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’/C DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

9200 Corporate Boulevard
Rockville MD 20850

AUG 5 |98

Silimed L.L.C. Re: K974479

c/o Mr. E. J. Smith Silimed Vaginal Stent
Smith Associates Dated: June 12, 1998
P.O. Box 4341 Received: June 12, 1998
Crofton, MD 21114 Regulatory Class: II

21 CFR 884.3900/Procode: 85 KXP

Dear Mr. Smith:

We have reviewed your Section $10(k) notificatior: of intent to market the device referenced above and we have determined the
device is substantially equivalent (for the indications for use stated in the enclosure) to devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to devices that have been
reclassified in accordance with the provisions of the Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market
the device, subject to the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling, and prohibitions against
misbranding and adulteration.

If your device is classified (see above) into either class II (Special Controls) or class Il (Premarket Approval), it may be subject
to such additiona} controls. Existing major regulations affecting your device can be found in the Code of Federal Regulations,
Title 21, Parts 800 to 895. A substantially equivalent determination assumes compliance with the Current Good Manufacturing
Practice requirements, as set forth in the Quality System Regulation (QS) for Medical Devices: General regulation (21 CFR
Part 820) and that, through periodic QS inspections, the Food and Drug Administration (FDA) will verify such assumptions.
Failure to comply with the GMP regulation may result in regulatory action. In addition, FDA may publish further
announcements concerning your device in the Federal Register. Please note: this response to your premarket notification
submission does not affect any obligation you might have under sections 531 through 542 of the Act for devices under the
Electronic Product Radiation Control provisions, or other Federal laws or regulations.

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and additionally 809.10 for in vitro
diagnostic devices), please contact the Office of Compliance at (301) 594-4613. Additionally, for questions on the promotion
and advertising of your device, please contact the Office of Compliance at (301) 594-4639. Also, please note the regulation
entitled, "Misbranding by reference to premarket notification” (21 CFR 807.97). Other general information on your.
responsibilities under the Act may be obtained from the Division of Small Manufacturers Assistance at its toll-free number
(800) 638-2041 or (301) 443-6597 or at its Internet address "http://www.fda.gov/cdrh/dsma/dsmamain. html®.

Sincerely yours,

illian Yin, Ph.D. V'
Director, Division of Reproductite,

Abdominal, Ear, Nose and Thradat

and Radiological Devices
Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure
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510(k) Number (if known):K974479 v
Device Name: Silimed Vaginal Stent
Classification Panel: 85 KXP, 884.3900
Indications for Use:

The Silimed Vaginal Stent is designed to maintain the vaginal canal following radiological
treatment or surgical procedures to restore, enlarge or create a vagina.

The surgeon is responsible for proper choice of size to meet the clinical and aesthetic needs of each
case.

Federal (U.S.A.) law restricts this device to sale by or on the order of a physician.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use \/ or Over-the-Counter Use

Coted n (4 c@Q

(Division Sign-Off)

Division of Reproductive, Abdominal, ENT,
ahd Radiological Devi

516 Y K447 [
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: DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
b‘h Food and Drug Administration
9200 Corporate Boulevard
AG 5 908 Rockville MD 20850
It Silimed L.L.C. Re: K974479

c/o Mr. E. J. Smith Silimed Vaginal Stent
Smith Associates Dated: June 12, 1998
P.O. Box 4341 Received: June 12, 1998
Crofton, MD 21114 Regulatory Class: 11

21 CFR 884.3900/Procode: 85 KXP

Dear Mr. Smith:

We have reviewed your Section 510(k) notification of intent to market the device referenced above and we have determined the
device is substantially equivalent (for the indications for use stated in the enclosure) to devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to devices that have been
reclassified in accordance with the provisions of the Federal Food, Drug, and Cosmetic Act (Act). You may, therefore, market
the device, subject to the general controls provisions of the Act. The general controls provisions of the Act include
requirements for annual registration, listing of devices, good manufacturing practice, labeling, and prohibitions against
misbranding and adulteration.

If your device is classified (see above) into either class II (Special Controls) or class Il (Premarket Approval), it may be subject
to such additional controls. Existing major regulations affecting your device can be found in the Code of Federal Regulations,
Title 21, Parts 800 to 895. A substantially equivalent determination assumes compliance with the Current Good Manufacturing
Practice requirements, as set forth in the Quality System Regulation (QS) for Medical Devices: General regulation (21 CFR
Part 820) and that, through periodic QS inspections, the Food and Drug Administration (FDA) will verify such assumptions.
Failure to comply with the GMP regulation may result in regulatory action. In addition, FDA may publish further
announcements concerning your device in the Federal Register. Please note: this response to your premarket notification
submission does not affect any obligation you might have under sections 531 through 542 of the Act for devices under the
Electronic Product Radiation Control provisions, or other Federal laws or regulations.

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

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801 and additionally 809.10 for in vitro
diagnostic devices), please contact the Office of Compliance at (301) 594-4613. Additionally, for questions on the promotion
and advertising of your device, please contact the Office of Compliance at (301) 594-4639. Also, please note the regulation
entitled, “Misbranding by reference to premarket notification” (21 CFR 807.97). Other general information on your.
responsibilities under the Act may be obtained from the Division of Small Manufacturers Assistance at its toll-free number
(800) 638-2041 or (301) 443-6597 or at its Internet address “http:/fwww.fda.gov/edrh/dsma/dsmamain html".

Sincerely yourg, |
Nglhguso

Director, Division of Reproductie,
Abdominal, Ear, Nose and Throat
and Radiological Devices

Office of Device Evaluation

Center for Devices and
Radiological Health

Enclosure
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510(k) Number (if known):K974479
Device Name: Silimed Vaginal Stent
Classification Panel: 85 KXP, 884.3900
Indications for Use:

The Silimed Vaginal Stent is designed to maintain the vaginal canal following radiological
treatment or surgical procedures to restore, enlarge or create a vagina.

The surgeon is responsible for proper choice of size to meet the clinical and aesthetic needs of each
case.

'Fedefal (U.S.A.) law restricts this device to sale by or on the order of a physician.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use \/ or Over-the-Counter Use

Cobd 1 (4 c&uQ

(Division Sign-Off)

Division of Reprodisctive, Abdominal, ENT,
and Radiological Devi

SH0(6) Nuber KT¢en9 /§ il




DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
Food And Drug Administration

Memorandum
£ Reviewer(s) - Name(s)

e

Subject: 51 0(k) Number

To: The Record - It js My recommendation that the subject 510(k) Notiﬁcationi |
O Refused to accept. :
DRequires additional information (other than refuse to accept).
/MAccepted for review_¢{( (4 P .
Xis substantially equivalent to marketed devices.
CINoT substantially equivalent to marketed devices. i
De Novo Classification Candidate? yps— L Noﬁﬂ/ /7_—
_ DOther (e.g., exempt by regulation, not a device, duplicate, etc.) |
Is this device subject to Postmarket Surveillance? CIyes 4 No
Is this device subject to the Tracking Regulation? OIygs' %) NO
Was clinical data necessary to support the review of this 510(k)? Oyes B&no:
Is this a prescription device? . DIYES 0 No-
~— Was this 510(k) reviewed by a Third Party? . OvEs X No
Special 510(k)? CyEs X Nno
Abbreviated 510(k)? CIves X no |
This 510(k) contains: X
ﬁl’ ruthful and Accurate Statement DRequested S Enclosed N R

(required for originals received 3-14-95 and after)

LA s104) summary OR BdA 510(k) statement

[J The required certification and summary for class I devicy?@" s

@ T*. “iadication for yce form (required for originals received 1-1-9¢ and after) .

1 Materia! of Biological Origin. . [] vgs _

The submitter requests under

i

S (doesn’t apply for SEs):
I No Conﬁdentiality O co entiahity for 9 days m Continued Conﬁdentiality exceeding 90 days

Predicate Produyct Code with class: Additional Product Code(s) with panel (optional):.

5 KXp cleml
. _ CFRE poy: 3quo
/Gt , g g 9 9
(Branch Chj (Branch Co e) (Date)

1 Review: ©
(Division Director) , (Date)
sed:6/2//98 L
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

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

June 12, 1998 Rockville, Maryland 20850
STLIMED, LIC 510(k) Number: K974479

C/0 SMITH ASSOCIATES Product: SILIMED VAGINAL

P.0 BOX 4341 STENT

CROFTON, MD 21114
ATTN: E J. SMITH

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been
completed or if any additional information is required. Please
remember that all correspondence concerning your submission MUST
be sent to the Document Mail Center (HFZ-401) at the above
letterhead address. Correspondence sent to any address other than
the one above will not be considered as part of your official
premarket notification submission. Because of equipment and
personnel limitations we cannot accept telefaxed material as part
of your official premarket notification submission, unless
specifically requested of you by an FDA official.

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

If you have procedural or policy questions, please contact the
Division of Small Manufacturers Assistance at (301) 443-6597 or at
their toll-free number (800) 638-2041, or contact me at (301) 594-1190.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and

Radiological Health
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K974479
Reviewer: Mridulika Virmani, Ph.D. Division/Branch: DRAERD/OGDB
Chemist (HFZ-470)
Trade Name: Silimed Vaginal Stent

Common Name:  Stent, vaginal
Predicate Device: Heyer-Schulte Adjustable Vaginal Stent

Applicant: Smith Associates Contact: E.J. Smith
P.O. Box 4341
Crofton, Maryland 21114
Phone: (410) 451-0639
Fax: (410) 793-0448

INTENDED USE:

The Silimed Vaginal Stent is designed to maintain the vaginal canal following radiological
treatment or surgical procedures to restore, enlarge or create a vagina. The surgeon is
responsible for choice of size to meet the clinical and aesthetic needs of each case. It comes in
four sizes, ranging from70-300 cm3.

YES NO

Life-supporting or life-sustaining? v
Implanted (long-term or short-term)? v
Uses software? v
Sterile? v *

Single use? v ox

Home use? v

For prescription? v

Contains drug or biologic? v
Kit? v

*single patient use, additional cleaning instructions for removal and replacement.

Reason for Submission of 510(k)

e New device X
e New indications No
e Changes in technology No
e Other:
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Device Description

The Silimed Vaginal stent consists of silicone elastomer shell filled with polyurethane foam.
The shell has a internal drain tube and a inflation tube with a valve for opening and closing of
inflation tube. Stent can be filled with the help of a syringe, which can be connected at the end

of inflation tube,
Silimed has provided

Master file number for silicone. This Master File includes list of chemical, physical and
biocompatibility testing done for this silicone material.

- d It is stays in place for 3-6 months. Stent can be taken out for cleaning

twice daily for a period not to exceed 15 minutes. The stent must be replaced by a new stent
every 12 weeks.

Review History

For this device company has used Mentor/heyer-Schulte as a predicate device. Sponsor has

provided a 510K # (K863439), this 510(k) is for a uterine balloon and not for stent. Submission
included a brochure for labeling from a predicate device marketed by HeyerSchute the adjustable
vaginal stent. The subject device intended use, description and materials are quite similar to
predicate device.

Review Analysis

Additional information required letter was sent to company on January 11, 1998 and April 13,
1998. This submission is the response to the letter of April 13, 1998. Ms. Price and Dr. Smith
have reviewed this submission. Their reviews are attached.

MATERIALS AND BIOCOMPATIBILITY

Basic materials of the subject device are quite similar to the predicate device. Both use silicone
elastomer shell filled with polyurethane. The shell of predicate device is = 0.5 mm thick silicone

C:\My Documents\FILES\510K\K974479.SeReview.doc
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membrane. Biocompatibility testing is provided for silicone elastomer from the supplier _
and for same material in similar use in other devices.

Materials, manufacturing process and additives used during this process information, as well as
chemistry of material is provided and satisfactory. Dr. Tsai reviewed this part of submission.
His review is attached. The polyurethane foam is filled in the water tight shell of the elastomer,
this shell is connected with a tube which has a valve and also is the fill tube for inflating the shell
with sterile saline. Engineering drawing, polyurethane amount and how it is filled in the shell is
provided and adequate. Sponsor provided a sample of device, which explains lot of concerns.
According to sponsor, this device has a history of use in Europe for past 10 years, and now they
want to market this device in U.S.

PERFORMANCE

The stent is inserted in the vagina in its collapsed (flat) position, after insertion the stent is filled
with sterile solution (not provided), using a syringe (not provided) until it is secured in position.
The amount of solution added is at the desecration by the physician.

Performance data has been reviewed by Ms. Price and she finds it satisfactory. Her reviews are
attached.

STERILIZATION

Device is provided sterilized for single patient use. Sterilization method is Ethylene Oxide
(ETO). Sterility Assurance Levels mentioned in the submission is ten to the sixth. Sponsor
forgot the minus sign. It was reminded to him and he was advised to correct in his files the SAL
to 10-6. The labeling will not require device to be pyrogen free. Although they will do the
testing for pyrogenicity.

The certification reprocessing instruction validation is provided in the AS. They will do the
validation before starting the marketing of device. A validation protocol is included in the
submission. For sterility and cleaning validation, I have consulted with Mr. Kuchinski, and he
has seen all the data and cleaning validation protocol and finds these satisfactory.

Patient cleaning instruction are included in A5 (exhibit 6,page2). Dr. Smith has reviewed the
cleaning instructions and finds them satisfactory.

LABELING

Modified physician and patient labeling is included in the additional information AS.M
th and

B | o< to consult several times with Dr.

than relayed the questions raised in clinical review to sponsor. After several revised faxes from

C:\My Documents\FILES\510K\K974479.SeReview.doc
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the company, I
— r. Smiths reviews are attached.

ADMINISTRATIVE

The following documents are included in the submission:

510(k) statement
Truthful and Accurate Statement
Indications for Use

Substantial Equivalence (SE) Decision Making

Documentation

1.  Isproduct a device?
2.  Device subject to 510(k)?
o~ 3.  Same indication statement?

4. Do differences alter the effect or raise new issues of
safety or effectiveness?

5. Same technological characteristics?

6.  Could the new characteristics
Affect safety or effectiveness?

7.  Descriptive characteristics precise enough?

8.  New types of safety and effectiveness questions?
9.  Accepted scientific methods exist?

10. Performance data available?

11. Data demonstrate equivalence

e

~

NO

<

<

IF NO, STOP
IF NO, STOP

IF YES, GOTO 5

IF YES,STOP->NSE

IF YES, GOTO 7

IF YES, GOTO 8

IF YES, STOP->SE
IF YES, STOP->NSE
IF NO,STOP->NSE
IF NO,REQ. DATA

IF YES, STOP->SE

C:\My Documents\FILES\510K\K974479.SeReview.doc
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REVIEWER RECOMMENDATION

Substantially Equivalent

ProCode: 85 KXP
Class: II
CFR #: 21 CFR 6884.3900

Vowdedida \inag 213148
Mridulika Virmani, Ph.D. Date

ot

Cotr i Stwnd  sfshre

Colin M. Pollard /*1 Concur
Chief, Ob/Gyn Devices Branch Date / / Do not concur.
Comments:

C:\My Documents\FILES\510K\K974479.SeReview.doc



INTEROFFTICE MEMORANDUM

Date: 21-Jul-1998 05:27am EST
\/ From: Allen Herman
deborah@eni . net@SMTP@CVAX3
Dept:
Tel No:

TO: Virmani, Mridulika 594-1180 ext. 14 ( MSV@CDRH.FDA.GOV@SMTP@CVAX3 )
Subject: Re: Labeling for Silimed Stent

The modest corrections I indicated can be corrected and then I think it is
appropriate to proceed with the SE letter.

I will be out of town beginning Wednesday 7/22 for the next 3 weeks . so
please fax me the other material if in fact I need to review it so I can check
before my departure.

Thanks
At 09:39 AM 7/20/98 -0400, you wrote:
Dr. Smith

Thanks for your comments for Silimed’s Stent. If sponsor make
thses latest changes in the labeling, than this document is ok
for Substantially Equivalent decision from clinical point of
'iew. If yes than after making sure that [BiSER:

I
I B B I [ vill send a SE letter to

i

company .

"V VVYVVYV

I also, recieved the corrections from Dr. Koch for G820012/S42
for their informed consent form. Please let me know, if you
are coming here this week or you want me to fax the revised
form to you? This IDE supplement is due on July 24. Thanks.

Mridu

VVVVVVVVYV



INTEROFVFICE MEMORANDTUM

Date: 20-Jul-1998 06:36am EST
L From: Deborah M. Smith
deborah@eni.net@SMTP@CVAX3
Dept: :
Tel No:
TO: MSV ( MSV@CDRH.FDA.GOV@SMTP@CVAX3 )
CC: CMP ( CMP@CDRH.FDA.GOV@SMTP@CVAX3 )

Subject: Labeling for Silimed Stent

I have reviewed the revised labeling submission dated July 14, 1998 and
have the following comments:

Thank you.

Deborah M. Smith, MD. MPH
Telephone Number: 301.589.6864
Fax Number: 301.589.2135
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CLINICAL REVIEW MEMORANDUM

FROM: /Deborah M. Smith, M.D. Wn/d/ﬂ/

TO: Miridulika Virmani, Ph.D.

CC: Colin Pollard

Date: July 7, 1998

Subject: 510(k) K974479/S2 Silimed Vaginal Stent

An updated review of the labeling changes for this device is requested.

The most recent submission is dated June 26, 1998 and includes modifications to the
product information and patient instruction sections of the labeling.







Public Health Service

DEPARTMENT OF HEALTH & HUMAN SERVICES Food and Drug Administration
Memorandum

DATE: July 16, 1998
FROM: Veronica Price, Biomedical Engineer

DRAERD/ADOU/OGDB
TO: Mridu Virmani, Ph.D.

Chemist

DRAERD/ADOU/OGDB
RE: K974479/A3&A4; Silimed Vaginal Stent

Silimed, Inc.

Introduction:

The manufacturer has made several attempts to address concerns regarding the testing conducted
on the Vaginal Stent and the labeling. After review of the June 12, 1998, response, the contact

for the manufacturer was called to clarify m_
—. Two amendments have been submitted in an attempt to address

these 1ssues.

Response to Deficiencies:




i d @M '?// 0/99

Veronica Prjc/e Date




> A Public Health Service
% DEPARTMENT OF HEALTH & HUMAN SERVICES Food and Drug Administration
‘:‘1_30\'“/.45
Memorandum
DATE: June 18, 1998
FROM: Veronica Price, Biomedical Engineer
DRAERD/ADOU/OGDB
TO: Mridu Virmani, Ph.D.
Chemist
DRAERD/ADOU/OGDB
RE: K974479/S2; Silimed Vaginal Stent
Silimed, Inc.
Scope:

The scope of this review is intended to cover the performance characteristics of the Silimed
Vaginal Stent and the adequacy of the engineering information provided. Letters requesting
additional information on this device were sent to the contact on January 21, and May 13, 1998.
The contact has provided this supplement to address the issues raised in the May 13" letter. My
review will focus on the adequacy of the requested bench testing and revised patient labeling.

Intended Use:
The Silimed Vaginal Stent is indicated for use:

1. As a pressure dressing after vaginal surgery to hold pedicle flaps or free skin grafts in close
apposition to the receptor site.

2. As an obturator or dilator to maintain the vaginal canal and reduce the possibility of
contracture and stenosis following vaginal surgery and/or radiological treatment.

Response to Deficiencies:




M({(/Z/{ zpw Ca/l&/‘iﬁ

Veronica Pnce/ Dhte
/
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OGDB

K974479/A2

Subject: Consulting Review

Reviewer: Miin-Rong Tsai, Ph.D.Division/Branch: DRAERD/ADOU/OGDB
Chemist (HFZ-470)

This is the reviewed on the applicant's response to FDA's Jan 21,
1998 request for additional information. As requested, this
review is on the applicant's response to deficiency #3 of the
Device Description. The requested information are listed in
italics as following:

Device Description:

O )24

Mii\njlong Tsai, Ph.D. Date
/ | Concur
Chief, Ob/Gyn Devices Branch  Date
Mir. Colin Pollard / /" Do Not Concur
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An updated review of the labeling changes for this device is requested.

n is dated June 26, 1998 and includes modifications to the
ient instruction sections of the labeling.

