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Bioteque America, Inc.
340 East Maple Avenue
Langhorne, PA 19047

917193

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

RE: K920633

Dear Marjorie,
J

We have received your letter dated 8127193 concerning K920633 and we
would like to re-inform your office that Bioteque America, Inc. has changed its
office address to:

Bioteque America, Inc.

340 E. Maple Avenue - Suite 102

Langhorne, PA 19047

We have also changed the product name from:

Nichols Vaginal Stent

to:

Pessary Flexible Silicone Nichols

Would you please correct your records to reflect these changes.
Thank you very much.

Sincer ,

e isn Dorsey, President
Bioteque America, Inc.

Tel (215) 750-8071 Fax (215) 750-8'073

(800) 889-9008
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

NOV - 8 1995

Mr. James D. Dorsey
Vice President/Regulatory Affairs
8ioteque America, Inc.
340 East Maple Avenue, Suite 102

Langhorne, Pennsylvania 19047

Vaginal Stent
Dated: August 29, 1995
Received: September 1, 1995

Regulatory Class: II
21 CFR 884.3900/Procode: 85 KXP

Dear Mr. Dorsey:

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 to devices marketed in interstate commerce prior to May 28,

1976, the enactment date of the Medical Device Amendments or to devices that have been reclassified in

accordance with the provisions of the Federal Food, Drug and Cosmetic Act (Act). You may therefore, market
the device, subject to the general controls provisions of the Act. The general controls provisions of the Act

include requirements for annual registration, listing of devices, good manufacturing practice, labeling, and

prohibitions against misbranding and adulteration.

If your device is classified (see above) into either class II (Special Controls) or class III (Premarket Approval) it

may be subject to such additional controls. Existing major regulations affecting your device can be found in the
code of Federal Regulations, Title 21, Parts 800 to 895. A substantially equivalent determination assumes
compliance with the Good Manufacturing Practice for Medical Devices: General (GMT) regulation (21 CFR
Part 820) and that, through periodic GMP inspections, FDA will verify such assumptions. Failure to comply
with the GMP regulation may result in regulatory action. In addition, the 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 may have under the Electronic Product Radiation
Control provisions, or other Federal Laws or Regulations.

This letter immediately will allow you to begin marketing your device as described in your 510(k) premarket
notification. An FDA finding of substantial equivalence of your device to a legally marketed predicate device
results in a classification for your device and permits your device to proceed to the market, but it does not mean
that FDA approves your device. Therefore, you may not promote or in any way represent your device or its

labeling as being approved by FDA. If you desire speck advice for your device on our labeling regulation (21
CFR Part 801 and additionally 809.10 for in vitro diagnostic devices), promotion, or advertising please contact
the Office of Compliance, Promotion and Advertising Policy Staff (HFZ-302) at (301) 594-4639. 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 at (301) 443-6597.

Sincerely your;

Lillian Yin, Ph.D.

Director, Division of Reproduc v e,
Abdominal, Ear, Nose, and Troat,
and Radiological Devices

Office of Device Evaluation
Center for Devices and

Radiological Health

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

Re: K920633
Nichols Counsellor (Obturator Type)
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510(x) ROUTE SLIP

510(k) NUMBER K920633 PANEL OB DIVISION DRAER BRANCH OGDB

TRADE NAME PESSARY FLEXIBLE SILICONE NICHOLS

COMMON NAME

PRODUCT CODE

APPLICANT BIOTEOUE AMERICA. INC.
SHORT NAME BIOTAMER

CONTACT DENNIS DORSEY
DIVISION

ADDRESS 340 E. MAPLE AVENUE
SUITE 102

PHONE NO. (215) 750-8071 AX NO. ( )

-MANUFACTURER BIOTE UE AMER A INC. REGISTRATION NO. 2529577

1 

"1 

/ 

//'I'

DATE ON SUBMISSIC)d 27-JAN-92 DATE DUE TO 510(K) STAFF 27-SEP-94

DATE RECEIVED IN ODE 12-FEB-92 DATE DECISION DUE 12-OCT-94

DE IS ION , DECI;§-ION DATE

SUPPLEMENTS SUBM RECEIVED DUE/POS DUE OUT

S001 29-MAY-92 29-MA -9 27-AUG-92 14-AUG-92
5002 15-JUL-93 24-AUG 9 07-NOV-93 22-NOV-93 09-MAR-94
5003 28-MAR-94 04-APR 9 18-JUN-94 03-JUL-94 20-JUN-94
S004 16-JUN-94 14-JU -94 27-SEP-94 -OCT-94 O1-DEC-94
5005 31-JAN-95 03-F B-95 -APR- 04-MAY-95 04-MAY-95
S006 31-MAY-95 3 AY-95 14- -95 29-AUG-95 08-JUN-95
S007 08-JUN-95 -JUN-95 26-AUG-95 10-SEP-95 29-JUN-95
S00 29-AUG-95 01-SE P-95 15-NOV-95 30-NOV-95

CORRESPONDENCE DUE BACK

C001 29-APR-92 29-MAY-92 HOLD LETTER
C002 14-AUG-92 13-SEP-92 HOLD LETTER
C003 09-MAR-94 08-APR-94 HOLD LETTER
C004 20-JUN-94 20-JUL-94 HOLD LETTER
C005 01-DEC-94 04-FEB-95 HOLD LETTER
C006 04-MAY-95 03-JUN-95 HOLD LETTER
C007 08-JUN-95 08-JUL-95 HOLD LETTER

iý
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C00

OTHER
SUBMISSIONS

ADD-TO-FILE
ADD-TO-FILE
ADD-TO-FILE

510(K) ROUTE SLIP

29-JUN-95 30-SEP-95 HOLD LETTER

SUBMITTED RECEIVED DUE POS

03-AUG-94
21-SEP-94
27-JUL-95

12-AUG-94
21-SEP-94
02-AUG-95

11-OCT-94
20-NOV-94
01-OCT-95

DUE OUT
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DEPARTMENT OF HEALTH & HUMAN SERVICES
xs

h

Public Health Service

Memorandum

)ate

From REVIEWER(S) - NAME(S)

Subject 510(k) NUMBER

To THE RECORD -- It is my recommendation that the subject 510(k) Notification:

Is substantially equivalent to marketed devices.

Requires premarket approval. NOT substantially equivalent to marketed devices.

Requires more data.

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

Is this device subject to Postmarket Surveillance? YES

Is this device subject to the Tracking Regulation? E] NO

Was clinical data necessary to support the review of this 510(k)? 
YES 

NO

,._._

This 510(k) contains: Truthful and Accurate Statement Requested) 0 Enc s

(required for originals receiv d 3-14-95 ýafterm

A 510(k) summary OR _ A 510(k) statement

U The required certification and summary for class III devices

The submitter requests under 21 CFR 807.95: t__1 No Confidentiality

Confidentiality for 90 days A Continued Confidentiality exceeding 90 days

Predicate Product Code with
panel an-i class:

CI.c i.ý
__ ýF'i.VLf, AGO

Additional Product Code(s)
kith pa:iel (optional): J_5- H--D)( ,I--1 Fliý

REVIEW: C L
(BRANCH CHIEF)

FINAL REVIEW: 
v

(DIVISION DIRE

It

(BRANCH CODE) DATE)

(DATE)
Revised 3/8/95

r
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S10(k) MSUUJ TA1"
1f-1EQUIVALENCE-DECISION-MAKING PROCESS (DETAILED)

1Martpdrc Lnfonaadoa
about Ncý or Markded

Dcvkc Rcqucstcd
..s Nccdcd

No

Pcrformancc
D,*u

Rcyuirýd

L

Nc.. Dcvtoc 4 CAa.p-d co
hf..kctcd tlcý'

4 A

No Do ttK DUfaýoca Attar the tatandod 
Yýi. Vý.. mevr Dcvtoc' 

Itwre S. I7 aenýpcuýelýtwpaodldote_
Indloadoa stwcaaods? Effect (to May `jý« $,rt.daatIRUT

I 

Ycs

Ncw Dcvioc It" Sanmc Iatcndcd
Usc .nd May bc'Sabdaadatty

Coad&cr Imp.ct an safety and 
tqutvalan('

Ef foctlvaaac)?-" Ddumln.tioa

_ a No

`
Doer New Devke Itoye Same

No 
' 

'
Coaid the NCW

Tcchnotostoal CbuadaUtfa. tharactertsttac

e-s.. Dadm matertak. eet_? Affect sarcty

Ycs
or EIrccdyamCss

01
No

No 
Arc the Dcsatpdyc

Chuýcte Pr*cfsc Enocigh
to Emsurc EqtdYP1crwcc?

F6 1 

Ycs

Arc Paionuance Datakvaaabtc
to Arms P.tiutv ata,cc?"..

Ycs

1 1
Performance Data Dcuoaurmtc

Equlvdcncc? YCS

N°
0

To -s..ttt:wr�týuý
rq.dY.la.:-Dctcra.la.tioai

011-

New Dcrtoc Ita flew

Imam" uc<

Ycs 

r 
Do the NCw CLL.r.scYU
slsc Ncw rypcs of softly or " 4R sl

Etfccdycm<= Qucsd,oas? ".- 
o l°

Do Accepted Stiattif is htothods

Etdst for Asstssfag Effects of
the Ncw thaxactcristies? No

*s

Arc Pcrformamc Data Avaaabtc No
to Asscxs Effects of New

tharadcrirtlcs?--

Ycs

Pcdorvtanoc
Dates

Acquired

..w_PuiormaaetJ 
DcmonAralc

YCS £qtdvalrncc?

I 

No

T° 
OA

' 
S LO(k) subr,izsiors compare new dc%iccs to atarkctcd dcviccs. FDA rcqucsts additional information if the rclatiotuhip
bctwccn markctcd and 

'prcdicatc' 
(pre-Amendments or reclassified post-Amendmen(s) devices is uttdcac.

This decision is normally bascd on descriptive information alone, but limited testing information is sometimes required.

"' 
Data may be in the 5 l0(k), other S10(k)s, the Center' s raassifieation files, or the lrterature_
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K920633

Reviewer: Mridulika Virmani, Ph.D.

Chemist

OBGD

Division/Branch:DRAERD/ADOU/OGDB

(HFZ-470)

Proprietary Trade Name: Formerly:Pessary Flexible Silicon Nichols

Changed To: NICHOLS COUNSELLOR (VAGINAL STENT)

Common Name: Obturator Type Vaginal Stent

Product to which compared: Counsellor Type Vaginal Stent (V. Mueller Co.)

Applicant: Bioteque America, Inc.

340 E. Maple Ave., Suite 102

Langhorne, PA 19047

Contact: Mr. Denis Dorsey
Phone: 215-750-8071

DEVICE DESCRIPTION

1. Intended Use:

This device is an intravaginal obturator, intended to support the vaginal

vault. The device is used to support or distend the vaginal canal. This

device can be used following the construction of a neovagina or following a

vaginoplasty to enlarge a small vagina.

The device is removed, cleaned , and re-inserted by the patient from time to

time, as per physician instructions. The device is not provided sterile or

required to be sterile, but is intended for use only by a single patient, and

cleaning periodically is important.

2. Physical Description:

YES NO

" Is the device life-supporting or life sustaining? ,/

" Is the device implanted (short-term or long-term)? ý/

" Does the device design use software? J
" Is the device sterile? r
" Is the device single use? r

" Is the device home use? r
" Is the device for prescription? J
" Does the device contain a drug or biological

product as a component? r
" Is this device a kit? r

Records processed under 2016-5314; Released by CDRH on 11-17-2016



Page 2

Provide a brief overview of the device, its design, principle of operation, and

functional/performance characteristics.

Initially company has identified two predicate devices for this Pessary Flexible

Silicone Nichols one is Milex's Gellhorn Pessary, and other is the Counsellor mold

manufactured by the V. Mueller. The Gelihorn pessary is quite different in shape,

size and indication of use than the Counsellor mold. The only similarity in

Gellhorn pessary and Bioteque device is that both are made of silicone and fit

intravaginally. The subject device is quite similar to Counsellor mold in shape,

size and configuration, but the intended use are quite different as mentioned in

the submission. The Counsellor mold is used as a stent to maintain the vagina in

a reasonable open state and retard scarring while healing from vaginal plastic

procedures and the subject device is used to reduce the genital prolapse. Company

has withdrawn the device as Pessary, in this additional information submition

dated, May 31, 1995 this device is intended only as an obturator.

A figure of predicate device is shown in a catalog, the original Mueller's product

called the Counsellor is out of business since 1980. The predicate device was

made of polyethylene. It was soft, and flexible. The subject device is made of

silicone and resembles to predicate in shape and size. The Bioteque device is

referred as intravaginal obturator/pessary.

The Bioteque Nichols vaginal obturator is elongated ovoid-shaped and comes in

three sizes. Dimensional specifications are given as follows:

Size 1 (small) Size 2 (medium) Size 3 (large)

Length 116.75 mm 125.50 mm 133.75 mm

Outer Diameter 30.75 mm 33.50 mm 41.70 mm

Inner Hollow tube 13.75 mm 14.75 mm 15.75 mm

The component material is medical grade silicone from NuSil MED-4840 is a two part

silicone elastomer. The manufacturing is compression molding process. In this

process the material is placed into a heated cavity and pressurized after a curing

cycle, the parts are automatically ejected from the molds. The final product is

of smooth surface with a A43 shore flexibility. No additional cleaning or mold

releasing agents are used in this manufacturing process.

REVIEW ANALYSIS

SE comparison

The gellhorn pessary identified and compared in the submission as predicate is

quite different in shape ,size and configuration than that of the subject device.

This predicate is withdrawn by the company.

In this modified version of submission Company intends to use the V.Mueller's

Counsellor Vaginal Mold, a hollow molded polyethylene, vented at either end, with

a flat indentation on either side. Diameter, 1 3/9", and overall length 4 1/2".

This device is used after vaginal surgery to distant the vaginal canal during the

post-operative healing process to prevent unwanted contraction of the scar. The
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vaginal stent is fitted and inserted by the physician and remains in place for up

to several days. This Counsellor mold is similar to the bioteque's Nichols

Counsellor in shape, size and design.

Sponsor has provided the supporting documentation and new indication of use

(similar to Counsellor's indication for use) for the subject device.

Materials

Material used for this device is silicone supplied by Nusil. This material is

equivalent to Dow Corning Silastic Q7-4840. Company has provided a MAf# 682 for

this new material. I have examined this Master File and this material MED-4840 is

equivalent to Dow-Corning's Q7-4840.

Manufacturing Process

The Bioteque device is compression molded at temperature and pressures consistent

with the recommendations of the supplier. There are no additional chemicals or

additives as mold releasing agent etc. used in the manufacturing process.

Toxicity

The sponsor has provided appropriate biocompatibility information in the MAF #682.

Packing

Each device will be packaged in a poly bag. A complete set of physician and

patient instructions will be included with each device.

Labelling

The insertion and removal instructions are provided for the physician and patient.

The cleaning instructions are also provided for the patients. The patient follow

up instructions are provided. Fitting diagrams, contraindication, and adverse

effects are included. Company has included a statement to the effect that they

will include vaginal stent all along in the patient and physcian labeling along

with Nichols Councellor.

Provide an overview of the review principles and findings that were used to

support the reviewer recommendation.

For the review of this device and its labeling I have consulted Dr. Williams,

several times. His reviews are attached at several places throughout the

document. This document is here for such a long time, because of either lack of

data or inconsistencies in data submission by the sponsor. Finally this

submission is cleared as a NICHOLS COUNSELLOR VAGINAL STENT only. The latest

labeling sent by the company received on September 29, 1995 have been shared with

Dr. Williams and his concurrence is attached.

r`
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Substantial Equivalence (SE) Decision Making Documentation

YES NO

I
1. IS PRODUCT A DEVICE? J IF N0, STOP

2. DEVICE SUBJECT TO 510(k)? ,/ IF N0, STOP

3. SAME INDICATION STATEMENT? J IF YES, GO TO 5

4. DO DIFFERENCES ALTER THE EFFECT
OR RAISE NEW ISSUES OF SAFETY

OR EFFECTIVENESS? J* IF YES, STOP -> NE

5. SAME TECHNOLOGICAL CHARACTERISTICS? - J* IF YES, GO TO 7

6. COULD THE NEW CHARACTERISTICS
AFFECT SAFETY OR EFFECTIVENESS? IF YES, GO TO 8

7. DESCRIPTIVE CHARACTERISTICS
PRECISE ENOUGH? ` IF YES, STOP -> SE

8. NEW TYPES OF SAFETY AND
EFFECTIVENESS QUESTIONS V IF YES, STOP -> NSE

9. ACCEPTED SCIENTIFIC
METHODS EXIST J*ý IF N0, STOP -> NSE

10. PERFORMANCE DATA j
AVAILABLE ./ IF N0, REQUEST DATA

11. DATA DEMONSTRATE
EQUIVALENCE J

* 4,5 and 6 In the initial submission company has provided two predicate devices
with different indications.

In final submission company used only one indication for use claimýusing the
appropriate predicate device.

Cý
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REVIEWER RECOMMENDATION

Substantially Equivalent to vaginal stent.

ProCode: 85 KXP
Class: II
CFR #: 21 CFR §884.3900

<

Mridulika Virmani, Ph.D. Date

ýL
Colin M. Pollard Date ,ý
Chief, Ob/Gyn Devices Branch / / Concur

/ / Do Not Concur

Comments:

00
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o i oie ue
I America Inc.

TO: Mriduliica Virmani, Ph.D,
FROM: Denis Dorsey
DATE: 11 !7/95

P. 01

.............. Medical Products
Design & Developmeni

Prototypes to Productiui

FAX MESSAGE

FDA
Bioteque America, Inc.

RE: K9206333lE 2-pages including this page

As per our telephone conversation of 118195, I am submitting the

following addition to the Product Labefing-PhysicianlPatient instructions.

Please be advised that all instructional data or information concerning
K9206331E will now include the words VAGINAL STENT as per your instructions.

.,, ;Sin ly,

Denis Dor ey, Presi n

Bioteque America, Inc.

"r .

ls
340 East Maple Avenue. Suite '102 . Langhorr're, PA 14()47 . 'fEL (2 15; 7.50-6071 . FAX (215) 750-(3073
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Product Labeling - Physician/Patient

P.02

DISTRIBUTED BY:

Bioteque America, Inc.
340 East Maple Avenue Bioteque
Suite 102
Canghome, PA. 19047
re). (215) 750-8071

_ 
Fax (215) 750-8073 America, Inc.

The Nlchols
Counsellor
(oBTURATOR-TYPE VAGINAL-STENT)

The Flexible Silicone Nichols Counsellor (obturator-type vaginal-stent) is available
in three sizes.

For single patient use only,

PRODUCT #: 5116.75 (small), M125.50 (medium), L133.15 (large)

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

INDICATIONS:
To support or distend the vaginal canal.

CONTRAINDICATIONS:
Vaginal counsellors are contraindicated in acute genital tract infections or in the

presence of pelvic infections or lacerations and in,noncomplient patients.

ýrnrm o r:ý^ý

1
mm

L 41-70-m 16.75=m

n _ rs
. SMALL 116.76 ram 34.76 mm 3.75 mm PATENT PENDINGMEDIUM 126.50 mm 33.60 rý 14.18

18GE 13376 mm

Records processed under 2016-5314; Released by CDRH on 11-17-2016



To: Mridu Virmani, Ph.D.

y From: Eugene W. Williams, Jr., M. D.
Subject: K920633 Biotek's Vaginal "Counselor"

Date: September 27, 1995

As per your request, I have reviewed the September 20, 1995 faxed
response to FDA's September 19, 1995 response to an earlier letter
to Biotek. My comments are as follows:

If the sponsor can make these changes, the submission should be

clinically satisfactory.

r

E gene W. OJilliams, Jr. D.
Medical Officer

(b) (4)
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Biote, ue
i

, .,Nmief ICa Inc.

FAX MESSAGE

P.01

- Medical Products
-Design & Development

Prototypes to Production ',

TO: Mridulika ifirmani, Ph_D_ FDA

FROM: Denis Dorsey Sioteque America, Inc.

DATE: 9129195

HE: K920633dE Instructions (?-pages including this corer letter)

As per your instructions of 9!27195, I have rewritten our product literature

including Product Labeling - Physician/Patient, Phy:Ocian instructions, Fitting

Diagrams - Physician, Fitting Diagrams and Instructions - Patient and Patient

instructions - Adverse Effects. I sincerely hope this meets with your approval

and we can conclude our submission concerning the. Nichos Counsellor. All

corrected versions have been sent in duplicate to the Document Mail Center.

For your information, David H. Nichols, MD, the innovator of the

Counsellor, called me late yesterday (9127195) arid informed me that the Nichols

Counsellor can be used during the menstrual cycle. His colleague was in error

when he told me the Counsellor should be removed during the menstrual cycle.

Dr. Nichols reminded me that the Counsellor has a drainage hole from knob end

to blunt end arid during the menstrual period, they Counsellor should foe removed

every day and cleaned. Therefore, according to his wishes arid your concerns, it

is mentioned in the section. tilled "Fitting Diagrams and Instructions - Patient".

rely,
I j4d-t 

.4CV enls or

Bioteque America, Inc.

c.

ýl , ý i
341_t East Maple, Avenue.5uite 102 .Langhc>rne, PA 19047 TEL 1',31 1. : F4, R51 7 75 -
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Product Labeling - Physician/Patient

P. 1, 2

D,II 'it'ED BY:....

aroteque Amerim 1nc.
Sad best Maple Avenue ioteque
S,uts 102
Lawghome, PA. 19047
Tel. (215) 750-8071
Fax (215) 750-9073

ICý:1TYPý) 

America,- Inc.

The. Nich tots
CoUns-ellor

"t"he Flexible Silicom Nictwf Counsellor (abturator"fype) is available in three s,

For single patient use only.

PRODUCT *: x115.75 (small), M125,50 (medJum), X133.75 (large)

t."o,,AUTION:
Federal taw (LISA) restricts the sale of this devim to or on the order of a physician.

INDICAMN:
To %ppW or Ow" to va"i canal.

C.ONTRAINDIGATIONS:
Vaginal cousekors are contraindicated in acute genital tract intectiors or in the

ýrreserce of pelvic infections or lacerations and in noarnplient patients.

mWWm

mmm PATENT PENDING
mmmmMEDIUM
amm&IIM

m 1,75 min30.75SMALL I18,76
14.75 mna33.541$b.54

n 16.7ta morn41,70I3 T6r.A
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Physician Instructions

Promotional Material

Flexible Silicone
NEchols Counsellor
(obturetor-type)

Far Single Padent Use Oni,0

(photograph)

P.03

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

INDICATIONS:
To support or distend the vaginal canal-

CONTRAINDICATIONS:
Vaginal Counsellors are contraindited in acute genital tract infections or in

the presence of pelvic infections or lacerations and in noncomplient patients. The
Counsellor should be removed prior to performing arty x-ray, ultrasound, or MRl
procedure.

DIRECTIONS FOR USE:

Fitting requires a trial of sizes to determine the Fmoper Counsellor size.

#1. Perform a normal pelvic examination prior to the introduction or fitting
of a Counsellor. The size selection is more of less trial and error however, e
pelvic exam helps in determining the selection of the appropriate size.

#2. The Nichols Counsellor should be inserted base (the end opposite the
removal stern) first into the introdus. When properly inserted, the stem should be
in the downward position. Note that the flexibility of the Nichols Counsellor
simplifies the insertion and removal.

Once in place, the CounseW should not dislodge by either standing,
sitting, squatting or bearing down and it should not be uncomfortable for the
patient during these normal routine activities.

Note: The Ntchols Counsellor should be large enough to do its designed
function while not causing arty undue pressure or disa)mfort.

r--

Iý
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TO REMOVE:

#1. To remove the hols Counsellor, gently pall the stern end (the knob)
to bring the Counsellor to the introdus and within fingers -grasp.

#2. Use the fingers to open the labia for easy removal.

#3. After removal, completely wash the: Counsellor with a mild soap and
warm water and thoroughly rinsed.

#4. After the patient has been fitted with a Counsellor, be sure that within
24 tol 48. hours the patient returns for an office visit. After removal of the
Counsellor, examine the vagina and ask the patient if there has been any
evidence of discomfort, pressure, or sensitiVity to the Counsellor. Also,
determine if there has been any improvement in her personal symptoms and be
sure that your patient is not allergic to the: Counsellor..

Note: Instruct the patient to report any discomforts immediately.

#5.. It is necessary to check the fit of the Counsellor to be sure of the
correct size for continued patient comfort and relief.

#8. Schedule foliow,up visits to fit the needs of the individual patient.

SUGGESTED PATIENT FOLLOW-UP:

#1. Have the patient report any discomfort immediately.

#2. After initial insertion, remember to return to your physician within 24 to
48 hours to be sure you are not allergic to the Counsellor.

#8. The patient should be instructed to remove; the Counsellor everyday
or two for cleaning. The Counsellor should be completely washed with a mild
soap and warm water and thoroughly rinsed.

#4. Remember to schedule follow-up visits to fit the needs. of the patient.
Patient visits can be gradually lengthened to one or tvw) month intervals.

Sins available: Small, Medium and Large

These instructions sae the courtesy of David N. Nichols, MD
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Instruct the patient to report any discomfort. The patient should return in
twenty-four hours for the first examination. The patient should be instructed to
remove the CodnselIor every day or two for cleaning (wash with mild soap and
warm water then thoroughly rinse before reinsertion). Have the patient return in
three days for a second examination and then schedule: monthly return visits.

During each visit the vagina should be checked for evidence of
unnecessary pressure of allergic reactions. The patient should be questioned

ming douching, discharge, disturbance of bowel functions and urination.

When Inserting the Counsellor, tile pelvic muscles must be relaxed.
With one hand spread the labia minors and with the other hand insert the
blunt end of the well lubricated (use any water soluble get) Counsellor Into
the vaginal cavity and gently apply Inward pressure. Continue applying
gentle pressure, pushing the Counsellor Into the vagina until It stops and
the knob end Is comfortably within the vagina.

After the Counselkyr is within the vagina vaunt, the Counsellor should
be rotated so that a flattened `surface (near the knob end) rests beneath the
urethra. It la recommended that the patient wear a supportive sanitary
napkin when the Counsellor is in place.

P.005

1ý
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Fitting Diagrams and Instructions - Patient

.. Your physician has inserted 2t silicone vaginal support known as a Nichols
Counsellor. When properly inserted it should be comfortable to the extent that
Nhenever standing or reclining, you should be totally unaware of its presence.

The Counsellor may be used during your menstrual cycle. Please note
that there is a drainage hole extending the full length of the Counsellor. During
your menstrual cycle be sure to remove the Counsellor every day and wash with a
mild soar and water and thoroughly rinse before reinsertion.

Your bowel and bladder habits should be unaffected by the Counsellor.

As a reminder, the Counsellor should be removed daily for cleaning using
a mild soap and water and thoroughly rinse before reinsertion. The Counsellor is
inserted and removed as diagrammed below.

When inserting the Counsellor; your pelvic muscles must be relaxed.
With one hand spread the labla minors and with the other hand insert the
blunt end of the well lubricated Counsellor Into the vaginal cavity. You may
use any water soluble gel to lubricate the Counsellor:

Before applying Inward pressure, tie sure that a flat surface of the
Counsellor is clearly seen or felt and Is In an upward position. You will
notice that there are two flat surfaces on the Counsellor on opposite sides

,r of the knob end. With one flat surface facing upward, grasp the Counsellor
between your thumb and fingers keeping the flat surface In an upward
position. Your physician should have demonstrated this maneuver to you.
Now continue applying gentle Inward pressure pushing the Counsellor into
the vagina until it stops and the knob end is comfortably within the vagina.
This will Insure a flat surface will rest beneath the urethra.

After the Counsellor is within the vagina vault, a flattened surface
(near the knob end) should be resting beneath the urethra, the external
opening of the bladder. The following diagram indicates the proper
insertion position. It Is recommended that you weeir a supportive unitary
napkin when the Counsellor Is In place.

to tnsertton
s twumb W fkvm

here
ýF,wr SURFACE
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Patient IftUCfionS - Adverse Effects

Recommended Follow, up.far Nichols Counsellor Wearers

A. Immediately report any discomfort to your physician

B. Call your physician if the Counsellor should. fall out.

G_ Return for a follow-up examination within 24 hours.

D. Return for a second examination within three days.

E. Schedule follow-up examinations from one to two month intervals depending
on your needs.

Adverse Effects

Report any of the following symptoms to your physician immediately.

Any change in the color or consistency in your vaginal discharge.
" Any increase in the amount of vaginal discharge

Any foul odor associated with your vaginal dlsA.-harge.

Any vaginal itching.

P. 07
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To: Mridu Virmani, Ph.D.
From: Eugene W. Williams, Jr., M.D.

Subject: K920633/S7
Date: June 23, 1995

In my April 18, 1995 review of this device, I posed several

questions for the sponsor to answer. This response, dated June 8,

1995, has not answered those questions and has changed the intended

use of the device to that which was submitted in the original 510K.

That intended use was as a vaginal stent (obturator or "Counselor")

which was placed into the vagina after vaginoplasty or construction

of a neovagina. Although I do not find this device problematic for

this purpose, the sponsor has submitted a comparative predicate

device which is a picture in a supply catalogue. Although this may

be deemed as adequate information, 

However, I have no

definitive evidence to refute the use of the device will be other

than what is stated as the intended use. It is reasonable to

assume that labeling will control any off-label use that may be

entertained by Biotek.

E l'týý

Eugene W. Williams, Jr., M.D.
Medical officer

(b) (4)

(b) (4)

(b) (4)
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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.

Rockville, Maryland 20850

September 01, 1995

BIOTEQUE AMERICA, INC.
340 E. MAPLE AVENUE
SUITE 102
LANGHORNE, PA 19047
ATTN: DENNIS DORSEY

510(k) Number: K920633
Product: PESSART FLEXIBLE

ýI"CBQL S

kok Týýo b t:ý

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.

ThexSafe 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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TO: Mridulika Virmani, Ph.D.

FROM: Denis Dor aey

DATE: 9120/95

RE.- IC92tJ633dF Instructions

FDA r

Bioteque Amer-Ira, Inc.

(7'-pages including this cover 
letter)`'

ý.a

As per your :instructions of 9/275, 1 heave re-written our product literature

including Product Labeling - Physician/Patient, Physician Instructions, Fitting
Diagrams - Physician, Fitting Diagrams arid Instructions - Patient and Patient

Instructions - Adverse Effects. I sincerely hope this meets with your approval

and we can conclude our submission concerning the Nichols Counsellor.

For your information, David H. Nichols, MD, the innovator of the

Counsellor, called me late yesterday (96275) and informed me that the ichols

Counsellor can be used during the menstrual cycle. He reminded me that the

Counsellor teas a drainage hole from knob end to blunt end arid during the

menstrual period, the Counsellor should be removed every day and cleaned.

