Approved
|:| Informed Consent D Deficient Final Report
[] Manufacturer [] Deficient Progress Report
|:| Manufacturing Process |:| Deficient Investigator Report
l:] Protocol - Feasibility |:| Disapproval
|:| Protocol - Other |:| Request Extension of
D Sponsor Time to Respond to FDA

|:| Request Meeting

[j Report submission: |:| Request Hearing
|:] Current Investigator
[:] Annual Progress Report
[] site Waiver Report

[] Final

D Other Reason (specify):

SECTION D3

[] New Device

REASON FOR SUBMISSION - 510(k)

D Additional or Expanded Indications |:| Change in Technology

E] Other Reason (specify}:

Additional information requested in response to FDA's deficiency letter date July 30,2012 for K121754 ( Blue SUI Sling).

FORM FDA 3514 (12/10)

Page 2 of 5 Pages
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SECTION E ADDITIONAL INFORMATION ON 510(K) SUBMISSIONS

Product codes of devices to which substantial equivalence is claimed

Summary of, or statement concerning,

Common or usual name or classification name

mesh, surgical, synthetic, urogynecologic, for stress urinary incontinence, female, multi-incision

safety and effectiveness information
1| FTL 5| FTL 3 4
EI 510 (k) summary attached
5 6 7 8 [] 510 (k) statement
Information on devices to which substantial equivalence is claimed (if known)
e 510(k) Number Trade or Proprietary or Model Name Manufacturer
K020110 Advantage and Advantage Fit Systems , Lynx Boston Scientific
1 1| Systems 1
K040787 Obtryx Systems ( halo & curve) Boston Scientific
2 2 2
3 3 3
4 4 4
5 5 5
6 6 6
SECTION F PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS

_| Trade or Proprietary or Model Name for This Device

Model Number

|

1| Obtryx Il System 1| M0068505110,M0068505111,M0068504110,M00685044
2 2
3 3
4 4
5 5

FDA document numbers of all prior retated submissions (regardiess of outcome)

1

2

3

7

"

12

Data Included in Submission

SECTION G
Product Code

OTN

Laboratory Testing

] Animal Trials

D Human Trials

PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS

C.F.R. Section (if applicable)
21 CFR 878.3300

Classification Panel

Obstetrics/Gynecology

Device Class
[Jclass [X] Class i
[Jciassii [ ] Unclassified /

Indications (from labeling)

deficiency.

The mesh implant is intended for usc as a suburethral sling for the treatment of stress urinary incontinence resulting from hypermobility and/or intrinsic sphincter

FORM FDA 3514 (12/10)

Page 3 of 5 Pages

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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FDA Document Number (if known)

Note: Submission of the information entered in Section H does not affect the
need to submit device establishment registration.

SECTIONH MANUFACTURING / PACKAGING / STERILIZATION SITES RELATING TO A SUBMISSION

Facility Establishment Identifier (FEI) Number
o (FED |:| Manufacturer [:I Contract Sterilizer
|:] Contract Manufacturer E] Repackager / Relabeler

D Original
D Add D Delete

Company / Institution Name Establishment Registration Number

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

Street Address FAX Number (including area code)

State / Province ZIP Code Country

Contact Name Contact Title Contact E-mail Address

FORM FDA 3514 (12/10) - ' Bl i 4 of 5 Pages

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

Note: Complete this section if your application or submission cites standards or includes a “Declaration of Conformity to a Recognized
Standard" statement.

Standards No. Standards Standards Title Version Date
Organization
1
Standards No. Standards Standards Title Version Date
Organization
2
Standards No. Standards Standards Title Version Date
Organization
3
Standards No. Standards Standards Title Version Date
Organization
4
Standards No. Standards Standards Title Version Date
Organization
5
Standards No. Standards Standards Title Version Date
Organization
6
Standards No. Standards Standards Title Version Date
Organization
7

Please include any additional standards to be cited on a separate page.

Public reporting burden for this collection of information is estimated 1o average 0.5 hour per response, including the time for reviewing instructions, searching
existing data sources. gathering and maintaining the data needed, and completing reviewing the collection of information. Send comments regarding this burden
estimate or any other aspect of this collection of information, including suggestions for reducing this burden to:

Department of Health and Human Services
Food and Drug Administration

Office of Chief Information Officer

1350 Piccard Drive, Room 400

Rockville, MD 20850

An agency may not conduct or sponsor, and a person is not required to respond 1o, a collection of information unless it displays a currently valid OMB control number.

FORM FDA 3514 (12/10) Page 5 of 5 Pages

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

System
| curvep

Transobturator Sling System with
PrecisionBlue™ Design

B, ONLY

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

WARNING

Contents supplied STERILE using ethylene oxide (EO) process.
Do not use if sterile barrier is damaged. If damage is found call
your Boston Scientific representative.

For single use only. Do not reuse, reprocess or resterilize.
Reuse, reprocessing or resterilization may compromise the
structural integrity of the device and/or lead to device failure
which, in turn, may result in patient injury, iliness or death.
Reuse, reprocessing or resterilization may also create a risk of
contamination of the device and/or cause patient infection or
cross-infection, including, but not limited to, the transmission of
infectious disease(s) from one patient to another. Contamination
of the device may lead to injury, iliness or death of the patient.

After use, dispose of product and packaging in accordance
with hospital, administrative and/or Jocal government policy.

DEVICE DESCRIPTION

The Obtryx Il System is a sterile, single use system consisting of
two (2} delivery devices and one {1} mesh assembly. The mesh
assembly is comprised of a polypropylene knitted mesh with dilator
tegs and a center tab. Atthe distal ends of the dilator legs there are
association loops designed to be placed in the needle slot of the
distal end of the delivery device. The disposable delivery device
consists of a handle with a stainless steel needle. The needle is
designed to facilitate the passage of the mesh assembly through
bodily tissues for placement through the obturator foramen.

INDICATIONS FOR USE

The mesh implant is intended for use as a suburethral sling
for the treatment of stress urinary incontinence resulting from
hypermobility and/or intrinsic sphincter deficiency.
CONTRAINDICATIONS

The mesh suburethral sling implant is contraindicated in the
following patients:

* Pregnant patients, patients with potential for future growth
or patients that are considering future pregnancies.

* Any patients with soft tissue pathology into which the
implant is to be placed.

* Patients with any pathology which would compromise
implant placement.

« Patients with any pathology, such as blood supply
limitations or infections that would compromise healing.
HOW SUPPLIED

The device is supplied sterile. Do not use if package is opened
or damaged.

Do not use if 1abeling is incomplete or illegible.
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Handling and Storage

Store at a controlled room temperature. Do not expose to
organic solvents, ionizing radiation or ultraviolet light. Rotate
inventory so that products are used prior to the expiration date
on package label.

DIRECTIONS FOR USE

Prior to Use

Carefully examine the system to verify that neither the contents
nor the sterilized package has been damaged in shipment. DO
NOT USE if sterile barrier on product is damaged. Immediately
return damaged product to Boston Scientific.

The design of the Obtryx™ |l System allows the operator a
percutaneous approach utilizing a transobturator technique.
See Figure 1 for parts description.

Leader Loop
Association Loop \E{“/ ;

P

Center Tab

oV N
Dilator Leg Sleeve Mesh
N Handle Center Tab Lead

Needie Slot

Figure 1: Parts Description

Prepare and drape the patient using standard surgical practice.

WARNING

Assure that the bladder is empty prior to initiating the use of this
product. Ensure that the bladder, urethra and other important
tandmarks are properly identified.

Steps to Use

1. Prepare the skin lateral to the inferior pubic ramus and
vaginal operative sites.

2. Incise the anterior vaginal wall and dissect bilaterally to the
interior portion of the inferior pubic ramus.

3. Create a vertical skin incision large enough to insert tip of
needle just lateral to the edge of the inferior pubic ramus at
the junction where the inferior pubic ramus and the adductor
longus muscle meet. Repeat on the contralateral side.

WARNING

If excessive force is encountered during advancement/withdrawal,
stop and determine remedial action prior to proceeding.

4. Grasp the device handle and insert one {1} needle through one
{1} skin incision, piercing through the obturator muscie and
obturator membrane. Turn the handle at the 45° angle medial
towards the midline. Place the opposite hand's forefinger
into the lateral dissection of the vaginal incision, placing the
fingertip on the distal end of the needle. Guide the distal end of
the needle around the inferior pubic ramus through the vaginal
incision, maintaining contact with the finger.

WARNING

Pay careful attention to avoid the adductor longus tendon with
the delivery device.

WARNING

Make sure the delivery device and mesh assembly pass
sufficiently lateral to the urethra in order to avoid urethral injury.

5. Engage one (1) association loop to the distal end of the
needle (see Figure 2) protruding through the vagina.
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Figure 2: Association Loop Engagement

6. Pull the needle out through the skin incision. Be sure that
the mesh assembly is not twisted and lies flat under the
urethra, with the blue center tab positioned suburethrally,
facing outward.

7. Remove the association loop from the needle (see Figure 3}.

“

Figure 3: Association Loop Removal

8. Repeat Steps 4-7 on the contralateral side with the second needle.

9. Cystoscopy may be performed at this time, to be determined
atthe physician's discretion.

10. Next see section “Tension Mesh/Sleeve Removal.”

TENSION MESH/SLEEVE REMOVAL

1. Adjust the mesh/sleeve by pulling outwards on the dilators
so that the blue center tab is centered below the urethra.

2. Appropriately tension the mesh/sleeve according to
physician preference.

3. Once proper tension is achieved, cut the leader loop that is
on the outside of the sleeve that is connecting the dilator
leg and sleeve to the mesh. Pull outward on the dilator to
remove the sleeve leaving the mesh in place. Repeat on the
other side. (See Figure 4).

Leader Loop
4/

Figure 4: Tension Mesh/Sleeve Removal

4. Grasp the blue center tab and cut the center tab lead
located on the side of the center tab to release the tab from
the mesh. Remove the center tab and center tab lead from
the vaginal canal.

5. Gently pushing downward on the skin incisions, cut the
distal ends of the mesh and confirm that those ends retract
into the skin incisions.

6. Close all incisions according to usual methods.

GENERAL WARNING

» The risks and benefits of performing a suburethral sling
procedure in the following should be carefully considered:

« Women planning future pregnancies.

¢ Overweight women {weight parameters to be determined
by the physician).

« Patients with blood coagulation disorder.

* Patients with compromised immune system or any other
conditions that would compromise healing.

5
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» Take special care in cases of bladder prolapse because of
anatomical distortion. Ifthe patientrequires a cystocele repair,
it should be done prior to the suburethral sling placement

* Vaginal and urinary tract infection should be treated prior
to implantation.

* User should be familiar with surgical procedures and
technigues involving non-absorbable meshes before using
the Obtryx™ [I System.

e This product is intended for use only by clinicians
with adequate training and experience in treatment of
female stress urinary incontinence (SUl). The physician
is advised to consult the medical literature regarding
techniques, complications and hazards associated with the
intended procedures.

» User should note the importance of placing the mesh
without tension under mid-urethra.

* Good surgical practices should be followed for
management of contamination or infected wounds.

¢ Bleeding can occur. Check carefully before releasing
patient from the hospital.

PROCEDURAL WARNING

» Cystoscopy is not required, but can be done at the
surgeon’s discretion.

POST PROCEDURAL WARNING

* If subsequentinfection occurs, the entire mesh may have to
be removed or revised.

» The patient should be advised that future pregnancies may
negate the effects of this procedure and the patients may
again become incontinent.

POTENTIAL COMPLICATIONS

The following complications have been reported due to
suburethral sling placement, but are not limited to:

¢ Aswith all implants, local irritation at the wound site and/or
a foreign body may occur.