The most recent submissio
product information and pat
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- DUPLICATE  Kq7447
Smith Associates < / 7/ﬂf
yecializing in Regulatory Affairs
- July 28, 1998

Food and Drug Administration
Document Control Center
9200 Corporate Blvd.
Rockville, Maryland 20850

Reference: K974479

Dear Dr. Virmani:

Attached please find our responses to your most recent questions.

~
Thanl
E.J. ; mith

P.O. Box 4341 e Crofton, Maryland 211 14
Phone 1 (800) 875-3612 ¢ Fax (410) 793-0448 p



-

.

Page 1 of 1

510(k) Number (if known):K974479
Device Name: Silimed Vaginal Stent
Classification Panel: 85 KXP, 884.3900
Indications for Use:

The Silimed Vaginal Stent is designed to maintain the vaginal canal following radiological
treatment or surgical procedures to restore, enlarge or create a vagina.

The surgeon is responsible for proper choice of size to meet the clinical and aesthetic needs of each
case.

Federal (U.S.A.) law restricts this device to sale by or on the order of a physician.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use or Over-the-Counter Use
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PRODUCT INFORMATION
VAGINAL STENT
Description:

The Silimed Vaginal Stent described in this insert is intended for use only as supplied. Under no
circumstances should this device be altered, modified or revised in any way prior to or during its’ use.

The inflatable Silimed Vaginal Stent is designed for neovaginal and reconstructive surgery. The Vaginal
Stent has an internal drain that allows drainage of the surgical wound without withdrawing the silicone
body, obturating sphere and tubing.

The Vaginal Stent is presented in a set of sizes (base, height and volume) that appear in Silimed’s
commercial catalog. This sizing is the result of many years of research with the medical profession.

Indications for Use:

The Silimed Vaginal Stent is indicated for use: ,

1. as a pressure dressing after vaginal surgery to hold pedicle flaps or free skin grafts in close apposition
to the receptor site;

2. as an obturator or dilator to maintain the vaginal canal and reduce the possibility of contracture and
stenosis following vaginal surgery and/or radiological treatment.

How Supplied:

Silimed Vaginal Stents are supplied sterile and are contained in:
-transparent or opaque double plastic “blister” sealed with special paper, which is
permeable to ethylene oxide.
-double peel pouch packaging permeable to ethylene oxide.

The packages are stored in a cardboard box with a plastic protective film. Outer package label will contain
the following information: description of the product, catalog number, lot number and expiration date.

Sterilization: Ethylene Oxide

An individual confirmation of sterilization of each batch is carried out, as well as a quarterly validation of
the latter performed by an independent laboratory.

Instructions for Use:

Care when opening the package is of utmost importance: The high dielectric value of silicone can
generate static charges responsible for the attraction of particles existing in the atmosphere, such as dust,
lint, and talc to mention a few examples.

Care should also be taken with all the accessories of the product, be they documents such as inserts, labels,
parts of products such as valves and filling tubes, etc..

The “blister” packages are double packages, which allows the user to open them in two stages:

-first remove the special paper protection from the outer “blister” gaining access to the
to the sterile inner package.
-secondly, remove the special paper protection from the inner “blister” next to the surgical
field.
Exhibit 5 Page 1



When the implant is packaged in a double peel pouch:
-proceed in the same way as the “blister” package.

Instructions for Use:

Directions for deflating and filling the stent during the surgical procedure:

1. Prior to inserting the stent, deflate the device completely by squeezing or aspirating with a syringe.

2. Close the valve by moving the ball to the closed position, i.e., toward the filling orifice.

3. Using a syringe filled with sterile, normal saline, inflate the device to the desired contour, but keep
the device small enough that it may be introduced into the vagina. Approximately 50-60ml.

4. Close the valve.

5. Fill the unit in situ to the desired volume.

6. Adjust volume in the stent by opening the valve and using a syringe to introduce or withdraw saline
or air. Close the valve.

Surgical Procedure:
A variety of surgical techniques may be employed during the use of the Silimed Vaginal Stent; therefore,

the surgeon is best advised to use the method which his own practice and discretion dictate to be best for
the patient.

Inflatable Vaginal Stent
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1- Internal Drain
2-The valve (silicone body and obturating sphere)
3-Tubing

Open Position 4

Open Position:
To fill up or deplete the expander, shift the sphere towards the side of the tubing (4) with a slight
compression between the thumb and index finger. When the sphere is in position, one can fill or empty
the stent with the help of a syringe connected to the extremity of the valve.
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Closed Position 5

Closed Position :
To close the valve displace the sphere using the thumb and index finger to move the sphere towards its
free extremity (5). The pressure within the valve coming from the stent will facilitate its airtight closure

by the sphere.

Resterilization:
Silicone Vaginal Stents are meant for single patient use; resterilization is thus forbidden by international

standards.
Important Recommendations:

Maintenance of Sterility: It is essential that the vaginal stent be used under conditions of
absolute asepsis and sterility
Packaging Inspection:  The packaging of the vaginal stent must be carefully examined.
If the package has been damaged in any way, the stent cannot be
used.
Stent used only as supplied: The vaginal stent can only be used in its original form,
without any alterations to its original characteristics.

ALL SILICONE VAGINAL STENTS MUST BE USED IN ONE PATIENT ONLY
Durability:

The vaginal stent is a temporary device for treatment time not to exceed 12 weeks.

Contraindications and Precautions:

Procedures to create, enlarge or restore the vagina are contraindicated in the presence of local or systemic
infection or in the presence of an anomaly of the urinary system which could be damaged by such
procedures or by subsequent sexual intercourse. Congenital anomalies of the urinary tract frequently
associated with congenital absence of the vagina include pelvic, kidney, anomalous insertion of the ureter
and ureteral duplication.

The use of the vaginal stent is contraindicated when for any reason the patient has the inability to operate
the device or to understand how the device is operated, or when the patient is apt to be uncooperative in
maintaining the stent within the vagina for the prescribed length of time.

Warning:
The silicone elastomer shell of the Silimed Vaginal Stent is thin in order to achieve desired properties.
Punctures, surface cuts, nicks, crushing or overstressing can lead to a tear. The device may be easily
penetrated by needle or scalpel or ruptured by manipulation with a blunt instrument. Care must be
exercised during handling to prevent such events. A damaged stent must not be placed. For this reason, a
standby device should be available at the time of surgery.

Exhibit 5 Page 3
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JUL. 28,1938  E:42aM
FROM : SILIMED LTDA FHOMNE NO. : 55213728952

ATTACHMENT ]

Silimed Vaginal Stent
Patient Instructions

Page 2, section:
Cleaning Your Vaginal Stent:

1. Remove the deflated stent with talc free gloved hands.

2. To prevent soap or water frorn entering the interior of the stent, pinch the valve ball
into the “closed” position.

3. Wash the stent thoroughly in a hot water using [vory soap selution

4. DONOT USE SYNTHETHIC DETERGENTS OR QIL-BASED SOAPS

5. Rinse the stent well in sterilc water, taking care to flush the opening of the drain tube.
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ATTACHMENT 1

Silimed Vaginal Stent
Patient Instructions

Page 2, section:
Cleaning Your Vaginal Stent:

1. Reraove the deflated stent with talc free gloved hands.

2. To prevent soap or water from entering the interior of the stent, pinch the valve ball
into the “closed” position.

3. Wash the stent thoroughly in a hot water using Ivory soap solution

4. DONOT USE SYNTHETHIC DETERGENTS OR QIL-BASED SQOAPS

5. Rinse the stent well in sterile water, taking care to flush the opening of the drain tube.
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FROM : SMITH ASSOCIATES PHONE NO. : 4187930448 Jul. 14 1998 @8:24AM P1

Smith Associates P.O. Box 4341 Crofton, Maryland 21114
Fax (410) 793-0448 Phone (410) 451-0639

DATE: July 14, 1998

MEMO TO: Dr. Virmani

FAX: (301)594-2339

FROM: E.J.Smith

SUBJECT: K974479

Number of Pages: _8 including cover page

Dear Dr. Virmani:

e’ Enclosed are “DRAFT” copies of the revised labels for the Silimed Vaginal Stent and the 510(k)
number for the Silimed Tissue Expander that uses the same materials as the Stent.

Exhibit 5 Revised Physician Label

Exhibit 6 Revised Patient Label

Nlustration: Revised wording
Silimed LLC will have an artist re-draw the illustration which will shadow the
ovary, uterus, anus, bladder and uretha and clearly draw the vagina with the

vaginal stent. -

If you have any questions I can be reached at (410)451-0639.
Thank you,

E.J.Smith
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DRAET

PRODUCT INFORMATION
VAGINAL STENT
Description:

The Silimed Vaginal Stent described in this insert is intended for use only as supplied. Under no
circumstances should this device be altered, modified or revised tn any way prior to or during its’ use.

The inflatable Silimed Vaginal Stent is designed for neovaginal and reconstructive surgery. The Vaginal
Stent has an internal drain that allows drainage of the surgical wound without withdrawing the silicone
body, obturating sphere and tubing.

The Vaginal Stent is presented in a set of sizes (base, height and volume) that appear in Silimed’s
commercial catalog. This sizing is the result of many years of research with the medical profession.

Indications for Use:

The Silimed Vaginal Stent is indicated for use;

1. asa pressure dressing after vaginal surgery to hold pedicle flaps or free skin grafts in close apposition
to the receptor site;

2. asan obturator or dilator to maintain the vaginal canal and reduce the possibility of contracture and
stenosis following vaginal surgery and/or radiological treatment.

How Supplied:

Silimed Vaginal Stents are supplied sterile and are contained in:
-transparent or opaque doubie plastic “blister” sealed with special paper, which is
permeable to ethylene oxide.
-double peel pouch packaging permeable to ethylene oxide.

The packages are stored in a cardboard box with a plastic protective film. Outer package label will contain
the following information: description of the product, catalog number, lot number and expiration date.

Sterilization: Ethylene Oxide

An individual confirmation of sterilization of each batch is carried out, as well as a quarterly validation of
the latter performed by an independent laboratory.

Instructions for Use:

Care when opening the package is of utmest importance: The high dielectric value of silicone can
generate static charges responsible for the attraction of particles existing in the atmosphere, such as dust,
lint, and tale to mention a few examples.

Care should also be taken with 2ll the accessories of the product, be they documents such as inserts, labels,
parts of products such as valves and filling tubes, etc..

The “blister” packages are double packages, which altows the user to open them in two stages:

-first remove the special papet protection from the outer “blister” paining acoess to the
to the sterile inner package,
~secondly, remove the special paper protection from the inner “blister” next to the surgical
field.
Exhibit 5 Page 1
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When the implant is packaged in a double peel pouch: @ m ﬂ [F F

-proceed in the same way as the “blister” package.

Instructions for Use:

Directions for deflating and filling the stent during the surgical procedure:

1. Prior to inserting the stent, deflate the device completely by squeezing or aspirating with a syringe.

2. Close the vatve by moving the ball to the closed position, i.e., toward the filling orifice.

3. Using a syringe filled with sterile, normal saline, inflate the device to the desired contour, but keep
the device small enough that it may be introduced into the vagina. Approximately 50-60ml.

4. Close the valve. '

5. Fill the unit in situ to the desired volume.

6. Adjust volume in the stent by opening the valve and using a syringe to introduce or withdraw saline
or air. Cloge the valve,

7.

Surgical Procedure:

A variety of surgical techniques may be employed during the use of the Silimed Vaginal Stent; therefore,

the surgeon is best advised to use the method which his own practice and discretion dictate to be best for

the patient.

Inflatable Vaginal Stent
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1- Internal Drain
2-The valve (silicone body and obturating sphere)
3-Tubing

Open Paosition 4

Open Position:
To fill up or deplete the expander, shift the sphere towards the side of the tubing (4) with a slight
compression between the thumb and index finger. When the spherc is in position, one can filt or empty
the stent with the help of a syringe connected to the extremity of the valve.

Exhibit 5 Page 2
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Closed Position 5
Closed Position :
To close the valve displace the sphere using the thumb and index finger to move the sphere towards its
free extremity (5). The pressure within the valve coming from the stent will facilitate its airtight closure
by the sphere.

Resterilization:
Silicone implants are meant for single patient use; resterilization is thus forbidden by internatjonal
standards.

Important Recommendations:

Maintenance of Sterility: Jt is essential that the vaginal stent be used under conditions of
absolute asepsis and sterility
Packaging Inspection:  The packaging of the vaginal stent must be carefully examined.
If the package has been damaged in any way, the stent cannot be
used.
Stent used only as supplied: The vaginal stent can only be used in its original form,
without any alterations to its original characteristics.

ALL SILICONE VAGINAL STENTS MUST BE USED IN ONE PATIENT ONLY
Durability:

The vaginal stent is a temporary device for treatment time not to exceed 12 weeks,
Contraindications and Precautions:

Procedures to create, enlarge or restore the vagina are contraindicated in the presence of local or systemic
infection or in the presence of an anomaly of the urinary system which could be damaged by such
procedures or by subsequent sexual intercourse. Congenital anomalies of the urinary tract frequently
associated with congenital absence of the vagine include pelvic, kidney, anomalous insertion of the ureter
and ureteral duplication. -

The use of the vaginal stent is contraindicated when for any reason the patient has the inability to operate
the device or to understand how the deviee is operated, or when the patient is apt to be uncooperative in
maintaining the stent within the vagina for the prescribed length of time.

Warning:
The silic%nc clastomer shell of the Silimed Vaginal Stent is thin in order to achieve desired properties.
Punctures, surface cuts, nicks, crushing or overstressing can lead to a tear. The device may be easily
penetrated by needle or scalpel or ruptured by manipulation with a blunt instrument. Care must be
exercised during handling to prevent such events, A damaged stent must not be placed. For this reason, a
standby device should be available at the time of surgery.

Exhibit 5 Page 3
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| DRAEF Y

Pastoperatively, care must be taken not to over inflate the stent, as urethral erosion or fistula and graft
tissue necrosis may result. Suprapubic drainage, rather transurethral catheterization, may be advisable.

Failure to maintain the stent within the vaginal canal for the prescribed length of time can promote
contracture and stenosis of the vagina.

Lint fingerprints, talc and other surface contaminants can canse foreign body reactions. Utmost caution
should be taken to avoid contaminants.

Transportation and Storing:

Silimed products and packages are extremely resistant and if handled with normal minimum of care will
not present any problems. However, they should not be transported or stored with other types of
material that may cause mechanical damage to the packaging and thus invalidate their sterile
condition.

Clarification and Consent of Patient;

Silimed relies on the surgeon to clarify with their patients any risk factors inherent in surgery of this type
before obtaining the patient’s formal consent.

- Warranty:

Silimed has stipulated a three year warranty for manufacturing defect provided the packaging has been
preserved intact prior to use.

Silimed will replace any defective product. Since proper registration is made of each unit of raw material,
stages of manufacture, and atmospheric and operationa) conditions, an individual number is given to each
item that identifies it at any time, As a result, it absolutely necessary that any complaint be accompanied
by the CONTROL NUMBER of the relevant item that appears on the package and by the PATIENT’S
LABEL supplied to the doctor and detachable from the label of each package.

The warranty on Silimed products does not cover the simple decision of the patient or surgeon to change
the product.

Silimed L.L.C. 14014 Sullyfield Circle Suite C Chantilly, Virginia 20151

Exhibit 5 Page 4
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SILIMED VAGINAL STENT
PATIENT INSTRUCTIONS

Description:

The Silimed Vaginal Stent described in this insert is intended for use only as supplied. Under no circumstinces
should this device be altered, modified or revised in any way prior to or during its’ uge.

The inflatable Silimed Vagingl Stent is designed for neovaginal and reconstructive surgery. The Vaginal Stent hes an
internal drain (%1) that allows drainago of the surgical wound,

»
L

Silimed Vaginal Stent
1- Internal Drain
2-The velve (silicone body and obturating spherc)
3-Tubing

How to Deflate and Fill the Vaginal Stent:

Open Position #4
Open Position:
To fill up or cmpty the expander, shift the ball towards the side of the tubing (#4) with a slight compression berween

the thumb and index finger. When the ball is in position, one can fill or cmpty the stent with the help of a syringe
conmected 1o the extremity of the valve, -

Closed Pogition #5
Closed Pasition :

To close the valve displace the ball using the thumb and index finger to move the ball towards its frcc extremity (#5).
The pressure within the valve coming from the stent will facilitate its airtight closure by the ball.

Exhibit 6 Page 1
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1. Prior to inserting the stent, deflatc the device completely by squeezing or aspirating with a syringe.

2. Opcen the valve #2 by moving the ball towards the stent.

3. Inflate the stent to the desired contour with sterile normal saline, but keep the stent small crnough that it
may be introduced into the vagina. Approximately 50-60ml.

4. Close the ball by moving it towards the syringe once the stent has reachcd the desired volume.

5. Wound drainage, if any, will require cleaning the drain tube according to the cleaning instructions #5 helaw.

Removing and Reinsertion Instructions:

Cleaning Your Vaginal Stent:

Remove the deflated stent with talc free gloved hands.

To provent soap or water from entering the interior of the stent, pinch the valve ball into the “closed™ pasition.
Wash the stent thoroughly in a hot water using Ivory soap solution,

DO NOT USE SYNTHETIC DETERGENTS OR OIL-BASED SOAPS.

Rinse the stent woll in sterile water, taking care to tlush the opening of the drain tubc.

Sl i

Facts About Your Vaginal Stent:

You may remove the stent for cleaning and sexual interoourse. Sexual intercourse is permitted aftcr two months if
healing is complete and your physician has adviscd you on this mattcr. It is important to he aware that the stent may
nced to be used for as long as six months to prevent vaginal constriction. The vagina may contract if the stent is loft
out longer than 10-15 minutes at a time.

Consult with your physician for information concerning the proper use if this device if you are still havinga
menstrual period.

There should be little to no drainage from the surgical procedure, however, if excessive drainage ocours contact your
Physician.

The visual difference between menstrual drainage and wound drainage is:

*  Wound Drainage is a Clear-Reddish Color
e«  Menstrual Period Drainage is Dark Red Color

Use of the Vaginal Stent:

Intermittent use of the stent to maintain the vaginal canal is usually required for six months, and may be required
indefinitely. The stent must be replaced with a new stent every 12 weeks, Consult with your physician,

If you have any questions are concerns gbout your vaginal stent call Silimed's help line (800) xxx-xxxx
for assistancc. -

Sitimed L.L.C. 14014 Sullyfield Cirele Suite C Chantilly, Virginia 20151
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Dear Dr. Virmani:

If you have any questions I can be reached at (410)451-0639

_ KT

P.O. Box 4341 e« Crofton, Maryland 21114
Phone 1 (800) 875-3612 ¢ Fax (410) 793-0448
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FROM : SILIMED LTDA PHONE NO. @ S5213728952

SILIMED - Sllicons ¢ instrumental Médlco-Clrirgico » Hoapialar Lide.

Rio de Janeiro, July 02, 1998

SUBJECT: Declaration regarding the Vaginal Stent

DECLARATION

TO WHOM IT MAY CONCERN:

Wl

Indultrhl Director

R Flgusiredo Rochy, 374 - R - Brasil - 21240680 - Tei. (6G21) 4¥1-21%1 - Fax (621 279.8862

RoJully do Caetihos, 63/8) - Cogucabaoa = RV - Brasdl - 22001-020 - YesFax (B621) 2974780
P. Coronel Lisboa, 819« V. Clvmanting - 8P« Brail - D4G20-(41 » Tul. (6511} 5758306 » Fux (861 1) 2497360 5 ’
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FROM : SILIMED LTDA PHONE NO. @ 55213728952

SILIMED - Silicons @ instrumental Médico-Clrdrgico e Hoaplimlar Lide.