Therefore, according to his wishes and your concerns, it is mentioned in the

section titled ̀ Fitting Diagrams and Instructions - Patienr.

Sin c",

Denis Darsey
Bioteque America, Inc.
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Product Labeling - Physician/Patient

DISTRIBUTED 8Y:
BIO*Mm__
Biasque Amsnica; Inc. Bioteque340 East Maple Avenue
Suite 102
Langhome, PA. 19047
Tel. (215) 750-8071 

e, r 1 c aFax (215) 750-8073

The Michols
Counsellor
(oBTuw,TOR-r,rM)

The Flexible Silicone Whofs Counsellor (obturator-3"r) is available in three sizes.

For single patient use only.
PRODUCT #: S116.75 (small), M125.50 (medium), L733.75 (large)

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

INDICATIONS:
To support or dislanrd the vaginal canal.

CONTRAINDICATIONS:
Vaginal counsellors are contraindicated in acute genital tract infections or in the

presence of pelvic infections or lacerations and in nonoomplient patients.

DWWM

C
SMALL 116.76 nun 30.75 nun 13.75 mm PATENT33.50 mm 14.75 nun

m 41.70 mm m

A B

PENDINGMEDIUM 12b.60 mm
LAMS 193.76 a 16.76 m
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Physician Instructions

Proiootional Material

Flexible Silicone
Nichols Counsellor

(obturator-type)

For Single Patient Use Only

(photograph)

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

INDICATIONS:
To support or distend the vaginal canal.

CONTRAINDICATIONS:
Vaginal Counsellors are contraindicated in acute genital tract infections or in

the presence of pelvic infections or lacerations and in noncomplient patients. The
Counsellor should be removed prior to performing any x-ray, ultrasound, or MRI

procedure.

DIRECTIONS FOR USE:

Fitting requires a trial of sizes to determine the proper Counsellor size.

#1. Perform a normal pelvic examination prior to the introduction or fitting
of a Counsellor. The size selection is more of less trial and error however, a
pelvic exam helps in determining the selection of the appropriate size.

#2. The Nichols Counsellor should be inserted base (the end opposite the
removal stem) first into the introdus. When properly inserted, the stem should be
in the downward position. Note that the flexibility of the Nichols Counsellor
simplifies the insertion and removal.

#3. Once in place, the Counsellor should not dislodge by either standing,
sitting, squatting or bearing down and it should not be uncomfortable for the
patient during these normal: routine activities.

Note: The Nichols Counsellor should be large enough to do its designed .
function while not causing any undue pressure or discomfort.

ý1ý
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T4 REMOVE:

#1. To remove th Nichols Counsellor, gently pull the stern end (the knob)
to bring the Counsellor t the introdus and within fingers grasp.

#2: Use the finger to open the labia for easy removal.

#3. After removal, completely wash the Counsellor with a mild soap and

warm water and thoroughly rinsed.

#4. After the patient has been fitted with a Counsellor, be sure that within
24 to 48 hours the patient returns for an office visit. After removal of the

Counsellor, examine the vagina and ask the patient if there has been any
evidence of discomfort, pressure, or sensitivity to the Counsellor. Also;
determine if there has been any improvement in her personal symptoms and be
sure that your patient is not allergic to the Counsellor..

Note: Instruct the patient to report any discomforts immediately.

#5. It is necessary to check the fit of the Counsellor to be sure of the
correct size for continued patient comfort and relief.

#6. Schedule follow-up visits to fit the needs of the individual patient.

SUGGESTED PATIENT FOLLOW-UP:
.. 

#1. Have the patient report any discomfort immediately.

#2: After initial insertion, remember to return to your physician within 24 to
48 hours to be sure you are not allergic to the Counsellor.

#3. The patient should be instructed to remove the Counsellor every day
or two for cleaning. The Counsellor should be completely washed with a mild

soap and warm water and thoroughly rinsed.

#4. Remember to schedule follow-up visits to fit the needs of the patient.
Patient visits can be gradually lengthened to one or two month intervals.

Sizes avallabie: Small, Medium and Large

These instructions are the courtesy of David H: Nichols; MD
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Fifna Diagrams - Physician

instruct the patient to report any discomfort. The patient should return in
twenty-four hours for the first examination. The patient should be instructed to
remove the Counsellor every day.or two for cleaning (wash with mild soap and
warm water then thoroughly rinse before reinsertion). Have the patient return in
three days for a second examination and then schedule monthly return visits.

During each visit the vagina should be checked for evidence of
unnecessary pressure or allergic reactions. The. patient should be questioned
concerning douching, discharge, disturbance of bowel functions and urination.

When Inserting the Counsellor, the pelvic muscles must be relaxed:
With one hand spread the labia minora and with the other hand insert the
blunt end of the welt lubricated (use any water soluble gel) Counsellor into
the vaginal cavity and gently apply Inward pressure. Continue applying
gentle pressure, pushing the Counsellor into the vagina until It stops and
the knob end Is comfortably within the vagina.

/I

After the Counsellor is within the vagina vault, the Counsellor should
be rotated so that, a tlattenedýsurface (near the knob end) rests beneath the
urethra. It.. is recommended that the patient wear a supportive sanitary
napkin when the Counsellor Is In place.
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Your physician has inserted a silicone vaginal support known as a Nichois
Counsellor. When properly inserted it should be comfortable to the extent that
whenever standing or reclining, you should be totally unaware of its presence.

The Counsellor may be used during your menstrual cycle. Please note
that there is a drainage hole extending the full length of the Counsellor. During
your menstrual cycle be sure to remove the Counsellor every day and wash with a
mild soap and water and thoroughly rinse before reinsertion.

Your bowel and bladder habits should be unaffected by the Counsellor.

As a reminder, the Counsellor should be removed daily for cleaning using
a mild soap and water and thoroughly rinse before reinsertion. The Counsellor is
inserted and removed as diagrammed below.

When Inserting the Counsellor, your pelvic muscles must be relaxed.
With one hand spread the labia minora and with the other hand insert the
blunt end of the well lubricated Counsellor into the vaginal cavity. You may
use any water soluble gel to lubricate the Counsellor.

Before applying inward pressure, be sure that a fiat surface of the
Counsellor Is clearly seen or felt and Is In an upward position. You will
notice that there are two fiat surfaces on the Counsellor on opposite sides
of the knob end. With one flat surface facing upward, grasp the Counsellor
between your thumb and fingers keeping the flat surface in an upward
position. Your physician should have demonstrated this maneuver to you.
Now continue applying gentle inward pressure pushing the Counsellor into
the vagina until it stops and the knob end is comfortably within the vagina.
This will Insure a flat surface will rest beneath the urethra.

2 After the Counsellor Is within the vagina vault, a flattened surface
(near the knob end) should be resting beneath the urethra, the external
opening ,of the bladder: The following diagram indicates the proper
Insertion position. It Is recommended that you wear a supportive sanitary
napkin when the Counsellor Is In place.

r

for Insarlfon
pVw thumb a tinqrs

FLAT SURFACE

k KWO6 END

DRAINAGE HOLE/for inseftion
place thumb or fingsra

hem
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Patient Instructions'- Adverse Effects

Recommended Follow-up for Nichols Counsellor Wearers

A. Immediately report any discomfort to your physician.

B: Call your physician if the Counsellor should fall out.

C. Return for a follow-up examination within 24 hours.

D. Return for a second examination within three days.

E. Schedule follow-up examinations from one to two month intervals depending
on your needs.

Adverse Effects

Report any of the following symptoms to your physician immediately.

. Any change in the color or consistency in your vaginal discharge.

Any. increase in the amount of vaginal discharges

Any foul odor associated with your vaginal discharge.

Any vaginal itching.
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81291'95

Food and Drug Administration
Center for Devices arid Radiological Health
Document Mail Center (HZF-401 )
9200 Corporate Blvd.
Roclcville, Maryland 20850

Attention: Document Mail Clerk

RE: K93lE

NOTE: This submission is on ""telephone", hold with Mridulika Virmani, Ph. p:

Dear Dr. Virmani,

This is to inform you that I have been told by that they
have mailed their compendium for their resin  to the FDA and it rill

arrive by 8f3U/95. It is anticipated that  rill supply all of the necessary
information you have required for the completion of our 510K 9206331E. Their

Master File for 0 is #682 and the compendium will supplement

their Master File. I have, once again, included a copy of their letter dated 6!'7'!95

permitting the FDA access to their Master File and a copy of a letter dated

6119195 referencing the compendium.
As you are already aware, Bioteqis very anxious to conclude this 51 OK

application and begin the marketing of this product.
Please call for any additional information.

Sincerely,

" Denis Dorsey
Bioteque America, Inc.

340 East Maple Avenue. Suite 102. Langhorne, PA 19047. TEL (215) 750-8071. FAX (215) 750-8073

(b) (4)

(b) (4)

(b) (4)

(b) (4)
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ISO 9001
June 19, 1995 CERTIFIED

Denis Dorsey
BIOTEQUE AMERICA INC.

340 East Maple Avenue
Suite 120

Langhorne, PA 19047

Dear Mr. Dorsey,

direct replacement for Dow Coming's Q7-4840. 
developed to be, in the words of the FDA, "not substantially 

different" 
than Q7-4840. In terms of

appearance, processability, and performance we believe you will find indistinguishable from
Q7-4840. Like Q7-4840, is a two part product where Parts A and B are combined in a 1:1

ratio.

testing compendium on is scheduled to be submitted to the FDA by August 28, 1995.

This compendium will contain of chemical and mechanical equivalency testing as well as

biological confirmatocy testing as found in the FDA's Guidance for Medical Device Manufacturers

Affected by the Withdrawal of Dow Corning Silastic Materials.

I hope you find this information helpful and complete. Please let me know if I can be of further
assistance.

Sincerely

z

a

(b) (4)

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

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)
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June 7.1995 ISO 9W1
! CERTIFIED
i Mr`. Denis Dorset'

CEO
1 Biwque America, Inc.
1 Suite 102

3340 Em lwlaple Axe.
Lobe, PA 19041

y, I

I

Dar Mr. Ik"y:

. ' This letter authorizes the Food and Drug Administration to include by reference infortnation in device.`
master file,  silicone elastomar, in your device sulamissiom

1 The FDA has requested that you provide this letter with your submission and include a canpy of'hs klW in '' . .

any aMtiotiW copees of your submission.

1 Siocereiy yours.

!
i 

I

cc: nel Petrains
1 I File

1

1

1

(b) (4)

(b) (4)

(b) (4)
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Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center (HZF-401)
9200 Corporate Blvd.
Rockville, Maryland 20850

Attention: Document Mail Clerk

RE: K9206333iE

)q a
- MedOCaI roducts

-Design & Development
Prototypes to Production

.ýn

.y
7127/95

NOTE: This submission is on "telephone" hold with Mridulika Virmani, Ph. D.

Dear Dr. Virmani,
This is to inform you that I have contacted and they

have assured me that their compendium for their   will be
completed on or before August 28, 1995. It is expected that l will : supply all:
of the necessary information you have required. As you already know, Bioteque
is very anxious to conclude this 510K application.

Sin

enlisDoVy
Bioteque America, Inc.

340 East Maple Avenue. Suite 102. Langhorne, PA 19047. TEL (215) 750-8071. FAX (215) 750-8073

(b) (4)

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

(b) (4)
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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.
Rockville, Maryland 20850

July 11, 1995

BIOTEQUE AMERICA, INC.
340 E. MAPLE AVENUE
SUITE 102
LANGHORNE, PA 19047
ATTN: DENNIS DORSEY

510(k) Number: K920633
Product: PESSARY FLEXIBLE

SILICONE NICHOLS

Extended Until: 30-SEP-95

Based on your recent request, an extension of time has been granted
for you to submit the additional information we requested.

If the additional information is not received by the "Extended Until"
date shown above your premarket notification will be considered
withdrawn.

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

Records processed under 2016-5314; Released by CDRH on 11-17-2016



- Medical Products
-Design & Development

Prototypes to Production

717195

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

Attention: Document Mail Clerk

RE: K9206331E NIGHOLS COUNSELLOR formerly PESSARY FLEXIBLE
SILICONE NICHOLS

I have received a recent enclosed letter from the FDA referencing this

submission (K92006331E) and notifying Bioteque America Inc. that this

submission by Bioteque America will be held for just 30 days.

Please note that K920633 is on "telephone" hold with Mridulika Virmani,
Ph. D. pending receipt of additional data from our resin 

. I have been assured by Dr. Virmani that our submission is in

order and we only need to wait for the  information. I also included a

letter from L that indicates  testing compendium, on our selected

resin, is scheduled to be submitted to the FDA by August 28, 1995.
This period exceeds our 30 day extension which, according to your letter

expires on July 30, 1995. Therefore, I'm asking for a reasonable extension of
time so that the  compendium can be evaluated by Dr. Virmani.

Therefore, please allow Bioteque an extension until September 15; 1995. This
additional time frame should be adequate.

Thank you for your considerations.

Si 1y,

erns r ' Pr s ent
Bioteque America, Inc.

di's"soa `",.� SP 
t':.jtýfý1VCA

aj

340 East Maple Avenue. Suite 102 . Langhorne, PA 19047 . TEL (215) 750-8071 . FAX (215) 750-8073

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)

(b) (4)
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

June 30, 1995

Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health
Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

Rockville, Maryland 20850

BIOTEQUE AMERICA, INC. 510(k) Number: K920633
340 E. MAPLE AVENUE Product: PESSARY FLEXIBLE
SUITE 102 SILICONE NICHOLS
LANGHORNE, PA 19047
ATTN: DENNIS DORSEY

above-referenced Premarket Notification (510(k))uyaaý 
ý"

fbr 30 days pendin ,eceipt of the additional information that was
requ face of Device Evaluation. Please remember that
all correspondence concerning your submission MUST be sent in
duplicate to the Document Mail Center (HFZ-401) at the above
letterhead address. Correspondence sent to any address other than
the one above will not be considered as part of your official
premarket notification submission. Because of equipment and
personnel limitations, we cannot accept telefax material as part of
your official premarket notification submission unless specifically
requested of you by an FDA official.

If after 30 days the requested information is not received, we will
discontinue review of your submission and proceed to delete your
file from our review system. Pursuant to 21 CFR 20.29, a copy of
your 510(k) submission will remain in the office of Device Evaluation.
If you then wish to resubmit this 510(k) notification, a new number
will be assigned and your submission will be considered a new
premarket notification submission.

Please remember that the Safe Medical Devices Act of 1990 states that
you may not place this device into commercial distribution until you
receive a decision letter from FDA allowing you to do so.

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,

&A, 
0 

t2.l ý.ý..ý.V)-10.Marjoriý( 
Shulman

Supervisor Consumer Safety Officer
Premarket Notification Section
Office of Device Evaluation
Center for Devices and

Radiological Health
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IS0 9001
June 19, 1995 CERTIFIED

Denis Dorsey
BIOTEQUE AMERICA INC.
340 East Maple Avenue
Suite 120

Langhorne, PA 19047

Dear Mr. Dorsey,

I hope you find this information helpful and complete
assistance.

Please let me know if I can be of further

Sincerely

(b) (4)

(b) (4)

(b) (4)
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

June 30, 1995

BIOTEQUE AMERICA, INC.
340 E. MAPLE AVENUE
SUITE 102
LANGHORNE, PA 19047
ATTN: DENNIS DORSEY

Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health
Office of Device Evaluation
Document Mail Center (HFZ-901)
9200 Corporate Blvd.
Rockville, Maryland 20850

510(k) Number: K920633

Product: PESSARY FLEXIBLE

SILICONE NICHOLS

We are holding your above-referenced Premarket Notification (510(k)
for 30 days pending receipt of the additional information that was
requested by the Office of Device Evaluation. Please remember that
all correspondence concerning your submission MUST be sent in
duplicate to the Document Mail Center (HFZ-401) at the above
letterhead address. Correspondence sent to any address other than
the one above will not be considered as part of your official
premarket notification submission. Because of equipment and
personnel limitations, we cannot accept telefax material as part of
your official premarket notification submission unless specifically
requested of you by an FDA official.

If after 30 days the requested information is not received, we will
discontinue review of your submission and proceed to delete your
file from our review system. Pursuant to 21 CFR 20.29; a copy of
your 510(k) submission will remain in the Office of Device Evaluation.
If you then wish to resubmit this 510(k) notification, a new number
will be assigned and your submission will be considered a new
premarket notification submission: ,

Please remember that the Safe Medical Devices Act of 1990 states that
you may not place this device into commercial distribution until you
receive a decision letter from FDA allowing you to do so.

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

Sincerely yours,

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

Radiological Health
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Date

From

DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Memorandum

REVIEWER(S) - NAME (S) 
M.5ý-qj(A'"

Subject 510(k) NUMBER Q& 1-.311

To THE RECORD -- It is my recommendation that the subject 510(k) Notification:

Is substantially equivalent to marketed devices.

Requires premarket approval. NOT substantially equivalent to marketed `devices.

Lfs, ` Requires ore data. ýýpýdl '

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

Is this device subject to Postmarket Surveillance? YES 0 NO

Is this device subject to the Tracking Regulation? 0 YES El NO

Was clinical data necessary to support the review of this 510(k)? 0 YES 0 NO

This 510(k) contains: Truthful and Accurate Statement 0 Requested 0 Enclosed
(required for originals received 3-14-95 and, after)

El A 510(k) summary OR 0 A 510(k) statement

Q .The required certification and summary for class III. devices, 

'^.

The submitter requests under 21 CFR.807.95: No Confidentiality

0 Confidentiality for 90 
days, 

0 Continued Confidentiality exceeding 90 days

Predicate Product: Code with
pariai and class:

n. .

REVIEW: A-!(BRAN-CH' 
CHIEF) r. ,(BRAVA CODE), ,(D 

°TE):

FINAL REVIEW:
(DIVISION DIRECTOR) (DATE)

Revised 3/8/95

Additional Product-. Code(s)
with panel (optional):
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DIVISION OF REPRODUCTIVE, ABDOMINAL, EAR, NOSE AND THROAT
AND RADIOLOGICAL DEVICES

MEMORANDUM OF TELEPHONE CONVERSATION

BETWEEN: Dennis Dorsey Date: June 28, 1995

AND: Mridulika Virmani

COMPANY: Bioteque America, Inc.

PHONE NUMBER: 215-750-8017

DOCUMENT NUMBER: K920633 /S6
(if applicable)

SUMMARY:

I called Mr. Dorsey, to convey that Bioteque American Inc.
document K920633 will be on telephone hold, until we get all the
information for device materials and biocompatibility. He has
submitted a letter to access the 

MED-4840 This file is not complete. Company
indicates that additional information on material specifications
and biocompatibility will be provided by end of August, 1995. I
have told Mr. Dorsey to inform FDA, when this information
included in the until than this document will be on
telephone hold.

Signed: &'ý' 
VA:.7ýý' 

1izylqs

Original to: File
Copy to:

(b) (4)

(b) (4)

(b) (4)
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JUN-20-1995

0

At11eric

FAX MESSAGE

P.01

- Medical Products ;
Design & Development

Prototypes to Production

TO: Mridulika Virmani; Ph.D: FDA
FROM: Denis Dorsey Bioteque America, inc.
DATE: 6120195

RE: K920633/E

As per our telephone conversation of 6115/95, t am submitting the

following additional information concerning K933/E:
Page #'2 of this fax message is a letter from indicating

that their silicone material  is a direct replacement for the Dow silicone

material Q7-484.0. This is at your request. Also, please note that the 

silicone is a two part product exactly like Dow's Q7-4840. Finally, paragraph 2 of

the  fax to Bloteque indicates that  will submit a compendium of

chemical and mechanical equivalency testing as well as biological comfirmatory

testing on or before August 28, 1995. I sincerely hope this answers the material

questions regarding this product.

Page #3 of this fax message is a corrected "Manufacturing Flow Chart".

Please note that the silicone material is the Parts A & B.

j
Si 1y ý ( 2

r

I Dents Dors®, President 
A. 

.'ý 
f w., 

.`'

Bioteque America, Inc. ý^

. .. . .. 340 East Male Avenue. 5uile 102. Langhorne, PA 19047 . "rEL (215) 750-8071. FAX (2'15) 750-80 

A

23:55

teVue
a Inc. Cý

(b) (4)

(b) (4)

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

(b) (4)

(b) (4)
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JUN-20-1995 23:55
1

;

I

a
June 19, 1995

j Denis Dorze7
BIOTEQM AMERICA INC.
340 East Mlaple Avenue
Suite 120
Lanx* ?A 191347

am Mr.. Dorsey,

P.02

S

450 9007
cEwTlFlýa ,

;

.

i 1 hope you find this information helpful arid complete. please let me know if I can be of further
assistance.-_ a

j Sincerely .
E

5

t

TOT P. 2 ;

(b) (4)

(b) (4)

(b) (4)
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MANUFACTURIli1G FLOC CHART

P. 03

TOTAL P.

(b) (4)
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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.
Rockville, Maryland 20850

June 12, 1995

BIOTEQUE AMERICA, INC. 510(k) Number: K920633
340 E. MAPLE AVENUE Product: PESSARY-TL'EXTBLE
SUITE 102 S-IL-CSNE NICHOLS
LANGHORNE, PA 19047

submission has beenswill notify you when processing of thisWe the
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.

ATTN DENNIS DORSEY:

received.has beenThe additional information you have submitted

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,

Supervisory
Marjorie Shulman

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

Radiological Health
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3 swi ._ , .
Modica l I'roduc iste U e Design & Development

gin. 
t'rototylms to Production

618!95

Food and Drug Administration I,I oot I D
Center for Devices and Radiological Heap
Document Mail Center (HZF-401)
1390 Piccard Drive
Rockville, Maryland 20850

Attention: Document Mail Clerk

RE: K9206331E

NOTE: This submission is on "telephone" hold with Mridulika Virmani, Ph. D.

This is a re-submission is due to a change of material from Applied
Silicone Corporation's 40026 applied liquid silicone rubber 40 (LSR-40) material
to   material . This material, the 

MED-4840, is an exact replacement material for Dow Corning's silasticTM silicone
Q7-4840. Since we have made several prototypes using the Dow silastic, our

manufacturing process using compression-type molding,- our toolings, and
production methodology will remain the same.

Also; Applied Silicone Corporation's policy is to charge $5,000.00 for the
authorization letter permitting the Food and Drug Administration access to their
master file. Bioteque America found this charge to be prohibitive.

Proprietary Name:

Note: Formally the PESSARY FLEXIBLE SILICONE NICHOLS

This proposed product name will be changed to the NICHOLS
COUNSELLOR as per advisement of Department of Health & Human Services in
letter dated May 4, 1995, Device Description & Equivalence Comparison 1. a.
We would prefer not to use the name Counsellor Vaginal Mould.

340 East Maple Avenue. Suite 102 . Langhome, PA 19047 . TEL (215) 750-£3071 . FAX (215) 750-8073

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

(b) (4)
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Device Description & EquivalInce !irom2arlson
w1 r y1ý1 MI r 1 rr uw"1iý 

- 1lro ý.

t . a. Have submitted labeling changes to our proposed literature and hence forth

this device will no longer be referred to as the NICHOLS SILICONE PESSARY

but rather the NICHOLS COUNSELLOR.

Materials

2. I have review our intended use of DOW silasticTM silicone with Mr. Stephen

Smith of DOW CORNING, Midland, MI 48640, by phone on 5111195 and as the

result of this conversation; the material will be changed from Dow Corning's
silasticTM silicone Q7-4840 to 

which is an exact equivalent of Dow's 47-4840.

Please see NuSil Silicone Technology's data submitted to Bioteque

America concerning material specifications and a letter permitting the Food and

Drug Administration access to their 

Manufacturing Process (no chance):
.r.ýrýr ý ý rrwnr' rmrurm inn ý I ý rý.ýr

s

(b) (4)

(b) (4)

(b) (4)
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1.0 SCOPE
These specifications and procedures pertain to the following product:

Nichols Counsellor (Vaginal Mould)
PIN: C1 16S (small), C124M (medium), C133L (large)

2.0 DESCRIPTION
2.1 See product descriptions in attachments for the design mechanical

drawing and dimensional specifications.

2.2 The Nichols Counsellor shall be manufactured from a stable medical

grade silicone supplied by NuSil Technology Corporation.

2.3 The Nichols Counsellors will have a smooth surface finish, blemish

free and within specified tolerances.

3.0 FORMULATION
3.1 The silicone compound shall be maintained on file by the manufacturer

and shall be referenced and recorded by the Nichols Counsellor lot control code.

NuSil material designated as NuSil MED-4840 is to be used to produce the part.

4.0 GENERAL REQUIREMENTS
4.1 WORKMANSHIP - The Counsellors shall be clean and free from

physical damage.
4.2 CODING - Each lot shall be coded with a control number and this code

number with size and these numbers must be imprinted on the instructional sheet

that accompanies the part. All records pertaining to the control number will be

kept on file at the manufacturing site.

5.0 SPECIAL REQUIREMENTS

5.1 PHYSICAL. PROPERTIES - The silicone used for the Nichols

Counsellor shall have the properties of MED-4840 as per NuSil's product

information sheets and specifications.

5.2 AGED PROPERTIES - The silicone used for the Nichols Counsellor

shall not, after aging, vary from the original properties by more than 20%.

h

ýl
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6.0 GENERAL QA REQUIREMENTS

6.1 SYMMETRY - Satisfactory if all dimensions of Counsellor are

within +I- 1 mm of design standard nominal values as per drawing. Measurements

to be made with digital read-out micrometer and recorded. (see 6.3.1).

6:2 LOT CODE IDENTIFICATION - Denotes month and year of

manufacture.

6.3 PHYSICAL DIMENSIONS - see drawing
6.3.1 Using digital read-out micrometer measure dimensions

designated as A the overall length of the product; B the maximum diameter, and

C the distal end of the product. All dimensions should be within +I- 1 mm, well

within manufacturing standard deviations as per STANDARD DEVIATION chart.

Standard deviations were calculated based on minimum production run of

product using equivalent material.
6.4 COSMETIC BLEMISHES - refers to dirt, foreign material, and

mold parting lines (if any).
6.5 INTEGRITY - Be sure knob is as per engineering drawing. Check

that part has flat surfaces near knob on opposite sides of part as per engineering
drawing. Be sure distal end C is blunt and free of burrs and/or sprues. Part

should be smooth and without cosmetic blemishes.

7.0 PACKAGING AND LABELING REQUIREMENTS

7.1 The Nichols Counsellor shall be packaged in medically clean poly
bags with physician/patient instructions included. Instructions labeled as per 4.2.

7.2 The physician/patient instructions will include the following:

Bioteque America, Inc.

340 E. Maple Avenue, Suite #102

Langhorne, PA 19047

8.0

Nichols Counsellor
C1 16S or C125M or C133L (just a single size)
LOT CODE: (see section 6.2)

CERTIFICATE OF COMPLIANCE
8.1 Each shipment shall contain a certificate of compliance which is to

include:
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a. A statement that the product has been manufactured in

compliance with this specification.
b. Complete list of the number of units manufactured, specific sizes,

and lot number identification.
See Exhibit A

9.0 OTHER REQUIREMENTS
9.1 Provide Bioteque America, Inc. with the following additional

information:
a. All part numbers and quantities

b. Confirmation of Purchase Order Number

9.2 Ail parts not meeting this specification may be returned for

replacement.
9.3 Manufacturing records shall be retained for a minimum of 3 years and

be made available upon request.

9.4 Any changes or amendments to this specification shall be written and

approved using only the following procedure:

a. The proposed change will be in writing by the appropriate party
and will include those pages and sections affected. Includes engineering design

drawings. ;
b. The draft of changes must be circulated for review and comment

by Bioteque America, Inc. located at 340 E. Maple Avenue, Suite #102,

Langhorne, PA 19047.
c. After informal approval of the draft, the change will be written into

the specification and the old material deleted.
d. Enter the effective date of change and initial. Sign and date the

approval/revision sheet.

10. ACCEPTABLE QUALITY LEVEL (AQL)
10.1 Part must meet the quality assurance testing procedures.

10.2 At quality control (before shipment) at least 5°/0 of the product should

be re-measured for sizing and cosmetically rechecked (including packaging).

Material Toxicityr rr rrmý.i ýrýr

5: Additional chemicals are not used in the manufacturing process.
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Labeling

6. A copy of the instructions is included in this re-submission.

7. The word "marked" does not appear.

4Resp ally submitted,

Denis Dorsey
Bioteque America, Inc.
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CERTIFICATE OF COMPLIANCE

WE CERTIFY THAT THE MATERIAL USED IN THE MANUFACTURE OF THE

FOLLOWING COMPONENT IS A MEDICAL GRADE SILICONE PRODUCT

PRODUCED BY THE APPLIED SILICONE CORPORATION AND THAT THEY

COMPLY WITH OUR SPECIFICATIONS; STANDARDS, AND QUALITY

ASSURANCE PRACTICES.

" 
PART NO. P.O. NO. LOT NO. QUANTITY SHIP DATE

Quality Assurance Manager

date

s

I
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June 7. 1995 IS09001
l CERTIFIED

Mr: Denis Dorsey
CEO
Biotequt;America, Inc.

Suite 102
344 East Maple Ave.

I.ahghorne, PA 19047

l

Dear Mr. Dorsey:

This letter authorizes the Food and Drug, Administration to include by reference information in our deviceNuSii` 
silicone elastomer, in your device submissions.

I The FDA has requested that you provide this letter with your submission and include a copy of this letter in
" 

j any additional copies of your submission.

Shlcerety yours.

l

(b) (4)

(b) (4)

(b) (4)
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F.ki TO THE FOLLOWING NUMBER: 2/3'- 7,x"6 -- $O 7 3

THE FOLLOWING PAGE(S) ARE FOR:

FIRMIPOMPANY NAME: ' /Q 
-rk"' 

Q 
'(' /¢l1hC' 

C4

mZAel_'C-FROM :

SUBJECT: ý°e-/cz.ý s e ý- /1 5-P 
5' 

-467
FAX OPERATOR

DATE: TIME: -A.M.:.5?PA.

TOTAL NUMBER OF PAGES: (THIS INFORMATION SHEET PLUS.13 PAGE(S)

REPLYýNEEDED: YES NO

IF IOU DON 
NOT RECEIVE ALL THE PAGES, PLEASE CALL BACK IMMEDIATELY1

OUR TELEPHONE NUMBER IS (805) 684-8780

OUR FACSIMILLE NUMBER IS (805) b84-2365

1

.r
1

I

i

f

l

i 
.

.. 
1

1
s

C

iý 
.

1.