« Tissue responses to the implant could include vaginal
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 mesh.

¢ Like all foreign bodies, the mesh may potentiate an
existing infection.

* Excess tension 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 mitd to moderate incontinence due to
incomplete support or overactive bladder.

* |n addition to the above listed potential complications,
altergic reaction, abscess, detrusor instability, pain {pelvic,
vaginal, groin, dyspareunia), bleeding {vaginal, hematoma
formation}, vaginal discharge, dehiscence of vaginal
incision, nerve damage, edema and erythema at the wound
site have been reported due to suburethral sling procedure.

= Ithas also been reported that orthostatic symptoms, fatigue
and shortness of breath may occur due to the potential
development of bleeding, including occult bleeding.
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PRECAUTIONS

¢ Standard surgical practices should be followed for the
suburethral sling procedure as well as for the management
of contaminated or infected wounds.

* The procedure should be performed with very careful attention
to avoid laceration or perforation of any vessels, nerves,
bladder and bowel.

« Do notremove the protective plastic sleeve covering mesh
implant until proper position has been confirmed.

* Ensure the mesh is placed without tension under the
mid-urethra.

* Use of this device should be done with the understanding
that subsequent infection may require removal of the mesh.

» Patients should be counselled to refrain from heavy lifting,
exercise and intercourse for a minimum of four (4) weeks
after the procedure. Physician shauld determine when itis
suitable for each patient to return to normal activities.

+ Should dysuria, bleeding or other problems occur, the patient
should be instructed to contact the physician immediately.

* Do not use any mechanical means of contact with the mesh
(such as clips, staples etc.) within the urethral support region
of the mesh as mechanical damage to the mesh may occur.

* Avoid excessive tension on the mesh during handling.

WARRANTY

Boston Scientific Corporation (BSC) warrants that reasonable
care has been used in the design and manufacture of this
instrument. This warranty is in lieu of and excludes all other
warranties not expressly set forth herein, whether express or
implied by operation of law or otherwise, including, but not
limited to, any implied warranties of merchantability or fitness
for a particular purpose. Handling, storage, cleaning and
sterilization of this instrument as well as other factors relating to
the patient, diagnosis, treatment, surgical procedures and other
matters beyond BSC's control directly affect the instrument and
the results obtained from its use. BSC's obligation under this
warranty is imited to the repair or replacementof this instrument
and BSC shall not be liable for any incidental or consequential
loss, damage or expense directly or indirectly arising from the
use of this instrument. BSC neither assumes, nor authorizes any
other person to assume for it, any other or additional liability or
responsibility in connection with this instrument. BSC assumes
no liability with respect to instruments reused, reprocessed
or resterilized and makes no warranties, express or implied,
including but not limited to merchantability or fitness for a
particular purpose, with respect to such instruments.
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EU Authorized
EC .
Representative
Boston Scientific International S.A.
55 avenue des Champs Pierreux
TSA 51101

92729 NANTERRE CEDEX
FRANCE

Australian
Sponsor Address

Boston Scientific {Australia) Pty Ltd
PO Box 332

BOTANY

NSW 1455

Australia

Free Phone 1800 676 133

Free Fax 1800 836 666

AUS

Legal
Manufacturer
Manufactured for:
Boston Scientific Corporation
One Boston Scientific Place
Natick, MA 01760-1537
USA
USA Customer Service 888-272-1001

Do not use if package
is damaged.

Recyclable
Package

ce0197

© 2012 Boston Scientific Corporation or its affiliates.
All rights reserved.
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Obtryx" II

System

Transobturator Sling System with
PrecisionBlue™ Design

B, ONLY

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

WARNING

Cantents supplied STERILE using ethylene oxide (EQ) process.
Do not use if sterile barrier is damaged. If damage is found call
your Boston Scientific representative.

For single use only. Do not reuse, reprocess or resterilize.
Reuse, reprocessing or resterilization may compromise the
structural integrity of the device and/or lead to device failure
which, in turn, may result in patient injury, illness or death.
Reuse, reprocessing or resterilization may also create a risk of
contamination of the device and/or cause patient infection or
cross-infection, including, but not limited to, the transmission of
infectious disease(s) from one patient to another. Contamination
of the device may lead to injury, iliness or death of the patient.

After use, dispose of product and packaging in accordance
with hospital, administrative and/or local government policy.

DEVICE DESCRIPTION

The Obtryx It System is a sterile, single use system consisting of
two (2) delivery devices (one patient right and one patient left}
and one {1} mesh assembly. The mesh assembly is comprised of
a polypropylene knitted mesh with dilator legs and a center tab.
At the distal ends of the dilator legs there are association loops
designed to be placed in the needle slot of the distal end of the
delivery device. The disposable delivery device consists of a
handle with a stainless steel needle. The needle is designed to
facilitate the passage of the mesh assembly through bodily tissues
for placement through the obturator foramen.

INDICATIONS FOR USE

The mesh implant is intended for use as a suburethrat sling
for the treatment of stress urinary incontinence resulting from
hypermobility and/or intrinsic sphincter deficiency.
CONTRAINDICATIONS

The mesh suburethral sfing implant is contraindicated in the
following patients:

* Pregnant patients, patients with potential for future growth
or patients that are considering future pregnancies.

= Any patients with soft tissue pathology into which the
implant is to be placed.

* Patients with any pathology which would compromise
implant placement.

» Patients with any pathology, such as blood supply
limitations or infections that would compromise healing.
HOW SUPPLIED

The device is supplied sterile. Do not use if package is opened
or damaged.

Do not use if labeling is incomplete or illegible.
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Handling and Storage

Store at a controlled room temperature. Do not expose to organic
solvents, ionizing radiation or ultraviolet light. Rotate inventory so
that products are used prior to the expiration date on package label.

DIRECTIONS FOR USE

Prior to Use

Carefully examine the system to verify that neither the contents
nor the sterilized package has been damaged in shipment. DO
NOT USE if sterile barrier on product is damaged. immediately
return damaged product to Boston Scientific.

The design of the Obtryx™ Il System allows the operator a
percutaneous approach utilizing a transobturator technique.
See Figure 1 for parts description.

) N Leader Loop
Association Loop 3

s

Center Tab

T Dame
Ditator Leg Sleeve Mesh

Needle Slot —. hY Handle  Center Tab Lead
Needle //:.,\ﬁ

Figure 1: Parts Description

Prepare and drape the patient using standard surgical practice.

WARNING

Assure that the bladder is empty prior to initiating the use of this
product. Ensure that the bladder, urethra and other important
landmarks are properly identified.

Steps to Use

1. Prepare the skin lateral to the inferior pubic ramus and
vaginal operative sites.

2. Incise the anterior vaginal wall and dissect bilateraily to the
interior portion of the inferior pubic ramus.

3. Create a vertical skin incision large enough to insert tip of
needle just lateral to the edge of the inferior pubic ramus at
the junction where the inferior pubic ramus and the adductor
longus muscle meet. Repeat on the contralateral side.

WARNING

If excessive force is encountered during advancement/with-
drawal, stop and determine remedial action prior to proceeding.

4. Grasp the device handle for the patient's left side with
the right hand. Place the left forefinger into the lateral
dissection of the vaginal incision. Place the needle tip into
the skin incision perpendicular to the skin with the handle
at a 45° angle parallel with the thigh.

5. Putting the left thumb on the outside of the needle curve,
apply a downward force, piercing through the obturator
muscle and membrane.

6. Rotate the needie medially around the inferior pubic ramus
to meet the left hand forefinger. Guide the needle tip
through the vaginal incision.

WARNING

Pay careful attention to avoid the adductor longus tendon with
the delivery device.

WARNING

Make sure the delivery device and mesh assembly pass
sufficiently lateral to the urethra in order to avoid urethral injury.
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7. Engage one (1} association loop to the distal end of the
needle {see Figure 2} protruding through the vagina.

TN

Figure 2: Association Loop Engagement

8. Pull the needle out through the skin incision. Be sure that
the mesh assembly is not twisted and lies flat under the
urethra, with the blue center tab positioned suburethrally,
facing outward.

9. Remove the association loop from the needle {see Figure 3}.

W

Figure 3: Association Loop Removal

10. Repeat Steps 4-9 on the contralateral side with the
second needle.

11. Cystoscopy may be performed at this time, to be determined
at the physician’s discretion.

12. Next see section “Tension Mesh/Sleeve Removal.”

TENSION MESH/SLEEVE REMOVAL

1. Adjust the mesh/sleeve by pulling outwards on the dilators
50 that the blue center tab is centered below the urethra.

2. Appropriately tension the mesh/sleeve according to
physician preference.

3. Once proper tension is achieved, cut the leader loop that is
on the outside of the sleeve that is connecting the dilator
leg and sleeve to the mesh. Pull outward on the dilator to
remove the sleeve leaving the mesh in place. Repeat on the
other side. {See Figure 4).

7£ader Loop

Figure 4: Tension Mesh/Sleeve Removal

4. Grasp the blue center tab and cut the center tab lead
located on the side of the center tab to release the tab from
the mesh. Remove the center tab and center tab lead from
the vaginal canal.

5. Gently pushing downward on the skin incisions, cut the
distal ends of the mesh and confirm that those ends retract
into the skin incisions.

6. Close allincisions according to usual methods.

GENERAL WARNING

* The risks and benefits of performing a suburethral sling
procedure in the following should be carefully considered:

+ Women planning future pregnancies.
¢ Overweight women {weight parameters to be determined
by the physician).
5
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* Patients with blood coagulation disorder.

* Patients with compromised immune system or any other
conditions that would compromise healing.

* Take special care in cases of bladder prolapse because
of anatomical distortion. If the patient requires a
cystocele repair, it should be done prior to the suburethral
sling placement.

* Vaginal and urinary tract infection should be treated prior
to implantation.

* User should be familiar with surgical procedures and
technigues involving non-absorbable meshes before using
the Obtryx™ Il System.

« This productis intended for use only by clinicians with
adequate training and experience in treatment of female stress
urinary incontinence (SUl}. The physician is advised to consult
the medical literature regarding techniques, complications and
hazards associated with the intended procedures.

* User should note the importance of placing the mesh
without tension under mid-urethra.

* Good surgical practices should be followed for
management of contamination or infected wounds.

« Bleeding can occur. Check carefully before releasing
patient from the hospital.

PROCEDURAL WARNING

* Cystoscopy is notrequired, but can be done at the
surgeon’s discretion.

POST PROCEDURAL WARNING

« |f subsequent infection occurs, the entire mesh may have to
be removed or revised.

* The patient should be advised that future pregnancies may
negate the effects of this procedure and the patients may
again become incontinent.

POTENTIAL COMPLICATIONS

The following complications have been reported due to

suburethral sling placement, but are not limited to:

* As with all implants, local irritation at the wound site and/or
a foreign body may occur.

* Tissue responses to the implant could include vaginal
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 mesh.

» Like all foreign bodies, the mesh may potentiate an
existing infection.

* Excesstension 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 incontinence due to
incomplete support or overactive bladder.

» In addition to the above listed potential complications,
allergic reaction, abscess, detrusor instability, pain
(pelvic, vaginal, groin, dyspareunia), bleeding (vaginal,
hematoma formation), vaginal discharge, dehiscence of
vaginal incision, nerve damage, edema and erythema at
the wound site, have been reported due to suburethral
sling procedure.

* Ithas also been reported that orthostatic symptoms, fatigue
and shortness of breath may occur due to the potential
development of bleeding, including occult bleeding.

Boston Scientific (Master Brand Template 3in x 9in Global, 90106040 AK}, DFU, MB, Obtryx Il System, Global, 90693850-01C_pretrans
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PRECAUTIONS

¢ Standard surgical practices should be followed for the
suburethral sling procedure as well as for the management
of contaminated or infected wounds.