Rio de Janeiro, July 02, 1998

SUBJECT: Declaration regarding the Vaginal Stent

DECLARATION

TO WHOM IT MAY CONCERN:

Indul'lrlal Director

R. Flgagirgda Rocha, 374 - R - Brawit « 20240-660 . Tol. {8B21) A71-2111 - Fax (5621} 372.8864
R Julp de Saetinos, 834801 - Copuzabae « RJ - Brasil - 20081.820 - Telfax (6821) 2674730
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Reference: K974479

Dear Dr. Virmani:

Attached is the revised Physician and Patient labeling you requested for the Silimed Vaginal Stent.
I now have the answers to the technical questions.

If you have additional questions I can be reached at (410)451-0639.

P.O. Box 4341 ¢ Crofton, Maryland 211 14

Phone | (800) 875-3612 « Fax (410) 793-0448 6:3
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Wesley Allen Schul
Industrial Director
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The “blister” packages are double packages, which allows the user to open them in two stages:

-first remove the special paper protection from the outer “blister” gaining access to the

to the sterile inner package.

-secondly, remove the special paper protection from the inner “blister” next to the surgical
field.

When the implant is packaged in a double peel pouch:
-proceed in the same way as the “blister” package.

Instructions for Use:

Directions for deflating and filling the stent during the surgical procedure:

1. Prior to inserting the stent, deflate the device completely by squeezing or aspirating with a syringe.

2. Close the valve by moving the ball to the closed position, i.e., toward the filling orifice.

3. Using a syringe filled with sterile, normal saline, inflate the device to the desired contour, but keep
the device small enough that it may be introduced into the vagina.

4. Close the valve.

5. Fill the unit in situ to the desired volume.

6. Adjust volume in the stent by opening the valve and using a syringe to introduce or withdraw saline
or air. Close the valve.

7.

Surgical Procedure:

A variety of surgical techniques may be employed during the use of the Silimed Vaginal Stent; therefore,

the surgeon is best advised to use the method which his own practice and discretion dictate to be best for

the patient.

Inflatable Vaginal Stent
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1- Internal Drain ,
2-The valve (silicone body and obturating sphere)
3-Tubing

Open Position
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Open Position:

To fill up or deplete the expander, shift the sphere towards the side of the tubing with a slight compression
between the thumb and index finger. When the sphere is in position, one can fill or empty the stent with
the help of a syringe connected to the extremity of the valve.

Closed Position

Closed Position :

To close the valve displace the sphere using the thumb and index finger to move the sphere towards its
free extremity The pressure within the valve coming from the stent ~ will facilitate its airtight
closure by the sphere.

Resterilization:

Silicone implants are meant for single patient use; resterilization is thus forbidden by international
standards.

Important Recommendations:

Maintenance of Sterility: It is essential that the vaginal stent be used under conditions of
absolute asepsis and sterility
Packaging Inspection: The packaging of the vaginal stent must be carefully examined.
If the package has been damaged in any way, the stent cannot be
used.
Stent used only as supplied: The vaginal stent can only be used in its original form,
without any alterations to its original characteristics.

ALL SILICONE VAGINAL STENTS MUST BE USED IN ONE PATIENT ONLY

Durability:
The vaginal stent is a temporary device for treatment time not to exceed 12 weeks.
Contraindications and Precautions:

Procedures to create, enlarge or restore the vagina are contraindicated in the presence of local or systemic
infection or in the presence of an anomaly of the urinary system which could be damaged by such
procedures or by subsequent sexual intercourse. Congenital anomalies of the urinary tract frequently
associated with congenital absence of the vagina include pelvic, kidney, anomalous insertion of the ureter
and ureteral duplication.

Exhibit 5 Page 3
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The use of the vaginal stent is contraindicated when for any reason the patient has the inability to operate
the device or to understand how the device is operated, or when the patient is apt to be uncooperative in
maintaining the stent within the vagina for the prescribed length of time.

Warning:

The silicone elastomer shell of the Silimed Vaginal Stent is thin in order to achieve desired properties.
Punctures, surface cuts, nicks, crushing or overstressing can lead to a tear. The device may be easily
penetrated by needle or scalpel or ruptured by manipulation with a blunt instrument. Care must be
exercised during handling to prevent such events. A damaged stent must not be placed. For this reason, a
standby device should be available at the time of surgery.

Postoperatively, care must be taken not to over inflate the stent, as urethral erosion or fistula and graft
tissue necrosis may result. Suprapubic drainage, rather transurethral catheterization, may be advisable.

Failure to maintain the stent within the vaginal canal for the prescribed length of time can promote
contracture and stenosis of the vagina.

Lint fingerprints, talc and other surface contaminants can cause foreign body reactions. Utmost caution
should be taken to avoid contaminants.

Transportation and Storing:

Silimed products and packages are extremely resistant and if handled with normal minimum of care will
not present any problems. However, they should not be transported or stored with other types of
material that may cause mechanical damage to the packaging and thus invalidate their sterile
condition.

Clarification and Consent of Patient:

Silimed relies on the surgeon to clarify with their patients any risk factors inherent in surgery of this type
before obtaining the patient’s formal consent.

Warranty:

Silimed has stipulated a three year warranty for manufacturing defect provided the packaging has been
preserved intact prior to use.

Silimed will replace any defective product. Since proper registration is made of each unit of raw material,
stages of manufacture, and atmospheric and operational conditions, an individual number is given to each
item that identifies it at any time, As a result, it absolutely necessary that any complaint be accompanied
by the CONTROL NUMBER of the relevant item that appears on the package and by the PATIENT’S
LABEL supplied to the doctor and detachable from the label of each package.

The warranty on Silimed products does not cover the simple decision of the patient or surgeon to change
the product.

Silimed L.L.C. 14014 Sullyfield Circle Suite C Chantilly, Virginia 20151
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PRODUCT INFORMATION
VAGINAL STENT

Description:

The Silimed Vaginal Stent described in this insert is intended for use only as supplied. Under no
circumstances should this device be altered, modified or revised in any way prior to or during its’ use.

The inflatable Silimed Vaginal Stent is designed for neovaginal and reconstructive surgery. The Vaginal
Stent has an internal drain that allows drainage of the surgical wound without withdrawing the silicone
body, obturating sphere and tubing.

The Vaginal Stent is presented in a set of sizes (base, height and volume) that appear in Silimed’s
commercial catalog. This sizing is the result of many years of research with the medical profession.

Indications for Use:

The Silimed Vaginal Stent is indicated for use:

1. as a pressure dressing after vaginal surgery to hold pedicle flaps or free skin grafts in close apposition
to the receptor site;

2. as an obturator or dilator to maintain the vaginal canal and reduce the possibility of contracture and
stenosis following vaginal surgery and/or radiological treatment.

How Supplied:

Silimed Vaginal Stents are supplied sterile and are contained in:
-transparent or opaque double plastic “blister” sealed with special paper, which is
permeable to ethylene oxide.
-double peel pouch packaging permeable to ethylene oxide.

The packages are stored in a cardboard box with a plastic protective film. Outer package label will contain
the following information: description of the product, catalog number, lot number and expiration date.

Sterilization: Ethylene Oxide

An individual confirmation of sterilization of each batch is carried out, as well as a quarterly validation of
the latter performed by an independent laboratory.

Instructions for Use:

Opening the Package: Vaginal Stents are supplied sterile and have been submitted to careful tests that
guarantee their biocompatibility and virtual absence of reactions in the orgamsm the possible rare
exceptions occurring on account of specific, individual conditions. ‘

Care when opening the package is of utmost importance: The high dielectric value of silicone can
generate static charges responsible for the attraction of particles existing in the atmosphere, such as dust,
lint, and talc to mention a few examples. External contaminants that adhere to the membrane surface may
provoke foreign-body reactions in the organism thereby increasing fibrosis and the generation of fluids.

Care should also be taken with all the accessories of the product, be they documents such as inserts, labels
for different files, etc., or parts of products such as valves and filling tubes.
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SILIMED VAGINAL STENT
PATIENT INSTRUCTIONS

Description:

The Silimed Vaginal Stent described in this insert is intended for use only as supplied. Under no
circumstances should this device be altered, modified or revised in any way prior to or during its’ use.

The inflatable Silimed Vaginal Stent is designed for neovaginal and reconstructive surgery. The Vaginal
Stent has an internal drain (#1) that allows drainage of the surgical wound.

b A 4
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Silimed Vaginal Stent

1- Internal Drain

2-The valve (silicone body and obturating sphere)
3-Tubing

How to Deflate and Fill the Vaginal Stent:

e

Open Position
To fill up or empty the expander, shift the ball towards the side of the tubing with a slight compression
between the thumb and index finger. When the ball is in position, one can fill or empty the stent with the
help of a syringe connected to the extremity of the valve.

Closed Position
Exhibit 6 Page 1
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Clesed Position :

To close the valve displace the ball using the thumb and index finger to move the ball towards its free
extremity The pressure within the valve coming from the stent will facilitate its airtight closure by the
ball.

Removing and Reinsertion Instructions:

1. Prior to inserting the stent, deflate the device completely by squeezing or aspirating with a
syringe.

2. Open the valve (#2) by moving the ball towards the stent..

3. Inflate the stent to the desired contour with sterile normal saline, but keep the stent small enough that it
may be introduced into the vagina. Approximately 50-60ml.

4. Close the ball by moving it towards the syringe once the stent has reached the desired volume.

5. Wound drainage, if any, will require cleaning the drain tube according to the cleaning instructions #5
below.

Cleaning Your Vaginal Stent:

1. Remove the deflated stent with talc free gloved hands.

2. To prevent soap or water from entering the interior of the stent, pinch the valve ball into the “closed”
position.

3. Wash the stent thoroughly in a hot water using Ivory soap solution.

4. DONOT USE SYNTHETIC DETERGENTS OR OIL-BASED SOAPS.

5. Rinse the stent well in normal saline, taking care to flush the entire drain tube by injecting normal
saline solution into the drain tube until it flows freely end-to-end. Normal Saline is available at your
local pharmacy.

Facts About Your Vaginal Stent:

Sexual Intercourse
You may remove the stent for cleaning, and sexual intercourse is permitted after two months if healing is
complete, but until all tendency to vaginal constriction has ceased (approx. six months). The vagina will

contract if the stent is left out longer than 10 to 15 minutes at a time.

Menstrual Period
Consult with your Physician for information concerning the proper use of this device during your
menstrual period.

Use during menstrual period will require the use of a menstrual pad and periodic cleaning of the vaginal
canal. You may remove the device twice daily for a period not to exceed 15 minutes.

There should be little to no drainage from the surgical procedure, however, if excessive drainage occurs
contact your Physician.

The visual difference between menstrual drainage and wound drainage is:
« Wound Drainage is a Clear-Redish color
* Menstrual Period Drainage is Dark Red color

Use of the Vaginal Stent

Intermittent use of the stent to maintain the vaginal canal is usually required for six months, and may be

required indefinitely. The stent must be replaced with a new stent every 12 weeks. Consult with your

physician.
|
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' Vaginal Stent

Entry of Secretion into Drain Tube

Drain Tube

Secretion Exit

Anus

Placement of Silimed Vaginal Stent

If you have any questions are concerns about your vaginal stent call Silimed’s help line (800) xxx-xxxx
for assistance.

Silimed L.L.C. 14014 Sullyfield Circle Suite C Chantilly, Virginia 20151
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Smith Associates

yecializing in Regulatory Affairs

June 29, 1998
Food and Drug Administration
Document Control Center

3
-2
Center for Devices _F;
9200 Corporate Blvd.
Rockville, Maryland 20850 " -
Reference: K974479 —:ﬂ
Dear Dr. Virmani:

<oy’

Attached is the revised Physician and Patient labeling you requested for the Silimed Vaginal Stent
I now have the answers to the technical questions.

If you have additional questions I can be reached at (410)451-0639.

P.O. Box 4341 « Crofton, Maryland 211 14
Phone 1 (800) 875-3612 ¢ Fax (410) 793-0448
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PRODUCT INFORMATION
VAGINAL STENT

Description:

The Silimed Vaginal Stent described in this insert is intended for use only as supplied. Under no
circumstances should this device be altered, modified or revised in any way prior to or during its’ use.

The inflatable Silimed Vaginal Stent is designed for neovaginal and reconstructive surgery. The Vaginal
Stent has an internal drain that allows drainage of the surgical wound without withdrawing the silicone
body, obturating sphere and tubing.

The Vaginal Stent is presented in a set of sizes (base, height and volume) that appear in Silimed’s
commercial catalog. This sizing is the result of many years of research with the medical profession.

Indications for Use:

The Silimed Vaginal Stent is indicated for use:

1. as a pressure dressing after vaginal surgery to hold pedicle flaps or free skin grafts in close apposition
to the receptor site;

2. as an obturator or dilator to maintain the vaginal canal and reduce the possibility of contracture and
stenosis following vaginal surgery and/or radiological treatment.

How Supplied:

Silimed Vaginal Stents are supplied sterile and are contained in:
-transparent or opaque double plastic “blister” sealed with special paper, which is
permeable to ethylene oxide.
-double peel pouch packaging permeable to ethylene oxide.

The packages are stored in a cardboard box with a plastic protective film. Outer package label will contain
the following information: description of the product, catalog number, lot number and expiration date.

Sterilization: Ethylene Oxide

An individual confirmation of sterilization of each batch is carried out, as well as a quarterly validation of
the latter performed by an independent laboratory.

Instructions for Use:

Opening the Package: Vaginal Stents are supplied sterile and have been submitted to careful tests that
guarantee their biocompatibility and virtual absence of reactions in the organism, the possible rare
exceptions occurring on account of specific, individual conditions.

Care when opening the package is of utmost importance: The high dielectric value of silicone can
generate static charges responsible for the attraction of particles existing in the atmosphere, such as dust,
lint, and talc to mention a few examples. External contaminants that adhere to the membrane surface may
provoke foreign-body reactions in the organism thereby increasing fibrosis and the generation of fluids.

Care should also be taken with all the accessories of the product, be they documents such as inserts, labels
for different files, etc., or parts of products such as valves and filling tubes.
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The “blister” packages are double packages, which allows the user to open them in two stages:

-first remove the special paper protection from the outer “blister” gaining access to the

to the sterile inner package.

-secondly, remove the special paper protection from the inner “blister” next to the surgical
field.

When the implant is packaged in a double peel pouch:
-proceed in the same way as the “blister” package.

Imstructions for Use:

Directions for deflating and filling the stent during the surgical procedure:

1. Prior to inserting the stent, deflate the device completely by squeezing or aspirating with a syringe.

2. Close the valve by moving the ball to the closed position, i.e., toward the filling orifice.

3. Using a syringe filled with sterile, normal saline, inflate the device to the desired contour, but keep
the device small enough that it may be introduced into the vagina.

4. Close the valve.

5. Fill the unit in situ to the desired volume.

6. Adjust volume in the stent by opening the valve and using a syringe to introduce or withdraw saline
or air. Close the valve.

7.

Surgical Procedure:

A variety of surgical techniques may be employed during the use of the Silimed Vaginal Stent; therefore,

the surgeon is best advised to use the method which his own practice and discretion dictate to be best for

the patient.

Inflatable Vaginal Stent
[ A 4
2 : ;1 ;‘ _________ a I
———————— B
3 - \
1- Internal Drain
2-The valve (silicone body and obturating sphere)
3-Tubing
p .

Open Position
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Open Position:

To fill up or deplete the expander, shift the sphere towards the side of the tubing with a slight compression
between the thumb and index finger. When the sphere is in position, one can fill or empty the stent with
the help of a syringe connected to the extremity of the valve.

Closed Position
Closed Peosition :

To close the valve displace the sphere using the thumb and index finger to move the sphere towards its
free extremity The pressure within the valve coming from the stent ~ will facilitate its airtight
closure by the sphere.

Resterilization:

Silicone implants are meant for single patient use; resterilization is thus forbidden by international
standards.

Important Recommendations:

Maintenance of Sterility: It is-essential that the vaginal stent be used under conditions of
absolute asepsis and sterility
Packaging Inspection: The packaging of the vaginal stent must be carefully examined.
If the package has been damaged in any way, the stent cannot be
used.
Stent used only as supplied: The vaginal stent can only be used in its original form,
without any alterations to its original characteristics.

ALL SILICONE VAGINAL STENTS MUST BE USED IN ONE PATIENT ONLY

Durability:
The vaginal stent is a temporary device for treatment time not to exceed 12 weeks.
Contraindications and Precautions:

Procedures to create, enlarge or restore the vagina are contraindicated in the presence of local or systemic
infection or in the presence of an anomaly of the urinary system which could be damaged by such
procedures or by subsequent sexual intercourse. Congenital anomalies of the urinary tract frequently
associated with congenital absence of the vagina include pelvic, kidney, anomalous insertion of the ureter
and ureteral duplication.
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The use of the vaginal stent is contraindicated when for any reason the patient has the inability to operate
the device or to understand how the device is operated, or when the patient is apt to be uncooperative in
maintaining the stent within the vagina for the prescribed length of time.

Warning:

The silicone elastomer shell of the Silimed Vaginal Stent is thin in order to achieve desired properties.
Punctures, surface cuts, nicks, crushing or overstressing can lead to a tear. The device may be easily
penetrated by needle or scalpel or ruptured by manipulation with a blunt instrument. Care must be
exercised during handling to prevent such events. A damaged stent must not be placed. For this reason, a
standby device should be available at the time of surgery.

Postoperatively, care must be taken not to over inflate the stent, as urethral erosion or fistula and graft
tissue necrosis may result. Suprapubic drainage, rather transurethral catheterization, may be advisable.

Failure to maintain the stent within the vaginal canal for the prescribed length of time can promote
contracture and stenosis of the vagina.

Lint fingerprints, talc and other surface contaminants can cause foreign body reactions. Utmost caution
should be taken to avoid contaminants.

Transportation and Storing:

Silimed products and packages are extremely resistant and if handled with normal minimum of care will
not present any problems. However, they should not be transported or stored with other types of
material that may cause mechanical damage to the packaging and thus invalidate their sterile
condition.

Clarification and Consent of Patient:

Silimed relies on the surgeon to clarify with their patients any risk factors inherent in surgery of this type
before obtaining the patient’s formal consent.

Warranty:

Silimed has stipulated a three year warranty for manufacturing defect provided the packaging has been
preserved intact prior to use.

Silimed will replace any defective product. Since proper registration is made of each unit of raw material,
stages of manufacture, and atmospheric and operational conditions, an individual number is given to each
item that identifies it at any time, As a result, it absolutely necessary that any complaint be accompanied
by the CONTROL NUMBER of the relevant item that appears on the package and by the PATIENT’S
LABEL supplied to the doctor and detachable from the label of each package.

The warranty on Silimed products does not cover the simple decision of the patient or surgeon to change
the product.

Silimed L.L.C. 14014 Sullyfield Circle Suite C Chantilly, Virginia 20151
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SILIMED VAGINAL STENT
PATIENT INSTRUCTIONS

Description:

The Silimed Vaginal Stent described in this insert is intended for use only as supplied. Under no
circumstances should this device be altered, modified or revised in any way prior to or during its’ use.

The inflatable Silimed Vaginal Stent is designed for neovaginal and reconstructive surgery. The Vaginal
Stent has an internal drain (#1) that allows drainage of the surgical wound.

Silimed Vaginal Stent
1- Internal Drain

2-The valve (silicone body and obturating sphere)
3-Tubing

How to Deflate and Fill the Vaginal Stent:

Open Position
To fill up or empty the expander, shift the ball towards the side of the tubing with a slight compression
between the thumb and index finger. When the ball is in position, one can fill or empty the stent with the
help of a syringe connected to the extremity of the valve.