1
v l

i

(b) (4)
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(b) (4) Material Safety Data Sheet
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(b) (4) Material Safety Data Sheet
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(b) (4) Material Safety Data Sheet
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(b) (4) Material Safety Data Sheet
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(b) (4) Material Safety Data Sheet

Records processed under 2016-5314; Released by CDRH on 11-17-2016



(b) (4) Material Safety Data Sheet
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(b) (4) Material Safety Data Sheet
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(b) (4) Material Safety Data Sheet
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(b) (4) Material Safety Data Sheet
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(b) (4) Material Safety Data Sheet
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(b) (4) Material Safety Data Sheet
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(b) (4) Material Safety Data Sheet
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(b) (4) Standard Deviation
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ýl

(b) (4)
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DISTRIBUTED BY:
BIO.-AMT"'

Bioteque America, Inc.
340 East Maple Avenue
Langhorne, PA 19047
Tel. (215) 750-8071 

Amenca, Inc,,
Fax (215) 750-8073

The NICHOLS
COUNSELLOR

(OBTURATOR-TYPE)

The Nichols Counsellor (Obturator-Type) Is available In three sizes.

Product #_ C1 16S (small) C125M (medium) C1 33L (large)

Caution: Federal law restricts this device to or on the order of a physician.

Indications: To support or distend the vaginal canal.

Contraindications: Vaginal counsellors are contraindicated in acute genital tract
infections or in the presence of pelvic infections or lacerations.

Instructions for the Physician: Following the construction of a neovagina or
ý"ýI. . I IW I I 1111 W ..1r1 1ý1ý

any portion thereof; or following a vaginalplasty operations performed to enlarge
a small vagina, or for the relief of viginismus, it is usually desired to support or
distend the vaginal canal with a device to prevent unwanted contraction of the
scar or to relax the muscles that surround the vagina. Such a counsellor or
obturator should be simple, smooth surfaced, light in weight, capable of removal
and insertion by the patient and affordable. It should be available in various
sizes. Since even a silicone obturator is a foreign body in the vagina, any vaginal
secretions must route through; the obturator for drainage from the vault of the
vagina. This silicone vaginal counsellor designed and produced in various sizes,
meets the above criteria.

Instruct the patient to report any discomfort. The patient should return in
twenty-four, hours for the first examination. The vaginal obturator should be
removed eery day or two for cleaning and can be washed with a mild soap and
water and then rinsed before reinsertion. Have- the patient return in about three
days for the second examination and then schedule monthly return visits.

Bi'*oteque
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Adverse Reactions: During each visit, the vagina should be checked for
- evidence of unnecessary pressure or allergic reactions.

Precautions: The patient should be questioned concerning douching,
discharge, disturbance of bowel function and urination.

Instructions for the Patient: Your doctor has recognized the need for wearing
a device or obturator within the vagina that will keep the vaginal cavity from
contracting during its healing phase or to relax the spasms of the muscles around
the vaginal entrance. When the obturator is in its place you may be conscious of
a mild feeling of pressure, but there should be no pain. Should the device
become painful, bring the matter promptly to your physician's attention. There is
a small knob at the outside end of the obturator that can be grasped to facilitate
its insertion and removal.

When inserting the obturator, your pelvic muscles must be relaxed. With
one hand separate the labia minora and with the other insert the blunt end of the
well lubricated (use any water soluble gel) obturator into the vaginal cavity and
gently make pressure, pushing the obturator into the vagina until it stops and the
knob end is comfortably within the vagina. The obturator should be turned so
that one flattened surface near the tip (knob) will come to rest beneath the
urethra (the external opening into the bladder). It is recommended that you wear
a supportive sanitary napkin when the obturator is in place.

The obturator should be removed from time to time, as your physician will
instruct, washed with soap and water and replaced.

These instruction are courtesy of David H. Nichols, MD
Sizes available are small, medium, and large

R
116 mm

PATENT PENDINGMEDIUM 33.50 mm
L A JC =76 mm 41.70=m

'MALL .75 30.75 mm 13.75 mm
125.50 mm 11.75 mm

.A G 16.7b mm
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DISTRIBUTED BY:
B10-AMT"':

Biotegue America, Inc. q
340 East Maple Avenue
L,anghorne, PA 19047
Tel. (215) 750-8071 mencaA, Incl,Fax (215) 750-8073

CLýýT 83148;1The N I C H O LS
COUNSELLOR

(OBTURATOR-TYPE)

The Nichols Counsellor (Obturator-Type) Is available In three sizes.

Product #: C1 16S (small) C125M (medium) C1 33L (large)

Caution: Federal law restricts this device to or on the order of a physician.

indications: To support or distend the vaginal canal.

Contraindications: Vaginal counsellors are contraindicated in acute genital tract
infections or in the presence of pelvic infections or lacerations.

Instructions for the Physician: Following the construction of a neovagina or
YýIYýYýi11 I IýYY11"11ý111YY.1ý

any portion thereof, or following a vaginalpiasty operations performed to enlarge
a small vagina, or for the relief of viginismus, it is usually desired to support or
distend the vaginal canal with a device to prevent unwanted contraction of the
scar or to relax the muscles that surround the vagina. Such a counsellor or
obturator should be simple, smooth surfaced, light in weight, capable of removal
and insertion by the patient and affordable. It should be available in various
sizes. Since even a silicone obturator is a foreign body in the vagina, any vaginal
secretions must route through; the obturator for drainage from the vault of the
vagina. This silicone vaginal counsellor designed and produced in various sizes,
meets the above criteria.

Instruct the patient to report any discomfort. The patient should return in
twenty-four hours for. the first examination. The vaginal obturator should be
removed every day or two for cleaning and can be washed with a mild soap and
water and then rinsed before reinsertion. Have. the patient return in about three
days for the second examination and then schedule monthly return visits.

r,c,IC,. a Dý Gv / 1 7-i

' Iý

Records processed under 2016-5314; Released by CDRH on 11-17-2016



'' 
DISTRIBUTED BY:
BID"At417m
Bioteque America, Inc.
340 Bast Maple Avenue
,anghorne, PA 19047
44. (215) 750-8071

", Fax (215) 750-8073

Adverse Reactions: During each visit, the vagina should be checked for
evidence of unnecessary pressure or allergic reactions.

Precautions: The patient should be questioned concerning douching,
discharge, disturbance of bowel function and urination.

Instructions for the Patient: Your doctor has recognized the need for wearing
a device or obturator within the vagina that will keep the vaginal cavity from
contracting during its healing phase or to relax the spasms of the muscles around
the vaginal entrance. When the obturator is in its place you may be conscious of
a mild feeling of pressure, but there should be no pain. Should the device
become painful, bring the matter promptly to your physician's attention. There is
a small knob at the outside end of the obturator that can be grasped to facilitate
its insertion and removal.

When inserting the obturutor, your pelvic muscles must be relaxed. With
one hand separate the labia minora and with the other insert the blunt end of the
well lubricated (use any water soluble gel) obturator into the vaginal cavity and
gently make pressure, pushing the obturator into the vagina until it stops and the
knob end is comfortably within the vagina. The obturator should be turned so
that one flattened surface near the tip (knob) will come to rest beneath the
urethra (the external opening into the bladder). It is recommended that you wear
a supportive sanitary napkin when the obturator is in place.

The obturator should be removed from time to time, as your physician will
instruct, washed with soap and water and replaced.

These instruction are courtesy of David H. Nichols, MD
Sizes available are small, medium, and large

B

SHALL 116-75 mm 30.75 mm
MEDIUM mm 33,50

" 1= Mm 41.70 am 1&7 am

. �,r� 13.75 PATENT PENDING125.50 mm 1.96 mmtr s ?a 6
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-- Medical Products -=

Design & Development
Prototypes to Production:;

PREMARKET NOTIFICATION
510(k) STATEMENT

(AS REQUIRED BY 21 GFR 807.93)

I certify that, in my capacity as President of Bioteque America, Inc., I

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 equivalent. The

information I agree to make available will be a duplicate of the

premarket notification submission, including and adverse safety and

effectiveness information, but excluding all patient identifiers, and

trade secret and confidential commercial information as defined in 21

CFR 20.61.

f

.rýc.c :ý �ý yr

Denis P. Dorsey
5/25/95

K920633/E

_ 340 East Maple Avenue. Suite 102 . Langhorne, PA 19047 . TEL (215) 750-8071 . FAX (215) 750-8073
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Medical Products
-Design & Development

Prototypes to Production

PREMARKET NOTIFICATION
TRUTHFUL AND ACCURATE STATEMENT

(AS REQUIRED BY 21 CFR 847.87(j))

I certify that, in my capacity as President of Bioteque America, Inc., I
" 

believe to the best of my knowledge, that all data and information

submitted in the premarket notification are truthful and accurate and

that not material fact has been omitted.

Denis P. Dorsey

5125195

K920633IE

340 East Maple Avenue. Suite 102. 
Langhorne,' PA 19047 . TEL (215) 750-8071 . FAX (215) 750-8073
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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.

Rockville, Maryland 20850

June 09, 1995

BIOTEQUE AMERICA, INC.
340 E. MAPLE AVENUE
SUITE 102
LANGHORNE, PA 19047
ATTN: DENNIS DORSEY

510(k) Number: K920633
Product: PESSARY FLEXIBLE

SILICONE NICHOLS

We are holding your above-referenced Premarket Notification (510(k)
for 30 days pending receipt of the additional information that was
requested by the Office of Device Evaluation. Please remember that
all correspondence concerning your submission MUST be sent in
duplicate to the Document Mail Center (HFZ-401) at the above
letterhead address. Correspondence sent to any address other than
the one above will not be considered as part of your official
premarket notification submission. Because of equipment and
personnel limitations, we cannot accept telefax material as part of
your official premarket notification submission unless specifically
requested of you by an FDA official.

If after 30 days the requested information is not received, we will
discontinue review of your submission and proceed to delete your
file from our review system. Pursuant to 21 CFR 20.29, a copy of
your 510(k) submission will remain in the Office of Device Evaluation.
If you then wish to resubmit this 510(k) notification, a new number
will be assigned and your submission will be considered a new
premarket notification submission.

Please remember that the Safe Medical Devices Act of 1990 states that
you may not place this device into commercial distribution until you
receive a decision letter from FDA allowing you to do so.

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

Sincerely yours,

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

Radiological Health

N_ ý
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DEPARTMENT OF HEALTH & HtMAN'SERVICES

ýf1YfN

From REVIEWER(S) - NAME(S)

Subjs..ý S 1.0 (k) NIUIIBER 2UCD

- " 
Public Heafth Service

Memorandum

To THE RECORD -- It is my recowmendation that the subject 510(k; Nocificar;ion:

Is substantially equivalent to marketed devices.

Requires premarket approval. NOT substantially equivalent to marketed devices.

Requires more data. 
' "f-

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

Is this device subject to Postmarket Surveillance? 1:1 YES El NO

Is this device subject to the Tracking Regulation? U YES 1:1 NO

Was clinical data necessary to support the review of this 510(k)? 1:1 YES 0 NO

This 510(k) contains: Truthful and Accurate Statement 0 Requested El Enclosed
(required for originals received 3-14-95 and after)

A ý10(k) summary OR 0 A 510(k) statement

The required certification and summary for class III devices

The submitter requests under 21 CFR 807.95: 0 No Confidentiality

Confidentiality for 90 days 11 Continued Confidentiality exceeding 90 days

Predicate Product Code w1 r-i-,
p 3 ..^. a. 1 2n'ý a Ass:

1

REV I EW
(BRANCH CHIEF)

A:ulr i- -:is ! PYo"lu^ t COde l s; 1,

wA4h p:are_ (opcionat ):

(BRANCH CODE) ( ATE) 
ý.

FINAL REVIEW:
(DIVISION DIRECTOR) (DATE)

Revised 3/8/95 ý' 1
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Sx0(k) "SUBSTANTIAL EQUIVALENCE" . ,

DECISION-MAIUNGPROCESS (DETAILED)

DaalpHrc Wocsoatfoa
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Yes 
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No
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Data may be in the 510(k), odtcr 5(o(k)s. the f-nlci s classification files,. Of the litcra(crc_
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DIVISION OF REPRODUCTIVE, ABDOMINAL, EAR, NOSE AND THROAT
AND RADIOLOGICAL DEVICES

MEMORANDUM OF TELEPHONE CONVERSATION

BETWEEN: Dennis Dorsey Date: June 7, 1995

AND: Mridulika Virmani

COMPANY: Bioteque America, Inc.

PHONE NUMBER: 215-750-8017

DOCUMENT NUMBER: K920633 /S6
(if applicable)

SUMMARY:

Signed: t-Uucýw4%(ý..V,,ý,,,.ý

Original to

Copy to: -

"4N-47s-
F

(b) (4)
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DRAERD REVxEWER RECORD FOR 510 (K) s, IDES, AND PMA SU=?LE_ýLBNTS

Document Control No.

r

Consulting reviews designated, as appropriate, by Branch Chief and
lead reviewer, at the beginning of the review

Specialty Review Needed? Reviewer

Dates-Yes No _en Returned

kinical

Yngineering/
Physics

Chemistry/
Biomaterials

Biological/

Sterility

Toxicology/

Biocompatibility

Statistics

Other

3/93

Principal Reviewer

Date Assigned
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DRAERD Quality Control -- to be completed by the Associate Director
and, as appropriate, by the designated
medical officer.

A. Associate Director QC Overview -- medical QC overview of this
submission is believed necessary.

YES N0

xnitla s/Date

8. 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.

MeEca O xcer/Date
Final Signoff

Assoc. Director/Date
Final Signoff

4/93
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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.
Rockville, Maryland 20850

June 02, 1995

BIOTEQUE AMERICA, INC.
340 E. MAPLE AVENUE
SUITE 102
LANGHORNE, PA 19047
ATTN: DENNIS DORSEY

510(k) Number: K920633
Product: PESSARY FLEXIBLE

SILICONE NICHOLS

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

Records processed under 2016-5314; Released by CDRH on 11-17-2016



Biote ue
America Inc.

Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center (HZF-401)
1390 Piccard Drive
Rockville; Maryland 20850

Attention: Document Mail Clerk

RE: K920633/E

Proprietary Name:

Kct za
- Medical Products

--Design & Development
Prototypes to ý: Prod U(tipn

Y'i rl 1 ( f 2 F -( a. a £"n

Note: Formally the PESSARY FLEXIBLE SILICONE NICHOLS
This proposed product name will be changed to the NICHOLS

COUNSELLOR as per advisement of Department of Health & Human Services in
letter dated May 4, 1995, Device Description & Equivalence Comparison 1. a.
We would prefer not to use the name Counsellor Vaginal Mould.

Device Description & Equivalence Comparison

1. a. Have submitted labeling changes to our proposed literature and hence forth
this device will no longer be referred to as the NICHOLS SILICONE PESSARY
but rather the NICHOLS COUNSELLOR.

Materials

2. I have review our intended use of DOW silasticTm silicone with Mr. Stephen
Smith of DOW CORNING, Midland, MI 48640, by phone on 5111195 and as the
result of this conversation, the material will be changed from Dow Corning's
silasticTm silicone Q7-4840 to the Applied Silicone Corporation's 40026 applied
liquid silicone rubber 40 (LSR-40) material.

Please see Applied Silicone Corporation's attachments concerning the
material specifications and the related biocompatibility information.

For details concerning Applied Silicone's Master Files, the FDA can
contact:

d
340 East Maple Avenue. Suite 102. Langhorne, PA 19047. TEL (215) 750-8071. FAX (215) 750-8073
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Manufacturing Process:
rýwrrýrýrým nrýmnrrorw

4. a Description of quality assurance testing procedures

The Nichols Counsellor is manufactured using the following component

specifications and procedures:

COMPONENT PART SPECIFICATIONS

Nichols Counsellor (Vaginal Mould)
PIN: C1 16S (small), C124M (medium), C133L (large)
Effective: January, 1995
Silicone Manufacturer:

1.0 SCOPE

Applied Silicone Corporation

These specifications and procedures pertain to the following product:

Nichols Counsellor (Vaginal Mould)
PIN: C1 16S (small), C1 24M (medium), C1 33L (large)

2.0 DESCRIPTION
2.1 See product descriptions on page for the design mechanical

drawing and dimensional specifications.

2.2 The Nichols Counsellor shall be manufactured from a stable medical

grade silicone.
2.3 The Nichols Counsellors will have a smooth surface finish, blemish

free and within specified tolerances.

(b) (4)

(b) (4)
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3.0 FORMULATION

4.0 GENERAL REQUIREMENTS

4.1 WORKMANSHIP - The Counsellors shall be clean and free from

physical damage.

4.2 CODING - Each lot shall be coded with a control number and this code

number with size and..#he must be imprinted on the instructional sheet

that accompanies the part. All records pertaining to the control number will be

kept on file at the manufacturing site.

5.0 SPECIAL REQUIREMENTS
5.1 PHYSICAL PROPERTIES - The silicone used for the Nichols

Counsellor shall have the properties of #40026 as per Applied Silicone

Corporation's product information sheet, i:e., shore A units G 40, tensile strength

(psi) Q 980, elongation (%) 450, tear strength (ppi) Q 170, specific gravity Q

1.12, compression set 22 hours G 177°C 55°/0, and linear shrinkage (%) @

2.0%, etc.
5.2 AGED PROPERTIES - The silicone used for the Nichols Counsellor

shall not, after aging, vary from the original properties by more than 20°/0.

6.0 GENERAL QA REQUIREMENTS

6.1 SYMMETRY - Satisfactory if all dimensions of Counsellor are

within +I- 1 mm of design standard nominal values as per drawing. Measurements

to be made with digital read-out micrometer and recorded. (see 6.3.1).

6:2 LOT CODE IDENTIFICATION - Denotes month and year of

manufacture.
6:3 PHYSICAL DIMENSIONS - see drawing

6.3.1 Using digital read-out micrometer measure dimensions

designated as A the overall length of the product, B the maximum diameter, and

C the distal end of the product. All dimensions should be within +I- 1 mm, well

within manufacturing standard deviations as per STANDARD DEVIATION chart.

(b) (4)
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6.4 COSMETIC BLEMISHES - refers to dirt, foreign material, and

mold parting lines (if any).

6.5 INTEGRITY - Be sure knob is as per engineering drawing. Check

that part has flat surfaces near knob on opposite sides of part as per engineering

drawing. Be sure distal end C is blunt and free of burrs and/or sprues. Part

should be smooth and without cosmetic blemishes.

7.0 PACKAGING AND LABELING REQUIREMENTS

7.1 The Nichols Counsellor shall be packaged in medically clean poly

bags with physician/patient instructions included. Instructions labeled as per 4.2.

7.2 The physician/patient instructions will include the following:

Bioteque America, Inc.

340 E. Maple Avenue, Suite #102

Langhorne, PA 19047

Nichols Counsellor

C116S or C125M or C133L (just a single size)
LOT CODE: (see section 6.2)

8.0 CERTIFICATE OF COMPLIANCE

8.1 Each shipment shall contain a certificate of compliance which is to

include:
a. A statement that the product has been manufactured in

compliance with this specification.

b. Complete list of the number of units manufactured, specific sizes,

and lot number identification.
See Exhibit A

9.0 OTHER REQUIREMENTS

9:1 Provide Bioteque America, Inc. with the following additional

information:

a, All part numbers and quantities

b. Confirmation of Purchase Order Number

9.2 Ail parts not meeting this specification may be returned for

replacement.

9.3 Manufacturing records shall be retained for a minimum of 3 years and

be made available upon request.
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9.4 Any changes or amendments to this specification shall be written and

approved using only the following procedure:

a. The proposed change will be in writing by the appropriate party
and will include those pages and sections affected. Includes engineering design

drawings.
b. The draft of changes must be circulated for review and comment

by Bioteque America, Inc. located at 340 E. Maple Avenue, Suite #102,

Langhorne, PA 19047.
c. After informal approval of the draft, the change will be written into

the specification and the old material deleted.
d. Enter the effective date of change and initial. Sign and date the

approval/revision sheet.

10. ACCEPTABLE QUALITY LEVEL (AQL)
10.1 Part must meet the quality assurance testing procedures.

10.2 At quality control (before shipment) at least 5% of the product should

be re-measured for sizing and cosmetically rechecked (including packaging).

Material Toxicltv
1111 IIIýII I111ý

5. Additional chemicals are not used in the manufacturing process.

Laý, belina ,

6. A copy of the instructions is included in this re-submission.
7. The word "marked" does not appear.

W 

Res ctfully s bmitted,

Denis Dorsey
Bioteque America, Inc.
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_. CERTIFICATE OF COMPLIANCE
WE CERTIFY THAT THE MATERIAL USED IN THE MANUFACTURE OF THE
FOLLOWING COMPONENT IS A MEDICAL GRADE SILICONE PRODUCT

PRODUCED BY THE APPLIED SILICONE CORPORATION AND THAT THEY
COMPLY WITH OUR SPECIFICATIONS, STANDARDS, AND QUALITY

ASSURANCE PRACTICES.

PART NO. P.O. NO. LOT NO. QUANTITY SHIP DATE

Quality Assurance Manager

date
I

Exhibit A
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(b) (4) Standard Deviation
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MANUFACTURING FLOW CHART

ý;o

(b) (4)
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1DISTRIBUTED BY:
BIO-AMT"' Bioteque
Bioteque America, Inc.
340 East Maple Avenue
Langhorne, PA 19047
Tel. (215) 750-8071 Amenca, Inc,,
Fax (215) 750-8073

The NICHOLS
COUNSELLOR

(OBTURATOR-TYPE

The Nichols Counsellor (Obturator-Type) Is available In three sizes.

Product C1 16S (small) , 
125M edium) C1 33L (large)

Caution: Federal law restri s this devi to or on the order of a physician.

Indications: To support or dist he vaginal canal.

Contraindications: Vaginal counsellors are contraindicated in acute genital tract
infections or in the presence of pelvic infections or lacerations.

Instructions for the Physician: Following the construction of a neovagina or
any portion thereof, ollowing a vaginaiplasty operations performed to enlarge
a small vagina, or for the relief of viginismus, it is usually desired to support or
distend the vaginal canal with a device to prevent unwanted contraction of the
scar or to relax the muscles that surround the vagina. Such a counsellor or
obturator should be simple, smooth surfaced, light in weight, capable of removal
and insertion by the patient and affordable. It should be available in various
sizes. Since even a silicone obturator is a foreign body in the vagina, any vaginal
secretions must route through; the obturator for drainage from the vault of the
vagina. This- silicone vaginal counsellor designed and produced in various sizes,
meets the aove criteria.

Instruct the patient to report any discomfort. The patient should return in
twenty-four hours for the first examination. The vaginal obturator should be
removed every day or two for cleaning and can be washed with a mild soap and
water and then rinsed before reinsertion. Have the patient return in about three
days for the second examination and then schedule monthly return visits.
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Adverse Reactions: During each visit, the vagina should be checked for
evidence of unnecessary pressure or allergic reactions.

Precautions: The patient should be questioned concerning douching,
discharge, disturbance of bowel function and urination.

Instructions for the Patient: Your doctor has recognized the need for wearing
a device or obturator within the vagina that will keep the vaginal cavity from

contracting during its healing phase or to relax the spasms of the muscles around
the vaginal entrance. When the obturator is in its place you may be conscious of
a mild feeling of pressure, but there should be no pain. Should the device
become painful, bring the matter promptly to your physician's attention. There is
a small knob at the outside end of the obturator that can be grasped to facilitate
its insertion and removal.

When inserting the obturator, your pelvic muscles must be relaxed. With
one hand separate the labia minora and with the other insert the blunt end of the
well lubricated (use any water soluble gel) obturator into the vaginal cavity and
gently make pressure, pushing the obturator into the vagina until it stops and the
knob end is comfortably within the vagina. The obturator should be turned so
that one flattened surface near the tip (knob) will come to rest beneath the
urethra (the external opening into the bladder). It is recommended that you wear
a supportive sanitary napkin when the obturator is in place.

The obturator should be removed from time to time, as your physician will
instruct, washed with soap and water and replaced.

These instruction are courtesy of David H. Nichols, MD
Sizes available are small, medium, and large

SMALL PATENT PENDINGMEDIUM 33.60 14.75
mLAWS

. 116.76 mm 30.76 mm 13.75 mm
125.50 mm mm mm
iS3.7b a "i.74 ruse lb.7b mm
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iDISTRIBUTED BY:
BIO-AMT"" Bioteque
Bioteque America, Inc.
340 East Maple Avenue
Langhorne, PA 19047
Tel. (215) 750-8071 

Amenca, Inc.
Fax (215) 750-8073

LOT $314$5

C121,0

aCOUNSELLO
( O BTU RATOR-TYPE)

The Nichols Counsellor (Obturator-Type) is available In three sizes.

Product f ; C11fiS (small) C125M (medium) C1 33L (large)

Caution- Federal law restricts this device to or on the order of a physician.

Indications: To support or distend the vaginal canal.

Contraindications: Vaginal counsellors are contraindicated in acute genital tract
infections'or in the presence of pelvic infections or lacerations.

Instructions for the Physician: Following the construction of a neovagina or
I IIrlý11 ý

any portion thereof, or following a vaginalplasty operations performed to enlarge
a small vagina, or for the relief of viginismus, it is usually desired to support or
distend the vaginal canal with a device to prevent unwanted contraction of the
scar or to relax the muscles that surround the vagina. Such a counsellor or
obturator should be simple, smooth surfaced, light in weight, capable of removal
and insertion by the patient and affordable. It should be available in various
sizes. Since even a silicone obturator is a foreign body in the vagina, any vaginal
secretions must route through; the obturator for drainage from the vault of the
vagina. This silicone vaginal counsellor designed and produced in various sizes,
meets the above criteria.

Instruct the patient to report any discomfort. The patient should return in
twenty-four hours fdr the first examination. The vaginal obturator should be
removed every day or two for cleaning and can be washed with a mild soap and
water and then rinsed before reinsertion. Have. the patient return in about three
days for the second examination and then schedule monthly return visits.
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DISTRIBUTED BY:
BIO"AMrm
Bioteque America, Inc.
340 East Maple Avenue
Langhorne, PA 19047
Tel. (215) 750-8071
Fax (215) 750-8073

Adverse Reactions: During each visit, the vagina should be checked for
evidence of unnecessary pressure or allergic reactions:

Precautions: The patient should be questioned concerning douching,
discharge, disturbance of bowel function and urination.

Instructions for the Patient-: Your doctor has recognized the need for wearing
mp o W rp r o mr W wn n

a device or obturator within the vagina that will keep the vaginal cavity from
contracting during its healing phase or to relax the spasms of the muscles around
the vaginal entrance. When the obturator is in its place you may be conscious of
a mild feeling of pressure, but there should be no pain. Should the device
become painful, bring the matter promptly to your physician's attention. There is
a small knob at the outside end of the obturator that can be grasped to facilitate
its insertion and removal.

When inserting the obturator, your pelvic muscles must be relaxed. With
one hand separate the labia minors and with the other insert the blunt end of the
well lubricated (use any water soluble gel) obturator into the vaginal cavity and
gently make pressure pushing the obturator into the vagina until it stops and the
knob end is comfortably within the vagina. The obturator should be turned so
that one flattened surface near the tip (knob) will come to rest beneath the
urethra (the external opening into the bladder). It is recommended that you wear
a supportive sanitary napkin when the obturator is in place.

The obturator should be removed from time to time; as your physician will
instruct, washed with soap and water and replaced.

These instruction are courtesy of David H. Nichols, MD
Sizes available are small, medium, and large

116.75 nun 30.75 mm 
PATENTMEDIUM nun 14.75

A U m

'MALL rte, ><3.7s
PENDING125.50 33.50 mm mm

LA GB Z 76 w "l:?'0 Sara 1b.76 mm
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(b) (4) Medical Implant Grade Product Line
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(b) (4) Medical Grade Silicones Testing
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(b) (4) Medical Grade Silicones Testing
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(b) (4) Medical Grade Silicones Testing
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(b) (4) Material Safety Data Sheet
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(b) (4) Material Safety Data Sheet
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(b) (4) Material Safety Data Sheet
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B*Iote Lie
America Inc.

PREMAR'KET NOTIFICATION
510(k) STATEMENT

(AS REQUIRED BY 21 CFR 807.93)

- Medical Products
-Design R Development

Prototypes to Production

l certify that, in my capacity as President of Bioteque America, Inc., I

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 equivalent. The

information I agree to make available will be a duplicate of the

premarket notification submission, including and adverse safety and

effectiveness information, but excluding all patient identifiers, and

trade secret and confidential commercial information as defined in 21

CFR 20.61.

' Denis P. Dorsey

5/25/95

K920633/E

340 East Maple Avenue. Suite 102. Langhorne, PA 19047. TEL (215) 750-8071. FAX (215) 750-8073
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Americas Inc.
S

-- Medical Products
--Design & Development

Prototypes to Production

PREMARKET NOTIFICATION
TRUTHFUL AND ACCURATE STATEMENT

(AS REQUIRED BY 21 CFR 807.87(j))

certify that, in my capacity as President of Bioteque America, Inc., I

believe to the best of my knowledge, that all data and information

submitted in the premarket notification are truthful and accurate and

that not material fact has been omitted.
i

Denis P. Dorsey

5125195

K92463331E

340 East Maple Avenue. Suite 102. Langhorne, PA 19047. TEL (215) 750-8071. FAX (215) 750-8073
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

MAY - 4 4995

Mr. Dennis Dorsey
President
Bioteque America, Inc.
340 East Maple Avenue, Suite 102
Langhorne, Pennsylvania 19047

Re: K920633/E
Nichols Flexible Silicone Pessary
Dated: January 31, 1995
Received: February 3, 1995

Dear Mr. Dorsey:

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

We have reviewed your Section 510(k) notification of intent to market the
device referenced above. We still cannot determine if the device is

substantially equivalent to a device marketed prior to May 28, 1976, the
enactment date of the Medical Device Amendments, based solely on the
information you provided. In order for us to complete the review of your

submission, we require the following additional information:

Device Description & Equivalence Comparison

.. 1. The two predicate devices you cite (the Milex Gelhorn Pessary and the V.
Mueller Counsellor Vaginal Mould) are quite different from each other in
indication for use; function, shape, size and materials. Your device,
the Nichols Pessary, is more like the Counsellor Vaginal Mould in terms
of shape and size. However, your indication statements are more like
those of the Gelhorn Pessary.

a. Because your device design is quite similar to that of the
Counsellor Vaginal Mould, you may submit labeling changes per that
device (i.e., the Counsellor Vaginal Mould). No additional clinical
data will be needed.

b. If you wish to indicate the device like the Gelhorn Pessary, you
will need clinical data to show that your device will perform

comparably to the Gelhorn pessary for its indications.