¢ The procedure should be performed with very careful attention
to avoid laceration or perforation of any vessels, nerves,
biadder and bowel.

+ Do not remove the protective plastic sleeve covering mesh
implant until proper position has been confirmed.

¢ Ensure the mesh is placed without tension under the
mid-urethra.

« Use of this device should be done with the understanding
that subsequent infection may require removal of the mesh.

« Patients should be counselled to refrain from heavy lifting,
exercise and intercourse for a minimum of four (4) weeks
after the procedure. Physician should determine when it is
suitable for each patient to return to normal activities.

* Should dysuria, bleeding or other problems occur, the patient
should be instructed to contact the physician immediately.

* Do notuse any mechanical means of contact with the mesh
{such as clips, staples etc.) within the urethral support region
of the mesh as mechanical damage to the mesh may occur.

* Avoid excessive tension on the mesh during handling.

WARRANTY

Boston Scientific Corporation (BSC) warrants that reasonable
care has been used in the design and manufacture of this
instrument. This warranty is in lieu of and excludes all other
warranties not expressly set forth herein, whether express or
implied by operation of law or otherwise, including, but not
limited to, any implied warranties of merchantability or fitness
for a particular purpose. Handling, storage, cleaning and
sterilization of this instrument as well as other factors relating to
the patient, diagnosis, treatment, surgical procedures and other
matters beyond BSC's control directly affect the instrument and
the results obtained from its use. BSC's obligation under this
warranty is limited to the repair or replacement of this instrument
and BSC shall not be liable for any incidental or consequential
loss, damage or expense directly or indirectly arising from the
use of this instrument. BSC neither assumes, nor authorizes any
other person to assume for it, any other or additional Lability or
responsibility in connection with this instrument. BSC assumes
no liability with respect to instruments reused, reprocessed
or resterilized and makes no warranties, express or implied,
including but not limited to merchantability or fitness for a
particular purpose, with respect to such instr
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Do Not Resterilize
No reesterilizar
Ne pas resténhser

Nicht erneut stenhsieren
Nan risteriizzare

Niet opnieuw steriliseren
Nao reestenilize

Da notuse If package 1s damaged.
No usar s1 el envase estd dafado
Ne pas uthser siI'embaltage est

endommagé.

Beibeschadigter Verpackung nicht
verwenden

Non usare it prodotto se la confezione &
danneggiata

Niet gebruiken als de verpakking 1s
beschadigd.

N&o utilize se a embalagem estiver
danificada

Sterihzed using ethylene oxide
STERILE E Esterizado por dxido de etileno.
Sténlsé & I'oxyde d'éthyléne.
Mit Ethylenoxid sterilisiert
Sterihzzato con 0ssido di etlene
Gesteriliseerd met ethyleenoxide
Esterihzado por 6xido de enleng
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m EU Authorized
Representative

Boston Scientific International S.A.

55 avenue des Champs Pierreux

TSA 51101

92729 NANTERRE CEDEX
FRANCE

m Australian
Sponsor Address
Boston Scientific (Australia) Pty Ld

PO Box 332

BOTANY

NSW 1455

Australia

Free Phone 1800 676 133
Free Fax 1800 836 666

Legal
Manufacturer
Manufactured for:
Boston Scientific Corporation
One Boston Scientific Place
Natick, MA 01760-1537
USA

Do not use if package
is damaged.

Recyclable
Package

ce019/

®© 2012 Boston Scientific Corporation or its affiliates.
All rights reserved.
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T you are consrdenng surgery for stress unnary rncontrnenr:e your physician may ask you quesuons about you
- medrcal history, to ensure youare @ candrdate for thrs Iype of procedure Some of rhese comrarndrcatrons -

|ncont|nence are Irsted below as a reference for you. Yuu should consult your physrcran fora co
_undemandlng of thrs mforma'(ron to determrne wherher this procedure is right for y you

. .'INTENDED USE/INDICA'HONS FOR USE :

- resulung from hypermobrhty and/or intrinsic sphrncter deﬁcrency
-Contraindications

‘Amesh implant is contraindicated in the following patients: ~ . oo
-xPregnam patlents pa'uerns withthe polenual for future growth o pauents whoare consrdenn future pregnanues' P

. Patrems with any pathology which would compromrse |mplant plaoemem "
. _Pauems with any pathology such as blood supply limitations or infections that w

B _WARNING IPDTENTIAL COMPUCAHONS
_ ~ The risks and benefits of performrng a suburethral slmg procedu
e “Women' plannrng future pregnancies. . <, -

0verwerght women (werght parameters to be determmed by the physrcran)

Patients wrth blood coagulatron drsurder

‘Patients with compromrsed immune wstem or any other condmons that would compromrse heahng

 Take special care in cases of bladder prolapse because of anatomical distorti the patient requires a

cystocele repair, it should be done pnorto the’ suburethral slrng placement

& This product is rmended for use only by clinicians wrth adequate trernrng and expenence in treatment of
female stress unnary rnconunence (SUI) . :

“AS with' all implants, local irritation at the wound site and/or a forergn body | may ocour. s
Tissue responses to the |mplant coutd rnclude vagrnal extrusron erosron through the urethra or other

@ occurenca of these responses may requrre rermoval of the emrre 'mesh ;-
o .Like all foreign bodies, the mesh may potentiate an existing infection.
o Excess tension may cause temporary or permanent lower urinary tract obstruction and retention.
¢ Known risks of surgicat procedures for the treatment of incontinénce include pain, infection, erosidn, device .

migration, complete failure of the procedure resulting in incontinence and mild to moderate incontinence dus”
o incomplete support or overactive bladder.
In addition to the above listed potential complications, allergic reaction, abscess, detrusor rnstabrlrty pain

.. (peMic, vagmal groin, dyspareunia), bleeding (vaginal, hematoma formation), vagrnal discharge, dehrsoence a -

- vaginal incision, nerve damage edema and erythema atthe wound srre have been reported due to suhurethal'_ B
~sling procedure. ;
ft has also been reported that orthostatrc symptoms fatrgue end

-potential deveiopment of. bleedrng rncludrng occuh hleedrng .

Tissue responses to the implant could include: lecal rmtatron at the wound site, vagrnal ©rosion or exposure
through the urethra or other surrounding tissue, migration of tha device from the desired location, fistula -
formation, foreign body reaction, and rnﬂammatron The occurrence of lhese responsas may requrre ramoval
.. orrevisionof themesh, T

3__- '_Exoess tension may cause temporary or permanent lower urinary oact obstrur:uon and retention. . -

“ Known fisks of surgical procedures for the treatment of incontinence include pain, infection, erosron/
. EXpOSUTE, device migration, complete farlure of the 'rocedure resunrng rn mcontmenoe due to rncomplete
‘support or overactive bladder. - .~ *. 7 - ¢
_'For “Obtryx® Transobturator Mrd Urethral Slrng System procedure only

_ (:AU110N Federal Lew(USA) restncts this devrce to sale by or on rhe order of ] physrcran Hafer to package
. ~insert provrded with the product for complete Instructrons for Use Comrarndrcatrons Potentral Adverse Effect
) '_'Wammgs and Precautrons prior to usrng thrs product” -

’ ) '-Indrvrduals eprcted are mode s and rncluded for rllustratrve purposes only

B : _ Boston Screntrf‘ ic. Corporatron
OStO ] One Boston Screntrfrc Place

' ;’SClentlﬁC 'Natrck, MA 01760—1537 _

" 'Boston crentrf‘c Corporatron o
- orits’ affrlrates AII nghts raserved
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How can a mid-urethralsling
system help my inconti nenice?

A m1d urethral. shng system S demgne .to

provide a nbbon of support under the urethra

What are the types of sling options?

Many surgical options have been developed, the difference being
how the mesh material is placed under the urethra. Your doctor will
recommend which anchoring location is right for you.

Sling P'Iac_e_m_ent Options
)
5‘“‘

h
i
!
By

Srngle lncrsron Pre-pubic
Sling Placement Sling Placement

Transobturator'-s- S Retropubrc _
Slrng Placement, - Slrng PIace /ent

What should I expect after surgery?

Before your discharge from the

most patients hospital, you may be given a
resuime moderate prescription for an antibiotic and/
or pain medication to relieve any
discomfort you may experience. You

210 4 weeks... will be instructed on how to care for

your incision area. At the discretion of

your physician, most patients resume moderate activities within 2
to 4 weeks, with no strenuous activity for up to 6 weeks.

activities within
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i urme j-The problem affllcts

approxrmately 18 m1lllon adults

E '-m the Umted-States 85% of them bemg
’ women You are not alone! It usually

L takes 46 "ears to see a healthcare - -

te- :_.professronal for thrs condrtron

What are some of
the symptoms?

Stress urinary incontinence is the
involuntary loss of urine during physical You don’t
activity, which may include but is not

i | R, have to live
limited to: coughing, laughing, or lifting.

vlnc"'ontinence ocours when the muscles llke_ this.

O Physmaltherapymcludlng peIV|c roor ) '

What are some treatment options?

Stress urinary incontinence can be treated in several ways, depending
on the exact nature of the incontinence and its severity.

You and your physrcran may dlSCUSS

o Changes to your dlet and fltness routme

L muscle tralnlng
E Vagmal pessanes

U" Surgrcal optlons mcludlng tradltlonal
~mesh slings, single incision,mini- slmgs
f__‘retrOpublc colposuspensmn and bulkmg

Th/s gurde w:l/ focus on surglca/ procedures

One condition is called hypermobility, ("hyper” means
too much and “mobility” refers to movement) which can result
from childbirth, previous pelvic surgery or hormonal changes.
Hypermobility occurs when the normal pelvic floor muscles can
no longer provide the necessary support to the urethra. This may
lead to the urethra dropping when any downward pressure is

applied, resulting in involuntary leakage.

Another condition is called intrinsic sphincter
deficiency, usually called ISD. This refers to the weakening
of the urethral sphincter muscles or closing mechanism. As

a result, the sphincter does not function nermally regardless

of the position of the bladder neck or urethra.

~ Normal
functioning
. anatomy

- Aweakening
of the muscles

_ supporting the
urethra causes

* the urethra to
drop during

.. physical activity,
resulting

. inurine leaking.

Your minimally-invasive sling procedure

is estimated to only take 30-45 minutes.
Your doctor will deter

line the type of anesthesia you

will have dunng the rocedu nce*the anesthesra

'akes effect ;your doctor wrll__begm the procedur_

A‘smallmcrsron w1ll be made n the vagmal area..

;Next the synthetrc ‘fiiesh is’ lacedf: 'o'?create ing”

of support around the" urethra

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

:”;""foryour slin type) and the 5

: top of the vagmal canal

When your doctor is satisfied
with the position of the
mesh, he or she will close and

bandage the small:r "c'isio'ns-vin_
the grom area (1f apphcable
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510(k) Summary
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Boston Scientific Corporation C IDE

510(k) Summary for Blue SUI Sling

A. Sponsor
Boston Scientific Corporation
Urology and Gynecology Division
100 Boston Scientific Way
Marlborough, MA 01756

B. Contact
Janet A. McGrath
Principal Specialist Global Regulatory Affairs
508-683-4726
or
Donna Gardner
Director, Regulatory Affairs
508-683-4398

C. Device Name
Tradename: Obtryx Il System
Common/usual name: Surgical Mesh
Classification Name: OTN — Mesh, Surgical, Synthetic, Urogynecologic, for
Stress Urinary Incontinence, Female, Multi-Incision
21 CFR 878.3300, Class II

D. Predicate Device(s)

Tradename: Advantage , Advantage Fit & Lynx Systems
Obtryx, Prefyx Systems
Common/usual name: Surgical Mesh
Classification Name: FTL- Mesh, Surgical, Polymeric
21 CFR 878.3300, Class II
Premarket Notification: Boston Scientific Corporation,
= KO020110
= K040787

E. Device Description
The proposed sling is a sterile, single use device, consisting of a synthetic mesh

sling assembly and packaged with a delivery device. The mesh assembly consists

of a blue knitted polypropylene monofilament fiber mesh body implant,
association loops, dilator legs, sleeves, leader loops, center tab and lead.