Closed Position
Exhibit 6 Page 1




Closed Position :

To close the valve displace the ball using the thumb and index finger to move the ball towards its free
extremity The pressure within the valve coming from the stent will facilitate its airtight closure by the
ball.

Removing and Reinsertion Instructions:

1. Prior to inserting the stent, deflate the device completely by squeezing or aspirating with a
syringe.

2. Open the valve (#2) by moving the ball towards the stent..

3. Inflate the stent to the desired contour with sterile normal saline, but keep the stent small enough that it
may be introduced into the vagina. Approximately 50-60ml.

4. Close the ball by moving it towards the syringe once the stent has reached the desired volume.

5. Wound drainage, if any, will require cleaning the drain tube according to the cleaning instructions #5
below.

Cleaning Your Vaginal Stent:

I. Remove the deflated stent with talc free gloved hands.

2. To prevent soap or water from entering the interior of the stent, pinch the valve ball into the “closed”
position.

3. Wash the stent thoroughly in a hot water using Ivory soap solution.

4. DONOT USE SYNTHETIC DETERGENTS OR OIL-BASED SOAPS.

5. Rinse the stent well in normal saline, taking care to flush the entire drain tube by injecting normal
saline solution into the drain tube until it flows freely end-to-end. Normal Saline is available at your
local pharmacy.

Facts About Your Vaginal Stent:

Sexual Intercourse

You may remove the stent for cleaning, and sexual intercourse is permitted after two months if healing is
complete, but until all tendency to vaginal constriction has ceased (approx. six months). The vagina will
contract if the stent is left out longer than 10 to 15 minutes at a time.

Menstrual Period
Consult with your Physician for information concerning the proper use of this device during your
menstrual period.

Use during menstrual period will require the use of a menstrual pad and periodic cleaning of the vaginal
canal. You may remove the device twice daily for a period not to exceed 15 minutes.

There should be little to no drainage from the surgical procedure, however, if excessive drainage occurs
contact your Physician.

The visual difference between menstrual drainage and wound drainage is:
* Wound Drainage is a Clear-Redish color
* Menstrual Period Drainage is Dark Red color

Use of the Vaginal Stent

Intermittent use of the stent to maintain the vaginal canal is usually required for six months, and may be
required indefinitely. The stent must be replaced with a new stent every 12 weeks. Consult with your
physician.
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' Vaginal Stent

Entry of Secretion into Drain Tube

Drain Tube

Secretion Exit

Anus

Placement of Silimed Vaginal Stent

If you have any questions are concerns about your vaginal stent call Silimed’s help line (800) xxx-xxxx
for assistance.

Silimed L.L.C. 14014 Sullyfield Circle Suite C Chantilly, Virginia 20151
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Smith Associates

Qpecializing in Regulatory Affairs
June 12, 1998

i

Food and Drug Administration
Document Control Center
9200 Corporate Blvd.

Rockville, Maryland 20850
Reference: K974479

Dear Ms. Virmani, Ph.D.:

This is our response to your letter dated April 13, 1998:

Device performance:

-]

P.O. Box 4341 = Crofton, Maryland 21114
Phone 1 (800) 875-3612 » Fax (410) 793-0448
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Physician labeling:

Patient labeling:




If you have additional questions, I can be reached at (410)451-0639.
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PRODUCT INFORMATION
VAGINAL STENT

Deseription:

The Silimed Vaginal Stent described in this insert is intended for use only as supplied. Under no
circumstances should this device be altered, modified or revised in any way prior to or during its’ use.

The inflatable Silimed Vaginal Stent is designed for neovaginal and reconstructive surgery. The Vaginal
Stent has an internal drain that allows drainage of the surgical wound without withdrawing the silicone
body, obturating sphere and tubing,.

The Vaginal Stent is presented in a set of sizes (base, height and volume) that appear in Silimed’s
commercial catalog. This sizing is the result of many years of research with the medical profession.

Indications for Use:

The Silimed Vaginal Stent is indicated for use:

1. asapressure dressing after vaginal surgery to hold pedicle flaps or free skin grafts in close apposition
to the receptor site;

2. as an obturator or dilator to maintain the vaginal canal and reduce the possibility of contracture and
stenosis following vaginal surgery and/or radiological treatment.

The Constituent Materials:

Membranes: the basic elastomer used is vinyl dimethyl polydimethyl siloxane with a load of pure
amorphous fine-crushed silica catalyzed by a platinum compound.

-Filling Product: 0.9% sterile solution, nonpyrogenic and injectable in accordance
with national pharmocopedics.

-Shell filling: Polyurethane Foam:

-Connectors and Drain: polydimethyl siloxane.

-Cylindrical Valve: polydimethyl siloxane and 001 stainless steel ball.

How Supplied:

Silimed Vaginal Stents are supplied sterile and are contained in:
-transparent or opaque double plastic “blister” sealed with special paper, which is
permeable to ethylene oxide.

-double peel pouch packaging permeable to ethylene oxide.

The packages are stored in a cardboard box with a plastic protective film. Outer package label will contain
the following information: description of the product, catalog number, lot number and expiration date.

Sterilization: Ethylene Oxide

An individual confirmation of sterilization of each batch is carried out, as well as a quarterly validation of
the latter performed by an independent laboratory.
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Instructions for Use:

Care when opening the package is of utmost importance: The high dielectric value of silicone can
generate static charges responsible for the attraction of particles existing in the atmosphere, such as dust,
lint, and talc to mention a few examples. External contaminants that adhere to the membrane surface may
provoke foreign-body reactions in the organism thereby increasing fibrosis and the generation of fluids.

Care should also be taken with all the accessories of the product, be they documents such as inserts, labels
for different files, etc., or parts of products such as valves and filling tubes.

The “blister” packages are double packages, which allows the user to open them in two stages:

-first remove the special paper protection from the outer “blister” gaining access to the

to the sterile inner package.

-secondly, remove the special paper protection from the inner “blister” next to the surgical
field.

When the implant is packaged in a double peel pouch:
-proceed in the same way as the “blister” package.

Instructions for Use:

Directions for deflating and filling the stent during the surgical procedure:

1. Prior to inserting the stent , deflate the device completely by squeezing or aspirating with a syringe.

2. Open the valve (#2) by moving the ball towards the stent,

3. Using a syringe filled with sterile, normal saline, inflate the device to the desired contour, but keep
the device small enough that it may be introduced into the vagina.

4. Close the valve (#2) by moving the ball back towards the syringe.

5. Fill the unit once positioned to the desired volume.

6. Adjust volume in the stent by opening the valve and using a syringe to introduce or withdraw saline
or air. Close the valve (#2).

Surgical Procedure:

A variety of surgical techniques may be employed during the use of the Silimed Vaginal Stent; therefore,

the surgeon is best advised to use the method which his own practice and discretion dictate to be best for

the patient.

Inflatable Vaginal Stent

[12 E% ::::::::31
3 o L

1- Internal Drain
2-The valve (silicone body and obturating sphere)
3-Tubing

Exhibit 5 Page 2

‘i



Open Position

Open Position:

To fill up or deplete the expander, shift the ball towards the side of the tubing with a slight compression
between the thumb and index finger. When the ball is in position, one can fill or empty the stent with the
help of a syringe connected to the extremity of the valve.

Closed Position

Closed Position :

To close the valve displace the ball using the thumb and index finger to move the ball towards its free
extremity The pressure within the valve coming from the stent will facilitate its airtight closure by the
ball.

Resterilization:
Silicone implants are meant for single patient use; resterilization is thus forbidden by international

standards.
Important Recommendations:

Maintenance of Sterility: It is essential that the vaginal stent be used under conditions of
absolute asepsis and sterility
Packaging Inspection: The packaging of the vaginal stent must be carefully examined.
If the package has been damaged in any way, the stent cannot be
used.
Stent used only as supplied: The vaginal stent can only be used in its original form,
without any alterations to its original characteristics.

ALL SILICONE VAGINAL STENTS MUST BE USED IN ONE PATIENT ONLY
Durability:

The vaginal stent is a temporary device for treatment time not to exceed 12 weeks. After the 12% week a
new vaginal stent is required.
Exhibit 5 Page 3
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Contraindications and Precautions:

Procedures to create, enlarge or restore the vagina are contraindicated in the presence of local or systemic
infection or in the presence of an anomaly of the urinary system which could be damaged by such
procedures or by subsequent sexual intercourse. Congenital anomalies of the urinary tract frequently
associated with congenital absence of the vagina include pelvic, kidney, anomalous insertion of the ureter
and ureteral duplication.

The use of the vaginal stent is contraindicated when for any reason the patient has the inability to operate
the device or to understand how the device is operated, or when the patient is apt to be uncooperative in
maintaining the stent within the vagina for the prescribed length of time.

Warning:

The silicone elastomer shell of the Silimed Vaginal Stent is thin in order to achieve desired properties.
Punctures, surface cuts, nicks, crushing or overstressing can lead to a tear. The device may be easily
penetrated by needle or scalpel or ruptured by manipulation with a blunt instrument. Care must be
exercised during handling to prevent such events. A damaged stent must not be placed. For this reason, a
standby device should be available at the time of surgery.

Postoperatively, care must be taken not to over inflate the stent, as urethral erosion or fistula and graft
tissue necrosis may result. Suprapubic drainage, rather transurethral catheterization, may be advisable.

Failure to maintain the stent within the vaginal canal for the prescribed length of time can promote
contracture and stenosis of the vagina.

Lint fingerprints, talc and other surface contaminants can cause foreign body reactions. Utmost caution
should be taken to aveid contaminants.

Transportation and Storing:

Silimed products and packages are extremely resistant and if handled with normal minimum of care will
not present any problems. However, they should not be transported or stored with other types of
material that may cause mechanical damage to the packaging and thus invalidate their sterile
condition.

Clarification and Consent of Patient:

Silimed relies on the surgeon to clarify with their patients any risk factors inherent in surgery of this type
before obtaining the patient’s formal consent.

Warranty:

Silimed has stipulated a three year warranty for manufacturing defect provided the packaging has been
preserved intact prior to use.

Silimed will replace any defective product. Since proper registration is made of each unit of raw material,
stages of manufacture, and-atmospheric and operational conditions, an individual number is given to each-
item that identifies it at any time, As a result, it absolutely necessary that any complaint be accompanied
by the CONTROL NUMBER of the relevant item that appears on the package.and by the PATIENT’S
LABEL supplied to the doctor and detachable from the label of each package.
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The warranty on Silimed products does not cover the simple decision of the patient or surgeon to change

the product. ‘
Vaginal Stent.
R Drain Tube ]
Entry of Secretion into Drain Tube
Secretion Exit
Anus

Placement of Silimed Vaginal Stent

Special Instructions:

Managing Drainage:

Silimed L.L.C. 14014 Sullyfield Circle Suite C Chantilly, Virginia 20151
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SILIMED VAGINAL STENT
PATIENT INSTRUCTIONS

Description;

The Silimed Vaginal Stent described in this insert is intended for use only as supplied. Under no
circumstances should this device be altered, modified or revised in any way prior to or during its’ use.

The inflatable Silimed Vaginal Stent is designed for neovaginal and reconstructive surgery. The Vaginal
Stent has an internal drain (#1) that allows drainage of the surgical wound.

— A
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Silimed Vaginal Stent

1- Internal Drain

2-The valve (silicone body and obturating sphere)
3-Tubing

How to Deflate and Fill the Vaginal Stent:

Open Position
To fill up or empty the expander, shift the ball towards the side of the tubing with a slight compression
between the thumb and index finger. When the ball is in position, one can fill or empty the stent with the
help of a syrr'nlge connected to the extremity of the valve.

Closed Position
Exhibit 6 Page 1
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Closed Position :

To close the valve displace the ball using the thumb and index finger to move the ball towards its free
extremity The pressure within the valve coming from the stent will facilitate its airtight closure by the
ball.

Removing and Reinsertion Instructions:

1. Prior to inserting the stent, deflate the device completely by squeezing or aspirating with a
syringe.

2. Open the valve (#2) by moving the ball towards the stent..

3. Inflate the stent to the desired contour with sterile normal saline, but keep the stent small enough that it
may be introduced into the vagina.

4. Close the ball by moving it towards the syringe once the stent has reached the desired volume.

5. Wound drainage, if any, will require cleaning the drain tube according to the cleaning instructions #5
below.

Cleaning Your Vaginal Stent:

1. Remove the deflated stent with talc free gloved hands.

2. To prevent soap or water from entering the interior of the stent, pinch the valve ball into the “closed”
position.

3. Wash the stent thoroughly in a hot water using Ivory soap solution.

4. DO NOT USE SYNTHETIC DETERGENTS .OR OIL-BASED.SOAPS.

5. Rinse the stent well in sterile water, taking care to flush the opening of the drain tube.

Facts About Your Vaginal Stent:

You may remove the stent for cleaning, and sexual intercourse is permitted after two months if healing is
complete, but until all tendency to vaginal constriction has ceased (approx. six months). The vagina will

contract if the stent is left out longer than 10 to 15 minutes at a time.

Intermittent use of the stent to maintain the vaginal canal is usually required for six months, and may be
required indefinitely. The stent must be replaced with a new stent every 12 weeks. Consult with your
physician.

If you have any questions are concerns about your vaginal stent call Silimed’s help line (800) xxx-xxxx
for assistance.

Exhibit 6 Page 2
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Drain Tube
Entry of Seeretion into Drain Tube

Secretion Exit

Anus

Placement of Silimed Vaginal Stent

Silimed L.L.C. 14014 Sullyfield Circle Suite C Chantilly, Virginia 20151
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Silimed LLC

c¢/o,Mr. E. J. Smith
Smith Associates
P.O. Box 4341
Crofton, MD 21114

Re: K974479
Silimed Vaginal Stent
Dated: February 20, 1998
Received: February 20, 1998

Dear Mr. Smith:

We have reviewed your Section 510(k) 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 January 11, 1998, letter.
To complete the review of your submission, we require the following additional
information.

Device performance:

Labeling:

Physician labeling:

106
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Patient labeling:

N

We believe that this information is necessary for us to determine whether or
not this device is substantially equivalent to a legally marketed predicate
device with regard to its safety and effectiveness.

You may not market this device until you have provided adequate information
described above and required by 21 CFR 807.87(k), and you have received a
letter from FDA allowing you to do so. 1If you market the device without
conforming to these requirements, you will be in violation of the Federal
Food, Drug, and Cosmetic Act (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.

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); therefore, all information previously submitted must be
resubmitted so that your new 510(k) is complete.
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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:

Food and Drug Administration
Center for Devices and
Radiological Health
Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, Maryland 20850

If you have any questions concerning the contents of this letter, please
contact Mridulika Virmani, Ph.D. at (301) 594-1180. If you need information
or assistance concerning the IDE regulations, please contact the Division of
Small Manufacturers Assistance at its toll-free number (800) 638-2041 or at
(301) 443-6597, or at its Internet address
"http://www.fda.gov/cdrh/dsmamain.html” .

Sincerely yours,

Colin M. Pollar

Chief, Obstetrics and Gynecology
Devices Branch

Division of Reproductive, Abdominal,
Ear, Nose and Throat, and
Radiological Devices

Center for Devices and
Radiological Health
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Silimed LLC

c¢/o Mr. E. J. Smith
Smith Associates
P.0O. Box 4341
Crofton, MD 21114

Re: K974479
Silimed vaginal Stent
Dated: February 20, 1998
Received: February 20, 1998

Dear Mr. Smith:

We have reviewed your Section 510(k) 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 January 11, 1998, letter.
To complete the review of your submission, we require the following additional
information.

Device performance:

Labeling:

Physician labeling:
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Patient labeling:

We believe that this information is necessary for us to determine whether or
not this device is substantially equivalent to a legally marketed predicate
device with regard to its safety and effectiveness.

You may not market this device until you have provided adequate information
described above and required by 21 CFR 807.87(k), 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 Federal
Food, Drug, and Cosmetic Act (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.

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); therefore, all information previously submitted must be
resubmitted so that your new 510(k) is complete.
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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:

Food and Drug Administrationm
Center for Devices and
Radiological Health
Document Mail Center (HFZ-401)
9200 Corporate Boulevard
Rockville, Maryland 20850

If you have any quéstions concerning the contents of this letter, please
contact Mridulika Virmani, Ph.D. at (301) 594-1180. If you need information
or assistance concerning the IDE regulations, please contact the Division of
Small Manufacturers Assistance at its toll-free number (800) 638-2041 or at
(301) 443-6597, or at its Internet address
"http://www.fda.gov/cdrh/dsmamain.html".

Sincerely yours,

[s/

Colin M. Pollard
Chief, Obstetrics and Gynecology
Devices Branch
Division of Reproductive, Abdominal,
Ear, Nose and Throat, and
Radiological Devices
Center for Devices and
Radiological Health
. cc: HFZ-401
— HFZ-404
HFZ-470
D.O.
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22 DEPARTMENT OF HEALTH & HUMAN SERVICES ‘'ublic Health Scrvice
¢>‘) ' Food And Drug Administration

Memorandum J
From: Reviewer(s) - Name(s) \‘Wc{qﬁ/\\k& \/I\:JLW )
Subject:  510(k) Number )ﬁa 174 L[' 179/3 /

To: The Record - It is my recommendation that the subject 510(k) Notification:

U Refused to accept.
U Requires additional information (other than refuse to accept).

U Accepted for review

U Is substantially equivalent to marketed devices.
U NOT substantially equivalent to marketed devices.

O Other (e.g., exempt by regulation, not a device, duplicate, etc.)

s this device subject to Postmarket Surveillance? OYES ONO
s this device subject to the Tracking Regulation? OYES ONO
Was clinical data necessary to support the review of this 510(k)? [CYES ONO
s this a prescription device? OYES ONO
Was this 510(k) revicwed by a Third Party? OYES ONO

This 510(k) contains:
Truthful and Accurate Statement URequested O Enclosed
(required for originals received 3-14-95 and after)

UA 510(k) summary OR OA 510(k) statement
U The required certification and summary for class 1] devices

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

The subnuiticr requests under 21 CFR 807.95 {doesn’t apply for SEs):

G No Confidentiality @ Cenfidentiality for 90 days 0 Continued Confidentiality exceeding 90 days

Predicate Product Code with panel and class:  Additional Product Code(s) with pare! (opticnal):

(Brareh Chief) (Branch Code) [ {Date)

e (o m Quidpogp qfufip )

Final Review:

(Division Dircctor) {Date) l ( _)/

Revised: 11-20-96



/
OGDB
K974479
Reviewer: Mridulika Virmani, Ph.D. Division/Branch: DRAERD/OGDB
Chemist (HFZ-470)
Trade Name: Silimed Vaginal Stent
Common Name:  Stent, vaginal
Predicate Device: Heyer-Schulte Adjustable Vaginal Stent
Applicant: Smith Associates Contact: E.J. Smith

P.O. Box 4341

Crofton, Maryland 21114
Phone: (410)451-0639
Fax: (410) 793-0448

INTENDED USE:

The Silimed Vaginal Stent is designed to maintain the vaginal canal following radiological
treatment or surgical procedures to restore, enlarge or create a vagina. The surgeon is
responsible for choice of shape and size to meet the clinical and aesthetic needs of each case.