Materials

2. Dow Corning has released a statement that their silicone elastomers
should not be used in device applications "related to reproduction,
contraception or obstetrics." Because a pessary will remain within the
vagina for several months at a time, we believe your device may, fall into
this category. Either (1) provide us with a letter from Dow Corning
stating that the company is aware of the intended use of your device and
will supply their silicone to you for device manufacture, or (2) find an
alternate material supplier and resubmit the material specifications and

biocompatibility information for the new material.
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Page 2 - Mr. Dennis Dorsey

Manufacturing Process

3. Please identify any additional chemicals used in the manufacturing
process for this device (e.g., mold-releasing or mold-cleaning agents,
etc.) and provide the chemical composition of these agents.

4. Please describe the quality assurance testing procedures completed during
the manufacturing process, particularly with respect to dimensions and
physical properties. Provide a detailed description of the protocols for
each test, identifying the test specifications (including standard
deviations), and the acceptable quality level (AQL). Also, provide a
flow chart identifying when in-process and final release testing is done.

Material Toxicity

5. If additional chemicals are used in any of the manufacturing process (see

above), biocompatibility testing should be performed on the final,
sterilized device. Please include testing protocols and results.

Biocompatibility information will also be needed if an alternate material
is selected for device fabrication.

Labeliny-

6. Please provide a copy of your revised labels, labeling and advertisements
to describe the device, the intended uses and directions for use.

7. Please delete the word "marked" from indication of use. In medical

literature, vaginal prolapse is described in degrees.

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(f) and (h), 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.

The requested information 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

Records processed under 2016-5314; Released by CDRH on 11-17-2016



Page 3 - Mr. Dennis Dorsey

If the information 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.

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 their toll free number (800) 638-2041 or at

(301) 443-6597.

Sincerely yours,.

Colin M. Pollard

Chief, Obstetrics/Gynecology Devices Branch

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

Office of Device Evaluation
Center for Devices and

Radiological Health

uý ý
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Mr. Dennis Dorsey
President
Bioteque America, Inc.
340 East Maple Avenue, Suite 102

Langhorne, Pennsylvania 19047

Re: K920633/E
Nichols Flexible Silicone Pessary
Dated: January 31, 1995
Received: February 3, 1995

Dear Mr. Dorsey:

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

device referenced above. We still cannot determine if the device is

substantially equivalent to a device marketed prior to May 2$, 1976, the

enactment date of the Medical Device Amendments, based solely on the

information you provided. In order for us to complete the review of your

submission, we require the following additional information:

Device Description & Equivalence Comparison

1. The two predicate devices you cite (the Milex Gelhorn-Pessary and the V. y
Mueller Counsellor Vaginal Mould) are quite different from each other in

indication for use, function, shape, size and materials. Your device,

the Nichols Pessary, is more like the Counsellor Vaginal Mould in terms

of shape and size. However, your indication statements are more like

those of the Gelhorn Pessary.

a. Because your device design is quite similar to that of the

Counsellor Vaginal Mould, you may submit labeling changes per that

device (i.e., the Counsellor Vaginal Mould). No additional clinical

data will be needed.

b. If you wish to indicate the device like the Gelhorn Pessary, you

will need clinical data to show that your device will perform

comparably to the Gelhorn pessary for its indications.

Materials

2. Dow Corning has released a statement that their silicone elastomers

should not be used in device applications "related to reproduction,
contraception or obstetrics." Because a pessary will remain within the

vagina for several months at a time, we believe your device may fall into

this category. Either (1) provide us with a letter from Dow Corning

stating that the company is aware of the intended use of your device and

will supply their silicone to you for device manufacture, or (2) find an

alternate material supplier and resubmit the material specifications and

biocompatibility information for the new material.

v
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Page 2 - Mr. Dennis Dorsey

Manufacturing Process

3. Please identify any additional chemicals used in the manufacturing
process for this device (e.g., mold-releasing or mold-cleaning agents,
etc.) and provide the chemical composition of these agents.

4. Please describe the quality assurance testing procedures completed during
the manufacturing process, particularly with respect to dimensions and
physical properties. Provide a detailed description of the protocols for
each test, identifying the test specifications (including standard

deviations), and the acceptable quality level (AQL). Also, provide a
flow chart identifying when in-process and final release testing is done.

Material Toxicity

5. If additional chemicals are used in any of the manufacturing process (see

above), biocompatibility testing should be performed on the final,
sterilized device. Please include testing protocols and results.

Biocompatibility information will also be needed if an alternate material
is selected for device fabrication.

Labeling

6. Please provide a copy of your revised labels, labeling and advertisements
to describe the device, the intended uses and directions for use.

7. Please delete the word "marked" from indication of use. In medical

literature, vaginal prolapse is described in degrees.

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(f) and (h), 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.

The requested information 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
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It is my recommendation that the subject M(k) Nottftcation:

(A) Is substantially equivalent to marketed devices.

(B) Rcquircs premarket approval. NOT substantially
equivalent to marketed devices.

(C) Requires more data.

(D) Ochcc (e.g., exempt by regulation. not a device,

duplicate. etc.)

Addicional Comments:

Is this devict subject to rostmarkec Surveillance? Yes a No a

This 510(k) contains: (check appcopctace box(es))

A 510(k) summary of safety and effectiveness, or

A 510(k) statement that safecy and effectiveness information
trill be made available

The required certification aitd summary for class III devices

The (;ubmitter requests under Predicate Product Code a/panel
21 C FR 801.95:* and class:

No Confidentiality
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K920633
OBGD

Reviewer: Mridulika Virmani, Ph.D. Division/Branch:DRAERD/ADOU/OGDB

Chemist (HFZ-470)

Proprietary Trade Name: Pessary Flexible Silicon Nichols

Common Name: Pessary

Product to which compared: Counsellor Type Vaginal Stent (V. Mueller Co.)

Applicant: Bioteque America, Inc.
340 E. Maple Ave., Suite 102

Langhorne, PA 19047

Contact: Mr. Denis Dorsey
Phone: 215-750-8071

DEVICE DESCRIPTION

1. Intended Use:

This device is an intravaginal obturator/pessary, intended to support the

vaginal vault. This device is indicated for the correction of marked
prolapse or procidentia. Alternatively, the device may be used in

maintaining vaginal diameter and caliber of a patient who has sustained

construction of a neovagina.

The device is removed, cleaned , and re-inserted by the patient from time to

time, as per physician instructions. The device is not provided sterile or

required to be sterile, but is intended for use only by a single patient, and

cleaning periodically is important.

2. Physical Description:

YES NO

" Is the device life-supporting or life sustaining? J
" Is the device implanted (short-term or long-term)? J _
" Does the device design use software? J

Is the device sterile? J
" Is the device single use? J
" Is the device home use? J
" Is the device for prescription? J
" Does the device contain a drug or biological

product as a component? J
" Is this device a kit? J

ýj1"',

Records processed under 2016-5314; Released by CDRH on 11-17-2016



Page 2

Provide a brief overview of the device, its design, principle of operation, and

functional/performance characteristics.

The company has identified two predicate devices for the Pessary Flexible Silicone

Nichols one is Milex's Gellhorn Pessary, and other is the Counsellor mold

manufactured by the V. Mueller. The Gellhorn pessary is quite different in shape,

size and indication of use than the Counsellor mold. The only similarity in

Gellhorn pessary and Bioteque device is that both are made of silicone and fit

intravaginally. The subject device is quite similar to Counsellor mold in shape,

size and configuration, but the intended use are quite different. The Counsellor

mold is used as a stent to maintain the vagina in a reasonable open state and

retard scarring while healing from vaginal plastic procedures and the subject

device is used to reduce the genital prolapse.

A figure of predicate device is shown in a catalog, the original Mueller's product

called the Counsellor is out of business since 1980. The predicate device was

made of polyethylene. It was soft, and flexible. The subject device is made of

silicone and resembles to predicate in shape and size. The Bioteque pessary is

referred as intravaginal obturator/pessary.

REVIEW ANALYSIS

SE comparison

The gellhorn pessary identified and compared in the submission as predicate is

quite different in shape ,size and configuration than that of the subject device.

The other predicate device is identified as the V.Mueller's Counsellor Vaginal

Mold, a hollow molded polyethylene, vented at either end, with a flat indentation

on either side. Diameter, 1 3/9", and overall length 4 1/2". This device is used

after vaginal surgery to distant the vaginal canal during the post-operative

healing process to prevent unwanted contraction of the scar. The vaginal stent is

fitted and inserted by the physician and remains in place for up to several days.

This Counsellor mold is similar to the bioteque's pessary in shape, size and

design, but the indication of use is quite different for this device than that of

subject device.

(b) (4)
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... The two predicate devices are quite different in indication for use, function,
shape,size and materials. The subject device is more like the Counsellor stent.

Company should identify which of these two predicate is actual predicate device

for subject device.

The Gellhorn pessary, which has a wide base to anchor it in the vagina, this
device is a long cylinder whit a tapered distal end. With weakening and dilation
of the levator muscles, will this device remain in its proper position without an
external retainer. Sponsor should submit clinical data to support the validity of
this device of its ability to effectively maintain the prolapsed used in its
proper anatomical position (the Gellhorn has a wide base to anchor itself in the
vagina).

If sponsor decides to use Counsellor as predicate device along with same

indication of use as for Counsellor, he should provide the supporting
documentation and new indication of use (similar to Counsellor's indication for

use) for the subject device.

Materials

Material used for this device is Dow Corning Silastic Q7-4840. The use of this
material has been discussed with Don Marlow of the Division of Mechanics and
Materials Science at OST, CDRH point person for Dow corning silicone elastomers.

Dow Corning has released a statement that their silicone elastomers should
not be used in device applications "related to reproduction, contraception or
obstetrics." Because a pessary will remain within the vagina for several
months at a time, we believe your device falls into this category. Either

(1) provide us with a letter from Dow Corning stating that the company is
aware of the intended use of your device, and allowing the use of their
material for your application, or (2) find an alternate material supplier,
and resubmit the material specifications and biocompatibility information for
the new material.

Manufacturing Process

Toxicity

The sponsor has provided appropriate biocompatibility information from Dow
Corning. If, however, additional chemicals are used in the manufacturing process,
biocompatibility testing is needed for the final finished device.

If additional chemicals are used in any of the manufacturing process (see

(b) (4)
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above), biocompatibility testing must be performed on the final, sterilized

device. Please include testing protocols and results.

Biocompatibility information will also be needed if an alternate material is

selected for device fabrication.

Packing

Each pessary will be packaged in a poly bag. A complete set of physician and

patient instructions will be included with each device.

Labelling

The insertion and removal instructions are provided for the physician and patient.

The cleaning instructions are also provided for the patients. The patient follow

up instructions are provided and adequate.

The indication of use is same as for Gellhorn pessary. The indication for use is
quite different for Mueller's Counsellor vaginal mold. For this device

appropriate indication for use and proper supporting evidence for this indication

for use is needed.

From indication of use, delete the word "marked" from prolapse. In medical
literature the vaginal prolapse is described in degrees.

For the review of this device I have consulted Dr. Williams, and his review is

attached.

REVIEWER RECOMMENDATION

Additional information is required.

Kyý-ý y ( Zo (a5'
Mridulika Virmani, Ph.D. Date

lC ýq5
Colin M. Pollard Da e

Chief, Ob/Gyn Devices Branch / Concur

/ / Do Not Concur

Comments:

1ý
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To: Mridu Virmani, Ph.D.
From: Eugene W. Williams, Jr., M.D.
Subject: K920633/S5 Pessary Flexible Silicone Nichols
Date: April 18, 1995

Medical Review:
(b) (4)
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Conclusion:

Eu a W. Wil is, Jr., M. D.
(

i
Medical Officer

(b) (4)
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

February 14, 1995

BIOTEQUE AMERICA, INC.
340 E. MAPLE AVENUE
SUITE 102
LANGHORNE, PA 19047
ATTN: DENNIS DORSEY

r

Food and Drug Administration

Center for Devices and
Radiological Health
Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.

Rockville, Maryland 20850

510(k) Number: K920633
Product: PESSARY FLEXIBLE

SILICONE NICHOLS

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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' Prototypes to ProductionAmerica Inc.

1131195

Food and Drug Administration
lthd R di l i l Hf iC D eaenter or evces an a ogcao

Document Mail Center (HZF-401) v
1390 Piccard Drive

`

Rockville, Maryland 20850

Attention: Document Mail Clerk r

RE: K920633

Proprietary Name: PESSARY FLEXIBLE SILICONE NICHOLS

With reference to our December 1994 telephone conversation, I have
been fortunate to receive from David H. Nichois, MD. (the innovator of the

PESSARY FLEXIBLE SILICONE NICHOLS) the enclosed material to
substantiate the use of this device as a pessary. Please note that Dr. Nichols

refers to this device as an intravaginal obturatorlpes sary. (see letter by Dr.

Nichols dated 1124195). Also please refer to the letter from William Morn to Dr.

Nichols of 8111180 that clearly mentions the Counsellor that Dr. Nichols, at one

time, was able to purchase from the V. Mueller Company.

More importantly, the letter dated 1!20194 describes a predicate device

called the Counsellor. Unfortunately, the Counsellor is no longer manufactured

by the V. Mueller. I believe they have gone out of business as the result of V.

Mueller's death. To be more direct in response to your questions of December
and referencing Figure 21.4 of our 510K submission, the following questions
were asked by Dr. Vermani of the FDA. Our responses to the questions follow.

#1 Where did the Figure 21.4 come from?
At this time, Bioteque can not find the complete article. However,
our device, the PESSARY FLEXIBLE SILICONE NICHOLS, is

S

shown on page 211 of the V. Mueller catalog. The Figure 21.4 is
an artist's conception of the original Mueller product called the
Counseller.

- 340 East Maple Avenue .Suite 102 . Langhorne, PA 19047 . TEL (215) 750-8071 . FAX (215) 750-8073
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#2 How was this device used and why did you select the shape?

The device is used as an obturator/pessary as described in Dr.
Nichols' letter of 1/24195.

#3 What was the name of this predicate device?

The original device was called a Counseller and manufactured by
V. Mueller approximately 15 years ago.

#4. What was the material used in the original device?

The original device was called the Counseller and was made of

polyethylene. According to Dr. Nichols, the Counseller was flexible

and relatively soft.

#5. How does the Nichols Pessary compare to the device of Figure 21.4?

With Dr. Nichols' assistance, the PESSARY FLEXIBLE SILICONE

NICHOLS was modeled to resemble the original Counseller in

every respect except the material. The material selected was

silicone as opposed to polyethylene. Its length, shape, flexibility,

stem, and flat indentations are identical (or as close as Dr. Nichols

could recall).
Since 1y,

enis Dorsey
President, Bloteque America, Inc.

Enclosures
PS. Bioteque has included a sample 'of the PESSARY FLEXIBLE SILICONE

NICHOLS for your review. Please compare this device with the Figure 21.4 and

Figure D of the V. Mueller catalog.

B iote ý u
America Inc.

a
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(b) (4) Letter dated 1/24/95 to Bioteque America Inc.
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(b) (4) Letter dated 1/20/95 to Bioteque America Inc.

Records processed under 2016-5314; Released by CDRH on 11-17-2016



(b) (4)
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UTERINE ELEVATING FORCEPS-VAGINAL DILATORS, MOULDS

CAj GL-3025 BUXTON Uterine Clamp. With swivel jaws. 11 GL-3650 SIMS Vaginal Plug. Glass, with indentation

Length, 93/4 inches. Stainless steel. to aid retention. Available in diameters of
e ", 1", 1 As", 11/4 ", 13/e", and 11/2 ". Please

specify sizes.

[B] GL-3010 SOMERS Uterine Elevating Forceps. Curved.

Jaws are fenestrated and serrated, for

grasping the fundus of the uterus. Screw

lock. Length, 9 inches. Stainless steel.

© GL-3020 BARRETT-ALLEN Uterine Elevating Forceps.

With one blade blurt and three-pronged,

and one round fenestrated blade, both

h'f1'ý"ý d. Screw lock. Length, 8

inches. Satin fin is -ay less 

steel.- _

GL-3630 COUNSELLOR Vaginal Mould. Hollow,
moulded polyethylene, vented at either

end, with a flat indentation on either side.

Diameter, 11,19", overall length, 41/2". (Cold

sterilize only.)

n GL-3660 YOUNG Vaginal Dilator Set. Bakelite, with

closed lip, for treatment of dyspareunia

and stenosis. Set of four sizes: No. 12/2 (3"

x 314"); No. 2 
(31/4" x ii-:"); No. 3 

(32/2" x

Ira"); No. 4 
(37/s" 

x ;1;").

GL-3700 Laminaria Tents. For gradual dilatation of

;he cervix. Ten per package, gamma ray

sterilized. 4 mm. diameter, small.

GL-3701 Same, but 7 mm. diameter, medium.

GL-3702 Same, but I0 mm. diameter, large.

y

r _47
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David H. Nichols, MD
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Vincent Memorial Gynecologic Service
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Patrick J. Sweeney, MD, PhD
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Director of Ambulatory Care
Women and Infants Hospital of Rhode Island

Providence, Rhode Island

41 Contributors

J. B. LIPPINCOTT COMPANY
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Records processed under 2016-5314; Released by CDRH on 11-17-2016



Acquisitions Editor: Lisa McAllister

Sponsoring Editor: Emily M. Linkins
Project Editor: Bridget C. Hannon
Indexer: Maria Coughlin
Design Coordinator: Kathy Kelley-Luedtke
Cover Designer: Larry Pezzato
Production Manager: Caren Erlichman
Production Coordinator: David Yurkovich
Compositor: Compset Inc.
PrinterlBinder: Quebecor/Kingsport
Color Insert Printer: Walsworth Publishing Company
Color Pre-Press: Mandarin Offset
Pre-Press: Jay's Publishers Services, Inc.

2nd Edition

Copyright © 199 by J. B. Lippincott Company.
ýo`pyrig ýt 985, by Harper & Row, Publishers, Inc.
All rights reserved. No part of this book may be used or reproduced in

any manner whatsoever without written permission except for brief
quotations embodied in critical articles and reviews. Printed in the
United States of America. For information write J. B. Lippincott
Company, 227 East Washington Square, Philadelphia, Pennsylvania
19106.

6 5 4 3 2 1

Library of Congress Cataloging in Publication Data

Ambulatory gynecology / edited by David H. Nichols, Patrick J.
Sweeney; 41 contributors.-2nd ed.

p. cm.
Includes bibliographical references and index.
ISBN 0-397-51325-9 (alk. paper)
1. Gynecology. 2. Generative organs, Female-Diseases.

3. Ambulatory medical care. 1. Nichols, David H.,
1925-11. Sweeney, Patrick J.,

1945-[DNLM: 1. Genital Diseases, Female-diagnosis. 2. Genital
Diseases, Female-surgery. 3. Ambulatory Care-methods. WP 140
A4971 1995]
RG 103. A644 1995
618.1-dc20
DNLM/DLC
for Library of Congress - ` 

94-34437
CIP

This paper meets the requirements of ANSI/NISG 239.48-1992
(Permanence of Paper). r

The authors and publisher have exerted every effort to ensure that drug
selection and dosage set forth in this text are in accord with current
recommendations and practice at the time of publication. However, in
view of ongoing research, changes in government regulations, and the
constant flow of information relating to drug therapy and drug reactions,
the reader is urged to check the package insert for each drug for any
change in indications and dosage and for added warnings and
precautions. This is particularly important when the recommended agent
is a new or infrequently employed drug.
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Ambulatory Gynecology, Second Edition,
edited by David H. Nichols and Patrick J. Sweeney.
J. B. Lippincott Company, Philadelphia. ® 1995.

The Vagirlal Pessary
David H. Nichols and Peterjulian

USES OF A VAGINAL PESSARY

A properly fitted pessary can provide support for

dropped, sagging, or prolapsed pelvic tissues in a

symptomatic patient who cannot yet undergo

sur-gery; hold in anteversion a symptomatic
retrov-erted uterus; or restore temporarily a defective

vaginal depth and the proper angle of the

vagino-uterine axis in a patient experiencing habitual

abor-tion. In a patient with a mild genital prolapse or
uterine retroversion in association with a backache;
the use of a properly fitted vaginal pessary may

in-dicate the amount of relief that can be expected
from restorative surgery. It may be used as a test
for the results one might anticipate from surgery for

urinary incontinence and may be helpful after an

unsuccessful prolapse repair by providing a window
for emotional, physical, and social spacing before
another surgical repair experience. l

The patient who wears a pessary must be

regu-larly examined, the pessary removed and cleaned,
and the vagina inspected for infection or ulceration.
If the latter are found, the pessary is temporarily
removed and an intravaginal sulfa cream prescribed
in addition to a course of intravaginal estrogen.

When the vagina has healed, the pessary is
re-placed.

Active pelvic inflammation contraindicates the

use of a pessary; as a foreign body, it increases
pel-vic congestion and discomfort. Fixed retroversion

of the uterus and pain after insertion are also
con-traindications to the use of a pessary.

The patient and her family should understand
that a pessary is often a temporary treatment

(un-less life expectancy is shortened) because the
pa-tient may demonstrate vaginal stretching and

coin-cident levator atrophy or neuromuscular disability
over a long period of time, requiring placement with
a pessary of larger size. Ultimately, such a patient
is no longer be able to retain a pessary.

Diagnosis of Backache
and Pelvic #iessure

Most multiparas and a few nulliparas have some
de-gree of genital relaxation, and many have

coinci-dent symptomatic low backache. The gynecologist
must decide whether such a backache is th_ýsult
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

January 04, 1995

BIOTEQUE AMERICA, INC.
340 E. MAPLE AVENUE
SUITE 102
LANGHORNE, PA 19047
ATTN: DENNIS DORSEY

Extended Until: 04-FEB-95

Based on your recent request, an extension of time has been granted
for you to submit the additional information we requested.

If the additional information is not received by the "Extended Until"
date shown above your premarket notification will be considered
withdrawn.

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,

Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health

!' Office of Device Evaluation
Document Mail Center (HFZ-401)
9200 Corporate Blvd.
Rockville, Maryland 20850

510(k) Number: K920633

Product: PESSARY FLEXIBLE
SILICONE NICHOLS

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

Radiological Health

4
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F-BIO
Americ

- Medical Products
-Design & Development

Prototypes to Production

12/22/94

Food and Drug Administration
Center for Deices and Radiological Health
Document Mail Center (HFZ- 4111)
1390 Piccard Drive
Rockville, Maryland 20850

RE: K-920633 Pessary Flexible Silicone Niehols

I am requesting an extension of time to gather additional information for

the reviewers of this submission. Your immediate attention to this matter will be

greatly appreciated.

Sin 1y,
K

Denas P. Dorsey

Bioteque America, Inc.

i
i

340 East Maple Avenue. Suite 102. Langhorne, PA 19047. TEL (215) 750-8071. FAX (215) 750-8073
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

December 01, 1994

BIOTEQUE AMERICA, INC:
340 E. MAPLE AVENUE
SUITE 102

LANGHORNE, PA 19047
ATTN : DENNIS DORS EY

Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health
office of Device Evaluation
Document Mail Center (HFS-901)
9200 Corporate Blvd

Rockville, Maryland 20850

510(k) Number: K920633
Product: PESSARY FLEXIBLE

SILICONE NICHOLS

we are holding your above-referenced Premarket Notification (510(k))
for 30 days pending receipt of the. additional information that was
requested by the office of Device Evaluation. Please remember that
all correspondence concerning your, submission MUST be sent in
duplicate to the Document Mail Center (HFZ-401) at the above
letterhead address. Correspondence sent to any address other than
the one above will not be considered as part of your official
premarket notification submission. Because of equipment and
personnel limitations, we cannot accept telefax material as part of
your official premarket notification submission unless specifically
requested of you by an FDA official.

If after 30 days the requested information is not received, we will
discontinue review of your submission and proceed to delete your
file from our review system. Pursuant to 21 CFR 20.29, a copy of
your 510(k) submission will remain in the office of Device Evaluation.
If you then wish to resubmit this';510(k) notification, a new number
will be assigned and your submission will be considered a new
premarket notification submission.

Please remember that the Safe Medical Devices Act of 1990 states that
you may not place this device into commercial distribution until you
receive a decision letter from FDA allowing you to do so.

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) 638-2;041, or contact me at (301) 594-1190.

Sincerely yours,

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

Radiological Health
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ue

. .kmerica Inc..

P.01

... ., .,.._-. ..__ , Medical Products
-Design & Development

Prototypes to production

FAX MESSAGE

TO: COLIN POLLARD FOOD & DRUG ADMINISTRATION
FROM: DENIS DORSEY BIOTEQUE AMERICA, INC.
DATE: 12/1/94

RE: K92Dfi33 - PESSARY FLEXIBLE SILICONE NICHOLS

UPON RECEIPT OF THIS FAX, PLEASE BE ADVISED THAT MR.

JAMES DORSEY IS NO LONGER THE POINT OF CONTACT FOR THIS

SUBMISSION. FROM THIS DATE, 1211194, l (DENIS DORSEY) WILL BE THE

POINT OF CONTACT FOR THIS 510K SUBMISSION.

S1 EREL ,
r ppe

DENIS DORSEY

S

340 East Maple Avenue. Suite '102 . Langhorne, PA 19047 , TEL (215) 750-8071 ,FAX (215) 750-8073

TOTAL P.01
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DIVISION OF REPRODUCTIVE, ABDOMINAL, EAR, NOSE AND THROAT
AND RADIOLOGICAL DEVICES

MEMORANDUM OF TELEPHONE CONVERSATION

BETWEEN: Dennis Dorsey Date: December 13. 1994

AND: Colin M. Pollard and Mridulika Virmani

TITLE:

COMPANY: Bioteque America, Inc.

PHONE NUMBER: 215-750-8017

FAX NUMBER: _
(if applicable)

DOCUMENT NUMBER: K920633 /S4
(if applicable)

SUMMARY:

We returned the call from Mr.Dorsey. We talked about above
mentioned 510k submission. He should provide the component

.. materials for this device. Any additives or mold releasing
agents used in the manufacturing process. If he has used any
other material besides Dow Corning's Silastic(R) Q7-4840, he
should provide biocompatibility tests on the final finished
product as per tripartite guidelines.

We have asked him to provide physical characteristics of the
final finished product, and if possible a sample of the Nicholas
pessary as well as of predicate pessary.

He would arrange a conference call between his consultant
physician and Colin and me, to explain the reasoning of his
device configuration. He will also provide the details of his
manufacturing process.

Signed:. ' 
lzf/f/qmý

Original to: File
Copy to:

SLJ/RRG 11/20/92 Rev. 3/30/94
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UE1'Ait1'MLN'F OF HEALTH & HUMAN SERVICESI

MfýYfV

Public Health Service

Memorandum
Date

From RFVIEWf?R(S) - NAM(S) OOL-t /lD PC,L.(ý(ýZ.�ý
Subject 510(k) NOTIFICATION .42S11 J 3K 11 A (v-3
To TliE RECORD

It is my recommendation that the subject 510(k) Notification:

(A) Is substantially equivalent to marketed devices.

(B) Requires premarket approval. NOT substantially
equivalent to marketed devices.

(C) Requires more data.

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

duplicate, etc.)

Additional Comments:

Is this device subject to Postmarket Surveillance? Yes a No F]

This 510(k) contains: (check appropriate box(es))

Q A 510(k) summary of safety and effectiveness, or

A 510(k) statement that safety and effectiveness information

will be made available

The required certification and summary fot class III devices

The submitter requests under Predicate Product Code w/panel
21 CFR 807.95:* and class: .

No Confidentiality

Confidentiality for 90 days

Continued Confidentiality

exceeding 90 days.

REVIEW:

(BRANCH CHIEF)

FINAL REVIEW:

Additionsl Product Code(s)
"Jýý.cae:. :,gyp r!usýal;

BRANCH CODE

(DIVISION DIRECTOR) (DATE)

*DOES NOT APPLY TO ANY "SE" DECISIONS Revised LL/18/91
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NOTE TO:

FROM:

November 30, 1994

The Record

Coin Pollard (HFZ-470)

SUBJECT: 920633
achols Flexible Silicone Pessary

I explained to Linda Wu at Bioteque that the 510(k) still had
She noted that James Dorsey was

no longer with the firm, and that she would have Dennis Dorsey,
president of Bioteque, call me back. I also asked for them to
send a letter designating a new point of contact.

I explained that the 510(k) would return to hold status until
Bioteque provide information responsive to the 3/9/94 AI letter.

96 Uv-ýe

(b) (4)

(b) (4)
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DEPARTMENT OF HEALTH AND HUMAN SERVICES

July 15, 1994

BIOTEQUE AMERICA, INC.
340 E. MAPLE AVENUE
SUITE 102
LANGHORNE, PA 19047

ATTN: DENNIS DORSEY

Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health
Office of Device Evaluation
Document Mail Center 1HF8-401)
1390 Piccard Drive
Rockville, Maryland 20850

510(k) Number: K920633
Product: PESSARY FLEXIBLE

SILICONE NICHOLS

The additional information you have submitted has been received.

We will notify you when the processing of this submission has bean
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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Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center (HFZ-441)
1390 Piccard Drive
Rockville, Maryland 20850

Re: K920633
Attn: Mr. Colin M. Po4ard r--.

6/16/94'-! 1 ýIm.y

Dear Mr. Colin M. Pollard, 
" "

With reference to your letter dated March 10, 1994 and your^ý°, recent
telephone conversation on June 16, 1994. We are sorry for any coAfusicxný
created by our earlier submissions and we wish to provide the foIlowi
arrangement of additional information. We sincerely hopes this
information will complete the review of our submission.

This is to notify you of the intention of Bioteque America, Inc. to market the

following device:

Classification Name: Pessary Vaginal.
Common Name: Pessary.
Proprietary Name: Pessary Flexible Silicone Nichols
Establishment Registration Number: 2529577

Classification: Pessary, Vaginal would most likely be reviewed
by the FDA Obstetrics and Gynecology Device Panel. The
classification number is 85HHW and listed as a class 2 device.

Performance Standards: Not applicable.

Label/Labeling/Promotional Material: Draft copies of the
package labeling, drawings and labeled specimen are enclosed.

Substantial Equivalence: The Flexible Silicone Nichols pessary is
similar in function and design and is equivalent in composition to the
Milex Products, Inc. Silicone Gellhorn Pessary. Copies of the
package, labeling/promotional material for the Milex product are
enclosed.

We consider our intent to market our device as confidential information
and request the FDA consider it as such. We have not disclosed the intent
to market this device and have taken precautions to protect this
confidentiality. Please do not hesitate to contact me at (215) 750-8071 if I can
answer any questions in regards to this submission.