Traditional 510(k)
Obtryx Il System

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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The proposed sling is packaged with (2) delivery devices (Halo or Curved) which
are used in conjunction with the mesh assembly to place the mesh implant. Each
of the delivery devices consist of a polymer handle and a stainless steel needle
which extends from the handle. The tip of the needle has a slot which is used to
attach the association loop of the mesh assembly.

F. Intended Use
The mesh implant is intended for use as a suburethral sling for the treatment of
stress urinary incontinence resulting from hypermobility and/or intrinsic sphincter
deficiency.

G. Technological Characteristics
The proposed sling has the same and/or equivalent technological characteristics
(i.e. mesh design and mesh material) as the predicates K020110 & K040787.

H. Substantial Equivalence
Utilizing FDA’s Guidance for Industry and FDA Staff “Format for Traditional
and Abbreviated 510(k)s” and “Guidance for the Preparation of a Premarket
Notification Application for a Surgical Mesh”, a direct comparison of key
characteristics demonstrates that the proposed sling is substantially equivalent to
the predicate sling in terms of intended use, technological characteristics, and
performance characteristics tested. The proposed sling is as safe, as effective, and
performs as well as the predicate devices.

I. Non-Clinicial Testing
Material testing was performed to demostrate that the material properites are
suitable for the intended use.

Bench testing was performed to demostrate that the device as manufactured
meets performance specifications. Test results demostrate that the device meets
the predetermine specifications and is acceptable for clinical use.

Biocompatiblity testing was performed in accordance to standard EN ISO 10993-
1 for each of the patient contacting materials, and results demonstrate that the
device is biocompatible for its intended use.

Conclusion:

Based on material, biocompatiblity, bench testing, and the proposed device
labeling, the Obtryx 1I System is substantially equivalent to the identified
predicate devices in terms of intended, use , safety and effectiveness.

Traditional 510(k)
Obtryx II System

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

Indications for Use Statement

Traditional 510(k)
Obtryx II System

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

Indications for Use Statement

510(k) Number (if Known):

Device Name: Obtryx II System

Indications For Use:

The mesh implant is intended for use as a suburethral sling for the treatment of stress
urinary incontinence resulting from hypermobility and/or intrinsic sphincter deficiency.

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

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Traditional 510(k)
Obtryx II System

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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¥ Food and Drug Administration
10903 New Hampshire Avenue
Document Control Room -WQO66-G609

Silver Spring, MD 20993-0002

"fraag

Ms. Janet A. McGrath

Principal Specialist Global Regulatory Affairs
Boston Scientific Corporation
Urology/Woman’s Health

100 Boston Scientific Way, M21
MARLBOROUGH MA 01752

Re: KI121754
Trade Name: Blue SUI Sling 012
Dated: June 13, 2012 UUL 30 2
Received: June 14, 2012

Dear Ms. McGrath:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above. We cannot determine if the device is substantially equivalent to a legally
marketed predicate device based solely on the information you provided. To complete the
review ot your submission we require the following:

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









The deficiencies identified above represent the issues that we believe need to be resolved before
our review of your 510(k) submission can be successfully completed. In developing the
deficiencies, we carefully considered the statutory criteria as defined in Section 513(i) of the
Federal Food, Drug, and Cosmetic Act (Act) for determining substantial equivalence of your
device.

You may not market this device until you have provided adequate information described above
and required by 21 CFR 807.87(1), and you have received a letter from FDA allowing you to do
so. If you market the device without conforming to these requirements, you will be in violation
of the Act. You may, however, distribute this device for investigational purposes to obtain
clinical data if needed to establish substantial equivalence. Clinical investigations of this device

must be conducted in accordance with the investigational device exemption (IDE) regulations
(21 CFR 812).

If the information, or a request for an extension of time, is not received within 30 days, we
will consider your premarket notification to be withdrawn and your submission will be
deleted from our system. If you submit the requested information after 30 days it will be

considered and processed as a new 510(k) (21 CFR 807.87(1)); therefore, all information
previously submitted must be resubmitted so that your new 510(k) is complete. For

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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guidance on 510(k) actions, please see our guidance document entitled, “FDA and Industry
Actions on Premarket Notification (510(k)) Submissions: Effect on FDA Review Clock and
Performance Assessment” at
http://www.fda.gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocu
ments/UCMO089738.pdf. The purpose of this document is to assist Agency staff and the device
industry in understanding how various FDA and industry actions that may be taken on 510(k)s
should affect the review clock for purposes of meeting the Medical Device User Fee and
Modernization Act. '

If the submitter does submit a written request for an extension, FDA will permit the 510(k) to
remain on hold for up to a maximum of 180 days from the date of the additional information
request.

The requested information, or a request for an extension of time, should reference your above
510(k) number and should be submitted in duplicate to:

U.S. Food and Drug Administration

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

Silver Spring, MD 20993-0002

If you have any questions concerning the contents of the letter, please contact Dr. Becky Robinson
at (301) 796-6532. If you need information or assistance concerning the IDE regulations, please
contact the Division of Small Manufacturers, International and Consumer Assistance at its
toll-free number (800) 638-2041 or at (301) 796-7100, or at its Internet address
http://www.fda.gcov/MedicalDevices/ResourcesforYouw/Industry/default.htm.

Sincerely yours,

Gloams B U8

Elaine H. Blyskun

Chief, Obstetrics and Gynecology
Devices Branch

Division of Reproductive, Gastro-Renal,
and Urological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Ms. Janet A. McGrath
Principal Specialist Global Regulatory Affairs
Boston Scientific Corporation
100 Boston Scientific Way, M21
MARLBOROUGH MA 01752

Re: K121754
Trade/Device Name: Obtryx II System
~ Regulation Number: 21 CFR§ 878.3300
Regulation Name: -Surgical mesh
Regulatory Class: II
Product Code: OTN
Dated: September 19, 2012
Received: September 20, 2012

Dear Ms. McGrath:

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

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

- publish further announcements concerning your device in the Federal Register.

Please be advised that FDA’s issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing

(21 CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
go to http://www.fda.gov/AboutFDA/CentersOfficessf CDRH/CDRHOffices/ucm115809.htm for
the Center for Devices and Radiological Health’s (CDRH’s) Office of Compliance. Also, please
note the regulation entitled, “Misbranding by reference to premarket notification” (21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21
CFR Part 803), please go to
http://www.fda.gov/MedicalDevices/Safety/ReportaProblem/default.htm for the CDRH’s Office
of Surveillance and Biometrics/Division of Postmarket Surveillance.

You may obtain other general information on your responsibilities under the Act from the
Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or (301) 796-7100 or at its Internet address
http://www.fda.gov/MedicalDevices/Resourcesfor Y ouw/Industry/default.htm.

Since_ye/ly

Division of Reproductive, Gastro-Renal,
and Urological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

Enclosure

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


http://www.fda.gov7AboutFDA/CentersOffices/CDRH/CDRHOffices/ucml
http://www.fda.gov/MedicalDevices/Safetv/ReportaProblem/default.htm
http://w%22ww.fda.gov/MedicaIDevices/ResourcesforYou/Industry/default.htm
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Boston Scientific Corporation

Indications for Use Statement

510(kj Number (if Known): Azl 54

Device Name: Obtryx Il System

Indications For Use:

The mesh implant is intended for use as a suburethral sling for the treatment of stress
urinary incontinence resulting from hypermobility and/or intrinsic sphincter deficiency.

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

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

Concurrenc/é f CDRH, Office of Device Evaluation (ODE)

% v (B 202

Divisién of Reproductive,
Urdfogical De\ﬁces Gastro-Renal, and

- 510(k) Number __ K |27 54

Traditional 510(k)
Obtryx II System

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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x x x COMMUNICATION RESULT REPORT ( OCT. 10.2012 2:28PM ) x x x

FAX HEADER 1
. FAX HEADER 2
1 SMITTED/STORED : OCT. 10. 2012 2:24PM
Ei-;_MODE ~~ OPTION ADDRESS RESULT . PAGE
9916 MEMORY TX 5086835827 OK T g;g—_—_
REnsey fon Fion. T T
E—3) NO ANSWER €23} RE%FYacsimiLe CONNECTION
‘;._._s““-n-% .
& _{ DEPARTMENT OF HEALTH & HUMAN SERVICES Public Henlth Service
iz ( C - -
“’~<-.,.,2 Food and Drug Admintstration
10903 New Hampshire Avenue
Document Conmol Roormn —W0O66-G609
Silver Spring, MD 20993-0002
. oo oc
Ms. Janet A. McGrath . ' T 1o 201

Principal Specialist Global Regulatory Affairs
Boston Scientific Corporation

100 Boston Scientific Way, M21
MARIBOROUGH MA 01752

Re: Ki121754 _
Trade/Device Name: Obtryx I1 System
Regulation Nwmber: 21 CFR§ 878.3300
Regulation Name: Surgical mesh
Regulatory Class: 11
Product Code: OTIN
Dated: September 19, 2012
Rececived: September 20, 2012

Dear Ms. McGrath:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enacunent date of the Mecdical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug, .
and Cosmetic Act (Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act. The
gcneral controls provisions of the Act include requirements for annual registration, listing of
decvices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note: CDRH does not evaluate information related to contract liability
warranties. We remind you, however, that device labcling must be truthful and not misleading.

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

Please be advised that FIDA’s issuance of a substantial equivalence determination does not mean .
that FDA bas made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing

{21 CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical

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

WEAL
o of Thg

U.S. Food and Drug Administration
""4,,, Center for Devices and Radiological Health
a Document Control Center WO66-G609
10903 New Hampshire Avenue
Silver Spring, MD 20993-0002

S¢ptember 20, 2012

BOSTON SCIENTIFIC CORP. 510k Number: K121754
UROLOGY/WOMAN'S HEALTH

100 BOSTON SCIENTIFIC WAY Product: BLUE SUI SLING

MARLBOROUGH, MASSACHUSETTS 01752
ATTN: JANET A. MCGRATH

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been completed or if any additional information is
required. Pleaseremember that all correspondence concerning your submission MUST be sent to the Document
Mail Center at the above letterhead address. Correspondence sent to any address other than the one above will not
be considered as part of your official premarket notification submission. Also, please note the new Blue Book
Memorandum regarding Fax and E-mail Policy entitled, "Fax and E-Mail Communication with Industry about
Premarket Files Under Review. Please refer to this guidance for information on current fax and e-mail practices at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm. On
August 12, 2005 CDRH issued the Guidance for Industry and FDA Staff: Format for Traditional and Abbreviated
510(k)s. This guidance can be found at
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm084365.htm. Please
referkto this guidance for assistance on how to format an original submission for a Traditional or Abbreviated
510(k).

The Safe Medical Devices Act of 1990, signed on November 28, states that you may not place this device into
commercial distribution until you receive a letter from FDA allowing you to do so. As in the past, we intend to
complete our review as quickly as possible. Generally we do so in 90 days. However, the complexity of a
submission or a requirement for additional information may occasionally cause the review to extend beyond 90
days. Thus, if you have not received a written decision or been contacted within 90 days of our receipt date you
may want to check with FDA to determine the status of your submission.