YES NO
Life-supporting or life-sustaining? v
Implanted (long-term or short-term)? v
Uses software? v
Sterile? v¥
Single use? i
Home use? v
For prescription? v
Contains drug or biologic? v
Kit? v
Reason for Submission of 510(k)
o New device X
¢ New indications No
e Changes in technology No
e Other:

A pad( ¢ . ka %—3\ fcwwvaﬂovzg rvr‘mw-n&
- \urwm%

¥ =



Page 2 -

Device Description . 7 o .
) S isrw\\”%‘:"’ Ckww?\}w sbww

mmal drain tube and a inflation tube with a valve for opening and closing of
inflation tube. ./The stent is manufactured from implant grade silicone supplied by Applied
Silicone Corporation. Silimed has provided Master file number for silicone. They have also
provided a list of chemical, physical and biocompatibility testing done for this silicone material.
The cylindrical valve of inflation tube is made of silicone and stainless steel ball. The stainless
steel ball is covered with silicone elastomer. The stent is available in four sizes\

. . | | ong Lvemie -
Review History % L.F:::“ ié:w SN/ 5 Hens v

Lo Carmain wn place ~

8

For this device company has

Review Analysis

Additional information required letter was sent to company on January 11, 1998. This
submission is the response to that letter. Besides-mes- Ms. Price, Dr. Tsai, and Dr. Smith ha v/

reviewed this submission. Their reviews are attached.

MATERIALS AND BIOCOMPATIBILITY

Basic materials of the subject device are quite similar to the predicate device. Both use silicone
elastomer shell filled with polyurethane. The silicone elastomer shell is water tight.

Materials, manufacturing process and additives used during this process information, as well as

chemistry of material is provided and satisfactory. Dr. Tsai reviewed this part of submission.

His review is attached. 1 \/
wixW

The polyurethane foam is filled in the water tight shell of the

Engineering

drawing, polyurethane amount and how it is filled in the shell 1s provided and adequate. Sponsor
provided a sample of device, which explains lot of concerns. According to spon@se devices v~
are on market in Europe for past 10 years.

Wt Sl WS, 2

C:\My Documents\FILES\510K\K974479.A2.doc { [ z/}
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PERFORMANCE

The stent is inserted in the vagina in its collapsed (flat) position, after insertion the stent is filled

with sterile solution (not provided), using a syringe (not provided) until it is secured in position. /
The amount of solution added is at the of physician. Sponsor has provided \/

performance data to how much liquid device can take. Also the inflation capacity of the
elastomer membrane shell.

STERILIZATION

Device is provided sterilized for single patient use.

In additional informatiﬁsfjmsor has included cleaning instructions for patient as following:
Remove deflated stent with gloved hands. Wash the stent thoroughly in hot water and soap
solution. Do not use synthetic soap. Rinse stent with distilled water. In this section it should be
made clear that gloves should be talc free. Are sterile gloves to be used? What is a synthetic

soap? The user needs a specific instruction as to what soap to use. Why is disg
and is this different from what is used to inflate (sterile saline) the device?

LABELING

duct

Modified physician and patient labeling is included in the additional information. Dr. Smith
reviewed this section, still lot of improvement is needed for this section of submission.
Following questions should be sent to the sponsor:

C:\My Documents\FILES\510K\K974479.A2.doc l l E
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Physician labeling:

ADMINISTRATIVE

The following documents are included in the submission:
510(k) statement

Truthful and Accurate Statement
Indications for Use

C:\My Documents\FILES\510K\K974479.A2.doc
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~—  Recommendation

Following questions should be sent to the sponsor.

Device performance:

Labeling

Physician labeling:

| -

Patient labeling:

_

C:\My Documents\FILES\510K\K974479.A2.doc
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I recommend that the file be placed on hold pending receipt of additional information.

Mandedite, Vin 412149
Mridulika Virmani, Ph.D. Date

= Cola . Golined__4lafo

Colin M. Pollard | Date
Chief, OGDB /// Concur
/ / Do not concur
Comments:

C:\My Documents\FILES\510K\K974479.A2.doc
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OGDB

K974479/A2

Subject: Consulting Review

Reviewer: Miin-Rong Tsai, Ph.D.Division/Branch: DRAERD/ADOU/OGDB
Chemist (HFZ-470)

This is the reviewed on the applicant's response to FDA's Jan 21,
1998 request for additional information. As requested, this
review is on the applicant's response to deficiency #3 of the
Device Description. The requested information are listed in
italics as following:

Device Description:

— X A 74
Mii\nj(ong Tsai, Ph.D. Date
— / / Concur
Chief, Ob/Gyn Devices Branch  Date
Mr. Colin Pollard / /" Do Not Concur



Review Memorandum

To: Mridu Virmani, Ph.D.

From: Deborah Smith, M.DWW)
Date: 3/25/98

Subject: K974479 S001

Silimed Vaginal Stent

My review focused on Exhibits 5 and 6 which are the product information and patient instructions
respectively. In general, the presentation of information is unacceptable. Specific comments are
outlined below.

Exhibit 5 Product Information

Exhibit 6 Patient Instructions




Additional General Comments
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Public Health Service

DEPARTMENT OF HEALTH & HUMAN SERVICES Food and Drug Administration
Memorandum

DATE: March 11, 1998
FROM: Veronica Price, Biomedical Engineer

DRAERD/ADOU/OGDB
TO: Mridu Virmani, Ph.D.

Chemist

DRAERD/ADOU/OGDB
RE: K974479/S1; Silimed Vaginal Stent

Silimed, Inc.

Scope:

The scope of this review is intended to cover the performance characteristics of the Silimed
Vaginal Stent and the adequacy of the engineering information provided. A letter requesting
additional information on this device was sent to the contact on January 21, 1998. The contact
was asked to This
review will focus on the responses to the questions raised by the lead revicwer.

Intended Use:
The Silimed Vaginal Stent is indicated for use:

1. As a pressure dressing after vaginal surgery to hold pedicle flaps or free skin grafts in close
apposition to the receptor site.

2. As an obturator or dilator to maintain the vaginal canal and reduce the possibility of
contracture and stenosis following vaginal surgery and/or radiological treatment.

Response to Deficiencies:

The manufacturer has provided this information and it is adequate.

\ D>



Recommendation:
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Smith Associates DUPLICATE

3pecializing in Regulatory Affairs

ot g
SR
March 6, 1998 o
N S
Food and Drug Administration :
Document Control Center 7 -
9200 Corporate Blvd. - wn
Rockville, Maryland 20850
Reference: K974479
Dear Dr. Virmani:
Enclosed are three copies of the above submission plus all correspondence that has transpired since
last December. I have also enclosed 2 samples of the vaginal stent.
This is our response to your questions:
p—
S’

P.O. BoX 4341 » Crofton, Maryland 21114
Phone 1 (800) 875-3612 ¢ Fax (410) 793-0448
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If you have additional questions I can be reached at (410)451-0639.




DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

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

February 23, 1998 Rockville, Maryland 20850
SILIMED, LLC 510(k) Number: K974479

C/0 SMITH ASSOCIATES Product: SILIMED VAGINAL

P.0 BOX 4341 STENT

CROFTON, MD 21114
ATTN: E J. SMITH

The additional information you have submitted has been received.

We will notify you when the processing of this submission has been
completed or if any additional information is required. Please
remember that all correspondence concerning your submission MUST
be sent to the Document Mail Center (HFZ-401) at the above
letterhead address. Correspondence sent to any address other than
the one above will not be considered as part of your official
premarket notification submission. Because of equipment and
personnel limitations we cannot accept telefaxed material as part
of your official premarket notification submission, unless
specifically requested of you by an FDA official.

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

If you have procedural or policy questions, please contact the
Division of Small Manufacturers Assistance at (301) 443-6597 or at
their toll-free number (800) 638-2041, or contact me at (301) 594-1190.

Sincerely yours,

Marjorie Shulman
Supervisory Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and

Radiological Health

DY,



K aMY794,

This is our response to your letter dated January 21, 1998

K- (o]

P.O. Box 4341 e« Crofton, Maryland 211 14
Phone 1 (800) 875-3612 ¢ Fax (410) 793-0448

Smith Associates

Specializing in Regulatory Affairs February 20, 1998
oy ~

- Food and Drug Administration = iy -

Document Control Center 3 o g

9200 Corporate Blvd. .-, ol S

Rockville, Maryland 20850 b =3 =4

P— x

Reference: K974479 s — &

Mo 3

Dear Dr. Virmani: >
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PRODUCT INFORMATION
VAGINAL STENT

Description:

The Silimed Vaginal Stent described in this insert is intended for use only as supplied. Under no
circumstances should this device be altered, modified or revised in any way prior to or during its’ use.

The inflatable Silimed Vaginal Stent is designed for neovaginal and reconstructive surgery. The Vaginal
Stent has an internal drain that allows drainage of the surgical wound without withdrawing the silicone
body, obturating sphere and tubing.

The Vaginal Stent is presented in a set of sizes (base, height and volume) that appear in Silimed’s
commercial catalog. This sizing is the result of many years of research with the medical profession.

Indications for Use:

The Silimed Vaginal Stent is indicated for use:

1. asa pressure dressing after vaginal surgery to hold pedicle flaps or free skin grafis in close apposition
to the receptor site;

2. as an obturator or dilator to maintain the vaginal canal and reduce the possibility of contracture and
stenosis following vaginal surgery and/or radiological treatment.

The Constituent Materials:

Membranes: the basic elastomer used is vinyl dimethyl polydimethy! siloxane with a load of pure
amorphous fine-crushed silica catalyzed by a platinum compound.

-Filling Product: 0.9% sterile solution, nonpyrogenic and injectable in accordance
with national pharmocopedics.

-Shell filling: Polyurethane Foam:

-Connectors and Drain: polydimethyl siloxane.

-Cylindrical Valve: polydimethyl siloxane and 001 stainless steel ball.

How Supplied:

Silimed Vaginal Stents are supplied sterile and are contained in:
-transparent or opaque double plastic “blister” sealed with special paper, which is
permeable to ethylene oxide.
-double peel pouch packaging permeable to ethylene oxide.

The packages are stored in a cardboard box with a plastic protective film. Outer package label will contain
the following information: description of the product, catalog number, lot number and expiration date.

Sterilization: Ethylene Oxide

An individual confirmation of sterilization of each batch is carried out, as well as a quarterly validation of
the latter performed by an independent laboratory.

Exhibit 5 Page 1




Instructions for Use:

Opening the Package: Vaginal Stents are supplied sterile and have been submitted to careful tests that
guarantee their biocompatibility and virtual absence of reactions in the organism, the possible rare
exceptions occurring on account of specific, individual conditions.

Care when opening the package is of utmost importance: The high dielectric value of silicone can
generate static charges responsible for the attraction of particles existing in the atmosphere, such as dust,
lint, and talc to mention a few examples. External contaminants that adhere to the membrane surface may
provoke foreign-body reactions in the organism thereby increasing fibrosis and the generation of fluids.

Care should also be taken with all the accessories of the product, be they documents such as inserts, labels
for different files, etc., or parts of products such as valves and filling tubes.

The “blister” packages are double packages, which allows the user to open them in two stages:

-first remove the special paper protection from the outer “blister” gaining access to the

to the sterile inner package.

-secondly, remove the special paper protection from the inner “blister” next to the surgical
field.

When the implant is packaged in a double peel pouch: )d .
-proceed in the same way as the “blister” package. \(zyf

Instructions for Use:

Directions for deflating and filling the stent during the surgical procedure:

1. Prior to inserting the stent, deflate the device completely by squeezing or aspirating with a syringe.

2. Close the valve by moving the ball to the closed position, i.e., toward the filling orifice

3. Using a syringe filled with sterile, normal saline, inflate the device to the desired-contpur, but keep
the device small enough that it may be introduced into the vagina. )

4. Close the valve.

5. Fill the unit in situ to the desired volume.

6. Adjust volume in the stent by opening the valve and using a syringe to introduce or withdraw saline
or air. Close the valve.

Surgical Procedure:

A variety of surgical techniques may be empioyed during the use of the Silimed Vaginal Stent; therefore,

the surgeon is best advised to use the method which his own practice and discretion dictate to be best for

the patient.

Inflatable Vaginal Stent

EZJ. ;ﬁ1 -:::::::—31
_ 3 - |

1- Internal Drain
2-The valve (silicone body and obturating sphere)
3-Tubing

Exhibit S Page 2




Open Position

Open Position:

To fill up or deplete the expander, shift the sphere towards the side of the tubing with a slight compression
between the thumb and index finger. When the sphere is in position, one can fill or empty the stent with
the help of a syringe connected to the extremity of the valve.

Closed Position

Closed Position :

To close the valve displace the sphere using the thumb and index finger to move the sphere towards its
free extremity The pressure within the valve coming from the stent  will facilitate its airtight
closure by the sphere.

Resterilization:
Silicone implants are meant for single patient use; resterilization is thus forbidden by international
standards.

Important Recommendations:

Maintenance of Sterility: It is essential that the vaginal stent be used under conditions of
absolute asepsis and sterility
Packaging Inspection: The packaging of the vaginal stent must be carefully examined.
If the package has been damaged in any way, the stent cannot be
used.
Stent used only as supplied: The vaginal stent can only be used in its original form,
without any alterations to its original characteristics.

ALL SILICONE VAGINAL STENTS MUST BE USED IN ONE PATIENT ONLY
Durability:

The vaginal stent is a temporary device for treatment time not to exceed 12 weeks.

Exhibit 5 Page 3




Contraindications and Precautions:

Procedures to create, enlarge or restore the vagina are contraindicated in the presence of local or systemic
infection or in the presence of an anomaly of the urinary system which could be damaged by such
procedures or by subsequent sexual intercourse. Congenital anomalies of the urinary tract frequently
associated with congenital absence of the vagina include pelvic, kidney, anomalous insertion of the ureter
and ureteral duplication.

The use of the vaginal stent is contraindicated when for any reason the patient has the inability to operate
the device or to understand how the device is operated, or when the patient is apt to be uncooperative in
maintaining the stent within the vagina for the prescribed length of time.

Warning:

The silicone elastomer shell of the Silimed Vaginal Stent is thin in order to achieve desired properties.
Punctures, surface cuts, nicks, crushing or overstressing can lead to a tear. The device may be easily
penetrated by needle or scalpel or ruptured by manipulation with a blunt instrument. Care must be
exercised during handling to prevent such events. A damaged stent must not be placed. For this reason, a
standby device should be available at the time of surgery.

Postoperatively, care must be taken not to over inflate the stent, as urethral erosion or fistula and graft
tissue necrosis may result. Suprapubic drainage, rather transurethral catheterization, may be advisable.

Failure to maintain the stent within the vaginal canal for the prescribed length of time can promote
contracture and stenosis of the vagina.

Lint fingerprints, talc and other surface contaminants can cause foreign body reactions. Utmost caution
should be taken to avoid contaminants.

Transportation and Storing:

Silimed products and packages are extremely resistant and if handled with normal minimum of care will
not present any problems. However, they should not be transported or stored with other types of
material that may cause mechanical damage to the packaging and thus invalidate their sterile
condition.

Clarification and Consent of Patient:

Silimed relies on the surgeon to clarify with their patients any risk factors inherent in surgery of this type
before obtaining the patient’s formal consent.

Warranty:

Silimed has stipulated a three year warranty for manufacturing defect provided the packaging has been
preserved intact prior to use.

Silimed will replace any defective product. Since proper registration is made of each unit of raw material,
stages of manufacture, and atmospheric and operational conditions, an individual number is given to each
item that identifies it at any time, As a result, it absolutely necessary that any complaint be accompanied
by the CONTROL NUMBER of the relevant item that appears on the package and by the PATIENT’S
LABEL supplied to the doctor and detachable from the label of each package.

Exhibit 5 Page 4




The warranty on Silimed products does not cover the simple decision of the patient or surgeon to change
the product.

Silimed L.L.C. 14014 Sullyfield Circle Suite C Chantilly, Virginia 20151
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EXHIBIT 6



SILIMED VAGINAL STENT
PATIENT INSTRUCTIONS

Description:

The Silimed Vaginal Stent described in this insert is intended for use only as supplied. Under no
circumstances should this device be altered, modified or revised in any way prior to or during its’ use.

The inflatable Silimed Vaginal Stent is designed for neovaginal and reconstructive surgery. The Vaginal
Stent has an internal drain that allows drainage of the surgical wound without withdrawing the silicone
body, obturating sphere and tubing.

Silimed Vaginal Stent
— 1~ Internal Drain

2-The valve (silicone body and obturating sphere)

3-Tubing
Instructions for Use:
The patient may remove the stent for cleaning, and sexual intercourse is permitted after two months if
epithelization is complete, but until all tendency to vaginal constriction has ceased (approx. six months).
The patient must understand that the vagina will contract if the stent is left out longer than 10 to 15
minutes at a time. Intermittent use of the stent to maintain the vaginal canal is usually required for six
months and may be required indefinitely.

How to Deflate and Fill the Vaginal Stent:

Open Position
To fill up or deplete the expander, shift the sphere towards the side of the tubing with a slight compression
between the thumb and index finger. When the sphere is in position, one can fill or empty the stent with
the help of a syringe conmected to the extremity of the valve.
“" Exhibit 6 Page 1
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Closed Position
Closed Position :
To close the valve displace the sphere using the thumb and index finger to move the sphere towards its
free extremity The pressure within the valve coming from the stent will facilitate its airtight closure by the
sphere.

Important Reminders:

1. Prior to inserting the stent, deflate the device completely by squeezing or aspirating with a
syringe.

2. Inflate the stent to the desired contour, but keep the stent small enough that it may be introduced
into the vagina.

3. Adjust volume in the stent by opening the valve and using a syringe to introduce or withdraw
saline or air. Close the valve.

Facts About Your Vaginal Stent:

You may remove the stent for cleaning, and sexual intercourse is permitted after two months if
epithelization is complete, but until all tendency to vaginal constriction has ceased (approx. six months).
The vagina will contract if the stent is left out longer than 10 to 15 minutes at a time.

Intermittent use of the stent to maintain the vaginal canal is usually required for six months, and may be
required indefinitely. :

Cleaning Your Vaginal Stent:

1. Remove the deflated stent with gloved hands.

2. To prevent soap or water from entering the interior of the stent, pinch the valve ball into the “closed”
position.

3. Wash the stent thoroughly in a hot water and soap solution.

4. DO NOT USE SYNTHETIC DETERGENTS OR OIL-BASED SOAPS.

5. Rinse the stent well in distilled water, taking care to flush the lumen of the through drain.

If you have any questions are concerns about your vaginal stent call Silimed’s help line (800) xxx-xxxx
for assistance.

Silimed L.L.C. 14014 Sullyfield Circle Saite C Chantilly, Virginia 20151
Exhibit 6 Page 2
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/ Food and Drug Administration
JAN 2 ‘ IQ% 9200 Corporate Boulevard

Rockville MD 20850

Silimed, L. C., Inc.

c/o E. J. Smith

Consultant

Smith Associates

P.O. Box 4341

Crofton, Maryland 21114

Re: K974479
Silimed Vaginal Stent
Dated: November 26, 1997
Received: November 26, 1997

Dear Mr. Smith:

We have reviewed your Section 510(k) 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 additional information:

Device description:

Performance data:

Labeling:

——
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Page - 2 - Mr. E. J. Smith

We believe that this information is necessary for us to determine whether or not this device is substantially equivalent to
a legally marketed predicate device with regard to its safety and effectiveness.

You may not market this device until you have provided adequate information described above and required by 21 CFR
807.87(k), 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 Federal Food, Drug, and Cosmetic Act (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.

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); therefore, all information previously
submitted must be resubmitted so that your new 510(k) is complete.

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:

Food and Drug Administration

Center for Devices and
Radiological Health

Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, Maryland 20850

If you have any questions concerning the contents of this letter, please contact Mridu Virmani, Ph.D. at (301)594-1180.
If you need information or assistance concerning the IDE regulations, please contact the Division of Small
Manufacturers Assistance at its toll-free number (800) 638-2041 or at (301) 443-6597, or at its Internet address
"http://www.fda.gov/cdrh/dsmamain.html".

Sincerely yours,

Cetin @ccmi{

Colin M. Pollard
Chief, Obstetrics and Gynecology Devices Branch
Division of Reproductive, Abdominal,
Ear, Nose and Throat,and
Radiological Devices
Office of Device Evaluation
Center for Devices and
Radiological Health



Silimed, L. C., Inc.