Sincerely,

games D. Dorsey

JDD/cs.
enclosures

oco
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Comparison Table

1) Device Description: Flexible Silicone Nichols Silicone Gellhorn Pessary

Company name:

a. Indication for use:

Classification:

Class:
Classification #:
Regulation #:

b. Design Configuration:

c. Dimensions:
see engineering drawings
on page 2 and 3 for clear

diagram.

d. Component materials:

Biotecgue America Inc.

for the correction of marked
prolapse or procidentia.

Pessary
2

85HHW
8843575

Stem like, smooth
flexible silicone.

Product # Size O.D.

51675 37.5 mm
M2550 41.7 mm

L3375 47.7 mm

medical grade silicone medical grade silicone

DOW Q7-4840 AB is a two

part silicone elastomer.
Enclosed you will find the
specific chemical composition
(MSDS section XII, on page 19)
additional information is available

by referencing the Dow Corning
Medical Master File.

Milex Products. Inc.
for the correction of marked

prolapse or procidentia.

Pessary
2

85I-HW
8843575

Stem like, smooth

flexible silicone.

Product # Size O.D.
PG038 38 mm
PG045 45 mm
PG051 51 mm

e. Physical Properties: Flexible shore A43, with Flexible shore A43, with
a smooth outer surface. a smooth outer surface.
see page 6 "Typical Properties"

f. Packaging: 1 pessary with instructions

per poly bag.

1 pessary with instructions
per poly bag.

(1)
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(b) (4) Drawing
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Component Materials
Dow Corning

Medical
SILASTI V Q7-4840 A/B
Medical Grade Liquid
Silicone Rubber JLSRj

DESCRIPTION
SILASTICS C17-4840 A/B Medical Grade Liquid
Silicone Rubber [LSR) is a two-part silicone elastomer

specifically designed for liquid injection molding.
Because of its consistency it can also be utilized for
crosshead and support extrusion applications. When
the A and 8 components are mixed together in
equal portions, the liquid will cure to a tough,
rubbery elastomer via addition cure (platinum

cure) chemistry.

Advantages of this product include:

" Solventless

Translucent

" Pigmentable

" Two components mixed at a 1:1 ratio

" Long pot life at room temperature

" Rapid cure rate at elevated tempeoatus

" Medium-low durometer

" No volatile by-products

Post-cure not require bull c sed as an
option to stabilize pr

Complies with g Ions 21 CFR 177.2600,

covering rubber a "cntended for repeated
food contact

s Liquid system permits high quality parts to be
molded at rapid rates

APPLICATIONS

" 0-rings

Cloth coating
" X/ire coating
The purchaser should thoroughly test products made
in part or otherwise incorporating SILASTIC Q7-4840
Alb Medical Liquid Silicone Rubber to

deter-mine the bi of the product's performance
in a sp eci a c ation.

ONS FOR USE

L%TIC 07-4840 A/B Medical Grade Liquid Silicone
bber is supplied as A and B components that must

be combined in equal portions prior to use. Airless
mixing, metering, and dispensing equipment is
recommended for production operations.

Informa-tion is available from Dow Corning on the suppliers
of suitable pumping, mixing, and molding

equip-ment. If hand mixing, a vacuum of 28 to 29 inches
of mercury will sufficiently de-air the material in 20
to 30 minutes. At this reduced pressure, the material
will normally rise above its original volume before
collapsing.

Pot Life
After the A and B components are mixed, SIL?STIC
CI7-4840 A/B Medical Grade Liquid Silicone Rubber
will remain usable for 24 hours at room

tempera-ture. Refrigeration at lower temperatures -23°C
(-10°F) significantly extends the usable life
after mixing.

SILASTIC Cx7-4840 A/B Medical Grade Liquid Silicone
Rubber is especially designed for manufacturing
health care devices by either liquid injection molding
or liquid extrusion. It can be utilized for bonding
various silicone elastomer substrates. Some specific
applications include:

Precision molded parts
" Molded rubber stoppers and closures

Encapsulated electronic parts

Vulcanization
Cure is initiated by the application of heat. Raising
the temperature of the mass to 110°C (230°F) results
in a very rapid cure to a tough elastomeric material.
The premeasured catalyst gives the stock a fixed
cure rate that can be measured on a Monsanto
rheometer.
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Mixing the two components in anything other than
a 1:1 ratio will change the cure rate of the elastomer
and the physical properties of the resulting part. This

off-ratioing should be thoroughly evaluated by the
user if it is to be considered as an option. The rate of
cure may be varied by adjusting temperature as
demonstrated in Figure I.

FIGURE 1: Cure Rate' of SILASTIC®

Q7-4840 A/B Medical
Grade Liquid Silicone
Rubber

14

12

10

v a

c 
6

4

200 240 280 320
Temperature rFJ

'90% of torque at 12 minutes

Caution: The cure may be inhibited by traces of

amines, sulfur, nitrogen oxide, organotin

com-pounds, and carbon monoxide. Because organic
rubbers often contain these substances, they should
not come in contact with the uncured elastomer. For
example, it has been demonstrated that extracts
from certain latex gloves can inhibit the platinum

cure chemistry. Catalyst residues from silicone Room
Temperature Vulcanization (RTV) elastomers and
peroxide-cured silicone elastomers may also inhibit
the cure.

BIOCOMPATIBILITY
Biocompatibility tests, which meet or exceed current
USP Class VI Plastics Tests, have been performed on
vulcanized SILASTIC CI7-4840 AIB Medical Grade
Liquid Silicone Rubber and are shown in Table I. In

addition, every production lot of elastomer is tested
for levels of trace metals and for absence of
cytopathic effects using tissue cell culture test

(direct contact method).

TABLE 1: Biocompatibility of
SILASTIC Q7-4840 A/B
Medical Grade Liquid
Silicone Rubber

_Test Results

Hemolysis, percent .......................... < 1

Pyrogenicity ..................... Nonpyrogenic"

Intracutaneous injection .............. Nonirritating*

Systemic Injection ..................... Nontoxic'

Skin Sensitization .................. Nonsensitizing'

Intramuscular Implant
10 days ......................... Nonreactive*

30 days ......................... Nonreactive*

90 days ......................... Nonreactive*

Tissue Cell Culture ............. No Cytopathic Effect

-Based on comparison with defined IJSP negative controls.

SHIPPING LIMITATIONS
None.

STORAGE AND SHELF LIFE
The shelf life of unblended SILASTIC Ci7-4840 A/B
Medical Grade Liquid Silicone Rubber A and B
components is 6 months from date of shipment.

12
tArcfin

NOTE: Data collected on Monsanto R-100
Range - 100

minutesTime-5'ei -
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TYPICAL PROPERTIES
These values are not intended for use in preparing specifications.

rPro
As Supplied

Result Method
Q7-4840 ASTM CTM.?

.. 
Color ............................................. Translucent 0176
Extrusion Rate3, grams/minute ........................... 190 0364

As Cured
Specific Gravity ...................................... 1.13 D 792 0022
Durometer Hardness, Shore A, pts ........................ 43 02240 0099
Tensile Strength, psi .................................. 1300 D 412 0137A
Elongation, percent .................................. 500 D 412 0137A
Tear Strength, Die B, ppi ............................... 150 0624 0159A
Tissue Culture ....................................... No CPE -0274

Metals, ppm -0571

AI ............................................... 200 max.
Na, Mg,Ca ........................................ 100 max.
PTi,Fe ........................................... 50 max.
Sb, Ge, Mn, Mo, Pb, Sn, Cr; Bi, V, Ag, Co,

Ni. Cu, Zr, Ba, As. 2n, Se, Cd, Hg, TI ..................... 10 max. each

'An physical properties measured from 0.075Anch thick ASTM slab molded 5 minutes at I50 t (302 F) and equilibrated 24 hours at room temperature.

2Corporate Test Method (CTMI procedures correspond to standard ASTM tests and are available upon request.

3Test Parameters; 90 psi and I/84nch orilce.

Specification Writers: Please contact Dow Corning Corporation, Specification Dept., Midland, Michigan

48686-0994, before writing specifications on this product.

PACKAGING
SILASTIC® C17-4840 Medical Grade Liquid Silicone
Rubber is available in 80-Ib (36.3-kg) and 900-Ib

f409-kg) kits, each with equal size containers of A
and B components.

royalty due. Alternatively upon written request,
Dow Corning will offer a license agreement at a
comparable royalty rate under which the licensee

may handle its own accounting of royalties due,
regardless of the source of material.

ORDERING
To order this product, call 1-800-248-2481, or contact
our Sales Offices in Irvine, California; Buffalo Grove,
Illinois; or Mount Olive, New Jersey. For global
location information, please call. ,

PATENT POSITION
A composition prepared by mixing part A and part B
of SILASTIC C17-4840 A/B Medical Grade Liquid
Silicone Rubber is claimed in Dow Corning's U.S.
Patent No. 4,162,243. Dow Corning intends to
enforce this patent, but will offer licenses thereunder.
If a license is needed, Dow Corning will ship the
product in containers which bear a label license,
and the invoice will include a statement of the

SILASTIC® - This registered trademark is the brand
name for Dow Corning's silicone elastomer
products, materials and related products. Only
Dow Corning may identify its products with the
trademark SILASTIC®. The work is not a synonym
for silicone elastomer and it is improper to use it
without capitalization or to use it to identify
another manufacturer's materials. Since it may not
be used by others, the appearance of the word
SILASTIC19 on a medical product assures that it is
of the highest quality and tomes only from
Dow Corning.

n
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Manufacturing Process

COMPRESSION MOLDING

ý.l
/9

(b) (4)
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Product Labeling - PhysicianlPatient
DISTRIBUTED BY:
BlO*AMT"'

Bioteque America, Inc.
340 East Maple Avenue
Suite 102
Langhome, PA. 19047
Tel. (215) 750-8071
Fax (215) 750-8073 America, Inc,

PESSARY
FLEXIBLE
SILICONE
NICHOLS
The Flexible Silicone Nichols Pessary is available in three sizes.

For single patient use only.

Product # 511675 (small), M1255 (medium), L133.75 (large).

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

INDICATIONS
For the correction of marked prolapse or prodentia.

CONTRAINDICATIONS
Pessaries are contraindicated in acute genital tract infections
or in the presence of pelvic infections or lacerations and in
noncomplient patients.

MEDIUM

2r

rmn mm PATENT
LARGE

' A
13.76SMALL 116.76 mm 3a.76 PENDING

MEDIUM 126.60 iron 33.60 mm 14.76 arum
133.76 mm 41.70 mm 16.76 mm
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Physician Instructions

PROMOTIONAL MATERIAL

PESSARY FLEXIBLE

SILICONE NICHOLS (picture)

(see enclosed engineering drawings) B-012292

For Single Patient Use Only
CAUTION:

Federal law restricts this device to or on the order of a physician.

INDICATIONS:

For the correction of marked prolapse or procidentia.

CONTRAINDICATIONS:

Pessaries are contraindicated in acute genital tract infections or pelvic

infections,

DIRECTIONS FOR USE:

Fitting requires a trial of sizes to determine the proper Pessary Flexible

Silicone Nichols. (see promotional material)

#1. Perform a normal pelvic examination prior to the introduction or fitting

of a pessary. The size selection is more or less trial and error, yet the

pelvic exam helps to determine the selection of the appropriate size.

NOTE: The flexibility of the Pessary Flexible Silicone Nichols simplifies

insertion and removal.

#2. The Pessary Flexible Silicone Nichols should be inserted base

(opposite the removal stem) first onto the introdus, After insertion, the

stem should be in the downward position.

#3, The pessary should not dislodge by standing, sitting, squatting, or

bearing down.

2-2
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NOTE: The pessary should be large enough to do its designed function

however, you do not want it to cause undue pressure or discomfort.

TO REMOVE:

#1. Gently pull the knob on the pessary to bring the pessary closer to the

introdus and within fingers reach.

#2. Use fingers to open the labia for easy removal.

#3. Completely wash the pessary with a mild soap and warm water,

#4. Check the vagina for any evidence of pressure of sensitivity to the

pessary, Also, question the patient about douching irritations and if there

has been any improvement in her personal symptoms.

#5. It is necessary to check the fit of the pessary to be sure of the correct

size for continued patient comfort and relief.

#E. Schedule follow-up visits to fit the needs of the individual patient,

SUGGESTED PATIENT FOLLOW-UP:

#1. Report any discomfort immediately.

#2. Return in 24 to 48 hours to make sure the patient is not allergic to the

pessary.

#3. Patient should be instructed to remove the pessary every day or two

for cleaning.

#4. Follow-up is then gradually lengthened to one to two month intervals.

These instructions courtesy of David H. Nichols, MD

Sizes Available: Small, Medium, and Large

23
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Fitting Diagrams - Physician

Instruct the patient to report any discomfort: The patient should return in
twenty four hours for first examination. The patient should be instructed to` 
remove the pessary every day or two for cleaning (wash with mild soap and warm
water then rinse before reinsertion). Have patient return in three days for second
examination and then schedule monthly return visits.

During each visit the vagina should be checked for evidence of unnecessary
presure or allergic reaction. Patient should be questioned concerning douching,
discharge, disturbance of bowel function and urination.

When inserting the pessary your pelvic muscles must be relaxed. With one
hand spread the labia minora and with the other insert the blunt end of the well
lubricated (use any water soluble gel) pessary into the vaginal cavity and gently
make pressure, pushing the pessary into the vagina until it stops and the knob end
is comfortably within the vagina.

aIN

lý

After the pessary is within the vagina vault the pessary is it is rotated to its
proper position, turned so that one flattened surface near the knob end will come
to rest beneath the ureathra, and replaced"more easily if you wear a supportive
sanitary napkin when the pessary is in place.
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Fitting Diagrams and Instructions - Patient

Patient Instructions for Pessary Wearers

To relieve the symptoms of your genital prolapse your physician has
inserted a silicone vaginal support known as a pessary. When properly inserted it
should be comfortable for you, to the extent that whenever, standing or reclining
you should be unaware or its presence.

Bowel and bladder habits should be unaffected by the pessary, or even
improved while in place.

The pessary should be removed daily for cleaning (mild soap and warm
water then rinse) and reinsertion. The pessary is inserted and removed as
pictured below.

When inserting the pessary your pelvic muscles must be relaxed. With one
hand spread the labla minora and with the other insert the blunt end of the well
lubricated (use any water soluble gel) pessary into the vaginal cavity and gently
make pressure, pushing the pessary into the vagina until it stops and the knob end
is comfortably within the vagina.

1 Z

2 After the pessary Is within the vagina vault the pessary is it is rotated to its
proper position, turned so that one flattened surface near the knob end will come
to rest beneath the ureathra, (which is the external opening of the bladder) and
replaced more easily if you wear a supportive sanitary napkin when the pessary
is in place.
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Patient Instructions - Adverse Effects

To obtain the maximum benefit from, and ensure the desired correction of your
condition for which a pessary is indicated, your doctor needs your full
cooperation.

Recommended follow-up for pessary wearers:

A. Report immediately any discomfort.
B. Call physician if pessary falls out.
C. Return within 24 hours for follow-up examination.
D. Return for second follow-up examination within three days.
E. Follow-up is then lengthened to one or two month intervals depending on the
individual needs of the patient.

Adverse Effects:

Report any of the following symptoms to your physician immediately.

" Any change in the color or consistancy of your vaginal discharge.
" Any increase in amount of vaginal discharge.
" Any foul oder associated with vaginal discharge.
" Vaginal itching.

26
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Device Labelina/Instructions (Milex)

Milex Folding Pessary

gellhorn
Support for third degree

prolapselprocidentia

MILEX code: PGEO + Size

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

Indications: For effective support of third degree prolapse or
procidentia.

Contraindication: Supportive pessaries are contraindicated in the
presence of pelvic infections or lacerations.
Since the gellhorn pessary is difficult for the
patient to remove,it is also contraindicated in

any sexually active patient.

There have not been problems in the past with
allergic reaction. The rare case can usually be

quickly discovered when the patient returns
within 24 hours for the first follow-up
examination.

ADVANTAGES OF MEDICAL GRADE SILICONE
1. Longer shelf life and use life.
2. Does not absorb odors or secretions.
3. Can be autoclaved, boiled or cold sterilized.
4. Non-allergic.

Patient should void before any pessary fitting.

Instructions: 1. The only method of determining the proper
for use size gellhorn pessary is by trial and error.

Perform a normal pelvic exam before insertion
or fitting of any pessary. A first approximation
of size can be made by using the width of your

2-7
V

CPT code: Procedure: 57160
Supplies: 

9907
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DRAERD 510(k) Summary/Statement Certification

This document or its equivalent must be completed and included with each 510(k) submission.

6-YSc. (type/print name) as (Title)

of ca-"Ie vu.. (Company Name) certify that (check either 1 or 2):

1. This premarket notification contains a summary of safety and effectiveness information

upon which an equivalence determination could be based. This summary does not contain

any confidential information and is fully releasable. (NOTE: The summary must be

provided as a separate section of the submission.)

c Gkýe 4L,... I u.c (Company Name) will make available to interested persons

upon requ t, the safety and effectiveness information in this premarket notification that
is relevant to an assessment of substantial equivalence.

jz C
Signat re Date

27
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

June 20, 1994

BIOTEQUE AMERICA, INC.
340 E. MAPLE AVENUE
SUITE 102
LANGHORNE, PA 19047
ATTN: DENNIS DORSEY

Food and Drug Administration
Center for Devices and
Radiological Health
office of Device Evaluation
Document Mail Center (HF8-401)
1399 Piccard Drive

Rockville, Maryland 20850

510(k) Number: K920633
Product: PESSARY FLEXIBLE

SILICONE NICHOLS

We are holding your above-referenced Premarket Notification (510(k)
for 30 days pending receipt of the additional information that was
requested by the office of Device Evaluation. Please remember that
all correspondence concerning your submission MUST be sent in
duplicate to the Document Mail Center (HFZ-401) at the above
letterhead address. Correspondence sent to any address other than
the one above will not be considered as part of your official
premarket notification submission. Because of equipment and
personnel limitations, we cannot accept telefax material as part of
your official premarket notification submission unless specifically
requested of you by an FDA official.

If after 30 days the requested information is not received, we will
discontinue review of your submission and proceed to delete your
file from our review system. Pursuant to 21 CFR 20.29, a copy of
your 510(k) submission will remain in the office of Device Evaluation.
If you then wish to resubmit this 510(k) notification, a new number
will be assigned and your submission will be considered a new
premarket notification submission.

Please remember that the Safe Medical Devices Act of 1990 states that
you may not place this device into commercial distribution until you
receive a decision letter from FDA allowing you to do so.

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

Sincerely yours,

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

Radiological Health

0:,
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510(x) ROUTE SLIP

510(k) NUMBER K920633 PANEL OB DIVISION DRAER BRANCH OGDB

TRADE NAME PESSARY FLEXIBLE SILICONE NICHOLS

COMMON NAME

PRODUCT CODE

APPLICANT BIOTEQUE AMERICA, INC.
SHORT NAME BIOTAMER

CONTACT DENNIS DORSEY
DIVISION

ADDRESS 340 E. MAPLE AVENUE
SUITE 102
LANGHORNE, PA 19047

PHONE N0. (215) 750-8071 FAX N0. ( ) -

MANUFACTURER BIOTEQUE AMERICA, INC. REGISTRATION N0. 2529577

DATE ON SUBMISSION 27-JAN-92

DATE RECEIVED IN ODE 12-FEB-92

DECISION

SUPPLEMENTS

5001
S2
5003

CORRESPONDENCE

0003
'004
C001
C002

SUBMITTED

DATE DUE TO 510(x) STAFF 27-APR-92

DATE DECISION DUE 12-MAY-92

DECISION DATE

RECEIVED DUE POS DUE OUT

29-MAY-92 29-MAY-92 27-AUG-92 14-AUG-92
15-JUL-93 24-AUG-93 07-NOV-22-NOV-93 09-MAR-94
28-MAR-9 4 04-AP--R----9-4-118-JUN-'9 4 03-JUL-9Z 2 0-JUN-9 4

SENT DUE BACK

09-MAR-94 08-APR-94 HOLD LETTER
20-JUN-94 20-JUL-94 HOLD LETTER
29-APR-92 29-MAY-92 HOLD LETTER_
X92 13-SEP-92 HOLD LETTER
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O$te

From REVIEWER(S) - NAME(S)

. LVLGI l 1IJl 0r tUUll"1

n ým v t y

3 .
Subject 510(k) NOTIFICATION

To THE RECORD

It is my cecommendation that the subject 510(k) Notification:

(A) is substantially equivalent to marketed devices.

(B) Requires pre market approval. NOT substantially
equivalent to marketed devices.

(C) Requires more data.

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

Additional Comments:

Is this device subject to Postmarket Surveillance? Yes Q No Q

This 510(k) contains: (check appropriate box(es))

A 510(k) summary of safety and effectiveness, or

A 510(k) statement that safety and effectiveness information
will be made available

The required certification and summary for class III devices

-The submitter requests under Predicate Product Code w/panel
21 CFR 807.95:* , and class:

No Confidentiality

Confidentiality for 90 days Additional Product Code(s)
w/Panel. (optional):

Continued Confidentiality
exceeding 90 days

REVIEW: O ý
(BRANCH CHIEF) CH CODE . (DATE)

FINAL REVIEW:

*00ES NOT APPLY TO ANY "SE" DECISIONS Revised U/18/91
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Si0(k) "SUBSTANTIAL EQUIVALENCE"

DECISION-MAKING PROCESS (DETAILED)

.New pevke la Compared to
Maricefod oevloe'

No
Does New pcrioe Have Same

Iodleadoa Stllemenla?

I 

Yes

Descriptive tnformadon
about New or Marketed

Device Requested
as Needed

No

No

Vcw Device It" Same Intended
Use and May be 'Substantially

Equivalent'

Do the tWfercooa Al- ebe intended 
Yes

A

..

TberapwejdD(aoooaddetc.

Effect (to Dotidlna, May 'Not SubctantlaVy
Consider Impact Go Safety sad Fqu(valeat'

Elfoctiveners)?°" Odennlaadou

No

New " Has New - ý

Doss Ncw Qevlee Have Same 
No

Teehrmiogl Charaeteristla.
e.g.. Design. MatertaL. ete.?

I 

Yes

Are the Descriptive
Charaacrisuu Precise Enough

to Easurc Equlraienoe?

Yes

Arc Perfottoance Data Avallabte
to Assess Equlvalcnoe?'"'

Yes

lntnded Use

Could the New Yes Do the New CharwRrlstla yeS
Csaraetcrudea Ralu New Types of Safety or-,6

EffeedvcnessQuestioaa?".

or Effectiveness?
INo

No

Do AettptCd Sdeatifk Melhods
Exist for Assessing Effects of

the New Chamcxetisncs? No

I 

Yes

Arc Pertormanoe Data Avodlabte No
to Assay Effects of New

Characteristics?".

Yes

PerformancePerformance
Data

Required

L
To 

G
'Subctan"auy 

Squivaieut'

Ddermtnadoa

Dau
Required

Performaoee Data 0etaonstnte
Yes lwquivatatcel

I 

No

To OA

' 
S 10(Y) submissions compare new devices to marketed devices. FDA requests additioaal information if the readoaship
"n we.-en marketed and 

'predicate` 
(pre-Amcmdwents or reclassified post-Amcradments) devices a unclear.

' ° This decision is normally based on descriptive informa(ion alone, but limited testing information is somt:times :squired.

"' Data maybe in the 5 I0(k), other 510(k)s, the Center's classification files, of the literature.

Perfornta.,ee Data lkmonsttitc ..[ý Q .---o
Equivalence? Yes

1 No

4
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DIVISION OF REPRODUCTIVE, ABDOMINAL; EAR, NOSE AND THROAT
AND RADIOLOGICAL DEVICES

MEMORANDUM OF TELEPHONE CONVERSATION

BETWEEN: Colin Pollard and Mridulika Virmani Date: 6/93

AND: Mr. Denis Dorset/

TITLE: President

COMPANY: Bioteque America Inc.

PHONE NUMBER: 215-750-8071

FAX NUMBER:
(if applicable)

DOCUMENT NUMBER: K920633/S3
(if applicable)

SUMMARY:

We called Mr. Dorsey and discussed all the questions mentioned in AI letter
to him sent on 3-9-94. In his latest submission he did not response to

majority of questions properly or completely. So we explained to him he has
to send more data, and a descriptive answer to each and every question asked
in the FDA letter of 3-09-94.

We would like to keep this document K920633/S3 on telephone hold, until we get
all the answers.

Signed: M-nýJ"Qýa- ýý6 " 13.. 
c?y

Original to: k a Zý 6 331S,3
Copy to:

SLJ/RRG 11/20/92 Rev. 3/30/94
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service

April 05, 1994

BIOTEQUE AMERICA, INC.
51 RAINLILY ROAD
LEVITTOE.N, PA 19056
ATTN: DENIS DORSEY

Food and Drug Administration

Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFS-901)
1390 Piccard Drive

Rockville, Maryland 20850

510(k) Number: K920633
Product: NICHOLS VAGINAL

STENT

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 seat 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

1q, ý
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MANUFACTURER'S STATZMENT of SUBSTANTIAL SQQIVALENCE

(To be rovided with 510(k) notifications for tier 1 devices)

ýss9.2'yý,ý"c_ýxýý ýc.rcous ýVýCrýIaGS ý'ýZO(ý'h
STATEMENT OF INDICATIONS FOR USE: 

y'' 
GAO I''JýeC:-ylL51(.ý a, may-kanl

CLAIMS: A)4A.lE.

This notification contains all of the information required by 21 CFR 807.87.
A completed copy of the "DRAERD Premarketr Notification 510(k) Reviewer's
Screening 

Checklist" is attached.

The subject device conforms to the following voluntary and mandatory
standards:

A)oac-9

The subject device has the same technological characteristics as a legally
marketed predicate device. Specifically, the features, specifications,
materials, and mode of action are equivalent. If the subject device is a kit,
all of the contents of the kit are either pre-Amendment devices or have been
cleared for marketing through previous 510(k)s. The kit contains no drug or
biologic product.

The above statements are accurate representations of this 510(k) premarket
notification and of the device this firm intends to market. All data and
information submitted in this premarket notification is truthful and accurate
and no material fact has been omitted (21 CPR 807.87(j)).

Z4o E ý-IAýýE pYý.

MANUFACTURER: i a TFA PEýI Gyp % 
Sv l i'ý a Z 

05
.00

name)

�,,TITLE: 

/ Zs 

00A.)

7-DATE; c.. 

x,.;r

OFFICIAL CORRESPONDENTs (signature)

(printe d
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WANWAACMM"s STAMEMSM or SUBSTANTIAL EQUIVALENCE

(To be ovided with 510(k) notifications for tier 1 devices)

l
STATEMENT OF

/
INDICATIONS FOR USE: ?0Z' " 

CO lýlýL'Gý-Cýl6JC._. GL YLýGýY'

CLAIMSs

This notification contains all of the information required by 21 CFR 807.87.
A completed copy of the !DRAERD Premarkeb Notification 510 (k) Reviewer's
Screening 

Checklist" is attached.

The subject device conforms to the following voluntary and mandatory
standards:

Nome

The subject device has the same technological characteristics as a legally
marketed predicate device. Specifically, the features, specifications,
materials, and mode of action are equivalent. If the subject device is a kit,
all of the contents of the kit are either pre-Amendment devices or have been
cleared for marketing through previous 510(k)s. The kit contains no drug or
biologic product.

The above statements are accurate representations of this 510(k) premarket
notification and of the device this firm intends to market. All data and
information submitted in this premarket notification is truthful and accurate
and no material fact has been omitted (21 CPR 807.87(j)).

z4o E 1.,lAln4E Id4ý.

NAMFACTUR$R: ýý o T ýý fýý ý'A g:, 
' So/ 'rte l o z.. 

AV 104

OFFICIAL CORRESPONDSNTs

TITLE: (/ '%C0 5 , 0E,1.) T

DATE s //Z Lqzl

(signature)

" c2_.b51 (printed name)
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March 28,1994

_. Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center (HZF-4.01)
1390 Piccard Drive
Rockville, Maryland 20850

RE: 510 (k) Number: K9206331B

.Re-submission to FDA inquiry dated 319194 �,.

i
Attention: Document Mail Clerk

NOTICE #2: Change of K9206331B Name

FROM
NICHOLS VAGINAL STENT

_T0
PESSARY FLEXIBLE SILICONE NICHOLS

1. Device Description and Comparison to a Legally Marketed Device

This is to notify you of the intentions of Bioteque America, Inc. to market the

following device:

Classification Name: PESSARY, Vaginal

Classification Number: 85HHW

Common Name: PESSARY

Proprietary Name: PESSARY FLEXIBLE SILICONE NICHOLS

Establishment Registration Number: From form FDA 2891 - 2529577

Classification: The vaginal PESSARY would most likely be reviewed by the

FDA's Obstetrics and Gynecology Device Panel. The classification number is

85HHW, the regulation number is 884.3575, and the device is listed as class II.

Performance Standards: Not applicable
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Label, Labeling, Promotional Material, and Drawings: Draft copies are enclosed.

Substantial Equivalence: The Pessary Flexible Silicone Nichols is similar in
function to the Grarnm-Field Grafco Gellhorn Pessary, the Bioteque America, Inc.

Silicone Gellhorn Pessary (K920187), and the Milex Gellhom Pessary. The
design of the Pessary Flexible Silicone Nichols is modified to increase the "stem"

diameter and length while reducing the Gelihorn base ring to match the

dimensions extended stem.

Material: The material composition is medical grade silicone Q7-4840 AIB by
Dow Corning Medical that complies with FDA regulations 21 CFR 177,2600.

Packaging: The Pessary Flexible Silicone Nichols will be packaged individually
in a sealed polybag with instructions inclosed. There will be 25 Pessary Flexible

Silicone Nichols per box (maximum).

Bioteque America, Inc. considers the intentions to market this substantially
equivalent device as company confidential information and therefore requests the
FDA to act accordingly. We have not disclosed the intent to market this device to

anyone and have taken all necessary precautions to protect this confidentially.

We also would appreciate the FDA's earliest attention to this 510(K)
submission. Please do not hesitate to call Bioteque America, Inc. at 215

750-8071 or 8072 at your convenience with regards to any questions concerning this
submission.

4 

Si ely,

Denis D rd sey

President, Bioteque America, Inc.

Enclosures
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PROMOTIONAL MATERIAL

PESSARY FLEXIBLE
SILICONE NICHOLS (picture)

(see enclosed engineering drawings) B-012292

For Single Patient Use Only
CAUTION:

Federal law restricts this device to or on the order of a physician.

INDICATIONS:

For the correction of marked prolapse or procidentia.

CONTRAINDICATIONS:
Pessaries are contraindicated in acute genital tract infections or pelvic
infections.