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

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

Sincerely,

510(k) Staff

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


http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm089402.htm
http://www.fda.gov/MedicalDevices/DeviceRegulationandGuidance/GuidanceDocuments/ucm084365.htm
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Médonald, Lisa*

Crom: Microsoft Outlook

: mcgrathj@bsci.com
sent: Thursday, September 20, 2012 11:32 AM
Subject: Relayed: K121754 Al Letter

Delivery to these recipients or groups is complete, but no delivery notification was sent by the
destination server:

mcarathj@bsci.com (mcgrathj@bsci.com)

Subject: K121754 Al Letter

1
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118


mailto:mcgrathj@bsci.com
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FDA r 3
September 19, 2012 \ CDRH BMe

U.S Food and Drug Administration SEP 20 201
Center for Devices and Radiological Health
Document Mail Center - WO66-0609
10903 New Hampshire Avenue

Silver Spring, MD 20993-0002

Received

Subject: Premarket Notification —Traditional 510(k) — K121754 — Amendment 2
Device Name: Obtryx II System (Blue SUI Sling)
Device Type: Mesh, Surgical, Synthetic, Urogynecologic, for Stress
Urinary Incontinence, Female, Multi-Incision
Regulation Number: 21 CFR 878.3300
Regulatory Class: 11
Product Code: OTN
Panel: Obstetrics and Gynecology

Dear Dr. Becky Robinson,

On June 12, 2012 Boston Scientific Corporation (BSC) submitted Traditional 510(k),
K121754, for the Blue SUI Sling. On August 13, 2012 BSC sent a response to FDA’s with
regards to a deficiency letter received for K121754, dated July 30, 2012. On September
10, 2012 BSC received a second deficiency letter via fax dated September 6, 2012 for a
request for additional information. As requested by FDA we have provided the additional
information requested.

Enclosed please find two copies and one original of Boston Scientific’s responses to
FDA'’s deficiency letter dated September 6, 2012, received September 10, 2012.

Boston Scientific Corporation considers its intent to manufacture and distribute this device
to be confidential commercial information, and therefore exempt from public disclosure
according to 21 CFR 807.95.

If you have any questions regarding this Premarket Notification, please contact me at (508)
683-4726 or by facsimile at (508) 683-5827.

Sincerely,% h 4% 0 %

Janet A. McGrath

Principal Specialist, Global Regulatory Affairs
Urology and Gynecology

Boston Scientific Corporation

e-mail: megrath) @bsci.com

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


http://bsci.com

..
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FOOD AND DRUG ADMINISTRATION

DEPARTMENT OF HEALTH AND HUMAN SERVICES

CDRH PREMARKET REVIEW SUBMISSION COVER SHEET

Form Approval

OMB No. 0910-0120

Expiration Date: December 31, 2013
See OMB Statement on page 5.

Date of Submission
09/19/2012

User Fee Payment ID Number
MD6060582-956733

DR

SECTION A : i
PMA & HDE Supplement

[ ] Amendment

[] Report
[] Report Amendment
[] Licensing Agreement

[] 30-day Supplement
[] 30-day Notice

[] 135-day Supplement
[] Real-time Review

D Amendment to PMA &
HDE Supplement

[:| Other

- TYPE OF SUBMISSION . -

PMA PDP 510(k) Meeting
[] Original Submission [} Regular (180 day) [] original PDP [] original Submission: [] Pre-510(K) Meeting
[] Premarket Report [ special {71 Notice of Completion [} Traditional [] Pre-IDE Meeting
[:] Modular Submission I:] Panel Track (PMA Only) [:] Amendment to PDP D Special D Pre-PMA Meeting

FDA Submission Document Number (if known)
K121754

[] Pre-PDP Meeting

[[] pay 100 Meeting

[] Agreement Meeting
[[] Determination Meeting
[] other (specify):

Abbreviated (Complete
D section I, Page 5)

X] Additional information
[] Third Party

IDE Humanitarian Device

Exemption (HDE)
{ ] Original Submission
[ ] Amendment
D Supplement

] original Submission
D Amendment
[] Ssupptement
[:] Report
[ ] Report Amendment

Class Il Exemption Petition

D Original Submission
[ Additional Information

Evaluation of Automatic Other Submission
Class Il Designation
(De Novo)
[] original Submission

[ ] Additional Information

[1513(9)
: [:] Other

(describe submission):

[]Yes

Have you used or cited Standards in your submission?
' SUBMITTER, APPLI

SECTION B
Company / Institution Name

Boston Scientific Corporation

[X] No

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

ANT OR SPONSOR
Establishment Registration Number (if known)

1225056(operator/owner # 9912058)

Division Name (if applicable)

Urology/Woman's Health

Phone Number (including area code)
(508)683-4726

Street Address
100 Boston Scientific Way , M21

FAX Number (including area code)
(508) 683-5827

City
Marlborough

ZIP/Postal Code
01752

State / Province
MA

Country
USA

Contact Name

Janet A. McGrath

Contact Title
Principal Specialist Global Regulatory Affairs

SECTION C
Company / Institution Name

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

Contact E-mail Address

megrathj@bsci.com

Division Name (if applicable)

Phone Number (including area code)

Street Address

FAX Number (including area code)

City

State / Province ZIP Code Country

Contact Name

Contact Title

Contact E-mail Address

FORM FDA 3514 (12/10)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 30 1esdi@6n8 £:48 con a1

Page 1 of 5 Pages
EF
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SECTION D1

[ ] New Device

|:|,W|thdrawal

|:| Additional or Expanded Indications

[[] Request for Extension

|:| Post-approval Study Protocol

[] Request for Applicant Hold

|:| Request for Removal of Applicant Hold

[ JRequestto Remove or Add Manufacturing Site

REASON FOR APPLICATION: PMA

POP, OR

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

[:] Location change:
[] Manufacturer
I:] Sterilizer
[] Packager

D Process change:

[ ] Manufacturing  [_] Packaging
[] steritization
[ ] Other (specify below)

D Response to FDA correspondence:

D Labeling change:
[] indications
[] instructions
[ ] Performance Characteristics
[ ] shelf Life
[[] Trade Name
[] Other (specify below)

[ ] Report Submission:
[ ] Annual or Periodic
I:] Post-approval Study
[ ] Adverse Reaction
[ ] Device Defect
[ ] Amendment

[_] change in Ownership
[] change in Correspondent
|:| Change of Applicant Address

E] Other Reason (specify):

SECTION D2

[] New Device

[] New Indication

[] Addition of Institution

[] Expansion / Extension of Study
[]IRB Certification

[] Termination of Study

[] withdrawal of Application

] Unanticipated Adverse Effect
[ Notification of Emergency Use
[ ] Compassionate Use Request
[] Treatment IDE

[] Continued Access

'REASON FOR APPLICATION - IDE

[ ] Change in:
D Correspondent/Applicant
[] Design/Device
[] Informed Consent
[ ] Manufacturer
[ ] Manufacturing Process
D Protoco! - Feasibility
] Protoco! - Other

D Sponsor

[] Report submission:
{T] current investigator
] Annuat Progress Report
[] site waiver Report

"] Final

|:| Response to FDA Letter Concerning:
[] Conditionat Approval
[_] Deemed Approved
[] Deficient Final Report
[] Deficient Progress Report
[:| Deficient Investigator Report
D Disapproval
[___] Request Extension of
Time to Respond to FDA
[ ] Request Meeting
[:| Request Hearing

D Other Reason (specify):

SECTION D3

[ ] New Device

., REASON FOR SUBMISSION - 510(k)

D Additional or Expanded Indications

[:] Change in Technology

& Other Reason (specify):

Additional information requested in response to FDA's deficiency letter dated September 6, 2012 for Obtryx II ( Blue SUI Sling) K121754.

FORM FDA 3514 (12/10)

Page 2 of 5 Pages

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SECTIONE ADDITIONAL INFORMATION ON 510(K):SUBMISSIONS -, - N _
Product codes of devices to which substantial equivalence is claimed Summary of, or statement concerning,
safety and effectiveness information -
1| FTL 2| FTL 3 4
|:] 510 (k) summary attached

5 6 7 8 [1510 (k) statement
Information on devices to which substantial equivalence is claimed (if known)
7_ 510(k) Number ,'___:' Trade or Proprietary or Model Name :’E Manufacturer

K020t10 Advantage and Advantage Fit Systems, Lynx Boston Scientific Corporation
1 1| Systems 1
K040787 Obtryx Systems (curved & halo) Boston Scientific Corporation

2 2 2

3 3 3

4 4 4

5 5 5

6 6 ’ 6

' - -

SECTIONF 'PRODUCT INFORMATION - APPLICATION TO ALL APPLICATIONS I
Common or usual name or classification name

mesh,surgical,synthetic, urogynecologic, for stress urinary incontinence, female , multi-incision

Trade or Proprietary or Model Name for This Device rT_ Model Number

1| Obtryx Il System, Curved, Single Unit . 1| M0068504110

2| Obtryx Il System, Curved, 5 Pack 2| M0068504111

3| Obtryx II System, Halo, Single Unit 3 -M0068505110

4 | Obtryx Il System, Halo, 5 Pack 4| M0068505111

5 5
FDA document numbers of all prior related submissions (regardless of outcome)

1 2 3 4 5 6
7 8 9 10 11 12
Data Included in Submission
D Laboratory Testing D Animal Trials D Human Trials

SECTION G PRODUCT CLASSIFICATION - APPLICATION TO ALL APPLICATIONS
Product Code C.F.R. Section (if applicable) Device Class

OTN 21 CFR 878.3300 [ Class | Class Il

Classification Panel

[(Jclass il [] Unclassified

Obstetrics/Gynecology

Indications (from labeling)

The mesh implant is intended for use as a suburethral sling for the treatment of stress urinary incontinence resuiting from hypermobility and/or intrinsic sphincter

deficiency.

FORM FDA 3514 (12/10) Page 3 of 5 Pages
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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FDA Document Number (if known)
Note: Submission of the information entered in Section H does not affect the
need to submit device establishment registration.

:SECITION H ~ MANUFACTURING'/ PACKAGING / STERILIZATION'SITES RELATING TO A SUBMISSION B}

Facility Establishment Identifier (FEI) Number D Manufacturer D Contract Sterilizer
u i
[] Contract Manufacturer [ ] Repackager / Relabeler

[] original
[(Jadd [ ]Delete
Company / Institution Name Establishment Registration Number

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

Street Address FAX Number (including area code)

State / Province ZIP Code Country

Contact Name Contact Title Contact E-mail Address

FORM FDA 3514 (12/10) Add Continuation Page| Page 4 of 5 Pages
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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SECTION | . i7" UTILIZATION-OF ST
Note: Complete this section if your application or submission cites standards or includes a "Declaration of Conformity to a Recognized
Standard"” statement.
Standards No. Standards Standards Title Version Date
Organization
1
Standards No. Standards Standards Title Version Date
Qrganization
2
Standards No. Standards Standards Title Version Date
Organization
3
Standards No. Standards Standards Title ' Version Date
Organization
4
Standards No. Standards Standards Title Version Date
Organization
5
Standards No. Standards Standards Title Version Date
. Organization
6
Standards No. Standards Standards Title Version Date
Organization
7
Please include any additional standards to be cited on a separate page.
Public reporting burden for this collection of information is estimated to average 0.5 hour per response, including the time for reviewing instructions, searching
existing data sources, gathering and maintaining the data needed, and completing reviewing the collection of information. Send comments regarding this burden
estimate or any other aspect of this collection of information, including suggestions for reducing this burden to:
Department of Health and Human Services
Food and Drug Administration
Office of Chief Information Officer
1350 Piccard Drive, Room 400
Rockville, MD 20850
An agency may not conduct or sponsor, and a person is not required to respond to, a collection of information unless it displays a currently valid OMB control number.