¢/o E. J. Smith

Consultant

Smith Associates

P.O. Box 4341

Crofton, Maryland 21114

Re: K974479
Silimed Vaginal Stent
Dated: November 26, 1997
Received: November 26, 1997

Dear Mr. Smith:
We have reviewed your Section 510(k) 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 additional information:

Device description:

Performance data:

Labeling;
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We believe that this information is necessary for us to determine whether or not this device is substantially equivalent to
a legally marketed predicate device with regard to its safety and effectiveness.

You may not market this device until you have provided adequate information described above and required by 21 CFR
807.87(k), 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 Federal Food, Drug, and Cosmetic Act (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.

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); therefore, all information previously
submitted must be resubmitted so that your new 5 10(k) is complete.

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: .

Food and Drug Administration

Center for Devices and
Radiological Health

Document Mail Center (HFZ-401)

9200 Corporate Boulevard

Rockville, Maryland 20850

If you have any questions concerning the contents of this letter, please contact Mridu Virmani, Ph.D. at (301)594-1180.
If you need information or assistance concerning the IDE regulations, please contact the Division of Small
Manufacturers Assistance at its toll-free number (800) 638-2041 or at (301) 443-6597, or at its Internet address
"http://www.fda.gov/cdrh/dsmamain.html".

-

Sincerely yours,

(s7

Colin M. Pollard
Chief, Obstetrics and Gynecology Devices Branch
Division of Reproductive, Abdominal,
Ear, Nose and Throat,and
Radiological Devices
Office of Device Evaluation:
Center for Devices and

Radiological Health
cc; HFZ-401 DMC
HFZ-404 510(k) Staff
HFZ-470
D.O.
Draft:MSV:Irm:1.12.98
Final:MSV:lrm:1.16.98
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DEPARTMENT OF HEALTH & HUMAJ}LSERVICES-—"-'--’-‘-'-'-Pﬁbﬁcﬁeatth-servrc"e o
== Food And Drug- Administration - - -

Memorandum
From:  Reviewer(s) - Name(s)___ M R.| PU LUK VRMAN
Subject:  510(k) Number M
To: “The-Record - It is my recommendation that the subject' 510(k) Notificationi:" -
| Refused to accept.
ggequircs additional information (other than refuse to accept).
Accepted for review
C1s substantially equivalent to marketed devices.
CINoT substantially equivalent-to-marketed-devices, ~ -~ -
Lother (e.g., exempt by regulation, not a device, duplicate, etc.)
Is this device subject to Postmarket Surveillance? CIvEs [1 No
Is this device subject to the Tracking Regulation? A LIvEs 1 No
Was clinical data necessary to support the review of this 510(k)? CIvEs CIno
*his a prescription device? ' CvEs 1 No
“Was this 51 O(k) reviewed by a Third Party? OvEs [J No

This 510(k) contains: o o
Truthful and Accurate Statement DRequested 0 Enclosed

(required for originals received 3-14-95 and after)
LA 51000 summary OR [JA 510(k) statement
[J The required certification and summary for class III devices
(1 The indication for use form (required for originals received 1-1-96 and after)

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

e “onlidendaiity (] Confidentiality for £0 days L4 Continued Coniidentiality SXceeding 9 davs

Predicate Product Code with class and tiep: Additional Product Code(s) with panel {optional):

—_— ‘
Review: > M 6 M 1% ' .
(BranchThief) (Branch Code) {Date) k W )

Y Review: )
Revised:7/21/97 ‘ ) S Z)




510(k) "SUBSTANTIAL EQUIVALENCE"
DECISION-MAKING PROCESS (DETAILED)

7. New Devioc Comparod te
Mackotod Dovioc
" No Do the Diftoroncss After the Latendod Yes
Docs New Devioe Have Same e,
Ladicatian Statcmonts? Effect (la Doclding, May “Not Subctandalty
Caaslder Inpect ou Safcty and Equivalent*
Yes Elfoctivencsx)y= Doterminetioa
l No
Deseriptive Infacmatioa New Devioe Eas Same Intondod New Devioc Has New v——0e
about New ac Marketod Ucc and May be “Subiclaatially . Tatendod Uce t
Dovice Requested Equlvalcat”
ag Nooded ’
Dot New Devioe Have Same No Caald the New Yes Do the New Charscterfstics
Technologlenl Clrarmeterfotios, mmns Ralsc Nev Types of Safcty oc —
<.g~, Deslgn, Matorfals, otc.? Alloct Safcty Effectveness Questioas?*
Y or Effcctivencss? No
cs .
Q) e
J No Arc the Deserlpdve Da Acceptod Schentific Mcthods
~ Cherncterdstics Prodsc Encagh Exist foc Assesslag Effocts of —l
to Ensurc Equivalovoc? the New Charscterfstics? No
Yes Yes
No Arc Pacfocmance Date Available Arc Pecfocmence Data Avallabic No
'—_ o Asscss Equivalence?sss o Assees Effects of New
- Character{stics Y=~
Yes
Yes
Perfocmance Peclocmance
Data Data
Roqulced Required
—  Performance Data Demonstrat e O— Q +— -0 Parformaence Duate Dcmbhs(utc ‘J
Equivafence? cs Yes Equivelence? -
l No No
‘“To “Substandally Equivafonc®
Determlnation

S10(k) submissioas compare new devi
betwsen marketed and “peedicate” (p

** This decision ic aocmally base

ocs o marketed devices, FDA tequests additicaal
ce-Adicadmeats or ceclassified rost-,

d oe desariptive infucnation aloas, bul kimited

0

nfocmatioa if e rclatigoship
Amcadiments) devices is undeas,

testing information is sometimes cequired.

*** Data may be ia the 5 10(k), other 510(k)s, the Ceater's classification {iles, oc the literatuce,
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K974479
Reviewer:  Mridulika Virmani, Ph.D. Division/Branch: DRAERD/OGDB
Chemist (HFZ-470)
Trade Name: Silimed Vaginal Stent

Common Name:  Stent, vaginal
Predicate Device:  Heyer-Schulte Adjustable Vaginal Stent

Applicant: Smith Associates Contact: E.J. Smith
P.O. Box 4341
Crofton, Maryland 21114
Phone: (410) 451-0639
Fax: (410) 793-0448

INTENDED USE:

The Silimed Vaginal Stent is designed to maintain the vaginal canal following radiological
treatment or surgical procedures to restore, enlarge or create a vagina. The surgeon is
responsible for choice of shape and size to meet the clinical and aesthetic needs of each case.

YES NO
Life-supporting or life-sustaining? v
Implanted (long-term or short-term)? v
Uses software? v
Sterile?
Single use?
Home use?
For prescription?
Contains drug or biologic?
Kit?

€ <

AN

Reason for Submission of 510(k)

e New device X
¢ New indications No
e Changes in technology No
e Other:
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Device Description

The Silimed Vaginal stent consists of silicone elastomer shell filled with polyurethane foam.
The shell has a internal drain tube and a inflation tube with a valve for opening and closing of
inflation tube. The stent is manufactured from implant grade silicone supplied by Applied
Silicone Corporation. Silimed has provided Master file number for silicone. They have also
provided a list of chemical, physical and biocompatibility testing done for this silicone material.
The cylindrical valve of inflation tube is made of silicone and stainless steel ball. The stainless
steel ball is covered with silicone elastomer. The stent is available in four sizes.

Review History

For this device company has

Review Analysis

MATERIALS AND BIOCOMPATIBILITY

Basic materials of the subject device are quite similar to the predicate device. Both use silicone
elastomer shell filled with polyurethane. The silicone elastomer shell is water tight. The shell of
predicate device is like a membrane. The thickness of the silicone shell is not provided for the
subject device. Biocompatibility testing is provided for silicone elastomer from the supplier
Applied Silicone Corporation. Biocompatibility is not provided for the final finished product.

The polyurethane foam is filled in the water tight shell of the elastomer, this shell is connected
with a tube which has a valve and also is the fill tube for inflating the shell. It is not clear
whether this foam is bound to the shell or it is free, and how much foam is their, how much it
will swell when sterile solution will be added to the shell through inflatable tubing.

C:\My Documents\FILES\510K\K974497.Al.doc

1S5F
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PERFORMANCE

The stent is inserted in the vagina in its collapsed (flat) position, after insertion the stent is filled
with sterile solution (not provided), using a syringe (not provided) until it is secured in position.
The amount of solution added is at the desecration of physician.

STERILIZATION

Device is provided sterilized for single patient use.

LABELING

Physician labeling is included in the submission.

C:\My Documents\FILES\510K\K974497.Al.doc
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ADMINISTRATIVE

The following documents are included in the submission:
510(k) statement

Truthful and Accurate Statement
Indications for Use

Recommendation

I recommend that the file be placed on hold pending receipt of additional information.
Following questions should be sent to the sponsor.

Device description:

Performance data:

C:\My Documents\FILES\510K\K974497.AIdoc ‘ Sq
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Labeling:

Mowdoda A NJarv, g g

Mridulika Virmani, Ph.D. Date

Ot v Ouied 1 |ofm

-
o
—

Colin M. Pollard €
Chief, OGDB /’// Concur
/ /Do not concur

Comments:

C:\My Documents\FILES\S 10K\K974497.Al.doc
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Smith Associates

Specializing in Regulatory Affairs FOAZCDRU/ODE/DHEG |

" -

December 31, 1997

Food and Drug Administration
Office of Devices

Document Control Center
9200 Corporate Blvd.
Rockville, Maryland 20850

Reference: K974479

This is our response to Dr. Virmani request for additional information.

President
q_}\() P.O. Box 4341 « Crofton, Maryland 21114 _
S\U Phone | (800) 875-3612 « Fax (410) 793-0448 t b ’



Smith Associates P.O. Box 4341 Crofton, Maryland 21114
Fax (410) 793-0448 Phone (410) 451-0639

FAX

DATE: 12/31/97

MEMO TO: Dr. Virmani

FAX: (301)594-2339

FROM: E.J.Smith

SUBJECT: K974479

Number of Pages: 5 including cover page

Dear Dr. Virmani:

This is our response to your call of last week concerning the above submission.







E.JSmith

16N






Table 5.1:Predicate Product Comparison Chart

o i Parameters Silimed [ Mentor/Heyer-Schulte
JPro'.)prietary Name: Silimed Vaginal Stent Adjustable Vaginal Stent
|
510(k) Number: K863439
designed to maintain the designed to maintain the 3
vaginal canal following vaginal canal following }
radiological treatment or  |radiological treatment or
surgical procedures to surgical procedures to
restore, enlarge or create ajrestore, enlarge or create a
Indications for Use; vagina. vagina.
Single Patient Use: Yes Yes
Material Choices:
Shell: Silicone Elastomer Silicone Elastomer
Fill Material: Polyurethane Foam Polyurethane Foam
Obturating Sphere Stainless Steel Ball Stainless Steel Ball
Styles:
Adjustable Yes Yes
Flexible Yes Yes
Sizes:
y 3.0cm x 9.5cm Yes Yes
e 4.0cm x 12.0cm Yes Yes
4.5cm x 14.0cm Yes Yes
5.0cm x 16.0cm Yes Yes
Product Shipped
Sterile: Yes No
Sterilization Method: |ETO N/A

5.4 Comparisons:

The differences between the Silimed Vaginal Stent and Mentor/Heyer-Schulte Vaginal Stent:

* Silimed’s Vaginal Stents are supplied sterile vs Heyer-Schulte’s vaginal stent which is supplied
non-sterile.

Revised Appendix 5 Page 2
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DUPLICATE

Smith Associates P.O. Box 4341 Crofton, Maryland 21114
Fax (410) 793-0448 Phone (410) 451-0639

DATE: 12/31/97

MEMO TO: Dr. Virmani

FAX: (301)594-2339

FROM: E.J.Smith

SUBJECT: K974479

Number of Pages: _5_including cover page

Dear Dr. Virmani:

This is our response to your call of last week concerning the above submission.







p e

2,
E.¥.Smith
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Table 5.1:Predicate Product Comparison Chart

fﬁrameters Silimed Mentor/Heyer-Schuite
B
Proprietary Name: Silimed Vaginal Stent Adjustable Vaginal Stent

510(k) Number:

K863439

Indications for Use:

designed to maintain the
vaginal canal following
radiological treatment or
surgical procedures to
restore, enlarge or create a
vagina.

designed to maintain the
vaginal canal following
radiological treatment or
surgical procedures to
restore, enlarge or create a

vagina.

Single Patient Use:

Yes

Yes

Material Choices:

Shell: Silicone Elastomer Silicone Elastomer
Fill Material: Polyurethane Foam Polyurethane Foam
Obturating Sphere Stainless Steel Ball Stainless Steel Ball
Styles:

Adjustable Yes Yes

Flexible Yes Yes

Sizes:

3.0cm x 9.5cm Yes Yes

4.0cm x 12.0cm Yes Yes

4.5¢cm x 14.0cm Yes Yes

5.0cm x 16.0cm Yes Yes

Product Shipped

Sterile: Yes No

Sterilization Method: |[ETO N/A

5.4 Comparisons:

The differences between the Silimed Vaginal Stent and Mentor/Heyer-Schulte Vaginal Stent:

e Silimed’s Vaginal Stents are supplied sterile vs Heyer-Schulte’s vaginal stent which is supplied

non-sterile.

Revised Appendix 5 Page 2




RRG/LLD 1/6/93 DRAERD Premarket Notification 510(k)

Rev. 2/6/96 Screening Checklist

510(k) Number & Device Name

Company _

ITEM

1. General information ( i.e., trade & classification name,
Est. Reg. No., device class, meets special
controls or a performance standards, etc.)
Reason for 510(k) - new device or modification
Identification of legally marketed equivalent device
Truthful and accurate statement
SMDA 510(k) summary or statement

2. Proposed Labeling, Labels, Advertisements
Description of new device/modification
Intended use statement
Diagrams, Engineering Drawings, Photographs
Indication for Use Statement

3. Comparison of similarities/differences to named
legally marketed equivalent device
Equivalent Device Labeling, Labels, Advertising
Intended use of equivalent device

4. List of all patient contacting materials in new device
Comparison of materials to equivalent device

5. Biocompatibility information/data for patient
contacting materials, OR
Certification - identical material/formulation

6. Performance data: Bench data
Animal data
Clinical data

7. Sterilization information

8. Software validation & verification

9. If Class III, Class III Certification & Summary
10. If kit, kit certification

" PRESENT NEEDED

Yes Na  (Y/N/2)

M



RN

~ Administrative Reviewer Signature:

FOR REVIEWER’S USE ONLY

RRG 9/24/93 DRAERD Premarket Notification 510(k)
Rev. 5/8/95 SUPPLEMENTAL Screening Checklist

DRAERD has been given the go ahead to continue with the DRAERD Premarket
Notification 510(k) Screening Checklist program rather than switching to the ODE
Premarket Notification (510(k)) Checklist for Acceptance Decision. However, some
items appear in the ODE Checklist that were not in the early version of the DRAERD
Checklist or Explanation of the Checklist. Therefore, the following items should be
included as part of the DRAERD screening process:

'510(k) Number: TIER (Cixcle) I/ 10/ IO

Expedited Review Requested: Y/N Granted: Y/N OR, FDA Identified Expedited: Y/N

ITEM Yes No

1. Is the product a device? .
2. Is the device exempt from 510(k) by regulation or policy? .

3. Are you aware that this device has been the subject of a

previous NSE decision? o
If yes, does this new 510(k) address the NSE Issue(s)

(e.g., performance data)? o

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

If yes, consult the ODE Integrity Officer, and has the ODE
Integrity Officer given permission to proceed with the review? o

5. Is there a specific guidance document for this device or device issue(s)? __ __

6. Is this a file that was determined to be substantially e(juivalent (SE) by ODE,
but placed on hold due to GMP violations and deleted after 12 months on hold? If yes,

a new review by ODE is not required, please forward to POS. o

In addition, the following item is going to be required as part of a revision to the 510(k)
regulation. However, it is not required now, but the Explanation of the DRAERD

Screening Checklist has been modified to include this information.

7. Address of manufacturing facility/facilities, and if applicable,
sterilization site(s). . .

~ Date:




DRAERD REVIEWER RECORD FOR ORIGINAL 510(K)S,
AND PMA AND IDE SUPPLEMENTS

Document No. Reviewer Date Assigned

CONSULTING REVIEWS DESIGNATED, AS APPROPRIATE, BY BRANCH CHIEF AND LEAD REVIEWER,

AT THE BEGINNING OF THE REVIEW:

SPECIALTY REVIEW NEEDED?

YES NO

CLINICAL

ENGINEERING/
PHYSICS

CHEMISTRY/
BIOMATERIALS

SOFTWARE

BIOLOGICAL/
STERILITY

TOXICOLOGY/
BIOCOMPATIBILITY

STATISTICS

OTHER

COMMENTS:

REVIEWER

DATES

SENT

RETURNED

REVISED 1/2/96 LMS
ON LAN AS REVREC.FRM

| h



R

QUALITY CONTROL OVERVIEW OF DOCUMENT

A. ASSOC. DIRECTOR QC OVERVIEW: MEDICAL QC OF SUBMISSION IS NECESSARY?

YES NO INITIALS/DATE

B. IF YES IS NOTED ABOVE, MEDICAL OFFICER QC OVERVIEW:

1. Examination of the specialty reviews indicate there are remaining clinical issues that
should be addressed (See attached sheet for summary).

INITIALS/DATE
¥
2. In my opinion, all pertinent clinical issues have been adequately addressed.
FINAL SIGNOFF: MEDICAL OFFICER/DATE
FINAL SIGNOFF: ASSOC. DIRECTOR/DATE

REVISED: 1/2/96 LMS
LOCATED ON LAN AS REVREC.FRM




REVISED:01/22/96

PREMARKET NOTIFICATION {510 (K)) CHECKLIST FOR ACCEPTANCE DECISTON

e Device Name

Division/Branch

Administrative Reviewer Signature

Date

Supervisory Signature -

Daté -

Did the firm request expedited review?

Yes No

Did we grant expedited review? Yes

No

Truthful and accurate statement enclosed?

Yes No

(If Not Enclosed, Must Be A Refuse To Accept Letter)
Required For Originals Received 3/14/95 And After

Is the Indication for Use Form enclosed?

YES ~__No

(Required for Original S10(k)s received 1/1/96

must be submitted on a separate sheet of paper)

Without reviewing this 510(k), do You believe this device type may be a preamendments
class III device? Yes No . (IF YES, NOTIFY POS IMMEDIATELY IF THE OUTSIDE OF

and after --

THE S10(k) HAS NOT BEEN STAMPED CLASS III SO THAT THE GMP INSPECTION CAN BE SCHEDULED AS
SOON AS POSSIBLE) . Class III devices can not receive a determination of substantial

‘1ivalence until the GMP inspection process has been completed.

= this a file that was determined to be substantially e
hold due to &MP violations and deleted aft

is not required, please forward to POS.

Yes No

Accepted

‘. o

er 12 months on hold?