DIRECTIONS FOR USE:

Fitting requires a trial of sizes to determine the proper Pessary Flexible
Silicone Nichols. (see promotional material)

#1. Perform a normal pelvic examination prior to the introduction or fitting
of a pessary. The size selection is more or less trial and error, yet the
pelvic exam helps to determine the selection of the appropriate size.
NOTE: The flexibility of the Pessary Flexible Silicone Nichols simplifies
insertion acrd removal.

#2. The Pessary Flexible Silicone Nichols should be inserted base
(opposite the removal stem) first onto the introdus. After insertion, the
stem should be in the downward position.

#3. The pessary should not dislodge by standing, sitting, squatting, or

bearing down.

n
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NOTE: The pessary should be large enough to do its designed function

however, you do not want it to cause undue pressure or discomfort.

TO REMOVE:

#1. Gently pull the knob on the pessary to bring the pessary closer to the

introdus and within fingers reach.

#2. Use fingers to open the labia for easy removal.

#3. Completely wash the pessary with a mild soap and warm water.

#4. Check the vagina for any evidence of pressure of sensitivity to the

pessary. Also, question the patient about douching irritations and if there
has been any improvement in her personal symptoms.

#5. It is necessary to check the fit of the pessary to be sure of the correct
size for continued patient comfort and relief.

#6. Schedule follow-up visits to fit the needs of the individual patient.

SUGGESTED PATIENT FOLLOW-UP:

#1. Report any discomfort immediately.

#2. Return in 24 to 48 hours to make sure the patient is not allergic to the
pessary.

#3. Patient should be instructed to remove the pessary every day or two
for cleaning.

#4. Follow-up is then gradually lengthened to one to two month intervals.

These instructions courtesy of David H. Nichols, MD

Sizes Available: Small, Medium, and Large
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DEVICE DESCRIPTION
a. indications for use; see enclosed promotional material

b. design configuration (s); see enclosed promotional material and

engineering drawing

c. dimensions; see enclosed promotional material and engineering

drawing

d. component material; the material composition is medical grade silicone

Q7-4840 AfB by Dow Corning Medical that complies with FDA regulations 21
CFR 177.2600. (all Dow data is enclosed)

e. physical properties; the Pessary Flexible Silicone Nichols is made of

flexible silicone (flex modulus is A 44), the surface is smooth identical to surface
texture of a Gellhorn type pessary

f. compares to Milex Code 20 device (data sheet enclosed)
M ILEX BIOTEQUE NICHOLS PESSARY

L(SM) = 124 MM L(SM) -112.50MM

L(M) = 133MM L(M) = 133.75MM

L(LG) -141 MM L(LG) = 155.OOMM

DIA(SM) = 22MM DIA(SM) = 37.50 MM
DIA(M)= 26M M DIA(M) -41.70MM

DIA(LG) = 30MM DIA(LG) = 47.7M M
MATERIAL - UNKNOWN MATERIAL - DOW Q7-4840
FLEX - UNKNOWN FLEX - A44
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DISTRIBUTED BY:
B10-AM'" BiotequeBioteque America, Inc.
340 East Mapk Avenue
Lciiighome, Pa 19047
7e!. (215) 750-8071
Fax (215) 750-8073 Amenca ]Lnc,

NICHOLS
SILICONE
PESSARY(Obturator-Type)

The Nichols Slieoae Pessary (Obturetor-Type) is available in three sizes.
For "& Peuent wee only.

Product I NSPS (vnall), NSPM (medium), NSPL (large):

Federal law (U.SA) restricts this device to or on the order of a 
'

physician. .

Indiýcatioaa : ,. 
To support or dietend the vaginal canal:

Contraad"Uauss : 
.

Pessares are contraindicated in acute genital tract infections or In
the presence of pelvic infections or lacerations.

Iust:vetions fear the Physician
Following the construction of a neovagina or any portion thereof, or

following a vaginalplasty operation performed to enlarge a small vagina, or
for relief of vaginismus it is usually desired to support or distend the
vaginal canal with a device to prevent unwanted contraction of the scar or
to relax the muscles that surround the vagina. Such an obturator should
be simple, smooth surfaced, light in weight, capable of removal and
insertion by the patient and affordable. It should be available in various
sizes comparable to those of the erect penis. Since even a silicone obturator
is a foreign body in the vagina, any vaginal secretions must route through
the obturator' for drainage from the vault of the vagina. This silicone
vaginal pessary designed and produced i4 various sizes, meets the above
criteria. .

Instruct 'the patient to report any discomfort. The 
I 
patient shouldreturn in twenty four hours for first examination. The vaginal obturatorshould be removed every day or two for cleaning and can be washed withmild soap 

and' 
water and then rinsed before reinsertion. Have the patientreturn in about three days for second examination and then schedule

monthly return visits.

n
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BIOO
8ioteque America, Inc:
340 East Maple Avenue
Langhorne, Pa 19047 .. ,. ý, , ..,.,
TeL (215) 7500-8071 . ., .. ., , . ..
Fax (215) 750-8073 . . ,. . .

Adverse React:
During each visit' the vagina should be checked for evidence of

unnecessary pressure or allergic reaction.
..n

Patient should be questioned concerning douching, discharge,
disturbance of bowel function and urination. ..

Iastsvctioaý for the Patient:
Your 

r within 
doctor has 

vagina that will 
kneed 

ep 
f 
the vaginal cavity fromobturato

contracting during its healing phase or to relax the spasms of the muscles
around the vaginal entrance. When the obturator is in its place you may be
conscious of a mild feeling of pressure, but there should be no pain. (Should
the device become painful, bring the matter promptly to your physician's
attention). There is a small knob at the outside end ad' the obturator that can
be grasped to facilitate its insertion and removal.

When inserting the obturator your pelvic muscles must be relaxed.
With one hand separate the labia minora and with the other insert the
blunt end of the well lubricated (use any water soluble gel) obturator into
the vaginal cavity and gently make pressure, pushing the obturatar into the
vagina until it stops and the knob end is comfortably within the vagina. The
obturator should be turned so that one flattened surface near the tip will
come to rest beneath the ureathra, (which is the external opening into the
bladder), and replaced more easily if you wear a supportive sanitary napkin
when the obturator is is place.

The obturator should be removed from time to time, as your
physician will instruct, washed with soap and water and replaced.

..Irwiructiors courtesy ojDavid H. Nichole, M:D:
Sim AuaUable" SwuA Meducxrt, Large. .,

1ýEDIUbt

7am 7 mm
mm

LAWN mm

sect, i tars ý 9o:s is. s
PATENT PENDiNR3MEDIUM 1x6.60 mm 33.6o mm 14.76' 189.:76 mm 41.7! 16:76 sun
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(b) (4) Drawing
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(b) (4) Drawing
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( m*K

silicone

AVAILABLE ONLY IN SETS OF 3 GRADUATED SIZES.

', DETAILED PATIENT INSTRUCTIONS INCLUDED WITH EACH SET.

ILLUSTRATION TO FULL SCALE
SOLO "N SETS OF 3 ONLY

HYMENAL SILICONE DILATORS (VAGINAL)

Small 4-718" x 7/8" x 15116" or 124mm x 22mm x 24mm

Medium 5-1/4" x 1" x 1-1/16" or 133mm x 26mm x 27mm

Large 5-9/16 x 1-3/16" x 1-5116" or 141mm x 30mm x 34mm

Sterilization Instructions:

1. Autoclave at 15 pounds pressure (250°F) for 15 minutes.
2. Boil for 15 minutes.
3. Cold sterilize.

D3

MILEX CODE: 20
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Dow Corning
Medical

SILASTICI' 07-4840 A/B_ Medical Grade Liquid
Silicone Rubber /LSRj

DESCRIPTION
SILASTICO 07-4840 A/B Medical Grade Liquid
Silicone Rubber (LSR) is a two-part silicone elastomer

specifically designed for liquid injection molding.
Because of its consistency, it can also be utilized for
crosshead and support extrusion applications. When
the A and B components are mixed together in

equal portions, the liquid will cure to a tough,

rubbery elastomer via addition cure (platinum

cure) chemistry.

Advantages of this product include:

9 Solventless

Translucent

" Pigmentable

" Two components mixed at a 1:1 ratio

" Long pot life at room temperature

s Rapid cure rate at elevated tempeoatu

Medium-low durometer

" No volatile by-products

Post-cure not require bull c sad as an
option to stabilize pr

Complies with L ons 21 CFR 177.2600,
covering rubber a "ntehded for repeated
food contact

e Liquid system permits high quality parts to be
molded at rapid rates

APPLICATIONS
SILASTIC 07-4840 A/B Medical Grade Liquid Silicone
Rubber is especially designed for manufacturing
health care devices by either liquid injection molding
or liquid extrusion. It can be utilized for bonding
various silicone elastomer substrates. Some specific
applications include:

Precision molded parts

Molded rubber stoppers and closures

Encapsulated electronic parts

rings

Cloth coating
Wire coating

The purchaser should thoroughly test products made
in part or otherwise incorporating SILASTIC 07-4840
A/8 Medical Qft Liquid Silicone Rubber to

deter-mine the bi of the producCs performance
in a sv c anon.

s FOR USE

IJ%TIC 07-4840 A/B Medical Grade Liquid Silicone
bber is supplied as A and B components that must

be combined in equal portions prior to use, Airless
mixing, metering, and dispensing equipment is
recommended for production operations.

Informa-tion is available from Dow Corning on the suppliers
of suitable pumping, mixing, and molding

equip-ment. If hand mixing, a vacuum of 28 to 29 inches
of mercury will sufficiently de-air the material in 20
to 30 minutes. At this reduced pressure, the material
will normally rise above its original volume before
collapsing.

Pot Life
After the A and B components are mixed, SIIASTIC
07-4840 A/8 Medical Grade Liquid Silicone Rubber
will remain usable for 24 hours at room

tempera-ture. Refrigeration at lower temperatures -23°C
(-10°F) significantly extends the usable life
after mixing.

Vukanization
Cure is initiated by the application of heat. Raising
the temperature of the mass to 110°C (230°F) results
in a very rapid cure to a tough elastomeric material.
The prerneasured catalyst gives the stock a fixed
cure rate that can be measured on a Monsanto
rheometer.

'-41990 Dow Corning Corporation. All rights reserved.
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Mixing the two components in anything other than
a 1:1 ratio will change the cure rate of the elastomer
and the physical properties of the resulting part. This

off-ratioing should be thoroughly evaluated by the
user if it is to be considered as an option. The rate of
cure may be varied by adjusting temperature as
demonstrated in Figure I.

- FIGURE 1: Cure Rate of SILASTIC®
(7-4840 A/B Medical
Grade Liquid Silicone
Rubber
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NOTE: Data collected on Monsanto R-100
Range -100
Time - 12 minutes

(10.8) Arc - ± $°
I ) Time. in minutes

14.7)

(1.7)
10,7)

200 240 280 320
Temperature rF)

'90% of torque at 12 minutes

Caution: The cure may be inhibited by traces of

amines, sulfur, nitrogen oxide, organotin
com-pounds, arid carbon monoxide. Because organic

rubbers often contain these substances, they should
not come in contact with the uncured elastomer. For
example, it has been demonstrated that extracts
from certain latex gloves can inhibit the platinum
cure chemistry. Catalyst residues from silicone Room
Temperature Vulcanization (RTV) elastqmers and
peroxide-cured silicone elastomers may also inhibit
the cure.

BIOCOMPATIBILITY
Biocompatibility tests, which meet or exceed current
USP Class VI Plastics Tests, have been performed on
vulcanized SILASTIC 07-4840 A/B Medical Grade
Liquid Silicone Rubber and are shown in Table I. In

addition, every production lot of elastomer is tested
for levels of trace metals and for absence of
cytopathic effects using tissue cell culture test
(direct contact method).

TABLE 1: Biocompatibility of
SILASTIC Q7-4840 A/B
Medical Grade Liquid
Silicone Rubber

Test Results

Hemolysis, percent .... . ........ ............. < 1
Pyrogeniciry ................. .... Nonpyrogenic* .

Intracutaneous Injection ......... ..... Nonirritating*

Systemic Injection ............. ........ Nontoxic*

Skin Sensitization .............. .... Nonsensitizing*

)ntramuscular Implant
10 days ................... ...... Nonreactive*

30 days ................... ...... Nonreactive*

90 days ................... ...... Nonreactive*

Tissue Cell Culture ............. No Cytopathic Effect

-Based on comparison with defined USP negative controls.

SHIPPING LIMITATIONS
None.

STORAGE AND SHELF LIFE
The shelf life of unblended SILASTIC 07-4840 A/B
Medical Grade Liquid Silicone Rubber A and B
components is 6 months from date of shipment.

ý0
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TYPICAL PROPERTIES
These values are not intended for use in preparing specifications.

. Result Method

Property ' Q7-4840 ASTM CTM1

As Supplied
Color ............................................. Translucent 0176
Extrusion Rates grams/minute ........................... 190 0364

AS Cured
Specific Gravity ...................................... 1.13 D 792 0022
Durometer Hardness, Shore A, pts ........................ 43 D 2240 0099
Tensile Strength, psi .................................. 1300 D 412 0137A
Elongation, percent ......... . ........................ S00 D 412 0137A
Tear Strength, Die B, ppi ............................... 150 D 624 0159A
Tissue Culture ....................................... No CPE -0274

Metals, ppm -0571

Al ............................................... 200 max.
Na, Mg, Ca ........................................ 100 max.
P Ti, Fe ........................................... 50 max.
Sb, Ge, Mn, Mo, Pb, Sn, Cr, Bi, V, Ag, Co,

Ni, Cu, Zr, Ba, As, Zn, Se, Cd, Hg, TI ..................... 10 max. each

'AI physical properties measured from 0.075-inch thick ASTM slab molded 5 minutes at 150 C 1302 FI and equilibrated 24 hours at room temperature.

2Corporate Test Method ICrM) procedures correspond to standard ASTM tests and are available upon request.
'Test Parameters: 90 psi and I I8-inch orifice.

Specification Writers: Please contact Dow Corning Corporation, Specification Dept., Midland, Michigan

48686-0994, before writing specifications on this product.

PACKAGING
SILASTICO C17-4840 Medical Grade Liquid Silicone
Rubber is available in 80-Ib /36.3-kg) and 900-Ib
(409-kg) kits, each with equal size containers of A
and 8 components.

ORDERING
To order this product, call 1-800-248-2481, or contact
our Sales Offices in Irvine, California; Buffalo Grove,
Illinois; or Mount Olive, New Jersey. For global
location information, please call.

PATENT POSITION
A composition prepared by mixing part A and part B
of SILASTIC C17-4840 A/B Medical Grade Liquid
Silicone Rubber is claimed in Dow Corning's U.S.
Patent No. 4,162,243. Dow Corning intends to
enforce this patent, but will offer licenses thereunder.
If a license is needed, Dow Corning will ship the
product in containers which bear a label license,
and the invoice will include a statement of the

royalty due. Alternatively, upon written request,
Dow Corning will offer a license agreement at a
comparable royalty rate under which the licensee
may handle its own accounting of royalties due,
regardless of the source of material.

SILASTIC® - This registered trademark is the brand
name for Dow Corning's silicone elastomer
products, materials and related products. Only
Dow Corning may identify its products with the
trademark SILASTIC®. The work is not a synonym
for silicone elastomer and it is improper to use it
without capitalization or to use it to identify
another manufacturers materials. Since it may not
be used by others, the appearance of the word
SILASTIC® on a medical product assures that it is
of the highest quality and comes only from
Dow Corning.
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DRAERD 510(k) Summary/Statement Certification

This document or its equivalent must be completed and included with each 510(k) submission.

1, 1 
, 

ý'-- 1 (type/print name) as _ ;:Ifo s1 Ael;±- (Title)

of 2i bjkul-t.. c -(Company Name) certify that (check either 1 or 2):

1. This premarket notification contains a summary of safety and effectiveness information

upon which an equivalence determination could be based. This summary does not contain

any confidential information and is fully releasable. (NOTE: The summary must be
provided as a separate section of the submission.)

2. D l o4=.- 6..t.. dýCompany Name) will make available to interested persons

upon request, the safety and effectiveness information in this premarket notification that
is relevant to an assessment of substantial equivalence.

10,
ature CJ Date
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DEPARTMENT OF HEALTH 8t HUMAN SERVICES Public Health Service

MAR - 9 1994

Mr. Denis P. Dorsey
President
Bioteque America, Inc.
340 E. Maple Avenue, Suite 102

Langhorne, Pennsylvania 19047

Re: K920633/B
Nichols Vaginal Stent

Dated: July 15, 1993
Received: August 24, 1993

Dear Mr. Dorsey:

Food and Drug Administration
1390 Piccard Drive
Rockville MD 20850

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

device referenced above. We still cannot determine if the device is

substantially equivalent to a device marketed prior to May 28, 1976, the

enactment date of the Medical Device Amendments, based solely on the

information you provided. In order for us to complete the review of your

submission, we require the following information:

Device Description

1. As requested before, please provide a complete description of your device,

including diagrams and photographs. (The engineering diagram you included

does not adequately illustrate the two different designs.) This

information should be provided for both models of your device. Compare
your stent to a legally marketed stent, in a comparison table, in terms of

indications for use and technological characteristics. The comparison

should address the following:

Specifically identify the name of the predicate device and its `

manufacturer. It is imperative to include diagrams and/or photos of the
predicate device, as well. as labeling, for comparison.

a. indications for use;
b. design configuration(s);
c. dimensions;;
d. component material(s); and
e. physical properties (e.g., flexure, smoothness, etc.)..,- 1 

.to. y,n

remains unclear what your stent will be made from, since you identify a
different material with each 510(k) amendment.

Clearly identify the raw materials from which your device is made, and ý?
provide the chemical and physical specifications for these materials.

2. As requested before, please provide a complete listing of all component

materials, with their respective chemical and physical specifications. 
Itý
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Page 2 - Mr. Denis P. Dorsey .

3. As requested before, please provide a description of the manufacturing 
wa-ý`

process for your device. Your last response indicates that, if required,
,. you will use Loctite Nuva-Sil" 84 or 88 as the bonding material

(adhesive). Please provide additional information on this material, as

specified in #2 above.

Toxicity Data

4. As requested before, provide data from the toxicological testing of your r

device, in its final manufactured form. Please refer to the Tripartite

Biocompatibility Guidance for Medical Devices, provided to you in our

previous correspondence. This type of testing should include data on

mucosal irritation, sensitization, as well as acute and chronic toxicity.

Device Labeling

5. As requested before, please provide complete professional and patient

labeling to include the indication(s) for use, contraindications,

precautions, warnings, adverse reactions, and instructions for use. Your

proposed revised labeling did not fully address our concerns. In

particular, the following specific revisions should be incorporated into

your labeling:

a. Physician labeling for indications for use should include guidance

reearding the choice of hollow versus solid stents.

b. Both physician and patient labeling should include the recommended

device wear-times, cleaning instructions, and recommended lubricants.

c. Both physician and patient labeling should include a diagram of the

device with pictorials to illustrate insertion and removal of the

device.

d. Patient labeling should include a section entitled Adverse Effects,
that lists all potential risks and describes how to minimize and/or

identify them. Also, include instructions which help the user

identify any device defects that result from aging or other causes.

e. Both physician and patient labeling must state prominently in your

labeling that your device is intended for single patient use.

The Safe Medical Devices Act of 1990 (SMDA) requires all persons submitting a
premarket notification to include either (1) a summary of safety and

effectiveness information in the submission upon which an equivalence
determination could be based, OR 2) a statement that such information will be

made available to interested persons upon request. We cannot issue a final
decision on your 510(k) unless you comply with this requirement. Please

complete the enclosed form and return, with attachments if any.
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The additional information should be submitted in duplicate, referencing the

510(k) number above to:

Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center (HFZ-401)
1390 Piccard Drive

Rockville, Maryland 20850

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(f) and (h), 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 exemptions

(IDE) regulations.

If the requested information 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.

If you have any questions concerning the contents of this letter, please
contact Mr. Colin M. Pollard, at (301) 594-1180. If you need information
or assistance concerning the IDE regulations, please contact the Division of
Small Manufacturers Assistance at their toll free number 1-800-628-2041 or at
(301) 443-6597.

Sincerely yours,

Lillian Yin, Ph.D.

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

Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosure



DR.A,ER:D 510(k) Summary/Statement Certification

This document or its equivalent must be completed and included with each 510(k) submission.

1, (type/print name) as

of (Company Name) certify that (check either 1 or 2):

(Title)

1. This premarket notification contains a summary of safety and effectiveness information

upon which an equivalence determination could be based. This summary does not contain

any confidential information and is fully releasable. (NOTE: The summary must be

provided as a separate section of the submission.)

2. (Company Name) will make available to interested persons

upon request, the safety and effectiveness information in this premarket notification that
is relevant to an assessment of substantial equivalence.

Signature Date



510(K) ROUTE SLIP

510(k) NUMBER K920633 PANEL OB DIVISION DRAER BRANCH OGDB

TRADE NAME NICHOLS VAGINAL STENT

COMMON NAME

PRODUCT CODE

APPLICANT BIOTEQUE AMERICA, INC.
SHORT NAME BIOTAMER

CONTACT DENIS DORSEY
DIVISION

ADDRESS 51 RAINLILY ROAD
LEVITTOEN, PA 19056

PHONE N0. ( ) - FAX NO. ( ) -

MANUFACTURER BIOTEQUE AMERICA, INC. REGISTRATION N0. 2529577

DATE ON SUBMISSION 27-JAN-92 DATE DUE TO 510(x) STAFF 07-NOV-93

DATE RECEIVED IN ODE 12-FEB-92

DECISION

SUPPLEMENTS SUBMITTED RECEIVED

DATE DECISION DUE 22:-NOV-93

DECISION DATE

DUE POS DUE OUT

SOO1 29-MAY-92 29-MAY-92 27-AUG-92 14-AUG-92
S U-02 166--JUL-93 24-AUG-93 07-NOV-93 22-NOV-93 09-MAR-94

CORRESPONDENCE SENT DUE BACK

_C003 09-MAR-_94 08-APR-94 HOLD LETTER
C001 -92 29-MAY-92 HOLD LETTER
COO2 14-AUG-92 13-SEP-92 HOLD LETTER



Mr. Denis P. Dorsey
President
Bioteque America, Inc.

340 E. Maple Avenue, Suite 102

Langhorne, Pennsylvania 19047

Re: K920633/B
Nichols Vaginal Stent

Dated: July 15, 1993

Received: August 24, 1993

Dear Mr. Dorsey:

We have reviewed your Section 510(k) notification of intent to market the
device referenced above. We still cannot determine if the device is

substantially equivalent to a device marketed prior to May 28, 1976, the

enactment date of the Medical Device Amendments, based solely on the
information you provided. In order for us to complete the review of your

submission, we require the following information:

Device Description

1. As requested before, please provide a complete description of your device,

including diagrams and photographs. (The engineering diagram you included

does not adequately illustrate the two different designs.) This
information should be provided for both models of your device. Compare
your stent to a legally marketed stent, in a comparison table, in terms of

indications for use and technological characteristics. The comparison
should address the following:

a. indications for use;
b. design configuration(s);
c. dimensions;
d. component material(s); and
e. physical properties (e.g., flexure, smoothness, etc.).

Specifically identify the name of the predicate device and its
manufacturer. It is imperative to include diagrams and/or photos of the
predicate device, as well as labeling, for comparison.

Clearly identify the raw materials from which your device is made, and

provide the chemical and physical specifications for these materials.

2. As requested before, please provide a complete listing of all component

materials, with their respective chemical and physical specifications. It
remains unclear what your stent will be made from, since you identify a
different material with each 510(k) amendment.
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3. As requested before, please provide a description of the manufacturing

process for your device. Your last response indicates that, if required,

you will use Loctite Nuva-Silm 84 or 88 as the bonding material

(adhesive). Please provide additional information on this material, as

specified in #2 above.

Toxicity Data

4. As requested before, provide data from the toxicological testing of your

device, in its final manufactured form. Please refer to the Tripartite

Biocompatibility Guidance for Medical Devices, provided to you in our

previous correspondence. This type of testing should include data on

mucosal irritation, sensitization, as well as acute and chronic toxicity.

Device Labeling

5. As requested before, please provide complete professional and patient

labeling to include the indication(s) for use, contraindications,

precautions, warnings, adverse reactions, and instructions for use. Your

proposed revised labeling did not fully address our concerns. In

particular, the following specific revisions should be incorporated into

your labeling:

a. Physician labeling for indications for use should include guidance

regarding the choice of hollow versus solid stems.

b. Both physician and patient labeling should include the recommended

device wear-times, cleaning instructions, and recommended lubricants.

c. Both physician and patient labeling should include a diagram of the
device with pictorials to illustrate insertion and removal of the

device.

d. Patient labeling should include a section entitled Adverse Effects,
that lists all potential risks and describes how to minimize and/or

identify them. Also, include instructions which help the user

identify any device defects that result from aging or other causes.

e. Both physician and patient labeling must state prominently in your

labeling that your device is intended for single patient use.

The Safe Medical Devices Act of 1990 (SMDA) requires all persons submitting a

premarket notification to include either (1) a summary of safety and
effectiveness information in the submission upon which an equivalence
determination could be based, OR 2) a statement that such information will be

made available to interested persons upon request. We cannot issue a final

decision on your 510(k) unless you comply with this requirement. Please
complete the enclosed form and return, with attachments if any.
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The additional information should be submitted in duplicate, referencing the

.. 510(k) number above to:

Food and Drug Administration

Center for Devices and Radiological Health

Document Mail Center (HFZ-401)
1390 Piccard Drive

Rockville, Maryland 20850

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 infciffation

described above and required by 21 CFR 807.87(f) and (h), 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 exemptions

(IDE) regulations.

If the requested information 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.

If you have any questions concerning the contents of this letter, please

contact Mr. Colin M. Pollard, at (301) 594-1180. If you need information

or assistance concerning the IDE regulations, please contact the Division of

Small Manufacturers Assistance at their toll free number 1-800-628-2041 or at

(301) 443-6597.

Sincerely yours,

h
Lillian Yin, Ph.D.

Director, Division of Reproductive,

Abdominal, Ear, Nose and Throat,
and Radiological Devices

Office of Device Evaluation

Center for Devices and

Radiological Health

Enclosure
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x920633

Reviewer: Colin Pollard Division/Branch: DRAERD/ADOU/OGDB

Biomedical Engineer (HFZ-470)

Proprietary Trade Name: Counseller/Nichols Vaginal Stent

Common Name: Vaginal Stent

Product to which compared: " Conseller Type Vaginal Stent (V. Mueller Co.)

Applicant: Bioteque America, Inc.
340 E. Maple Ave., Suite 102

Langhorne, PA 19047

Contact: Mr. Denis Dorsey
Phone: 215-750-8071

DEVICE DESCRIPTION

1. Intended Use:

Provide a brief description of the clinical purpose of this device, including
indication (s) for use and any relevant promotional claims.

This device is an obturator that is intended to be used after vaginoplasty

surgery to distend the vaginal canal during the post-operative healing process

to prevent unwanted contraction of the scar. Produced in various sizes, the

vaginal stent is fitted and inserted by the physician and remains in place for

up to several weeks.

The stent is removed, cleaned, and re-inserted by the patient from time to

time, per physician instructions.

The device is not provided sterile or required to be sterile, but is intended

for use only by a single patient, and cleaning periodically is important.

I 
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2. Physical Description:

YES NO

" Is the device life-supporting or life sustaining? J
" Is the device implanted (short-term or long-term)? J
" Does the device design use software? ,/
" Is the device sterile? d
" Is the device single use? J
" Is the device home use? ./
" Is the device for prescription? J

Does the device contain a drug or biological
product as a component? J

" Is this device a kit? - J

Provide a brief overview of the device, its design, principle of operation, and
functional/performance characteristics.

The Bioteque Counseller/Nichols vaginal stent is an elongated ovoid-shaped vaginal
obturator. The stent is not solid, but comes in two configurations: one with
central 10 mm tubal openings on either side, the other open only at one end. The
510(k) describes three (3) sizes, but has not definitively specified the stent
material, changing from polyethylene, Zytel® nylon resin, and silicone.

Dimensional specifications are given as follows:

Size 1 (small) Size 2 (medium) Size 3 (large)

Length 4.43" 5.27" 6.1"

Outer Diameter 1.47" 1.64" 1.88"

Inner Tubular approx. half-inch -------------------------->

Physical characteristics of the stent are not provided.
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REVIEW ANALYSIS

Provide an overview of the review principles and findings that were used to support
the reviewer recommendation.

Substantial Equivalence (SE) Decision Making Documentation

YES NO

1. IS PRODUCT A DEVICE? J IF N0, STOP

2. DEVICE SUBJECT TO 510(k)? J IF N0, STOP

3. SAME INDICATION STATEMENT? 
/' 

IF YES, GO TO 5

4. DO DIFFERENCES ALTER THE EFFECT
OR RAISE NEW ISSUES OF SAFETY
OR EFFECTIVENESS? IF YES, STOP -> NE

5. SAME TECHNOLOGICAL CHARACTERISTICS? J IF YES, GO TO 7

6. COULD THE NEW CHARACTERISTICS
AFFECT SAFETY OR EFFECTIVENESS? IF YES, GO TO 8

7. DESCRIPTIVE CHARACTERISTICS
PRECISE ENOUGH? -� ? IF YES, STOP -> SE

Bioteque needs to fully and adequately address the review concerns raised in our
previous AI letter.

(b) (4)

(b) (4)
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Request additional information -- previously requested

March 3. 1994
Colin Pollard Date

CAev / Concur/
Chief, Ob/G Devic s ranch Date

/ / Do Not Concur

Comments:



DEPARTHENT 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--901. )
1390 Piccard Drive

Rockville, Maryland 20850

August 27, 1993

BIOTEQUE AMERICA, INC. 510(k) Number: K920633
51 RAINLILY ROAD Product: NICHOLS VAGINAL
LEVITTOEN, PA 19056 STENT
ATTN: DENIS DORSEY

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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July 15, 1993

Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center (HZF-401)
1390 Piccard Drive
Rockville, Maryland 20850

RE: 510 (k) Number: K9206331A

Attention: Document Mail Clerk

Re-submission to FDA inquiry dated 811411992

NOTICE #1: Change of Address

FROM
BIOTEQUE AMERICA, INC.
51 RAINLILY ROAD
LEVITTOWN, PA 19056

BIOTEQUE AMERICA, INC.
340 E. MAPLE AVENUE - SUITE 102
LANGHORNE, PA 19047

NOTICE #2: Change of K9206331A Name

FR
NICHOLS VAGINAL STENT

TO
PESSARY FLEXIBLE SILICONE NICHOLS

IP6.aý'

.�...>

1. Device Description and Comparison to a Legally Marketed Device

This is to notify you of the intentions of Bioteque America, Inc. to market the

following device:

Classification Name: PESSARY, Vaginal
Classification Number: 85HHW
Common Name: PESSARY

Proprietary Name: PESSARY FLEXIBLE SILICONE NICHOLS



Establishment Registration Number: From form FDA 2891 - 2529577

Classification: The vaginal PESSARY would most likely be reviewed by the

FDA's Obstetrics and Gynecology Device Panel. The classification number is

85HHW, the regulation number is 884.3575, and the device is listed as class 11.