FORM FDA 3514 (12/10) Page 5 of 5 Pages
Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Boston, -
Scientific

C

" Obtryx” II
System
| CURVED

Transobturator Sling System
with PrecisionBlue™ Design

Directions for Use 2

11—

90693843-01 Rev. D

Boston Scientific (Master Brand Template 3in x in Global, 90106040 AK), DFU, MB, Obtryx It System, Global, 90693843-01D_pretrans

|

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

System
[ cunvep

Transobturator Sling System with
PrecisionBlue™ Design

B, ONLY

Caution: Federa! Law (USA) restricts this device to sale by or
on the order of a physician trained in use of surgical mesh for
repair of stress urinary incontinence.

WARNING

Contents supplied STERILE using ethylene oxide (EO) process.
Do not use if sterile barrier is damaged. If damage is found call
your Boston Scientific representative.

For single use only. Do not reuse, reprocess or resterilize.
Reuse, reprocessing or resterilization may compromise the
structural integrity of the device and/or lead to device failure
which, in turn, may result in patient injury, illness or death.
Reuse, reprocessing or resterilization may also create a risk of
contamination of the device and/or cause patient infection or
cross-infection, including, but not limited to, the transmission of
infectious disease(s}from one patientto another. Contamination
of the device may lead to injury, iliness or death of the patient.

After use, dispose of product and packaging in accordance
with hospital, administrative and/or local government policy.

DEVICE DESCRIPTION

The Obtryx Il System is a sterile, single use system consisting
of two (2) delivery devices and one (1) mesh assembly. The
mesh assembly is comprised of a polypropylene knitted mesh
with dilator legs and a center tab. At the distal ends of the
dilator legs there are association foops designed to be placed
in the needle slot of the distal end of the delivery device. The
disposable delivery device consists of @ handle with a stainless
steel needle. The needle is designed to facilitate the passage
of the mesh assembly through bodily tissues for placement
through the obturator foramen.

INDICATIONS FOR USE

The mesh implant is intended for use as a suburethral sling
for the treatment of stress urinary incontinence resulting from
hypermobility and/or intrinsic sphincter deficiency.

CONTRAINDICATIONS

The mesh suburethral sling implant is contraindicated in the

following patients:

* Pregnant patients, patients with potential for future growth
or patients that are considering future pregnancies.

» Any patients with soft tissue pathology into which the
implant is to be placed.

* Patients with any pathology which would compromise
implant placement.

* Patients with any pathology, such as blood supply
limitations or infections that would compromise healing.

Boston Scientific (Master Brand Template 3in x 9in Global, 90106040 AK}, DFU, MB, Obtryx Il System, Global, 90693849-01D_pretrans

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

The device is supplied sterile. Do not use if package is opened
or damaged.

Do not use if labeling is incomplete or illegible.

Handling and Storage

Store at a controlled room temperature. Do not expose to
organic solvents, fonizing radiation or ultraviolet light. Rotate

inventory so that products are used prior to the expiration date
on package label.

DIRECTIONS FOR USE

Prior to Use

Carefully examine the system to verify that neither the contents
nor the sterilized package has been damaged in shipment. DO
NOT USE if sterile barrier on product is damaged. Immediately
return damaged product to Boston Scientific.

The design of the Obtryx™ Il System allows the operator a
percutaneous approach utilizing a transobturator technique.
See Figure 1 for parts description.

= S Leader Loop
Association Loop ————===m=ee_- Center Tab

Py -
ilath e 1
Dilator Leg Sleeve Mesh
Handle Center Tab Lead

Needle Slot

Figure 1: Parts Description

Prepare and drape the patient using standard surgical practice.

WARNING

Assure that the bladder is empty prior to initiating the use of this
product. Ensure that the bladder, urethra and other important
landmarks are properly identified.

Steps to Use

1. Prepare the skin lateral to the inferior pubic ramus and
vaginal operative sites.

2. Incise the anterior vaginal wall and dissect bilaterally to the
interior portion of the inferior pubic ramus.

3. Create a vertical skin incision Jarge enough to insert tip of
needle just lateral to the edge of the inferior pubic ramus at
the junction where the inferior pubic ramus and the adductor
longus muscle meet. Repeat on the contralateral side.

WARNING

If excessive force is encountered during advancement/withdrawal,
stop and determine remedial action prior to proceeding.

4. Grasp the device handle and insert one (1) needle through one
{1) skin incision, piercing through the obturator muscle and
obturator membrane. Turn the handle at the 45° angle medial
towards the midline. Place the opposite hand's forefinger
into the lateral dissection of the vaginal incision, placing the
fingertip on the distal end of the needle. Guide the distal end of
the needle around the inferior pubic ramus through the vaginal
incision, maintaining contact with the finger.

WARNING

Pay careful attention to avoid the adductor longus tendon with
the delivery device.

} Boston Scientific (Master Brand Template 3in x 9in Global, 90106040 AK), DFU, MB, Obtryx Il System, Giobal, 90693849-01D_pretrans
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WARNING

Make sure the delivery device and mesh assembly pass
sufficiently lateral to the urethra in order to avoid urethral injury.

5. Engage one (1} association loop to the distal end of the
needle {see Figure 2} protruding through the vagina.

N

6. Pull the needle out through the skin incision. Be sure that
the mesh assembly is not twisted and lies flat under the
urethra, with the blue center tab positioned suburethrally,
facing outward.

7. Remove the association loop from the needle (see Figure 3).

SR

Figure 3: Association Loop Removal

Figure 2: Association Loop Engagement

8. Repeat Steps 4-7 on the contralateral side with the second needle.

9. Cystoscopy may be performed at this time, to be determined
at the physician's discretion.

10. Next see section “Tension Mesh/Sleeve Removal.”

TENSION MESH/SLEEVE REMOVAL

1. Adjust the mesh/sleeve by pulling outwards on the dilators
so thatthe blue center tabis centered below the urethra.

2. Appropriately tension the mesh/sleeve according to
physician preference.

3. Once proper tension is achieved, cutthe leader loop that is
on the outside of the sleeve thatis connecting the dilator
leg and sleeve to the mesh. Pull outward on the dilator to
remove the sleeve leaving the mesh in place. Repeat on the
other side. (See Figure 4).

Leader Loop

Figure 4: Tension Mesh/Sleeve Removal

4. Grasp the blue center tab and cut the center tab lead
located on the side of the center tab to release the tab from
the mesh. Remove the center tab and center tab lead from
the vaginal canal.

5. Gently pushing downward on the skin incisions, cut the
distal ends of the mesh and confirm that those ends retract
into the skin incisions.

6. Close allincisions per standard practice.

GENERAL WARNING

¢ The risks and benefits of performing a suburethral sling
procedure in the following should be carefully considered:

5
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* Women planning future pregnancies. _

« Overweight women {weight parameters to be determined
by the physician).

« Patients with blood coagulation disorder.

¢ Patients with compromised immune system or any other
conditions that would compromise healing.

« Take special care in cases of bladder prolapse because of
anatomicaldistortion. If the patientrequires a cystocele repair,
it should be done prior to the suburethral sling placement.

* Vaginal and urinary tract infection should be treated prior
to implantation.

* User should be familiar with surgical procedures and
techniques involving non-absorbable meshes before using
the Obtryx™ || System.

¢ This product is intended for use only by clinicians
with adequate training and experience in treatment of
female stress urinary incontinence {SUI). The physician
is advised to consult the medical literature regarding
techniques, complications and hazards associated with the
intended procedures.

* User should note the importance of placing the mesh
without tension under mid-urethra.

« Good surgical practices should be followed for
management of contamination or infected wounds.

« Bleeding can occur. Check carefully before releasing
patient from the hospital.

PROCEDURAL WARNING
* Cystoscopy may be done at the physician's discretion.

POST PROCEDURAL WARNING

« |f subsequent infection occurs, the entire mesh may have to
be removed or revised.

* The patient should be advised that future pregnancies may
negate the effects of this procedure and the patients may
again become incontinent.

POTENTIAL COMPLICATIONS

The following complications have been reported due to
suburethral sling placement, but are not limited to:

« Aswith all implants, local irritation at the wound site and/or
a foreign body may occur.

» Tissue responses to the implant could include vaginal
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 mesh.

» Like all foreign bodies, the mesh may potentiate an
existing infection.

» Excess tension may cause temporary or permanent lower
urinary tract obstruction and retention.

s 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 incontinence due to
incomplete support or overactive bladder.

¢ In addition to the above listed potential complications,
allergic reaction, abscess, detrusor instability, pain {pelvic,
vaginal, groin, dyspareunia), bleeding (vaginal, hematoma
formation), vaginal discharge, dehiscence of vagina!
incision, nerve damage, edema and erythema at the wound
site have been reported due to suburethral sling procedure.

* It has also been reported that orthostatic symptoms, fatigue
and shortness of breath may occur due to the potential
development of bleeding, including occult bleeding.
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PRECAUTIONS

» Standard surgical practices should be followed for the
suburethral sling procedure as well as for the management
of contaminated or infected wounds.

« The procedure should be performed with very careful attention
to avoid laceration or perforation of any vessels, nerves,
bladder and bowel.

« Do notremove the protective plastic sleeve covering mesh
implant until proper position has been confirmed.

* Ensure the mesh is placed without tension under the
mid-urethra.

* Use of this device should be done with the understanding
that subsequent infection may require removal of the mesh.

* Patients should be counselled to refrain from heavy lifting,
exercise and intercourse for a minimum of four {4) weeks
after the procedure. Physician should determine when it is
suitable for each patient to return to normal activities.

« Should dysuria, bleeding or other problems occur, the patient
should be instructed to contact the physician immediately.

« Do notuse any mechanical means of contact with the mesh
{such as clips, staples etc.) within the urethral support region
of the mesh as mechanical damage to the mesh may occur.

« Avoid excessive tension on the mesh during handling.

WARRANTY

Boston Scientific Corporation {BSC) warrants that reasonable
care has been used in the design and manufacture of this
instrument. This warranty is in lieu of and excludes all other
warranties not expressly set forth herein, whether express or
implied by operation of law or otherwise, including, but not
limited to, any implied warranties of merchantability or fitness
for a particular purpose. Handling, storage, cleaning and
sterilization of this instrument as well as other factors relating to
the patient, diagnosis, treatment, surgical procedures and other
matters beyond BSC's control directly affect the instrument and
the results obtained from its use. BSC's obligation under this
warranty is limited to the repair or replacement of this instrument
and BSC shall not be liable for any incidental or conseguential
loss, damage or expense directly or indirectly arising from the
use of this instrument. BSC neither assumes, nor authorizes any
other person to assume for it, any other or additional liability or
responsibility in connection with this instrument. BSC assumes
no liability with respect to instruments reused, reprocessed
or resterilized and makes no warranties, express or implied,
including but not limited to merchantability or fitness for a
particular purpose, with respect to such instruments.
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Obtryx” II

System

Transobturator Sling System with
PrecisionBlue™ Design

B ONLY

Caution: Federal Law (USA) restricts this device to sale by or
on the order of a physician trained in use of surgical mesh for
repair of stress urinary incontinence.

WARNING

Contents supplied STERILE using ethylene oxide (EO) process.
Do not use if sterile barrier is damaged. If damage is found call
your Boston Scientific representative.

For single use only. Do not reuse, reprocess or resterilize.
Reuse, reprocessing or resterilization may compromise the
structural integrity of the device and/or lead to device failure
which, in turn, may result in patient injury, illness or death.
Reuse, reprocessing or resterilization may also create a risk of
contamination of the device and/or cause patient infection or
cross-infection, including, but not limited to, the transmission of
infectious disease(s) from one patient to another. Contamination
of the device may lead to injury, iliness or death of the patient.