Refuse To
Accept

quivalent by ODE, but placed on

If so, a new ODE review

e



Advertisementsg (If Available) That
Describe The Device, Its Intended Use, And
Directions For Use (Blue Book Memo #G91-1)

I. CRITICAL ELEMENTS : YES NoO
PRESENT INADEQUATE
OMISSION JUSTIFIED OMITTED
A. Is The Product A Device? a O
B. Is The Device Exempt From 510 (k) By a 0
Regulation or Policy?
C. 1Is Device Subject .To Review.By.CDRH? . .. - 0 a .
D. (i) Are You Aware That This Device Has g g
Been The Subject Of a Previous NSE
Decision? ‘
(ii) If Yes, Does This New 510(k) Address a (]
The NSE Issue(s) (E.G., Performance
Data)?
E. (i) Are You Aware Of The Submitter Being . . { 0o
The Subject of An Integrity Investigatiom?-|------- - -
If Yes, Consult The ODE Integrity Officer.
-(ii) Has The ODE Integrity Officer Given O 1]
Permission To Proceed With The Review?
(Blue Book Memo #191-2 And Federal
Register 90N-0332, September 10, 1991.)
7. Does The Submission Contain The a a
‘ Information Required Under Sections
“‘“«r‘ 510(k), 513(f), and 513(i}) Of The Federal
Food, Drug, and Cosmetic Act (Act) And
Subpart E Of Part g8g7 In Title 21 Of The
Code Of Federal Regulations?:
1. Device Trade Or Proprietary Name a
2. Devige Common' Or Usual -Name Or - - a
Classification Name -
3. Establishment Registration Number {Only 0O . a
Applies 1If Establishment Is Registerad)
4. Class Into Which The Device Is Classified a o
Under (21 CFR Parts 862 to 892)
Ll
L -
{ 5. <Classification Panel O
6. XAction Taken To Comply With Section 514 Gf a a
The aAct
7. Proposed Labels, Labeling And 0 a




8. A 510(k) Summary Of Safety And ] 0
Effectiveness Or A S510(k) Statement That
Safety And Effectiveness Information Will
Be Made Available To Any Person Upon
° Request
e
9. For Class III Devices Only, A Class III 0 (W]
Certification And A Class III Summary
10. Photographs Of The Device 0 O
11. Engineering Drawings For The Device With .a. (8]
Dimensions -And Tolerances:----—- - - —« -
12. The Marketed Device(s) To Which 0 a
Equivalence Is Claimed Including Labeling
And Description Of The Device
13. Statement Of Similarities And/Or o ad
Differences With Marketed Device (s)
14. Data To Show Consequences And Effects Of A 'R a
Modified Device(s)
15. Truthful And Accurate Statement ) ]
II. Additional Information That Is Necessary 0 0
"Under 21 CFR 807.87(h):
A. Submitter‘s Name And Address O ]
B. Contact Person, Telephone Number And ] 0
Fax Number
‘ C. Representative/Consultant If Applicable o a
D. Table Of Contents With Pagination o g
E. Address Of Manufacturing 0 a
Facility/Facilities And, If
Appropriate, Sterilization Site(s)
III. Additional Information That May Be a a
Necessary Under 21 CFR 807.87(h): -
A. Comparison Table Of The New Device To 8] a
The Marketed Device(s)
B. Action Taken To Comply With Voluntary a 0
Standards
C. Pexformance Pata a ¥
MARKETED DEVICE: 0 8]
Bench Testing o a
Animal Testing a a
Clinical Data g a
NEW DEVICE: 0 O
Bench Testing G 0
— Animal Testing a 0 )




” Clinical Data G [}
" D. Sterilization Information g 0
I
E. Software Information n] O
) ~— F- Hardware Information 0 a
v G. If This 510(k) Is For A Kit, Has The Kit a a
Certification Statement Been Provided?
H. 1Is This Device Subject To Issues That Have a a
Been Addressed~In-Speeific~Guidance e
Document (s) ? ) '
If Yes, Continue Review With Checklist 0 a
From Any Appropriate Guidance Documents.
If No, Is 510 (k) Sufficiently Complete To a 0
Allow Substantive Review?
I. Other (Specify) g a
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REVISED:3/14/95

THE 510(K) DOCUMENTATION FORMS ARE AVAILABLE ON THE LAN UNDER 510(K)
BOILERPLATES TITLED *DOCUMENTATION" AND MUST BE FILLED OUT WITH
EVERY FINAL DECISION (SE, NSE, NOT A DEVICE, ETC.).

"SUBSTANTIAL EQUIVALENCE". (SE). DECISION MAKING DOCUMENTATION ..... ......... ... ...

Reviewer:

Division/Branch:

Device Name:

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

YES NO
1. Is Product A Device If NO = Stop
2. Is Device Subject To 510(k)? If NO = Stop
3. Same Indication Statement? ' If YES = Go To S
4. Do Differences Alter The Effect Or If YES = Stop NE
Raise New Issues of Safety Or
- “Effectiveness?
5. Same Technological - Characteristics? If YES = Go To 7
6. Could The New Characteristics Affect If YES = Go To 8
Safety Or Effectiveness?
7. Descriptive Characteristics Precise If NO = Go To 10
Enough? If YES = Stop SE
8. New Types Of Safety Or Effectiveness If YES = Stop NE
- Questions?
9. Accepted Scientific Methods Exist? - If NO = Stop NE
10. Performance Data Availabie? ’ ) Iif HC = Request
Data
1l. Data Demonstrate Equivalence? Final Decision:
Note: In addition to completing the form on the LAN, "yes" responses to
questions 4, 6, 8, and 11, and every “no" response requires an
explanation.
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1. Intended Use:

similar to and/or different from other marketed devices, plus data (if
necessary) to support the statement. Isg the device life—supportihg or
life sustaining? Is.the,device.implanted.(short?term or.long-term)? Doeas
the device design use software? Is tie device sterile? Is the device for
single use? Is the device for home use or prescription use? Does the
device contain drug or biological product as a component? Is this device
a kit? Provide a summary about the devices design, materials, physical
Properties and toxicology profile if important.

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

1. Explain why not a device:

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

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

indication:

4 Explain why there is Or 1s not a new effect or safety or effectiveness
issue

S. Describe the new technological characteristics:

6. Explain how new characteristics could or could not affect safety or
effectiveness: ’

7. Explain how descriptive characteristics ar not precise enough:

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

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

10. Explain what performance data is needed:

M
H
6]
o}
o]
o,
n

£xplain how the perfcrmance datu demcnsurates‘that'thE'devic
not substantially equivalent :

3=
(=

ATTACH ADDITICNAL SUPPORTING INFORMATION ‘

¢



DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

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

November 28, 1997 Rockville, Maryland 20850
SILIMED, L.C. 510(k) Number: K974479

C/0 SMITH ASSOCIATES Received: 26-NOV-97

P.0 BOX 4341 Product: SILIMED VAGINAL

CROFTON, MD 21114 STENT

ATTN: E J. SMITH

The Center for Devices and Radiological Health (CDRH), Office of Device
Evaluation (ODE), has received the Premarket Notification you submitted in
accordance with Section 510(k) of the Federal Food, Drug, and Cosmetic Act
(Act) for the above referenced product. We have assigned your submission a
unique 510(k) number that is cited above. Please refer prominently to this
510(k) number in any future correspondence that relates to this submission.

We will notify you when the processing of your premarket notification has been
completed or if any additional information is required. YOU MAY NOT PLACE
THIS DEVICE INTO COMMERCIAL DISTRIBUTION UNTIL YOU RECEIVE A LETTER FROM FDA
ALLOWING YOU TO DO SO.

On January 1, 1996, FDA began requiring that all 510(k) submitters provide on
a separate page and clearly marked "Indication For Use" the indication for use
of their device. If you have not included this information on a separate page
in your submission, please complete the attached and amend your 510(k) as soon
as possible. Also if you have not included your 510(k) Summary or 510(k)
Statement, or your Truthful and Accurate Statement, please do so as soon as
possible. There may be other regulations or requirements affecting your device
such as Postmarket Surveillance (Section 522(a)(l) of the Act) and the Device
Tracking regulation (21 CFR Part 821). Please contact the Division of Small
Manufacturers Assistance (DSMA) at the telephone or web site below for more
information.

Please remember that all correspondence concerning your submission MUST be
sent to the Document Mail Center (HFZ-401) at the above letterhead address.
Correspondence sent to any address other than the Document Mail Center will
not be considered as part of your official premarket notification submission.
Because of equipment and personnel limitations, we cannot accept telefaxed
material as part of your official premarket notification submission, unless
specifically requested of you by an FDA official. Any telefaxed material
must be followed by a hard copy to the Document Mail Center (HFZ-401).

You should be familiar with the manual entitled, "Premarket Notification
510(k) Regulatory Requirements for Medical Devices" available from DSMA.
If you have other procedural or policy questions, or want information on
how to check on the status of your submission (after 90 days from the
receipt date), please contact DSMA at (301l) 443-6597 or its toll-free

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

or me at (301) 594-1190.

Sincerely yours,

Marjorie Shulman

Consumer Safety Officer
Premarket Notification Staff
Office of Device Evaluation

|9



SILIMED, L.C. V)ﬁl / )HL /\f ei q

14014 Sullyfield Circle, Suite C
Chantilly, Virginia 22021
(703) 802-3446

Food and Drug Administration
Document Control Center
Office of Medical Devices
9200 Corporate Blvd.
Rockville, Maryland 20850

E&@@fvgﬁ

Attention: Document Mail Clerk

This is to notify you of the intention, by Silimed, L.C., to Manufacture and market the foll
device: 2
L
Classification Name: Stent, Vaginal
Vaginal Stent

Common/Usual Name:

Silimed Vaginal Stent

Proprietary Name:
Establishment Registration Number: []

Classification: Class II
Classification Panel: 85KXP, 884.3900

Performance Standard: N/A

Labeling/Product Performance/Promotional Material:

ofving
o
—

ey
Ly
i

Instruction and Package inserts are attached

L.
LrEmy
ey
T,

o=

Labeling:
as appendix 1.
Product Information: Product performance and Product
Specifications attached as Appendix 2.1-2.9.
Sterilization Information: Sterilization Information attached as

Appendix 3.

Promotional Material:

=3

as Appendix 4.

Advertisement and catalog listings attached



Substantial FEquivalence: . This Product is similar in design, intended
use and function to many other devices on
the market. Appendix 5 contains a
comparison of Silimed Vaginal Stents with
Heyer-Schalte Vaginal Stent. A comparison
wable and excerpls rom Jabeling and
promotional materials of the other similar
product is included in Appendix 5.

Comparable products arc:

Conmipany Model 510(k)
Heyer-Schalte Adjusiable Vaginal — Stent
Quality Assurance and
Quality Control Procedures: Attached as Appeadix 6.

Mr. E.J. Smith - consultant - of Smith Associates is authorized to represent Sitimed, L.C. Inc, ln
connection with this notification. Tis contuct details are ay follows:

Smith Associates

P.0O. Box 4341

Croflon, Maryland 21114
Tel: (410) 451-0639

VM: (RO0) 875-3612 ext. 307
Fax: (410) 793-0448

Please Contact Mr. E.J. Smith with regard fo uny additional information which may be required.

bert A. Bishop, U
anager




Page 1 of 1
510(k) Number (if known):
Device Name: Silimed Vaginal Stent
Classification Panel: 85KXP, 884.3900

Indications for Use:

The Silimed Vaginal Stent is designed to maintain the vaginal canal following radiological
treatment or surgical procedures to restore, enlarge or create a vagina.

The surgeon is responsible for proper choice of shape and size to meet the clinical and aesthetic
needs of each case. -

Federal (U.S.A.) law restrict this device to sale by l( on the order of a physician.

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

Concurrence of CDRH, Office of Device Evaluation (ODE)

Prescription Use or Over-the-Counter Use



PREMARKET NOTIFICATION
TRUTHFUL AND ACCURATE STATEMENT
[As Required By 21 CFR 807.87 (i)}

I certify that, as Manager, Silimed [.C.. T belicve o 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.

\ Bt

(Signature) U

Robert A, Bishop. [
(Typed Name)

{Date)

(Premarket Noutication |3 10(k) Number)

%
*




PREMARKETY NOTIFICATION
310(K) STATEMENT
(As Required By 21 CFR 807.93)

[ certify that, as Manager, Silimed L.C., [ will make available all information included in this
premarket notification on safety and effectiveness within 30.days. of request by any.person if the
device described in the premarket notification submission is determined to be substantially

notification submission. including any adverse safety and effectiveness information. but
excluding all patient identifiers, and trade sccret and confidential commercial information, as

defined in 21 CFR 20.61.

(Signature)

S’
Robert A. Biihop, {1
(Typed Name)

{Late)

{ Premarket Nonfication | 310(k) Number]
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Appendix 1: Indication for Use, Description and labeling
Information



APPENDIX 1: INDICATION FOR USE, PRODUCT DESCRIPTION,
INSTRUCTIONS AND LABELING INFORMATION

1.1 Indication for Use:

The Silimed Vaginal Stent is designed to maintain the vaginal canal following radiological
treatment or surgical procedures to restore, enlarge or create a vagina.

The surgeon is responsible for proper choice of shape and size to meet the clinical and aesthetic
needs of each case.

Federal (U.S.A.) law restrict this device to sale by or on the order of a physician.

A 3

1.2 Description of the Vaginal Stent: /,\‘;f‘: ST XM

The Silimed Vaginal Stent (figure 1.1) chésts of three parts: 1. internal drain, 2. the valve
(silicone obturating sphere) and 3. tubing. The membrane’s basic elastomer is vinyl dimethyl
polydimethyl siloxane with a loax-of pure amorphous fine crushed silica catalyzed by a platinum
compound and the shell is then filled with polyurethane foam. The basic elastomer for the
connections and drain is polydimethyl siloxane. The cylindrical valve is made of polydimethyl
siloxane and a 001 stainless steel ball. The stent is available in 4 sizes ranging from a volume of
70cm? to 300cm?.

The Vaginal Stent is supplied sterile and is available in a transparent double “blister” pouch or
double peel pouch. Both are sterilized by ETO.

Figure 1.1 Silimed Vaginal Stent
The Silimed Vaginal Stent is designed to maintain the vaginal canal following radiological
treatment or surgical procedures to restore, enlarge or create a vagina. The stent consists of a
watertight silicone elastomer shell filled with polyurethane foam, which has been designed to help
protect surrounding tissue against concentrated pressure points. The fill tube with a '
sliding-ball-valve provides for collapsing the stent to facilitate insertion and removal of the device
from the vaginal canal. The fill tube allows for the filling of the stent with 0.9% normal saline, in
order to adjust the size of the device and to exert pressure on the vaginal wall.

1.3 Contraindications and Precautions:

Silimed considers the existence of infections in any part of the body as an absolute
counter-indication for any operation.

Appendix 1 Page 1
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1.4 Clarification and Consent of the Patient:

Considering the risks that are inherent to any surgical operation, and possible complications due to
the use of the vaginal stent, Silimed relies on the surgeon to clarify the risk factors before obtaining

the patient’s formal consent.

1.5 Labeling: Reference Exhibit 1.1

Appendix 1 Page 2
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Exhibit 1.1

PRODUCT INFORMATION
VAGINAL STENT

Description: e
The Silimed Vaginal Stent described in this insert is intended for use only as supplied. Under no / B e ¢
circumstances should this device be altered, modified or revised in any way prior to or during its™( M

use. ,‘

The inflatable Silimed Vaginal Stent is designed for neovaginal and reconstructive surgery. The . Y

- Vaginal Stent has an internal drain that allows drainage of the surgical wound without withdrawing

the silicone body, obturating sphere and tubing.

The Vaginal Stent is presented in a set of sizes (base, height and volume) that appear in Silimed’s
commercial catalog. This sizing is the result of many years of research with the medical profession.

The Constituent Materials:

How Supplied:

Silimed Vaginal Stents are supplied sterile and are contained in:

The packages are stored in a cardboard box with a plastic protective film. Outer package label will
contain the following information: description of the product, catalog number, lot number and
expiration date.

Sterilization: Ethylene Oxide

An individual confirmation of sterilization of each batch is carried out, as well as a quarterly
validation of the latter performed by an independent laboratory.

Exhibit 1.1 Page 1
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Instructions for Use: P X &

Opening the Package: Vaginal Steng! are supplied sterile and have been subrt}jtl;ed'vto"cafeﬁxl tests 2
that guarantee their biocompatibility and virtual absence of reactions in t]?c/é”r'ganism, the possible |

rare exceptions occurring on account of specific, individual conditions. !

Care when opening the package is of utmost importance: The high dielectric value of silicone?"’
can generate static charges responsible for the attraction of particles existing in the atmosphere, |
such as dust, lint, and talc to mention a few examples. External contaminants that adhere to the
membrane surface may provoke foreign-body reactions in the organism thereby increasing fibrosiy ;
and the generation of fluids. ';

Care should also be taken with all the accessories of the product, be they documents such as ( //7
inserts, labels for different files, etc., or parts of products such as valves and filling tubes. 1 ’

The “blister” packages are double packages, which allows the user to open them in two stages:
-first remove the special paper protection from the outer “blister” gaining access to the
to the sterile inner package.
-secondly, remove the special paper protection from the inner “blister” next to the surgical
field.

When the implant is packaged in a double peel pouch:
-proceed in the same way as the “blister” package.

Inflatable Vaginal Stent

1- Internal Drain
2-The valve (silicone body and obturating sphere)
3-Tubing

Open Position
Exhibit 1.1 Page 2
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Open Position:
To fill up or deplete the expander, shift the sphere towards the side of the tubing with a
slight compression between the thumb and index finger. When the sphere is in position, one
can fill or empty the stent with the help of a syringe connected to the extremity of the
valve.

Closed Position

Closed Position :
To close the valve displace the sphere using the thumb and index finger to move the sphere
towards its free extremity The pressure within the valve coming from the stent  will
facilitate its airtight closure by the sphere.

Resterilization:
Silicone implants are meant for single patient use; resterilization is thus forbidden by international
standards.

Important Recommendations:

Maintenance of Sterility: It is essential that the vaginal stent be used under conditions of
absolute asepsis and sterility
Packaging Inspection: The packaging of the vaginal stent must be carefully examined. |
If the package has been damaged in any way, the stent cannot be

used. Wt
Stent used only as supplied: The vaginal stent can only be used in its original form, o N
without any alterations to its original characteristics. w A » ?
,r\,) )M‘ ad 4 i{ﬁ{ o
g & -
¢ -~ £
ALL SILICONE VAGINAL STENTS MUST BE USED IN ONE PATIENT ONLY o Mo
ij\r' b'("\ U,../'
Durability: ‘ K

The vaginal stent is a temporary device for treatment time not to exceed 12 weeks.
Contraindications and Precautions:

Silimed considers the existence of infections in any part of the body as an absolute contraindication
for the use of this product for any operation.

Exhibit 1.1 Page 3



Transportation and Storing:

Silimed products and packages are extremely resistant and if handled with normal minimum of care
will not present any problems. However, they should not be transported or stored with other types
of material that may cause mechanical damage to the packaging and thus invalidate their sterile
condition.

Clarification and Consent of Patient:

Silimed relies on the surgeon to clarify with their patients any risk factors inherent in surgery of
this type before obtaining the patient’s formal consent.

Warranty:

Silimed has stipulated a three year warranty for manufacturing defect provided the packaging has
been preserved intact prior to use.

Silimed will replace any defective product. Since proper registration is made of each unit of raw
material, stages of manufacture, and atmospheric and operational conditions, an individual number
is given to each item that identifies it at any time, As a result, it absolutely necessary that any
complaint be accompanied by the CONTROL NUMBER of the relevant item that appears on the
package and by the PATIENT’S LABEL supplied to the doctor and detachable from the label of

each package.

The warranty on Silimed products does not cover the simple decision of the patient or surgeon to
change the product.