Performance Standards: Not applicable

Label Labeling-, Promotional Material, and Drawings: Draft copies are enclosed.

Substantial Equivalence: The Pessary Flexible Silicone Nichols is similar in

function to the Gramm-Field Grafco Gellhorn Pessary, the Bioteque America, Inc.

Silicone Gellhorn Pessary (K920187), and the Milex Gellhorn Pessary. The

design of the Pessary Flexible Silicone Nichols is modified to increase the "stem"

diameter and length while reducing the Gellhorn base ring to match the

dimensions extended stem.

Material: The material composition is medical grade silicone Q7-4840 AIB by

Dow Corning Medical that complies with FDA regulations 21 CFR 177.2600.

Bonding material (adhesive) if required, is Loctite Nuva-SilTm 84 or 88.

Packaging: The Pessary Flexible Silicone Nichols will be packaged individually

in a sealed polybag with instructions inclosed. There will be 25 Pessary Flexible

Silicone Nichols per box (maximum).

Bioteque America, Inc. considers the intentions to market this substantially
equivalent device as company confidential information and therefore requests the

FDA to act accordingly. We have not disclosed the intent to market this device to

anyone and have taken all necessary precautions to protect this confidentially.

We also would appreciate the FDA's earliest attention to this 510(K)
submission. Please do not hesitate to call Bioteque America, Inc. at 215 750-

8071 or 8072 at your convenience with regards to any questions concerning this

submission.
Sin rely,

enis Dors y
President, Bioteque America, Inc.

Enclosures



PROMOTIONAL MATERIAL

PESSARY FLEXIBLE
SILICONE NICHOLS (picture)

(see enclosed engineering drawings) &012292

For Single Patient Use Only
CAUTION:

Federal law restrictsl#is device to or on the order of a physician.

INDICATIONS:
For the correction of marked prolapse or procidentia.

CONTRAINDICATIONS:
Pessaries are contraindicated in acute genital tract infections or pelvic

infections.

DIRECTIONS FOR USE:

Fitting requires a trial of sizes to determine the proper Pessary Flexible
Silicone Nichols.

#1. Perform a normal pelvic examination prior to the introduction or fitting
of a pessary. The size selection is more or less trial and error, yet the
pelvic exam helps to determine the selection of the appropriate size.
NOTE: The flexibility of the Pessary Flexible Silicone Nichols simplifies
insertion and removal.

#2. The Pessary Flexible Silicone Nichols should be inserted base
(opposite the removal stem) first onto the introdus. After insertion, the
stem should be in the downward position.

#3. The pessary should not dislodge by standing, sitting, squatting, or

bearing down.



NOTE: The pessary should be large enough to do its designed function

however, you do not want it to cause undue pressure or discomfort.

TO REMOVE:

#1. Gently pull the knob on the pessary to bring the pessary closer to the

introdus and within fingers reach.

#2. Use fingers to open the labia for easy removal.

#3. Completely wash the pessary with a mild soap and warm water.

#4. Check the vagina for any evidence of pressure of sensitivity to the

pessary. Also, question the patient about douching irritations and if there

has been any improvement in her personal symptoms.

#5. It is necessary to check the fit of the pessary to be sure of the correct

size for continued patient comfort and relief.

#6. Schedule follow-up visits to fit the needs of the individual patient.

SUGGESTED PATIENT FOLLOW-UP:

#1. Report any discomfort immediately.

#2. Return in 24 to 48 hours to make sure the patient is not allergic to the

pessary.

#3. Patient should be instructed to remove the pessary every day or two

for cleaning.

#4. Follow-up is then gradually lengthened to one to two month intervals.

Instructions courtesy of David H. Nichols, MD

Sizes Available: Small, Medium, and Large



``ý BACKGROUND FOR THE PHYSICIAN:

There are not uncommon instances where among those women with
symptomatic and sever: genital prolapse a surgical reconstruction
is not feasable at a particular time. Provided that there is a
palable levator hiatus, a properly fitted intrdvaginal pessary
may provide long term relief of symptoms. Such a pessary should
be available in a variety of shapes to fit a particular need, be
chemically inert within the vagina, acrd capable of easy insertion
and removal for cleaning and for vaginal rest, even by the:
Patient herself if she desires. It must also be affordable. The
Silicone Donut Pessary meets these requirments. The pessary
patient, properly fitted, should feel comfortable with the
pessary in place, and in fact be unaware of its presence once it
has been fitted. Traditionally the pessary has been fashioned
from bakelite, hard rubber or lucite, because these are rigid the
patient may encounter difficulty and discomfort during insertion
and removal. A smooth firmly soft pessary which can be manually
folded to ease insertion should, when in place, immediately
resume its original supportive shape. Removal of the pessary, by
either physician, nurse, or the patient should be easy and
comfortable. This pewsary meets all of the above requirements and
is available in an assortment of sizes. There should be adequate
drainage within the pessary to preclude the accumulation of
vaginal or uterine secretions in the vault of the vagina behind
the pessary.

The size chosen for the patient should be the largest that the
.' vagina can retain comfortably, and when in place the physician

should be able to insert an examining finger between the outer
edge and the vaginal wall assuring patient comfort and virtually
eliminating-the risk of pressure necrosis. After the pessary has
been fitted the patient should arise, walk briefly around the

:examining room making sure the pessary can be retained, and given
a final quick examination to determine that it is in its proper
place. The patient should be re-examined within a week to
reconfirm the above and the proper sizing.

The pessary should be removed for soap and water cleaning and
spection of the vagina for irritation every other month

.ý hereafter. If the patient wishes to actively participate in her
re 'she can be instructed in removing and replacing it herself,

and since piolapes becomes eccenuated by gravity when the patient

ý:is on her feet, the pessary can be removed at bedtime upon

retiring and reinserted upon arising the following morning.

Because the pessary, even though soft and flexible, is a
foreign body in the vagina the patient should be told to expect a
certain amount of vaginal discharge. This will be less if the
patient is postmenopausal and has been taking estrogen
replacement therapy.

Backaround information courtesy of David H. Nichols, M.D.



'! IVSTRUC: 
I' 

IONS TO T aiE PA-1 r EN'T

To raiieve the symptoms of your genital prolapes the physician

has inserted a plastic va&inal .-upport known as a pessary. When

Droperly fit it should be comfortable For you, to the extent that
whether standing or reclining you should be unaware of its

presence.

Bowel and bladder habits should be unaffected by the pessary,
or ever, improved while it is in place.

The aessary should bF removed for cleaning and reinsertion from

time to 'Lime, as you physician will instruct.

The wearing of a pessary will occasionally be associated with

the uroduction of a small amount of non-bloody discharge. This is

harmless, and if without syptoms, need be no cause for concern.

Should wou obaerve any bleeding component to .he dischar,e call

it, or any discomfort, to your physician's attentiun that it may
be properly evaluated.

instru,-tions courtesy of :David ",H. Nichols.

9 
ý
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DowCorning
Medical

....--SILASTIC® Q7-4840 A/B
Medical Grade Liquid
Silicone Rubber (LSR)

DESCRIPTION
SILASTIC® 07-4840 A/B Medical Grade Liquid
Silicone Rubber (LSR) is a two-part silicone elastomer

specifically designed for liquid injection molding.
Because of its consistency, it can also be utilized for
crosshead and support extrusion applications. When
the A and B components are mixed together in
equal portions, the liquid will cure to a tough,

rubbery elastomer via addition cure (platinum

cure) chemistry.

Advantages of this product include:

9 Solventless

Translucent

Pigmentable

Two components mixed at a 1:1 ratio

�.. , Long pot life at room temperature�, ý,

Rapid cure rate at elevated tempeeatu s

Medium-low durometer

No volatile by-products

Post-cure not require bu c ýn b sed as an
option to stabilize pr

Complies with 
° 

a ons 21 CFR 177.2600,
covering rubber a 'cV, Mended for repeated
food contact

Liquid system permits high quality parts to be
molded at rapid rates

APPLICATIONS
SILASTIC 07-4840 A/B Medical Grade Liquid Silicone
Rubber is especially designed for manufacturing
health care devices by either liquid injection molding
or liquid extrusion. It can be utilized for bonding
various silicone elastomer substrates. Some specific
applications include:

Precision molded parts

Molded rubber stoppers and closures

" Encapsulated electronic parts

0 1990 Dow Corning Corporation. A71 rights reserved.

" 0-rings

Cloth coating
Wire coating

The purchaser should thoroughly test products made
in part or otherwise incorporating SILASTIC Q7-4840
Alb Medical 

` 
Liquid Silicone Rubber to

deter-mine the bi of the product's performance
in a spec r rc .p ation.

NS FOR USE

qfTIC 07-4840 A/B Medical Grade Liquid Silicone
01bber is supplied as A and B components that must
be combined in equal portions prior to use. Airless
mixing, metering, and dispensing equipment is
recommended for production operations.

Informa-tion is available from Dow Corning on the suppliers
of suitable pumping, mixing, and molding

equip-ment. If hand mixing, a vacuum of 28 to 29 inches
of mercury will sufficiently de-air the material in 20
to 30 minutes. At this reduced pressure, the material
will normally rise above its original volume before
collapsing.

Pot Life
After the A and B components are mixed, SILASTIC
07-4840 A/B Medical Grade Liquid Silicone Rubber
will remain usable for 24 hours at room

tempera-ture. Refrigeration at lower temperatures -23°C

(-10°F) significantly extends the usable life
after mixing.

Vulcanization
Cure is initiated by the application of heat. Raising
the temperature of the mass to 110°C (230°F) results
in a very rapid cure to a tough elastomeric material.
The premeasured catalyst gives the stock a fixed
cure rate that can be measured on a Monsanto
rheometer.



Mixing the two components in anything other than

a ]:I ratio will change the cure rate of the elastomer

and the physical properties of the resulting part. This

off-ratioing should be thoroughly evaluated by the

user if it is to be considered as an option. The rate of

cure may be varied by adjusting temperature as

demonstrated in Figure I.

FIGURE 1: Cure Rate' of SILASTIC®

Q7-4840 Ai/B Medical
Grade Liquid Silicone
Rubber
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Caution: The cure may be inhibited by traces of

amines, sulfur, nitrogen oxide, organotin

com-pounds, and carbon monoxide. Because organic

rubbers often contain these substances, they should

not come in contact with the uncured elastomer. For

example, it has been demonstrated that extracts

from certain latex gloves can inhibit the platinum

cure chemistry. Catalyst residues from silicone Room

Temperature Vulcanization (RTV) elastomers and

peroxide-cured silicone elastomers may also inhibit

the cure.

BIOCOMPATIBILITY

Biocompatibility tests, which meet or exceed current

LISP Class VI Plastics Tests, have been performed on

vulcanized SILASTIC C17-4840 A/B Medical Grade

Liquid Silicone Rubber and are shown in Table I. In

addition, every production lot of elastomer is tested

for levels of trace metals and for absence of

cytopathic effects using tissue cell culture test

(direct contact method).

TABLE 1: Biocompatibility of
SILASTIC Q7-4840 A/B
Medical Grade Liquid
Silicone Rubber

_Test Results

Hemolysis, percent .......................... < 1

Pyrogenicity ..................... Nonpyrogenic*

Intracutaneous Injection .............. Nonirritating*

Systemic injection ..................... Nontoxic*

Skin Sensitization .................. Nonsensitizing*

Intramuscular Implant
10 days ......................... Nonreactive*

30 days ......................... Nonreactive*

90 days ......................... Nonreactive*

Tissue Cell Culture ............. No Cytopathic Effect

Based on comparison with defined USP negative controls.

SHIPPING LIMITATIONS
None.

STORAGE AND SHELF LIFE
The shelf life of unblended SILASTIC C17-4840 A/B

Medical Grade Liquid Silicone Rubber A and B

components is 6 months from date of shipment.

A2

-100
'(in Al

NOTE: Data collected on Monsanto R-100
Range
Time - 12 minutes
Arc-±g



TYPICAL PROPERTIES
These values are not intended for use in preparing specifications.

Result Method

Property ' Q7-4840 ASTM CTMz

As Supplied
.,._ Color........... .................................. Translucent 0176

Extrusion Rate-3, grams/minute ........................... 190 0364

As Cured
Specific Gravity ...................................... 1.13 D 792 0022
Durometer Hardness, Shore A, pts ........................ 43 D 2240 0099

Tensile Strength, psi .................................. 1300 D 412 0137A

Elongation, percent .................................. 500 D 412 0137A

Tear Strength, Die B, ppi ............................... 150 D 624 0159A

Tissue Culture ....................................... No CPE -0274

Metals, ppm -0571

Al ............................................... 200 max.

Na, Mg, Ca ........................................ 100 max.

P Ti, Fe ........................................... 50 max.

Sb, Ge, Mn, Mo, Pb, Sn, Cr; Bi, V, Ag, Co,
Ni, Cu, Zr, Ba, As, Zn, Se, Cd, Hg, TI ..................... 10 max. each

'All physical properties measured from 0.075-inch thick ASTM slab molded 5 minutes at 150C (302 F) and equilibrated 24 hours at room temperature.

ZCorporate Test Method (CTM) procedures correspond to standard ASTM tests and are available upon request.
3Test Parameters; 90 psi and I /B-inch orifice.

Specification Writers: Please contact Dow Corning Corporation, Specification Dept., Midland, Michigan

48686-0994, before writing specifications on this product.

PACKAGING
SILASTIC® C17-4840 Medical Grade Liquid Silicone

Rubber is available in 80-Ib (36.3-kg) and 900-Ib

(409-kg) kits, each with equal size containers of A

and B components.

ORDERING
To order this product, call 1-800-248-2481, or contact
our Sales Offices in Irvine, California; Buffalo Grove,
Illinois; or Mount Olive, New Jersey. For global

location information, please call.

PATENT POSITION
A composition prepared by mixing part A and part B
of SILASTIC Q7-4840 A/B Medical Grade Liquid
Silicone Rubber is claimed in Dow Corning's U.S.
Patent No. 4,162,243. Dow Corning intends to
enforce this patent, but will offer licenses thereunder.

If a license is needed, Dow Corning will ship the
product in containers which bear a label license,
and the invoice will include a statement of the

royalty due. Alternatively, upon written request,
Dow Corning will offer a license agreement at a
comparable royalty rate under which the licensee

may handle its own accounting of royalties due,
regardless of the source of material.

SILASTIC® - This registered trademark is the brand

name for Dow Corning's silicone elastomer

products, materials and related products. Only
Dow Corning may identify its products with the
trademark SILASTIC®. The work is not a synonym
for silicone elastomer and it is improper to use it
without capitalization or to use it to identify
another manufacturer's materials. Since it may not
be used by others, the appearance of the word
SILASTIC® on a medical product assures that it is
of the highest quality and comes only from
Dow Corning.
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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)
1390 Piccard Drive

Rockville, Maryland 20$50

August 03, 1993

BIOTEQUE AMERICA, INC.
51 RAINLILY ROAD
LEVITTOEN, PA 19056
ATTN: DENIS DORSEY

510(k) Number: K920633
Product: NICHOLS VAGINAL

STENT

This is to notify you that 30 days have elapsed since we requested
additional information about your Premarket Notification (510(k))
submission. In accordance with our regulations, 21 CFR 807.87(h),
we now consider your 510(k) to be withdrawn.

If you wish to resubmit this 510(k) notification, a new 510(k) number
will be assigned and your submission will be considered a new
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,

0n.il- `ý5'?-a

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

Radiological Health



510(x) ROUTE SLIP

10(k) NUMBER K920633 PANEL OB DIVISION DRAER BRANCH OGDB

TRADE NAME NICHOLS VAGINAL STENT

COMMON NAME

PRODUCT CODE

APPLICANT BIOTEQUE AMERICA, INC.
,.SHORT NAME BIOTAMER

CONTACT DENIS DORSEY
DIVISION

ADDRESS 51 RAINLILY ROAD

LEVITTOEN, PA 19056
PHONE N0. ( ) - FAX NO. ( ) -

MANUFACTURER BIOTEQUE AMERICA, INC. REGISTRATION NO. 2529577

DATE ON SUBMISSION 27-JAN-92 DATE DUE TO 510(x) STAFF

)ATE RECEIVED IN ODE 12-FEB-92

DECISION DE

SUPPLEMENTS RECEIVED DUE

DATE DECISION DUE 27-AUG-92

DECISION DATE 03-AUG-93

OUT DUE BACK

C001 29-APR-92 29-MAY-92 29-MAY-92 ADD TO FILE
C002 7,4-AUG-92 13-SEP-92 03-AUG-93 ADD TO FILE
5001 T9-MAY-92 27-AUG-92 14-AUG-92 13-SEP-92

ý J



DO NOT REMOVE THIS ROUTE SLIP!!!!
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

AUG ! 4. 1992 
Food and Drug Administration
1390 Piccard Drive
Rockville, MD 20850

Mr. Denis P. Dorsey
Bioteque America, Inc.
51 Rainlily Road

Levittown, Pennsylvania 19056-2301

Re: K920633/A
Nichols Vaginal Stent
Received: May 29, 1992

Dear Mr. Dorsey:

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 device marketed prior to May 28, 1976, the enactment date of

the Medical Device Amendments, based solely on the information you provided.

You have not adequately addressed deficiency numbers 1, 2, 3, 8 and 9 in our

April 29, 1992, letter requesting additional information. In order for us to

complete the review of your submission, we require the following information:

Device Description and Comparison to a Legally Marketed Device

1. Provide a complete description of your device including its materials,

design, dimensions, physical properties (e.g., hardness, flexibility),
surface characteristics, etc. Also, provide detailed schematics of your

device. Your current schematics do not clearly differentiate the "two
options" (i.e., solid versus hollow) of your device. This information

should be provided for both options of your device.

Compare the above technological characteristics of your device (both

designs) and the indication(s) for use to a legally marketed device.

2. Clearly identify the raw materials from which your device is made, and
provide the chemical and physical specifications for these materials.
(Your original 510(k) stated that your device was made from polyethylene

while your amendment states that your device is made from nylon.)

Toxicity Data

3. Provide mucosal irritation, sensitization, acute and chronic toxicity
data conducted on your final product to support its safe use. Please
refer to the enclosed "Tripartite Biocompatibility Guidance for Medical
Devices" for further information.

Device Labeling

4. Provide complete professional and patient labeling which includes
indications for use for each device option, if applicable,
contraindications, warnings, precautions, adverse reactions and
instructions for use (see enclosure). The following specific revisions

should be incorporated into your labeling:



Page 2 - Mr. Denis P. Dorsey

a. Provide specific indications for use for your device which describe

the clinical conditions for which the device is intended (e.g.,

post-operative use after reconstructive surgery to help prevent

vaginal contracture).

b. Include recommended device wear-times, cleaning instructions and

compatible lubricants with your instructions for use. Also, include

instructions which help the user identify any potentially aging or

damage to the device.

c. State prominently in your labeling that your device is intended for

single patient use.

5. Delete all exaggerated claims of safety and effectiveness from your

professional and patient labeling, for example "will keep the vaginal

cavity from excessive scarring" and "will simulate protective vaginal
secretions."

The Safe Medical Devices Act of 1990 (SMDA) requires all persons submitting a

premarket notification to include either (1) a summary of safety and

effectiveness information in the submission upon which an equivalence

determination could be based, OR 2) a statement that such information will be

made available to interested persons upon request. We cannot issue a final

decision on your 510(k) unless you comply with this requirement.

The additional information should be submitted in duplicate, referencing the

510(k) number above to:

Food and Drug Administration
Center for Devices and Radiological Health

Document Mail Center (HFZ-401)
1390 Piccard Drive

Rockville, Maryland 20850

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(f) and (h), 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 exemptions

(IDE) regulations.

If the requested information 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
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information previously submitted must be resubmitted so that your new 510(k)
is complete.

If you have any questions concerning the contents of this letter, please
contact Ms. Christine L. Brauer, at (301) 427-1180. If you need information
or assistance concerning the IDE regulations, please contact the Division of
Small Manufacturers Assistance at their toll free number 1-800-628-2041 or at

(301) 443-6597.

Sincerely yours,

A

Lillian Yin, Ph.D.

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

Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosures
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AUG 1 4 1992

Mr. Denis P. Dorsey
Bioteque America, Inc.
51 Rainlily Road

Levittown, Pennsylvania 19056-2301

Re: K920633/A
Nichols Vaginal Stent
Received: May 29, 1992

Dear Mr. Dorsey:

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 device marketed prior to May 28, 1976, the enactment date of
the Medical Device Amendments, based solely on the information you provided.
You have not adequately addressed deficiency numbers 1, 2, 3, 8 and 9 in our
April 29, 1992, letter requesting additional information. In order for us to
complete the review of your submission, we require the following information:

Device Description and Comparison to a Legally Marketed Device

1. Provide a complete description of your device including its materials,
design, dimensions, physical properties (e.g., hardness, flexibility),
surface characteristics, etc. Also, provide detailed schematics of your
device. Your current schematics do not clearly differentiate the "two
options" (i.e., solid versus hollow) of your device. This information
should be provided for both options of your device.

Compare the above technological characteristics of your device (both

designs) and the indication(s) for use to a legally marketed device.

2. Clearly identify the raw materials from which your device is made, and
provide the chemical and physical specifications for these materials.
(Your original 510(k) stated that your device was made from polyethylene
while your amendment states that your device is made from nylon.)

Toxicity Data

3. Provide mucosal irritation, sensitization, acute and chronic toxicity
data conducted on your final product to support its safe use. Please
refer to the enclosed "Tripartite Biocompatibility Guidance for Medical
Devices" for further information.

Device Labeling

4-. Provide complete professional and patient labeling which includes
indications for use for each device option, if applicable,
contraindications, warnings, precautions, adverse reactions and
instructions for use (see enclosure). The following specific revisions
should be incorporated into your labeling:
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a. Provide specific indications for use for your device which describe

the clinical conditions for which the device is intended (e.g.,
post-operative use after reconstructive surgery to help prevent
vaginal contracture).

b. Include recommended device wear-times, cleaning instructions and
compatible lubricants with your instructions for use. Also, include

instructions which help the user identify any potentially aging or

damage to the device.

c. State prominently in your labeling that your device is intended for
single patient use.

5. Delete all exaggerated claims of safety and effectiveness from your
professional and patient labeling, for example "will keep the vaginal

cavity from excessive scarring" and "will simulate protective vaginal
secretions."

The Safe Medical Devices Act of 1990 (SMDA) requires all persons submitting a
premarket notification to include either (1) a summary of safety and
effectiveness information in the submission upon which an equivalence
determination could be based, OR 2) a statement that such information will be
made available to interested persons upon request. We cannot issue a final
decision on your 510(k) unless you comply with this requirement.

The additional information should be submitted in duplicate, referencing the

510(k) number above to:

Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center (HFZ-401)
1390 Piccard Drive

Rockville, Maryland 20850

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(f) and (h), 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 exemptions

(IDE) regulations.

If the requested information 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

R
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information previously submitted must be resubmitted so that your new 510(k)
is complete.

If you have any questions concerning the contents of this letter, please
contact Ms. Christine L. Brauer, at (301) 427-1180. If you need information
or assistance concerning the IDE regulations, please contact the Division of
Small Manufacturers Assistance at their toll free number 1-800-628-2041 or at
(301) 443-6597.

Sincerely yours,

(s 1 ýG l',
Lillian Yin, Ph.D.

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

Office of Device Evaluation
Center for Devices and

Radiological Health

Enclosures

0
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cc: HFZ-401
HFZ-470
DO

CLBrauer
C:WP51HKK920633A.AI
Draft: 08/06/92:slj
Redraft: 8/06/92:slj
Final: 08/07/92:slj
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DEPARTMENT OF HEALTH &. HUMAN SERVICES Public Health Service

Memorandum
Date 23

From REVIEWER(S) - NAME(S)

Subject 510(k) NOTIFICATION

equivalent to marketed devices.

--/Y (C) Requires more data.

( 

N &I'&V u:J_Q_0

(D) Other (e.g.-, exempt by regulation, not a device, mcaduplicate, et -c.) 
Additional Comments:

ý----Is this device subject to Postmarket Surveillance? Yes r-I 

No1

To THE RECORD

It is my recommendation that the subject 510(k) Notification:

(A) Is substantially equivalent to marketed devices.

(B) Requires premarket approval. NOT substantially

This 510(k) contains: (check appropriate box(es))

Q A 510(k) summary of safety and effectiveness, or

A 510(k) statement that safety and effectiveness information
will be made available

The required certification and summary for class III device

The submitter requests under Predicate Product Code w/panel
21 CFR 807.95:* and class:

No Confidentiality

Confidentiality for 90 days

Continued Confidentiality
exceeding 90 days

REVIEW:

FINAL REVIEW:
DIVISION

Additional Product Code(s)
w/Panel (optional):

eI I 21ý t.'-

*DOES NOT APPLY TO ANY "SE" DECISIONS Revised 11/18



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

Descriptive Information
about New or Marketed

Device Requested
as Needed

No

New Device Is Compared to
Marketed Dcvioe'

O
A

N
O ý Gý Alter the Intended

Yes
yNew ýeviaeDoes

indication Stet
---peutklDtagaosilrJetc.a Some

ts? Effect (fn Deciding, May
' Not Sutrstantiany

Consider Impact on Safety and Equivalent"

Y Effectiveness Determination

No

New Device Has a Intended New Device Has New

Use and May be y Intended Use
Equiv t

U
6 g

Does New $am NO Could the New 
Yes

Do the New Characteristics Yes
Teclurologksal , _ _ Characteristics -Raise New Types of Safety or

e.g., Design. Materials, dc.? Affect Safety Effectiveness Questions?"

Yes
or Effectiveness?

NO.o No

Are tire Descriptive
NO

Do Acceptad Sdeatific Methods
i Eff fdCharactexisda Praise Enough ects ost for AssessngEr

to Ensure Equivalence? the New CharaeterUUcs? N©

10 Yes 1 Q Yes

Are Performance Data Available Are Performance Data Available No
to Assess Equiv aknce?'"" to Assess Effects of New

CharacteristkW...

Yes
Yes

Performance Performance
Data Data

Required Required

Q
L Ga Performance 17 atDemonstrate -ý().---.--.01 .Q ,-------.--Performance Data Demonstrate

Equivalence? Yes Yes Equivalence?

I 
No No

To "Substandalty 
Equivalent"

Determination To 
G

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

"predicate" 
(pre-Amendments or reclassified post-Amendments) devices is unclear.

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

"* 
Data may be in the 5 10(k), other 510(k)s, the Center's classification files, or the literature.



"SUBSTANTIAL EQUIVALENCE" (SE) DECISION-MAKING DOCUMENTATION

Document Control Number: K920633/A Login Date: 05/29/92

90 Day Due Date: 08/27/92

Reviewer: Microbiologist Division/Branch: DRAERD/OGDB

Applicant and Contact: Bioteque America, Inc.
Attn: Mr. Denis Dorsey
51 Rainlily Road

Levittown, PA 19056-2301

Trade Name: Nichols Vaginal Stent

Common Name: Vaginal Stent

Product To Which Compared: Counseller Plastic Mold

YES NO

1. IS PRODUCT A DEVICE? X

2. DEVICE SUBJECT TO 510(k)? X

3. SAME INDICATION STATEMENT? X

4. DO DIFFERENCES ALTER THE EFFECT
OR RAISE NEW ISSUES OF SAFETY
OR EFFECTIVENESS?

5. SAME TECHNOLOGICAL
CHARACTERISTICS? ?

6. COULD 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

IF NO STOP

IF NO STOP

IF YES GO TO 5

IF YES STOP -> NE

IF YES GO TO 7

IF YES GO TO 8

IF YES STOP -> SE
IF NO GO TO 10

IF YES STOP-> NSE

IF NO STOP-> NSE

IF NO REQUEST DATA



NARRATIVE DEVICE DESCRIPTION

1. Intended Use:

Vaginal stents are class II medical devices intended for use to support the

vagina, hold a skin graft and prevent contracture after reconstructive

surgery.

2. Device Description:
YES NO

Is the device life-supporting or life sustaining? X

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

Does the device design use software? X

Is the device sterile? X

Is the device single use? X

Is the device home use? X

Is the device for prescription? X

Does the device contain a drug or biological
product as a component? X

Is this device a kit? X

Device Description and Comparison to a Predicate Device

The Nichols Vaginal Stent is available in three sizes and two designs which
allow drainage. The sizes are listed below.

1. Length - 11.25 centimeters (cm)
Diameter - 3.75 cm

Circumference - 11.78 cm

2. Length - 13.38 cm
Diameter - 4.17 cm
Circumference - 13.1 cm

3. Length - 15.5 cm

Diameter - 4.77 cm
Circumference - 15 cm

One design consists of a solid oblong device with a 1 cm hole, and the other
design consists of a hollow oblong device with a 4.75 millimeter wall
thickness with two 1 cm holes at each end.



The chemical and physical specifications of the materials of the device were
requested. The original 510(k) stated that the device was made from
polyethylene. However, the amendment states that the device is made from

nylon, and specifications for a nylon material have been provided. This

discrepancy should be clarified.

A complete description of the device, and comparison to a legally marketed
device was requested. This should have included information on the materials,
dimensions, physical properties (hardness, flexibility, etc.) and surface
characteristics. None of this information was provided. For example, the

patient's instructions for use indicate that one area of the device has a
flattened surface. This is not clearly indicated on the device diagrams. The
information on the predicate device is very important because a vaginal stent
has not been cleared through the 510(k) process although the devices were
classified ( 21 CFR 884. 3900). jk Cz ý ý. ý,..- rw K. "w eý 

zszn-.,- fý ' ý'S

1-ý-^--.Biocompatibility Data ,.Lfi-I i_,A"_U

Vaginal stents contact vaginal and cervical tissue, and are used for several
months following surgery. Vaginal stents, therefore, can be considered

long-term implants. Mucosal irritation, sensitization, acute and chronic toxicity
data were requested. No data were provided.

Sterility

The device is sterilized with ethylene oxide (E0), and the sterilization cycle
will be validated according to the AMMI EO standard. The device will have a

sterility assurance level of 10-6, and the maximum EO residues and its
derivatives will meet the proposed Federal Register requirements. A brief
description of the device packaging was provided.

Device Labeling

Professional and patient labeling were requested, and an enclosure was
forwarded to the manufacturer regarding the appropriate format of the
labeling. However, labeling was not revised as requested.