After use, dispose of product and packaging in accordance
with hospital, administrative and/or local government policy.

DEVICE DESCRIPTION

The Obtryx |l System is a sterile, single use system consisting of
two (2) delivery devices (one patient right and one patient left)
and one {1) mesh assembly. The mesh assembly is comprised
of a polypropylene knitted mesh with dilator legs and a center
tab. At the distal ends of the dilator legs there are association
loops designed to be placed in the needle slot of the distal end
of the delivery device. The disposabie delivery device consists
of a handle with a stainless steel needle. The needle is designed
to facilitate the passage of the mesh assembly through bodily
tissues for placement through the obturator foramen.

INDICATIONS FOR USE

The mesh implant is intended for use as a suburethral sling
for the treatment of stress urinary incontinence resulting from
hypermability and/or intrinsic sphincter deficiency.

CONTRAINDICATIONS

The mesh suburethral sling implant is contraindicated in the

following patients:

* Pregnant patients, patients with potential for future growth
or patients that are considering future pregnancies.

¢ Any patients with soft tissue pathology into which the
implant is to be placed.

* Patients with any pathology which would compromise
implant placement.

« Patients with any pathology, such as blood supply
limitations or infections that would compromise healing.
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HOW SUPPLIED

The device is supplied sterile. Do not use if package is
opened or damaged.

Do not use if labeling is incomplete orillegible.
Handling and Storage

Store at a controlled room temperature. Do not expose to organic
solvents, ionizing radiation or ultraviolet light. Rotate inventory so
that products are used prior to the expiration date on package label.

DIRECTIONS FOR USE

Prior to Use

Carefully examine the system to verify that neither the contents
nor the sterilized package has been damaged in shipment. DO
NOT USE if sterile barrier on product is damaged. Immediately
return damaged product to Boston Scientific.

The design of the Obtryx™ Il System allows the operator a
percutaneous approach utilizing a transobturator technique.
See Figure 1 for parts description.

R S Leader Loop
Asm:" =

Center Tab

T

Dilator Leg Sleeve Mesh

Needle Slot —, ) Handle  Center Tab Lead
/
Needle | - (e}

Figure 1: Parts Description

Prepare and drape the patient using standard surgical practice.

WARNING

Assure that the bladder is empty prior to initiating the use of this
product. Ensure that the bladder, urethra and other important
landmarks are properly identified.

Steps to Use

1. Prepare the skin lateral to the inferior pubic ramus and
vaginal operative sites.

2. Incise the anterior vaginal wall and dissect bilaterally to the
interior portion of the inferior pubic ramus.

3. Create a vertical skin incision large enough to insert tip of
needle just lateral to the edge of the inferior pubic ramus at
the junction where the inferior pubic ramus and the adductor
longus muscle meet. Repeat on the contralateral side.

WARNING

If excessive force is encountered during advancement/with-
drawal, stop and determine remedial action prior to proceeding.

4. Grasp the device handle for the patient’s left side with
the right hand. Place the left forefinger into the lateral
dissection of the vaginal incision. Place the needle tip into
the skin incision perpendicular to the skin with the handle
at a 45° angle parallel with the thigh.

5. Putting the left thumb on the outside of the needle curve,
apply a downward force, piercing through the obturator
muscle and membrane.

6. Rotate the needle medially around the inferior pubic ramus

to meet the left hand forefinger. Guide the needle tip
through the vaginal incision.

WARNING

Pay careful attention to avoid the adductor longus tendon with
the delivery device.
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WARNING

Make sure the delivery device and mesh assembly pass
sufficiently lateral to the urethra in order to avoid urethral injury.

7. Engage one (1} association loop to the dista! end of the
needle {see Figure 2) protruding through the vagina.

! Figure 2: Association Loop Engag t

8. Pullthe needle out through the skin incision. Be sure that
the mesh assembly is not twisted and lies flat under the
urethra, with the blue center tab positioned suburethrally,
facing outward.

9. Remove the association loop from the needle {see Figure 3}.

SR

Figure 3: Association Loop Removal

10. Repeat Steps 4-9 on the contralateral side with the
second needle.

11. Cystoscopy may be performed at this time, to be determined
at the physician's discretion,

12. Next see section “Tension Mesh/Sleeve Removal.”

TENSION MESH/SLEEVE REMOVAL

1. Adjust the mesh/sleeve by pulling outwards on the dilators
so that the blue center tab is centered below the urethra.

2. Appropriately tension the mesh/sleeve according to
physician preference.

3. Once proper tension is achieved, cut the leader loop that is
on the outside of the sleeve that is connecting the dilator
leg and sleeve to the mesh. Pulf outward on the dilator to
remove the sleeve leaving the mesh in place. Repeat on the
other side. {See Figure 4).

teader Loop
7
= /

Figure 4: Tension Mesh/Sleeve Removal

4. Grasp the blue center tab and cut the center tab lead
located on the side of the center tab to release the tab from
the mesh. Remove the center tab and center tab lead from
the vaginal canal.

5. Gently pushing downward on the skin incisions, cut the
distal ends of the mesh and confirm that those ends retract
into the skin incisions.

6. Close all incisions per standard practice.
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GENERAL WARNING

¢ The risks and benefits of performing a suburethral sling
procedure in the following should be carefully considered:

* Women planning future pregnancies.

¢ Overweightwomen (weight parameters to be determined
by the physician).

» Patients with blood coagulation disorder.

» Patients with compromised immune system or any other
conditions that would compromise healing.

= Take special care in cases of bladder prolapse because
of anatomical distortion. If the patient requires a
cystocele repair, it should be done prior to the suburethral
sling placement.

« Vaginal and urinary tract infection should be treated prior
to implantation.

* User should be familiar with surgical procedures and
techniques involving non-absorbable meshes before using
the Obtryx™ il System.

« This productis intended for use only by clinicians with
adequate training and experience in treatment of female stress
urinary incontinence {SUI). The physician is advised to consult
the medical literature regarding techniques, complications and
hazards associated with the intended procedures.

* User should note the importance of placing the mesh
without tension under mid-urethra.

¢ Good surgical practices should be followed for
management of contamination or infected wounds.

« Bleeding can occur. Check carefully before releasing
patient from the hospital.

PROCEDURAL WARNING
» Cystoscopy may be done at the physician’s discretion.

POST PROCEDURAL WARNING

» If subsequent infection occurs, the entire mesh may have to
be removed or revised.

¢ The patient should be advised that future pregnancies may
negate the effects of this procedure and the patients may
again become incontinent.

POTENTIAL COMPLICATIONS

The following complications have been reported due to
suburethral sling placement, but are not limited to:

* Aswith all implants, local irritation at the wound site and/or
a foreign body may occur.

* Tissue responses to the implant could include vaginal
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 mesh.

* Like all foreign bodies, the mesh may potentiate an
existing infection.

» Excess tension 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 mederate incontinence due to
incomplete support or overactive bladder.

= In addition to the above listed potential complications,
allergic reaction, abscess, detrusor instability, pain
{pelvic, vaginal, groin, dyspareunia), bleeding {vaginal,
hematoma formation), vaginal discharge, dehiscence of
vaginalincision, nerve damage, edema and erythema at
the wound site, have been reported due to suburethral
sling procedure.
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» Ithas also been reported that orthostatic symptoms, fatigue
and shortness of breath may occur due to the potential
development of bleeding, including occult bleeding.

PRECAUTIONS

« Standard surgical practices should be followed for the
suburethral sling procedure as well as for the management
of contaminated or infected wounds.

* The procedure should be performed with very careful attention
to avoid laceration or perforation of any vessels, nerves,
bladder and bowel.

» Do not remove the protective plastic sleeve covering mesh
implant until proper position has been confirmed.

s Ensure the mesh is placed without tension under the
mid-urethra.

s Use of this device should be done with the understanding
that subsequent infection may require removal of the mesh.

« Patients should be counselled to refrain from heavy lifting,
exercise and intercourse for a minimum of four (4) weeks
after the procedure. Physician should determine when it is
suitable for each patient to return to normal activities.

» Should dysuria, bleeding or other problems occur, the patient
should be instructed to contact the physician immediately.

» Do not use any mechanical means of contact with the mesh
{such as clips, staples etc.) within the urethral support region
of the mesh as mechanical damage to the mesh may occur.

* Avoid excessive tension on the mesh during handling.

WARRANTY

Boston Scientific Corporation (BSC) warrants that reasonable
care has been used in the design and manufacture of this
instrument. This warranty is in lieu of and excludes all other
warranties not expressly set forth herein, whether express or
implied by operation of law or otherwise, including, but not
limited to, any implied warranties of merchantability or fitness
for a particular purpose. Handling, storage, cleaning and
sterilization of this instrument as well as other factors relating to
the patient, diagnosis, treatment, surgical procedures and other
matters beyond BSC's control directly affect the instrument and
the results obtained from its use. BSC’s obligation under this
warranty is limited to the repair or replacement of this instrument
and BSC shall not be liable for any incidental or consequential
loss, damage or expense directly or indirectly arising from the
use of this instrument. BSC neither assumes, nor authorizes any
other person to assume for it, any other or additional liahility or
responsibility in connection with this instrument. BSC assumes
no liability with respect to instruments reused, reprocessed
or resterilized and makes no warranties, express or implied,
including but not limited to merchantability or fitness for a
particular purpose, with r t to such instr t

p

Boston Scientific (Master Brand Template 3in x 9in Global, 98106040 AK), DFU, MB, Obtryx Il Systern, Global, 30693850-01D_pretrans

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



Records processed under FOIA Request #2013-9072; Released by CDRH on 08-24-2015

Catalog Number
Nimero de catslogo
Numéro de catalogue
Besteli-Nr.

Numero di catalogo
Catalogusnummer
Referéncra

Consultinstructions for use.
Consultar las instrucciones de uso.
Consulter le mode d’emploi
Gebrauchsanweisung beachten.
Consultare le istruzionr per l'uso.
Raadpleeg instructies voor gebruik.
Consuite as Instrugdes de Unhizagho

Contents
@ Contenido
Contenu
Inhalt
Contenuto
Inhoud
Conteido

EU Authorized Representatve
Representante autorizade en la UE
Représentant agréé UE
Autorisierter Vertreter in der EU
Rappresentante autorizzato per I'UE
Erkend vertegenwoordiger in EU
Representante Autorizado na U.E.

Legal Manufacturer
‘ Fabncante legal
Fabnicant 1égal
Berechtigter Hersteller
Fabbricante legale
Wettelijke fabrikant
Fabncante Legal

Lot

Product Number
Numero del producto
Référence

Produktnummer
Codice prodotto
Productnummer
Niimero do Produto

Recyclable Package
Envase reciclable
Emballage recyclable

Wiederverwertbare Verpackung
Confezione riciclabile
Recyclebare verpakking
Embalagem Reciclavel

Use By
Fecha de caducidad

Date bmite d'utihsaton
Verwendbar bis

Usare entro

Uiterste gebruiksdatum
Validade

Australian Sponsor Address
Direccidn del patrocinador australiano

Adresse du promoteur australien

Adresse des austgrahischen Spansars

Indinzzo sponsor austrahana

Adres Austrabsche sponsor

Enderego do Patrocinador Australiano

For single use only. Do noi reuse.

Para un solo uso No reudlizar.

A usage uruque. Ne pas réutlfiser.

Fiir den einmaligen Gebrauch. Nicht
wieder verwenden.

Esclusivamente monouso Non riutilizzare.
Uitsluitend bestemd voor eenmalig
gebruik. Niet opnieuw gebruiken.