Exhibit 1.1 Page 4
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Appendix 2.1 Chemical Characterization of Device Components



Chemical Characterization of Device
Components

Appendix 2.1 Page 1



Appendix 2.2 Material Choices, Product Specification and Product
Design
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Appendix 2.2 Material Choices, Product Specifications and Design
¢
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2.2.3 Silimed Vaginal Stent Design:

— A
2 é‘ _________
3 AN

1= Internal Drain
2= The valve ( silicone body and obturating sphere )
3= Tubing

2.2.3.1 Open Position:

2.2.3.2 Closed Position:

. -

Appendix 2.2 Page 2



Appendix 2.3: Properties of Bulk Materials
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Appendix 2.3 Properties of Bulk Materials
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Appendix 2.4: Molecular Weight Non-Linked Component
Polymers, GPC
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Appendix 2.5: Trace Metals Analysis, ppm



2.5 Trace Metals Analysis, ppm
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Appendix 2.6: Physical Properties
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Appendix 2.6 Physical Properties
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Appendix 2.7: Chemical Properties
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Appendix 2.7 Chemical Properties
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Appendlx_( 2.8: IR Characterization
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Appendix 2.8 IR Characterization
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Appendix 2.9: Biocompatibility Tests and Results
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Appendix 2.9 Biocompatibility Tests and Results
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Appendix 3: Sterilization Information
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Exhibit 3.1
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Exhibit 3.2
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Exhibit 3.3
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APPENDIX 4: PROMOTIONAL MATERIAL
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Exhibit 4.1
Silimed Vaginal Stent Catalog Sheet

Appendix 4 Page 2
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CONFORMADOR VAGINAL INFLAVEL: Destinado is cirurgias de neovagina, apresenta um dreno

intemmo que possibilita a assepsia da ferida cirtirgica sem a sua retirada.

Formnecido estéril.

CONFORMADOR VAGINAL INFLABLE: Destinado a ias cirugies neovaginales, presents un drenaje intemo

que permite realizar la asepsia de la herida quinirgica sin retirario.
Entregado esténi.

INFLATABLE VAGINAL STENT: Designed for neovaginal surgery, presents an intemal drain thal aliows carrylng

out the asepsis of the surgical wound without withdrawing it.
Supplied sterile.

2 1 _ T REFERENCIA VOLUME DIMENSOES
ss==z:cs=z==3 REFERENCIA VOLUMEN DIMENSIONES
3 i REFERENCE VOLUME DIMENSIONS
cmd cm

_ A ]
1 - Dreno intermo 3521.095 70 8.5 3,0
1 - Drenaje intemo 3521120 150 12,0 40
- Internal drain 3521-140 220 14,0 45
3521-160 300 160 50

2 - Viivula (corpo de silicone e esfera obturadora)
2 - Vidlvula (cuerpo de silicona y esfera obturadora)
2 - The valve (silicone body and obturating sphere).

3-Tubo
3- Tubo
3 - Tubing

4. POSICAO ABERTA
4 - POSICION ABIERTA

5 - POSIGAO FECHADA
5 - POSICION CERRADA

4 - OPEN POSITION 5 - CLOSED POSITON

55
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APPENDIX 5: COMPARISON OF PREDICATE DEVICES

5.1 Indication for Use:

The Silimed Vaginal Stent is designed to maintain the vaginal canal following radiological
treatment or surgical procedures to restore, enlarge or create a vagina.

The surgeon is responsible for proper choice of shape and size to meet the clinical and aesthetic
needs of each case.

Federal (U.S.A.) law restrict this device to sale by or on the order of a physician.
5.2 Description of the Vaginal Stent:

The Silimed Vaginal Stent consists of three parts: 1. internal drain, 2. the valve (silicone obturating
sphere) and 3. tubing. The membrane’s basic elastomer is vinyl dimethyl polydimethyl siloxane
with a load of pure amorphous fine crushed silica catalyzed by a platinum compound and the shell
is then filled with polyurethane foam. The basic elastomer for the connections and drain is
polydimethyl siloxane. The cylindrical valve is made of polydimethyl siloxane and a 001 stainless
steel ball. The stent is available in 4 sizes ranging from a volume of 70cmS to 300cm3.

The Vaginal Stent is supplied sterile and is available in a transparent double “blister” pouch or
double peel pouch. Both sterilized by ETO.

The Silimed Vaginal Stent is designed to maintain the vaginal canal following radiological
treatment or surgical procedures to restore, enlarge or create a vagina. The stent consists of a
watertight silicone elastomer shell filled with polyurethane foam, which has been designed to help
protect surrounding tissue against concentrated pressure points. The fill tube with a
sliding-ball-valve provides for collapsing the stent to facilitate insertion and removal of the device
from the vaginal canal. The fill tube allows for filling the stent with 0.9% normal saline, in order to
adjust the size of the device and the pressure it exerts on the vaginal wall.

5.3 Predicate Devices:

One device on the market are substantially equivalent, in part or in whole, to the Silimed Vaginal
Stent. The comparison product is:

Company Product 510(k)Number
Heyer- Schulte Corporation Adjustable Vaginal Stent Unknown

Table 5.1: Predicate Product Comparison Chart, presents a comparison of significant features of
these devices. The sub-appendixes here (Appendix 5.1) contain advertisements for the predicate
products.

Appendix 5 Pagel
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Table 5.1:Predicate Product Comparison Chart

Parameters Silimed Heyer-Schiilte
Proprietary Name: Silimed Vaginal Stent Adjustable Vaginal Stent
510(k) Number:

Indications for Use:

designed to maintain the
vaginal canal following
radiological treatment or
surgical procedures to
restore, enlarge or create a
vagina.

desighed to maintain the
vaginal canal following
radiological treatment or
surgical procedures to
restore, enlarge or create a
vagina.

Single Patient Use:

Yes

Yes

Material Choices:

Sheli: Silicone Elastomer Silicone Elastomer
Fill Material: Polyurethane Foam Polyurethane Foam
Obturating Sphere Stainless Steel Ball Stainless Steel Ball
Styles:

Adjustable Yes Yes

Flexible Yes Yes

Sizes:

3.0cm x 9.5cm Yes Yes

4.0cm x 12.0cm Yes Yes

4.5cm x 14.0cm Yes Yes

5.0cm x 16.0cm Yes Yes

Product Shipped

Sterile: Yes No

Sterilization Method: |[ETO N/A

5.4 Comparisons:

The differences between the Silimed Vaginal Stent and Heyer-Schulte Vaginal Stent:

e Silimed’s Vaginal Stents are supplied sterile vs Heyer-Schulte’s vaginal stent which is supplied

non-sterile.

Appendix 5 Page 2
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APPENDIX 5.1 HEYER-SCHULTE CORPORATION ADVERTISEMENTS
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Adjustable Vag

644-£0-100-828001

inal Stent

Exclusive
United States
Distributor:

MEDIC SERVICE
Arzt- und Spitalbedarf
B604 Volketswil
Tal, 01 /945 48 15

Description

The Adjustable Vaginal Stent is de-
signed to maintain the vaginal canal
following radiological treatment or
surgical procedures 1o restore, en-
large or create a vagina. The stent
is availabie in four sizes. Cylindrical
in shape and rounded at the ends,
the stent consists of a watertight
silicone elastomer shell filled with
poiyurethane foam. This design is
intended to heip protect surround-
ing tissue against concentrated
pressure points. The“th rough-tube”
allows for drainage of the vagina.
A 4l tube with a sliding=balt valve
provides for collapsing the stent to
facilltate insertisn and removal of
the device from the vaginal canal.
In addition, the fill tube aliows for
filling the stent with norma! saline,
in order to adjust the size of the
device and the pressure it exerts on
the vaginal wall.

indications

The Adjustable Vaginal Stentis indi-
cated for use.

1. as a pressure dressing after vag-
inal surgery to hold pedicle flaps
orfreeskingraftsin close apposition
to the receptor site,

2. as an obturator or dilator to main-
tain the vaginal canal and reduce the
nossibility of contracture and steno-
sis following vaginal surgery and/or
radiological treatment.

Contraindications

procedurss tn oreate. enlarqge or
restore the vagina are contraindi-
cated in the presence of local or
systemic infection or in the pres-
ence of an anomaly of the urinary
system which could be damaged by
such procedures or by subsequent
sexual intercourse. Congenital
anomalies of the urinary tract fre-
quently associated with congenital
absence of the vagina include pelvic

kidney, anomalous insertion of the
ureter and ureteral duplication.

The use of the Adjustable Vaginal
Stent is contraindicated when for
any reason the patient has the in-
ability to operate the device or to
understand how the device is oper-
ated, or when the patient is apt to be
uncooperative in maintaining the
stent within the vagina for the pre-
scribed length of time.

Instructions For Use

Procedures for Deflating and Filling
the Adjustable Vaginal Stenl

Birections fur deflating amd filling
the unit during the surgical proce-
dure are as follows:

1, Prior to inserting the stent,
deflate the device completely by
squeezing of aspirating with a
syringe.

2. Close the valve by moving the
pall to the closed position, i.e., to-
ward the filling orifice.

3. Using a syringe filled with sterile,
normal saline, inflate the device to
the desired contour, but keep the
device small enough that it may he
introduced into the vagina.

4, Close the valve,

5. Fill the unit in situ to the desired
volume,

6. Adjust volume in the stent by
opening the valve and using a sy-
ringe to introduce or withdraw saline
or air. Close the valve.

surgical Procedure

A variety of surgical techniques may
be employed durin the use of the
Adjustable Vaginal Stent; therefore,
the surgeon is best advised to use
the method which his own practice
and discretion dictate to be best for

the patient.
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The tollowing procedure for crea-
tion of an artificiat vagina is fur-
nished by Dr. Donald R. Laub* for
information purposes.

A pre-gperative regimen is used (0
purge and sterilize the gastrointes-
tinal tract. The genitalia are shaved
and thoroughly prepared forsurgery
hy washing with antiseptics.

The anaesthetized patient is placed in
the prone position. A sufficiently
large skin graft, 018 to .022 inch
thick, is taken from the burtocks,
The donor site is dressed and the
patient placed in the lithotomy
position, Draping includes a aispos-
able O'Connor Urology Drape,
which goes in the rectum, allowing
a gloved finger to be placed there
for proprioceptive arientation 1Q
tissue pilanes during dissection, A
Foley cathater is placed to provide
bladder drainage and help identify
the urethra during surgery.

The vaginal space regquired is croat-

ed wusing the appropriate inGision

with blunt and sharp dissection. It
T4s important to achieve absoiule
“hemostasis,

The proper-sized. sterile stent is
sefected and prepared by partially
filling with air (or saline). {See
above procedures for deflating and
filling the stent.) The shkin graft is
wrapped evenly, raw Side oul,
around the stent. Excess skin ($
irimmed a! the overiapping edges,
and the margins are sutured with a
continuous locking suture of 4-0
absorbable suture material. CARE
MUST BE TAKEN NOT TO PER-
FORATE THE THIN, SILICONE
ELASTOMER SHELL OF THE
STENT WITH THE NEEDLE. The
skin-covered stent is moistenad with
satine compresses to facililate in-
sertion into the vaginal space, Once
the stent is in place, the edges of the
skin graft can be sutured with inter-
rupted sutures to the edges of the
vaginal introitus.

The stent may be inflated with air{or
saline) to stratch and hold the graft
in place. Only enough pressure to
provide slight compresison is re-
guired. Excessive pressure must be
avolded, as i will Inhibit circulation
and can cause necrosis of the skin
gratt and/or the urethra agalnst the
catheterand the publs. Asuprapubic
catheter is therefore useful.

*Donald R, Laub, M.C.

Cnief, Division of Plastic &
Reconstructive Surgéry

Stantord University Madical Center
Stanford, CA 94305

The stent may not be sell-retaining
and should be held in place in an
appropriate manner, such as tying
the stent ro sutures placed in the
thign.

One week after insertion the stent

may be deflated by aspirating witha -

syringe, then removed while the
vaginal space is irrigated with saline.
The stent must be cleaned and steri-
lizad prior to re-insertion. There-
aftar, the patient may remaove the
stent for cleaning, and sexual inter-
course is permitted after two months
it epithelization is compiste, butuntil
alt tendency to vaginal canstriction
has ceased (approx. six months)the
patient must be instructed that the
vagina will contract if the stentis left
out for longer than 10 to 15 minutes
atatime. Intermittent use of the stent
to maintain the vaginal canal is usu-
ally required for six months, and may
be required indefinitely,

How Supplied

This product is supplied NON-
STERILE AND MUST BE CLEANED
AND STERILIZED PRIOR TO
PLACEMENT WITHIN THE BODY.

Cleaning and
Sterilization Procedures

The Adjustable Vaginal Stent is
recommended FOR REUSE IN THE
SAME PATIENT ONLY.

It is recommended that each insti-
tution establish the efficacy of its
sterilization procedure by a method
which inciudes the sterilization ot
an intentionally contaminated pro-
duet.

DO NOT STERILIZE IN THE PACK-
AGING SYSTEM SUPPLIED.

The following cleaning and steriliza-
tion technigues have been found
effective and are providedasaguide:

To Clean: Remove the stent from its
package in & clean environment
using gloved hands. To prevent
cleaning solution fram entering the
interior of the stant, pinch the valve
ball into the “closed” position —i.e.
the position mearest the opening of
the valve tube. (When the valve isin
the “closed” position, air cannot be
squeezed from the prosthesis.)
\Wash the prosthesis thoroughly ira
not water and soap solution. DO
NOT USE SYNTHETIC DETER-
GENTS OR CIL-BASED SOAPS.
Rinse the prosthesis well in distilled
water, taking care to flush the lumen
of the through drain.

Open
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To Sterilize: Pinch the valve ballinto
the “open® position — i.e., theinner-
most pocket of the valve chamber
away from the filling orifice, and in-
ject approximately 10 cc. of distilled
water into the stent. Make sure the
valve remainsg in an open position to
allow air to vent during autoclaving.
Wrap the stent. (A doubie layer of
Hospitex Muslin, Type #140,68x 72
Thread has been found acceptable.)
Place the unit on aclean, open auto-
claving tray and autoclave by one of
the following Gravity Displacement
Steritization mathods betore the
interior of the stent becomes dry:

1. STANDARD CYCLE:
30 minutes at 250° F. (121° C.) and
15 psi.

2. OPTIONAL CYCLE:
10 minutes at 270° £, (132° C.) and
30 psi.

DO NOT USE AN ETHYLENE OX-
IDE STERILIZATION CYCLE.

Warnings

The silicone elastomer shell of the
Adjustabie Vaginal Stent is thin in
order to achieve desired properties,
Punctures, surface c¢uls, nicks,
crushing or overstressing can lead
to a tear. The device may be ¢asily
nenstrated by needle or scalpel or
ruptured by manipulation with a
blunt instrument. Care must he
exercised during handling to pre-
vent such events. A damaged stent
must not be placed, For this reason,
a standby device should be availabie
at the time of surgery.

Postoperatively, it a transurethral
catheter is required, care must be
taken not to overinflate the stent, as
urethrai erosion or fistuia and graft-
tissue necrosis may result. Supra-
pubic drainage, rather than trans-
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urethral - catheterization,
advisable.

may be

Faiture to maintain the stent within
the vaginal canal for the prescribed
length of time can promote con-
tracture and stenosis of the vagina.

Lint, fingerprints, talc and other
surface cantaminants can cause
foreign body reactions. Utrnost
caution should be taken to avoid
contaminants,

Precautions

Priorto surgery,prospective patients
or their representatives should be
informed of the possible complica-
tions associated with the use of this
preduct.

Failure of a surgical attemnpt to
create, enlarge or restore a vagina
may be due to insufficient or in-
correct use of the stent by an im-
mature, uncooperalive or poorty
prepared patient; theretore, careful
patient selection as well as adequate

‘patient instruction are important

10 & successful surgical resuit.
Specificatly, the patient must be
instructed in the proper care of the
§tent and impressed with the im-

‘Pontance of maintaining the patency

of the vaginal canal by using the
stent in the proper manner and for
the recommended period of time.

The stent should fit snugly into the
vaginal vauitso astoexert evenpres-
sure on surrounding tissues, but the
device shouid notbe overinttated, as
necrosis of surrounding tissue may
resuit,

The stent must remain in position
for approximately six months or
longer, until all tendency to con-
striction has ceased, and during that
time must be removed only briefly,
e.g., 10-16 minutes at a time for
cleaning or graft inspection. There-
after, continued periodic dilation of
the vagina may be required indef-
initely.

Complications

Complications which may resuit
from the use of this devics include
the risks associated with the medi-
cation and methods utilized in the
surgical procedure, as well as the

atient's degree of intolerance to

1y foreign object placed in the

_-ody.

Otner compiications which may
occur during the use of the Adjust-

able Vaginal Stent following at-
tempts to create, enlarge, or restore
the vagina include;

1. vaginal or urinary tract infection
or abscess that may necessitale
stent remova!;

2, sloughing of a skin graft from
hematoma formation or other cause,
resuiting in granulation tissue:

3. irritation or pressure necrosis
of the skin graft or other tissue sur-
rounding the stent;

4. compression of urethra, biadder
or rectum by stent pressure, resuit-
ing in tissue erosion and recto-,
vesico- ©r urethrovaginal fistula:

§. mechanical failure of the stent
due to vaive dysfunction or rupture
of the device, resulting in leakage
of saline;

§. scarring, contracture or stenosis
of the vagina from premature re-
moval of the stent;

7. expulsion of a stent inadequately
held in place;

8. discomfort to the patient from the
stent:

9. absorption of odors into the stent.

Returned Goods Policy
U.S. CUSTOMERS

Authorization must be received from
V. Mueller, Division of American
Hospital Supply Corporation, prior
{0 the re&turn of merchandise. Mer-
chandise returned must have all
manufacturer's seals intact and be
received within 60 days of date of
invoice to be eligible for credit or
reptacement. Returned products
may be subject to restocking
charges,

INTERNATIONAL CUSTOMERS

Authorization for return of merchan-
dise shoutd be obtained from your
respective dealer, Other conditions
noted above alse apply.

Product Information
Disclosure

Heyer-Schulte Corporation has ex-
ercised reasonable care in the
choice of materials and manufac-
wre of this product. Heyer-Schulte
Corporation excludes all warranties,

whether express or implied by oper-
ation of law or otherwise, including,
but not limited 10, any implied war-
ranties of MERCHANTABILITY OR
FITNESS. Heyer-Schulte Corpora-
tion shall not be liable for any INCI-
DENTAL OR CONSEQUENTIAL
LOSS, DAMAGE, OR EXPENSE,
directly orindirectty arising from the
use of this product, Heyer-Schulte
Corporation neither assumes nor
authorizes any other person to
assume for it, any other or ADDI-
TIONAL LIABILITY ORRESPONS|-
BILITY in cannection with this
device,

CAUTION: Federal iaw restricts this
device to sale by or on the order of
a physician, -
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Specifications (Al Dimensions are Nominal.)

»are supplied individually packaged in the

| Dimensiong
Cat.No. |  Size Designation A |
| 4303010 | 3x9.5¢cm, 3.0 cm, 9.5 cm.
430-3012 | 4x 12¢m, 4.0¢m. 12.0cm.
430-3014 | 4.5x 14cm, 4.5cm. 14.0 cm,
| 4803016 |  5x thom. 5.0 cm. 16.0 cm.

Drainage Qutlet

tnflatlon Tube — n[’.;""_‘_n—."

Drainage Inlet

Heyer-Schulte Corporalion

Sabsi vary ot American Hospital Supply Corperation
B00P ne Avenue Zoleta, California 83017
Telepnone (BD5) 957-3451

TWX- 910 334 1185 MEYERSCHL GLTA
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APPENDIX 6: QUALITY ASSURANCE AND QUALITY CONTROL
6.1 Incoming Inspection: 100%

All orders received for material ordered will be check for accuracy of material ordered vs
material received.

6.2 In-process:100%

Material integrity, size, volume, impurities on surface, mold flashing, etc. are
inspected throughout the manufacturing process to insure conformity to specifications..

6.3 Outgoing Inspection:100%

Serial Number: Serial number on product
Serial Number: Serial number on package label
Serial number: Serial number on box

Device Identification Card with Serial Number is placed in package

Record maintained of ship to location which will be matched to the patient
in which the implant was implanted.

6.4 ISO 9001 Certificate: Reference Exhibit 6.1

Appendix 6 Page 1
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Exhibit 6.1
Certificate of Quality System Compliance
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