Apenas para uma Unica utilizagdo. Ndo
reutilize

‘ Boston Scientific {Master Brand Template 3in x 9in Global, 30106040 AK), DFU, MB, Obtryx Il System, Global, 90633850-01D_pretrans

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



Records processed under FOIA Request #2013-9072; Released by CDRH on 08-24-2015

Do Not Resterilize
No reesterilizar
Ne pas restériliser

Nicht erneut sterilisieren
Non risterilizzare

Niet opnieuw stenhiseren
Naoreesterilize

Do notuse if package is damaged.
No usar si el envase estd dafado.
Ne pas utiliser sil'emballage est

endommagé.

Bei beschédigter Verpackung nicht
verwenden.

Nonusare il prodotto se la confezione &
danneggiata

Niet gebruiken als de verpakking 1s
beschadigd.

N30 unlize se a embalagem esaver
danificada.

Sterilized using ethylene oxide.
STERILE @ Esterilizado por 6xido de euteno

Sténlisé 3 f'oxyde d'éthyléne.

Mit Ethylenoxid sterilisiert.

Stenhzzato con ossido di etilene

Gesteriliseerd met ethyleenoxide.

Esteriizado por éxido de etileno.
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m EU Authorized
Representative

Boston Scientific International S.A.

55 avenue des Champs Pierreux

TSA 51101

92729 NANTERRE CEDEX
FRANCE

m Australian
Sponsor Address -
Baston Scientific {Australia) Pty Ltd
PO Box 332

BOTANY

NSW 1455

Augtralia

Free Phone 1800 676 133

Free Fax 1800 836 666

Legal
Manufacturer

Manufactured for:

Boston Scientific Corporation
One Boston Scientific Place
Natick, MA 01760-1537

USA

Do not use if package
is damaged.
Recyclable

Package

© 2012 Boston Scientific Corporation or its affiliates.
All rights reserved.
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'.Iurncumplere support overacuve bladder.:. -

. (pelvrc vaginal, groi

*vaginal incision,
~"ling procedure. "
It has also been repuned that drrhostauc symptoms, fangue and shonness uf brealh may occur due to the
pmennal developmem of bleeding, rncludrng occult bleeding.*

POST PHOCEDURE

Should dysurra bleedrng or ather prdblems occui, contact your physrcran immediately.

In the event that infection presents past procedure, the entire mesh may have to be removed or revised.
Like all forergn bodies, the mesh may potentiate an exrsung infection reaction or sepsis.

Tssue responses to the implant could include: local ritation at the wound site, vaginal erosion or exposure
through the urerhra o other sureounding tissue, mrgratron of the device from the desired location, fistula

damage edema and eryrhema ar 1he wound srre have been ported due :o suburerhal

formation, foreign bodyreacuon and rnﬂammauun The occurrence of these 1eSpoNses may require removal -

or evision'of th

. . Boston Screntrfrc Corporatron
' BOStOIl One Boston Scientific Place
SClentlﬁC Natick, MA 01760-1537
© 2012

o s P ~
Dehven”g what's next. Boston Scientific Corporation
’ or its affiliates. All rights reserved.
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to prevent it from droppr.ng during:physica

activity, which may rnclude buitis not

to: laughing or lifﬁng;_ Providing support-that

mimics the normal anafdrhy.?hbuldpr’eV

from leaking or reduce the anr'dunt"df-.leakag

In addmon to the abo'e rsred potentral complrcarrons allergrcreacuon abscess derrusorrns a rlrry parn c
dyspareunral bleeding (vaginal, hematoma formauon) vagmal drscharge dehlscence o .-

Q: What are the types of sling options? Q: What should I expect after surgery?

A: Before your discharge from
the hospital, you may be given a
prescription for an antibiotic and/
or pain medication to relieve any

A: Many surgical options have been developed, the difference being
how the mesh material is placed under the urethra. Your doctor will
recommend which anchoring location is right for you. As disease
state and anatomy differs for each patient, outcomes may vary.
Consult your physician for all available treatment options.

discomfort you may experience. You
will be instructed on how to care for
your incision area. At the discretion of
your physician, most patients resume moderate activities within

2 to 4 weeks, with no strenuous activity for up to 6 weeks.

e b e g A A o e s = n e o o e e e o et

Q: When will I stop leaking?

A: Most women see results right

after the procedure. Talk with your

physician about what you should

expect. You are on your way!

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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frequenth;asked que5t10ﬁs

d@Wn=t©=earthanswer5

Qs Wﬁﬂ@tﬂ§ §trre§§é A N
urinary m@@ﬁntnm]@@@e? D

A: Urinary incontinence 1s deﬁned

as the involuntary leakage of

urine. The prob[em afflicts .
approximately 18 million adults5 |
in the United States, 85% of them bemg
women. You are not alone! It usually
takes 4-6 years to see.d. healthcare

professional for this 'con_dmgn.

Q: What are some
of the symptoms?

A: Stress urinary incontinence is the

involuntéfy loss of urine during physical
activity, which may include but is not
limited to: coughing, laughing, or lifting.

have to hve
hke thls

Incontinence occurs when the muscles
that support the urethra (the tube that
carries urine out of the body) are weakened or damaged.

This can happen as a result of childbirth, trauma, hormone
changes and many other reasons. You don't have to live
like this. This type of incontinence can be treated bath
surgically or nonsurgically.

For more information, visit the FDA's Urogynecologic Surgical Mesh website

o

Q: What are some treatment options?

A: Stress urinary incontinence can be treated in several ways,

depending on the exact nature of the incontinence and its severity.

As disease state and anatomy differs for each patient, outcomes may
_vary. Consult your physician for all available treatment options.

e e i e i e e ot e £ e AR e i e < o

- You and your physician may discuss:

- @ Changes to your diet and fitness routine

B Physical therapy including pelvic floor
muscle training

® Vaginal pessaries

® Surgical options including traditional
mesh slings, single incision mini-slings,
retropubic colposuspension, and bulking. ™

This guide will focus on surg/ca/ procedures.

e e e e e e e s - i o e

at http://www.fda.gov/MedicalDevices/ProductsandMedicalPracedures/ImplantsandProsthetics/UroGynSurgicalMesh/default.htm

Q: What type of stress urinary

incontinence do I have?

A: One condition is called hypermobility, {"hyper”
means too much and “mobility” refers to movement) which

can result from childbirth, previous pelvic surgery or hormonal
changes. Hypermobility occurs when the normal pelvic floor
muscles can no longer provide the necessary support to the
urethra. This may lead to the urethra dropping when any
downward pressure is applied, resulting in involuntary leakage.

Another condition is called intrinsic sphincter
deficiency, usually called ISD. This refers to the weakening
of the urethral sphincter muscles or closing mechanism. As

a result, the sphincter does not function normally regardless
of the position of the bladder neck or urethra.

A weakenmg of the muscles
supporting the urethra causes the
urethra to drop during physical

activity, resuiting in urine leaking.

of anesthesra you wnll have,
anestheSIa takes effect you

Q: What are the potential risks
and complications of surgery?

A: As with most surgical procedures, there are potential risks and
complications associated with surgery. Your physician can further
explain your specific risks based on your medical history and
surgical approach used. Some potential adverse reactions related to
surgical correction for stress urinary incontinence include:

o Pain/Discomfart/Irritation

o |nflammation (redness, heat,
pain, or swelling resulting
from surgery), edema
(swelling caused by fluid
retention) and erythema
{redness of the skin)

o Infection, including abscess

o Bleeding {vaginal} and
hematoma formation (pooling
of blood beneath the skin}

a Mesh erosion {presence
of mesh material within
the organs surrounding
the vagina)

o Mesh extrusion {presence
of mesh materials within
the vagina)

o Fistula formation (a hole/
passage that develops
between organs or anatomic
structures that is repaired
by surgery)

o Foreign bady (allergic)
reaction to mesh implant

O Urinary incontinence
{involuntary leaking of urine}

o Urinary retention/obstruction
(involuntary storage of urine/
blockage of urine flow)

o Voiding dysfunction (difficulty
with urination)

O Vaginal discharge

o Wound dehiscence {opening
of the incision after surgery)

O Nerve damage

o Detrusor stability (involuntary
construction of the detrusor
muscle while the bladder
is filling}

o Device migration, complete
failure of the device

o Dyspareunia (pain during
intercourse)

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Food and Drug Administration
10903 New Hampshire Avenug
Document Control Room --WO66-(3609
Silver Spring, MDD 20993-0002

Ms. Janet A. McGrath

Principal Specialist, Global Regulatory Affairs

Boston Scientific Corporation . SEp «§ 20
Urology/Woman's Health 2
100 Boston Scientific Way, M21 '
MARLBOROUGH MA 01752 -

Re: Kl121754
Trade Name: Obtryx Il System
Dated: August 13, 2012
Received: August 14, 2012

Dear Ms. McGrath:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above. We cannot determine if the device is substantially equivalent to a
legally-marketed predicate device because you did not completely respond to the deficiencies listed
in our July 30, 2012 letter. To complete the review of your submission we require the following:

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



The deficiencies identified above represent the issues that we believe need to be resolved before our
review of your 510(k) submission can be successtully 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 (Act) for determining substantial equivalence of your device,

You may not market this device until you have provided adeqgunate information described above and
required by 21 CFR §807.87(1), and you have received a letter from FDA allowing you to do so. If
you market the device without conforming to these requirements, you will be in violation ol the
Act. You may, however, distribute this device for investigational purposes to abtain clinical data if
needed to establish substantial equivalence. Clinical investigations of this device must be
conducted in accordance with the investigational device exemption (IDE) regulations (21 CFR 812).

If the information, or a request for an extension of fime, is not received within 30 days, we will
consider your premarket notification to be withdrawn and your submission will be deleted
from our system. If you submit the requested information aftcr 30 days it will be eonsidered
and processed as a new 510(k) (21 CFR 807.87(1)); therefore, all information previously
submitted must be resubmitted so that your new 510(k) is complete. Foy guidance on 510(k)
actions, please sce our guidance document entitled, “FDA and Industry Actions on Premarket

Questions? Contact FDA/CDRH/OCE/DID at CDRH-FOISTATUS@fda.hhs.gov or 301-796-8118
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Notification (510(k)) Submissions: Effect on FDA Review Clock and Performance
Assessment” at

http://www.fda, gov/downloads/MedicalDevices/DeviceRegulationandGuidance/GuidanceDogumen
ts/UCMO089738.pdt. The prrpose of this document is to assist Agency staff and the device industry
in understanding how varions FDA and industry actions that may be taken on 510(k)s should affect
the review clock for purposes of meeting the Medical Device User Fee and Modemization Act.

If the submitter does submit a written request for an extension, FDA will permit the 510(k) to
remain on hold for up to a maximum of 180 days from the date of the additional information
request.

The requested information, or a request for an extension of time, should reference your above
510(k) number and should be submitted in duplicate to:

U.S. Food and Drug Administration

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

Silver Spring, MD 20993-0002

If you have any questions concerning the contents of the letter, please contact Dr. Becky Robinson at
(301) 796-6532. If you need information or assistance concerning the [DE regulations, please contact
the Division of Small Manufacturers, International and Consumer Assistance at its toll-free number
(800) 638-2041 or at (301) 796-7100, or at its Internet address

hitp/fwww .fda. gov/MedicalDevices/ResourcesforY ow/Industry/default htm,

Sincerely yours,

CZWW H%Wf‘)/

Elaine H. Blyskun

Chief, Obstetrics and Gynecology
Devices Branch

Division of Reproductive, Gastro-Renal,
and Urological Devices

Office of Device Evaluation

Center for Devices and Radiological Health

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