3. Recommendation:

The following information should be requested:

Device Description and Comparison

1. Provide a complete description of your device including its materials,
design, dimensions, physical properties (e.g., hardness, flexibility),
surface characteristics, etc. Also, provide detailed schematics of your
device. This information should be provided for both designs of your
device.



Compare these technological characteristics of your device (both designs)
to a legally marketed device.

2. Provide the chemical and physical specifications for the material from

which your device is made. This should clearly identify the raw materials
from which your device made. (Your original 510(k) stated that your
device was made from polyethylene while your amendment states that your
device is made from nylon.)

Toxicity Data

3. Provide mucosal irritation, sensitization, acute and chronic toxicity data

conducted on your final product to support its safe use. Please refer to
the enclosed "Tripartite Biocompatibility Guidance for Medical Devices"

for further information.

Device Labeliniz

4. Provide complete professional and patient labeling which includes
indications for use, contraindications, precautions, warnings, adverse
reactions and instructions for use (see enclosure). The following
specific revisions should be incorporated into your labeling:

a. Provide specific indications for use for your device which describe
the clinical conditions for which the device is intended (e.g.,

post-operative use after reconstructive surgery to help prevent vaginal
contracture).

b. Include recommended device wear-times, cleaning instructions and
compatible lubricants with your instructions for use. Also, include
instructions which help the user identify any potentially aging or
damage to the device.

c. State prominently in your labeling that your device is intended for
single patient use.

5. Delete all exaggerated claims of safety and effectiveness from your
professional and patient labeling, for example "will keep the vaginal

cavity from excessive scarring" and "will simulate protective vaginal
secretions."

Christine Brauer

UAJ
Chief, Branch

Date:

Date: 
.441

Concur /
Do Not Concur / /



Food and Drug Administration
Center for Devices and
Radiological Health

Office of Device Evaluation
Document Mail Center (HFS-401)
1390 Ficcard Drive

Rockville, Maryland 20850

,MAY 29, 1992

BIOTEQUE AMERICA, INC.
ATTN: DENIS DORSEY
51 RAINLILY ROAD
LEVITTOWN, PA 19056

510(k) Number: K920633
Received: 05-29-92
Product: NICHOLS VAGINAL

STENT

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 7.990, 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 within
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 lave 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) 427-1190.

Sincerely yours,

Robert I. Chissler
Chief, Premarket Notification Section
Office of Device Evaluation
Center for Devices and

Radiological Health
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RE:K9ZOfi33
Nichois Vaginal Stent
Bated: December 27, 1991
Received: February 12, 1992

Dear Ms. Christine L. Brauer:
Cr`."3

°4

With reference to the letter concerning the Nichols Vaginal SUM,
we wish to provide the following additional information. We are sorry
for any Inconvenience and sincerely hope the following information will
complete the review of our submission (RE: K920633).

REUICE DESCRIPTION.

Item 1. The Nichots Vaginal Stent is simlllar in design and function
to one marketed prior to May 28, 1976 by the U. Muellar Co., Chicago,
Illinois. Please refer to drawing number B-012292 for design
demenslons and detailed schematics of the device. Also note the
surface characteristic of Dupont Zytel@ 101 possess balianced
properties- 

combining strength and stiffness, a high suface
temperature and a high level of toughness. It is resistant to repeated
Impact end have low coefficients of friction because of its hard and
smooth surface and eHceliant resistance to abrasion too. Additional
information on Zyteie 101 can be obtained by referencing Duponts
Master File.

2. Dupont's 2ytel6 101 eras selected because of molding viscosity.
The Industry standard. Zytei@ 101 complies with the FDA regulation
21 CFR 177.1500 "Nylon Resins". Although Dupont does not normally
divulge compositional information on their proprietary products, zytel@
101 Is a bb type nylon resin prepared from the condensation
polymerization of 1ieHamethylene diamine and adipic acid. Neither
contain any colorants, stabilizers, or additives.

3. Data for the Dupont resin ZytelG 101 should be included in the
Dupont Master f lie and/or the 21CFR177.1500 "Nylon Resins".

4; 5; 7: Information concerning the sterilization Is included in the
reference material.

aqQ



6. The deuice will be lndlulduallU wrapped in a TBuen (peel tape)
package.

Ba.,b.,9. Professional Labeling:

N I OHOLS
VAGINAL
STENT

Bioteque Product # NVS I

picture

Indications: To distend the vaginal canal during the
postoperative phase,

Contraindications ; Vaginal stents are contraindicated in the
presence of pelvic infections or lacerations.

Instructions for the Physician
Following the construction of a neovagina or any portion

thereof, or following a vaginalplasty operation performed to enlarge a
a small vagina, it is usually desired to distend the vaginal canal during
the postoperative phase with a device to prevent unwanted
contraction of the scar. Such an obturator should be simple, smooth
surfaced light in weight, sterilized, capable of removal and insertion

by the patient and affordable. It should be available in various sizes
comparable to those of the erect penis. Since even a plastic obturator
is a foriegn body in the vagina, any vaginal secretions must route
through the obturator for drainage from the vault of the vagina. This
plastic vaginal stent designed and produced in various sizes, meets
the above criteria,

Instruct the patient to report any discomfort. 'fhe patient
should return in twenty four hours for first examination. The vaginal
stent should be removed every day or two for cleaning and can be
washed with mild soap and water and then rinsed before reinsertion.
Have the patient return in about three days for second examination
and then schedule monthly return visits.

Adverse Reactions:
During each visit the vagina should be checked for evidence of

unecessary pressure or allergic reaction.



Precautions:

Patient should be questioned concerning douching, discharge,
disturbance of bowel function and urination.

Instructions for the Patient:
Your doctor has reconized the need for wearing a device or

obturator within the vagina that will keep the vaginal cavity from
contracting during its healing phase. When the obturator is in its
place you may be concious of a mild feeling of pressure, but there
should be no pain. (Should the device become painful, bring the
matter promptly to your physician's attention). There is a small knob
at the outside end of the obturator that can be grasped to facilitate
its insertion and removal.

When inserting the obturator your pelvic muscles must be
relaxed, With one hand separate the labia minora and with the other
insert the blunt end of the well lubricated( use any water soluble
gel) obturator into the vaginal cavity and gently make pressure,
pushing the obturator into the vagina until it stops and the knob end
is comfortably within the vagina, The obturator should be turned
so that one flattened surface near the tip will come to rest beneath the

ureathra, (which is the external opening into the bladder) , and
replaced more easily if you wear a supportive sanitary napkin when
the obturator is in place.

The obturator should be removed from time to time, as your physician
will instruct, washed with soap and water and replaced.

Instructions courtesy of David H. Nichols, M,D.

We sincerely hops these additions and revisions meet with your
approval,

Sincerely,

nnrsP . Dorset'.

9 ýý
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General Guide
to Products &
Properties
ZYTEL is the Du Pont trademark for the many
different nylon resins which the company makes.
ZYTEL nylon resins are thermoplastic polyamides.

Since their invention by Du Pont 40 years ago, they
have been the most widely used of all engineering
plastics. They are tough, withstand repeated impact
and are highly resistant to abrasion and to most
chemicals. Molded articles retain their shape at
elevated temperatures, are strong in thin sections
and have low coefficients of friction. Many

com-positions are rated V-2 by Underwriters Laboratories
Subject 94. Some also qualify for the V-0 rating.

The principal ZYTEL nylon resins may be divided

by chemical composition into four basic groups-66

nylon, 612 nylon, 6 nylon and copolymers, all of
which may be modified to give special properties.
Compositions in any of these groups may also be
made with different molecular weights. Properties
such as melting point, water absorption and
modulus of elasticity are determined primarily by
the type of nylon. Impact resistance is affected by
the type modifier- used (if any) and molecular weight
of the nylon. Melt viscosity is determined mainly
by molecular weight, Various additives are used to
enhance specific properties (e.g., heat resistance,
weather resistance, color stability) and to improve

processing (e.g., mold release, screw retraction).
ZYTEL nylon resins may be reinforced with glass

fibers to increase their tensile strength, stiffness and
dimensional stability.

V .xý5
ýe,5

In addition to the commercially coded comlr:jsi

tions, there are many 
"FE" 

coded resins designea

to have specific attributes. These resins are or ,_vr7ý

mercial trial and, if found suitable, may be

to the product line. Information concerning sw_h

compositions, as well as any other needs, caii be,

obtained frorri your Du Pont representative

Description

Solid granular material. Most of the product; -i e

supplied in cylinder cut of 0.090" x 0. 100"

(2.29 x 2.54 rnm) nominal dimensions. Utht_i

ZYTEL nylon resins are supplied in a nominaiý,,
rectangular cut approximately 

'/a" x '/a" x '-:w'

(3.18 x 3.18 x 1.58 mm). Some composition:) aye

available in colors.

Packaging
Most ZYTEL nylon resins are packaged in 50 irL>

(22.6 kg) 
"pinch-style" 

bags with a polyethyitne
coated foil innerply, 51 Ib (23.1 kg) gross, 50 Ib
(22.6 kg) net weight. Certain ZYTEL nylons are also
available in other packages. For example, buli,;
corrugated cartons with polyolefin liner, one ! 11 80 II)

(532.2 kg) gross, 1 100 Ib (498.9 kg) net weigh;.
and another 1280 Ib (580.5 kg) gross, 1200 Ib
(544.2 kg) net weight.

Disposable four-way entry pallets are used oi-:
2000-Ib (907-kg) units of bags and on each t>uh<.
corrugated carton.

_. L ON) wrgineering Plastics



Ztel for Moldings and ExtrusionsY nylon resins

DESIGNATION DESCRIPTION CHARACTERISTICS AND MAJOR USES

66 Nylons-Moll at 491 *F (255'C)-Stiff and strong over a wide range of temperatures, Excellent toughness and chemical resistance.

ZYTEL 101 General Purpose- Basic 66 nylon. Unmodified 66 nylon of molding viscosity.
Unlubricaled The industry standard.

ZYTEL 101 L General Purpose- A 66 nylon lubricated lot improved machine load and mold release characteristics. Widely used in
Lubricated Injection molding for mechanical parts, consumer products. elc.

ZYTEL 101 F General Purpose- A non-nucleated 66 nylon lot optimum molding performance.
Fast Cycle

ZYTEL 103 HS-L Heat Stabilized- New, improved heat stabilized 66 nylon designed to retard embriltlement at high service temperatures.
Lubricated Has a 130`0 UL rating for electrical use. Optimum stabilization lot heat life and good electrical

properties. Lubricated for Improved machine feed and mold release

Z YTEL 105 SK-10A Weather Resistant Contains well-dispersed carbon black for maximum resistance to weathering.

ZYTEL 122 L Hydrolysis Resistant Stabilized to resist hydrolysis and oxidation in long-term exposure to hot water
Lubricated for improved machine food and mold release.

ZYTEL 42 High Viscosity For extrusion into rod, tubing and complex shapes. Can be molded
for Extrusion into parts requiring high Impact resistance.

Modified 66 nylons-Melt a1491 "F (255"C)-Llke 66 nylon with added Impact resistance and flexibility.

ZYTEL 408 General Purpose Modified resin with superior toughness and moldability.

ZYTEL 408 HS Heat Stabilized A new. improved heal stabilized modified 66 nylon.

ZYTEL a08 L General Purpose- A lubricated version of ZYTEL 408, for improved mold release.
Lubricated

ZYTEL 3189 General Purpose Impact strength between ZYTEL 408 and ZYTEL ST 801.

Super Tough Nylons-Melt at 491 "F (255"C)-Highest Impact resistance of any engineering thermoplastic.

ZYTEL ST 801 General Purpose Outstanding impact resistance, Good moldability.

ZYTEL ST 601 BK.10 Weather Resistant Contains well dispersed carbon black for maximum resistance to weathering,
outstanding impact resistance.

ZYTEL ST 801 HS Heal Stabilized Heat stabilized version of ZYTEL ST 801.
612 nylons-Melt at 414"F (212°C)-Low moisture absorption and excellent dimensional stability.

ZYTEL 151 L General Purpose- A 612 nylon lubricated for improved machine feed and mold release.
Lubricated

ZYTEL 158 L General Purpose- Higher melt viscosity and greater toughness than ZYTEL 151 L. Lubricated lot
Lubricated improved machine lead and mold release.

ZYTEL 153 HS-L Heat Stabilized- Heal stabilized ZYTEL 158 L to retard embriltlement at high service temperatures.
Lubricated Primarily for wire jacketing.

ZYTEL 157 HS-L BK-10 Weather and Heal Contains well-dispersed carbon black for maximum resistance to weathering. Heat stabilized,
Resistant-Lubricated Lubricated for improved machine feed and mold release.

Glass-reinforced Nylons'-Very high strength, stiffness and toughness. Excellent creep resistance and dimensional slablllly.

ZYTEL 70G L General Purpose- 66 nylon reinforced with short glass fibers. Available in 13, 33 and 43%
Lubricated nominal glass content by weight.

ZYTEL 70G HS1 -L Heal Stabilized- Heat stabilized ZYTEL 70 G L. Available in 13 and 33% nominal glass content by weight
Lubricated

ZYTEL 70G HR-L Hydrolysis Resistant- ZYTEL 70 G L with added resistance to hydrolysis and oxidation. Available in 33%
Lubricated nominal glass content by weigh].

ZYTEL 71 G L General Purpose- Modilied 66 nylon with short glass libers. Provides additional toughness and outstanding cimens,onai
Lubricated stability. Available in 13 end 33% nominal glass content by weight.

ZYTEL 77G L General Purpose- 612 nylon reinforced with short glass fibers. Excellent toughness and outstanding dimensional stability
Lubricated Available in 33 and 4396 nominal glass content by weight.

Miscellaneous Products-Including copolymers, modified polymers, blends and unextracted 6 nylon, Properties tailored lot specific uses.
ZYTEL 91 HS1-L Heat Stabilized A plasticized resin for flexible tubing and cable jacketing. Has low permeability to 

"Freon"
for use in air conditioner hose.

ZYTEL 109 L General Purpose- Easy processing at the expense of stiffness and high temperature properties. Excellent lot heavy section
Color Stabilized. moldings. Color stabilized and nucleated. Lubricated for machine feed and mold release
Nucleated, Lubricated

ZYTEL 21 1 General Purpose- 
Relatively flexible for high impact uses. Melts at 410°F (210°C). For moldings and

Unexlracted 6 Nylon extrusion requiring flexibility and toughness

Flame Retarded Nylons 
- "-'

General Purpose- Several compositions are available, rated 94V-0 and 94V-1 by 
Underwriters' 

Laboratories, IncFlame Retarded "

'All glass-reinforced compositions are lubricated for improved lead and mold release. The properties of glass-reintorced ZYTEL nylon resins are discussed in detail in separate pi Ou-Sheels and in the Product Manual on these resins.
`Note: Does not indicate combustion characteristics under actual fire conditions.
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Z34eln resins

NYL
' ONS"' 

ý 

612 
NYLONS"'

66

ZYTEL 105 ZYTEL 133 L IMPACT MODIFIED
----ZYTEL 101

ZYTEL 101 L ZYTEL 42 SK-10A (Nucleated
_

ZYTELý408 ZYTEL ST 801 ZYTEL 150
General High Molecular Weather Color Slablll:ed ZYTEL 408 L Super Tough

Purpose Weight Resistant and Lubricated) ZYTEL 408 HS Nylon

A
Propertyt°I M

STM
ethod Units DAM 50% RH DAM 50% RH DAM 50% RH DAM 50% RH DAM 50% RH DAM 5096 RH DAM 50`:6 RH

Tensile Strength

-401f D 638 si 16500 16600 17.000 16,100 18.700 17,000 --15.100 13,100 11.600 10.000 13.600 13,500

-40-C
p

mpg
,

113.8
,

110.3 117.2 111.0 128.9 111.2 --104.1 90.3 80.0 68.9 93 8 93.1

73'f psi 12.000 11,200 12.400 11.200 13,100 9.000 14.200 10.200 9.000 7,500 7.500 6.000 8.800 8.800

23"C MPs 82.7 77.2 85,5 77.2 90.3 62.1 87.9 70.3 62.1 51.7 51.7 41.4 60.7 60,7

170"F p31 9.000 5.900 8.500 5.900 9.000 7.300 --6.300 5.000 5.900 -5.900 5.300

77-C MPa 62.1 40.7 58.6 40.7 62.1 50.3 --43.4 34.5 40.7 -40.7 29.5

2501F psl 6.200 6.500 6,300 4.700 8.900 6.100 --4.600 4.000 5.000

---121°CMPa 42.7 37.9 43.4 32.4 47.6 42.1 --31.7 27.6 34,5

---Yield Strength

-40"F 0638 psi 18,500 16,000 17.000 16.100 18,700 17.000 ------13.600 13.500

-40-C Mpa 113.8 110.3 117.2 111.0 128.9 117.2 ------93.8 93.1

731F psl 12.000 8,600 12.400 8,600 13.100 9.000 14,200 -8.800 7,500 --8.800 7.400

23-C MPa 82.7 58.6 85.5 59.3 90.3 62.1 97.9 -60.7 51.7 --60.7 51.0

110'F psi 6.600 5.900 8,500 5.900 8,900 6.700 --4.900 3.800 --4.300 5.100

771C MPa 44.8 40.7 58.8 40.7 47.6 39.3 --33.8 26.2 --29.6 35.2

250'F psl 4.800 4,000 5.100 4.700 5.000 4.400 --3.300 3.000

----121-CMPa 33.1 21.6 35.2 32.4 34.5 30.3 _ -22.8 20.1

h

Elongation at Break

-40-F (-40-CI 0 638 % 15 2D 15 95 10 IS ---20 2D IO 15 30
300

73-F (23-C) % 60 2300 90 2300 30 200 25 200 80 270 60 210 150

170-F 177-C) % 2300 2300 155 2300 145 250 --210 2300 220 170 ?300 c300

250-F (121-C) % 2300 2300 200 -2300 2300 --2300 2300 275

---Elongation at Yield

-40-F (-40-C) 0638 % 4 --5 5 5 ------8
1

14
40

0. 4"
73-F (231C) % 5 25 6 30 6 25

------170-F (77-C) % 30 30 30 30 25 30 ------30 40
12)

250-F (121-C) % 46 40 30 30 45 40

-------Shear Strength D 732 psi 9,600 -9.600 9.200 10.500 10,000 ----8.400 -8.600 8.100

MPa 66.2 -66.2 63.4 72.4 68.9 ----57.9 -59 3 55.8

Flexural Modulus

-40'f 0790 psi 410.000 500,000 470.000 500.000 510.000 ---410.000 480,000 285,000 340.000 340.000 400.000

-40-C MPa 3241 3447 3 241 3447 3516 ---2 827 3309 1965 2 344 2 344 2 158

73`F si 410000 175000 410000 175000 430.000 190.000 440.000 180,000 285.000 160.000 245.000 125.000 295.000 180.000

23-C
p

MPa
.

2827
.

1207
.

2827 .
.

1207 2964 1310 3030 1241 1965 1 103 1689 862 2 0554 2:1

11011' psi 100.000 82,000 100.000 62.000 105,000 85.000 --80,000 60.000 69.000 -60.000 55.000

771C MPa 689 565 689 565 724 586 --552 414 476 -41: 779

250"F psi 78.000 60.000 78,000 60.000 80.000 ---50.000 50.000 --48.000 44.000

u1 121-C MPa 538 414 538 414 552 ---345 345 --331 303 .

w

Compressive 0695 psi 4.900 -4.900 2.200 -----1.900 -2 400
-o Stress at 1% MPa 33.8 -33.8 15.2 -----_ 13 1 -16 6

-1' 
h Deformation
w
z
w Oeforinallon

Under loadll°i

2.000 psi 122'1' 0621 % 1.4 -1.3 -1.4 ---1.6

-13.8 MPa 50-C

Heat Dellection lernp 0l

264 psl 0 648 -F 194 -194 -194 -195 -167 -160 -194

-1.8 x 10^ Pa -C 90 -90 -90 -90 -75 -71 -9C

-66psi-f 455 -455 -464 -465 -446 -421 -356

-05 x 10- Pa
' C 235 -235 -240 -240 -230 -216 -180

-BrittlenessTemp.0746 -F -112 -85 -148 -121 -62 -62 ---155 -120 ---195 -165

-C -80 -65 -100 -85 -52 -52 -_ -104 -84 ---126 -109

liod Impact Strength

-40Of 0 250 It. ib./le, 0.8 0.8 0.8 0.5 0.7 0.8 --1.3 1,2 3.0 2.6 0.9 0.6
-40'0 J/m 32 27 32 27 37 32 --69 64 160 139 48 32

731F Ihlb./In. 110 2,1 1,2 2,6 0.8 2.0 0.7 1R 4.3 4.5 17 20 1.0 1.4
23-C Jim 53 112 64 133 43 107 37 64 230 240 907 1.068 53 75

O
Tensile Impact Strength

Long Specimen 73'1' 0 1822 It. Ib./Ia.2 240 700 255 -----262 800 280 550 291 450
23-C KJ/mt 504 1470 536 -----550 1680 588 1 155 611 '

Shad Specimen 73'f It. Ib./In,4 76 110 ------90 126 --13 10
23-C KJ/m4 157 231 ------189 265 --153 I 6
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Introduction
The invention of nylon by Du Pont in the early 30's,
and its introduction in 1938, was truly a major
breakthrough in polymer chemistry, No resin has yet
been introduced that can begin to match the
unique combination of properties which has made
nylon the most versatile and broadly applied plastic
material. Its use as an injection molding resin to
produce a wide variety of engineering plastic parts
used in every industry has grown, by some
estimates, to the existence of more than a half
million different parts, and the diversity and growth
continues as the ZYTEL nylon resin product line
expands through the results of ongoing extensive
research and market development, Nylon has also
found wide and varied uses as an extrusion resin
for film, filament and proprietary oriented produces.
Finally, nylon is widely known for its multitude of
uses in the textile fiber industry.

The information to follow is intended to help
esgners and engineers become familiar with the

unique characteristics of the Du Pont nylon family of
ZYTEL nylon resins and MINLON engineering
thermoplastic resins, and how these characteristics
are affected by environment and stress, With this
knowledge, and the information provided by the
Design Module, it is hoped that proper resin
selection coupled with good design practice will
result in the development of a successful part in the
shortest possible time.

The data contained in this module falls within the
normal range of product properties but should not
be used to establish specification limits or used
alone as the basis for design. Since Du Pont can
make no guarantee of results and therefore assumes
no liability in connection with the use of this
information, confirmation of its validity and suitability
should be obtained independently.

Product Overview

Basic
ZYTEL
Nylon Resins

The. "basic" ZYTEL nylon resins include the
unmodified nylon homopolymers and copolymers

ý. plus modifications produced by the addition of heat
stabilizers, lubricants, ultraviolet screens, nucleating
agents, etc. The majority of resins have molecular
weights suited for injection molding and some are
used for filaments, wire jacketing, film, and extruded9011, shapes including rod, slab and sheet stock.

Many grades of ZYTEL nylon resin meet FDA
,requirements for food contact applications and are

a listed by the National Sanitation Foundation for
°I: potable water uses. Many are rated by 

Underwriters'

Laboratories, Inc. for uses in electrical and
electronic equipment. Many are certifiable to a long
list of customer, military, and ASTM specifications.

66 Nylons
The oldest and still the most important of the nylon
resins are ZYTEL® 101 and lubricated versions, 101 L
and 101 F. These are 66 nylons made by the
polymerization of hexamethylenediamine and adipic
acid, each of which contain six carbon atoms. They
have the highest melting point and dry-as-molded
strength and stiffness of the melt processible nylon
homopolymers. They possess an outstanding
balance of properties - combining strength,
moderate stiffness, high service temperature and a
high level of toughness. They are particularly
resistant to repeated impact, have low coefficients
of friction and excellent resistance to abrasion. They
resist fuels, lubricants and most chemicals, but are
attacked by phenols, strong acids and oxidizing
agents.

The 66 nylons are easily injection molded. The
general purpose molding resins readily fill thin
section molds due to low melt viscosity. These
crystalline polymers set up rapidly, especially the
nucleated and lubricated ZYTELQD 132 F and 133 L.
The combination of easy fill and fast set up allows
very fast molding cycles.

Nylons absorb moisture from the air and 66 nylon
equilibrates at about 2.5% water at 50% RH and at
about 8.5% at 100% RH. This plasticizes the nylon,
somewhat lowering its strength and stiffness but
increasing its toughness and elongation. Moisture
absorption increases dimensions of 66 nylons by
0.006 in./in. at 50% RH and about 0,026 inAn, at
100% RH. The process is reversible, that is, the
strength and stiffness increase and dimensions
decrease as moisture content decreases.
Absorption and desorption are slow processes. For
example, it takes about 125 days for a .060" thick
dry specimen to reach equilibrium moisture content
when exposed to 50% relative humidity.

The ZYTEL nylon resins are not considered
primary electrical insulators but their high
temperature properties, their toughness and
abrasion resistance, and their chemical resistance,
combined with electrical properties adequate for
most power frequencies and voltages, have made
them the choice for a wide variety of electrical
applications.

mom
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ZYTEL Nylon Resins for Extrusion
Du Pont offers a number of ZYTEL nylon resins
specifically designed for extrusion., Although any of
the unreinforced ZYTEL nylon resins may be
extruded, the size, complexity and amenability to
close control of dimensions is limited. For example,
low viscosity molding resins, such as ZYTEL® 101
and ZYTELO 151, may be extruded into filaments or
on to wire but most film, tubing, and shape
extrusion operations require a melt viscosity high
enough to permit the unconstrained melt to solidify
before it can deform.

Among the 66 nylons, this is provided by
ZYTELO 42, an unmodified 66 nylon of high molecular
weight possessing all of the properties of ZYTEL®

101 - but surpassing this molding grade in several
important aspects. It is significantly tougher and,
in notch-free testing it ranks among the toughest of
all nylon resins. Its higher molecular weight gives it
higher elongation and better resistance to acids,
zinc chloride and similar attacking reagents.

ZYTEL® 42HSB and ZYTEL® 45 HSB are heat
stabilized versions. The latter has the most effective
heat stabilizer system while the former meets FDA
requirements for cooking films up to 1.2 mils in
thickness.

The new 300 series of tubing resins offers a wide
range of stiffness and other properties - all heat
stabilized and embodying Du Pont's proprietary

8

toughening technology. Those with a "P" suffix are
plasticized.

ZYTELI& 301 HS and 301 PHS are 66 nylons.
ZYTEL® 301 HS is toughened but not plasticized, and
has the highest tensile strength (8,000 psi dry/6,000
psi 50% RH), and melting point (491°FI255°C) of the
300 series. The plasticized version, ZYTELO 301 PHS,
is lower in tensile strength (4,800 psi dry/4,300 psi
50% RH) and modulus (110,000 psi dry/90,000 psi
50% RH) but otherwise retains many of the
properties associated with 66 nylon.

ZYTELO ST-350 PHS and ST-351 PHS are
plasticized and toughened 612 nylons, with the
latter having the higher level of plasticizer and, as a
result, being lower in strength and stiffness. Both
are supertough nylons combining intermediate
flexibility with the chemical resistance and moisture
insensitivity of their 612 nylon base. They are
particularly useful in their resistance to zinc and
calcium chloride solutions - which are
representative of chemicals encountered in
automotive uses.

ZYTELO ST-811 HS and 811 PHS are supertough
unextracted nylon 6 resins. Because of their base
resin, these are the most flexible of the ZYTEL nylon
resin line. Flexural modulus values are about 65,000
psi dry/40,000 psi 50% RH for ZYTEL'ý' ST-811 HS anc
40,000 psi dry/30,000 psi 50% RH for
ZYTEL® ST-811 PHS.
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ZYTEL Nylon Resins for Extrusion
Designation Description

ZYTEL3 42 High Viscosity 66 Nylon

Characteristics & Major Uses

For unsupported extrusion into film, rod, tubing, and
complex shapes and for specialty molding
applications.

ZYTEL® 42 HSB Heat Stabilized
High Viscosity 66 Nylon

ZYTEL0 45 HSB Heat Stabilized
High Viscosity 66 Nylon

ZYTELO 301 HS Toughened Heat Stabilized
66 Nylon

Heat stabilized version of ZYTEL® 42. Meets FDA
requirements for cooking films at 1.2 mil thickness.

Maximum heat stabilization for ZYTEL® 42.
Does not meet FDA requirements.

For cable jacketing and small diameter tubing
--especially automotive vacuum emission tubing.

ZYTEL® 301 PHS Plasticized, Toughened, Plasticized version of ZYTEL® 301 HS. For
Heat Stabilized 66 Nylon convoluted tubing and cable jacketing.

ZYTEL® ST-350 PHS Plasticized, Toughened, Flexible, 
"Supertough" resin. Superior resistance to

Heat Stabilized 612 Nylon zinc chloride, calcium chloride, and other
automotive chemicals. Low moisture absorption. For

-hydraulic lines and other automotive tubing
applications.

ZYTEL® ST-351 PHS Plasticized, Toughened More flexible than ZYTELO 350 PHS. Tailored for
Heat Stabilized 612 Nylon similar applications.

ZYTEL® ST-811 HS Toughened, Heat Stabilized Flexible, 
"Supertough" resin. For air conditioning,

Nylon 6 LP gas, and hydraulic hose and tubing.
ZYTEL® ST-811 PHS Plasticized, Toughened Most flexible, 

"Supertough" ZYTEL nylon resin for
Heat Stabilized Nylon 6 tubing and wire jacketing.

ZYTEL® 95 & ZYTEL® 96 Plasticized, Heat Stabilized Specialty automotive tubing and wire coating
Copolymers applications.

Glass Reinforced
ZYTEL
Nylon Resins

The Du Pont glass reinforced ZYTEL nylon
resin family, often termed GRZ, extends the
usefulness of nylon to applications requiring an
elastic modulus of up to 1,600,000 psi and a tensile
strength of up to 30,000 psi. And, by the use of
various nylon matrices, essential characteristics of
dimensional stability, toughness, chemical
resistance, etc., can be maximized to meet the
requirements of a wide range of applications.

Property enhancement is maximized by the
uniform dispersion of specially treated glass fibers
into the nylon. Treatment of the glass fibers
produces a tightly adhering chemical bond between
the nylon and the glass that enhances both tensile

strength and stiffness over a wide range of
environmental conditions. Glass levels over 50% are
possible but Du Pont's experience is that 13, 33,
and 43% loadings, in the different matrices, cover
substantially all the needs. The highest loadings, of
course, provide the highest strength and stiffness.

ZYTELO 70G, in 13, 33, and 43% glass loadings is
66 nylon - with a lubricant added for improved
machine feed and mold release properties. These
have the highest. strength, stiffness, creep
resistance, and melting point. They may be
pigmented and stabilized against the effects of long
term high temperature exposure (HS-L) and
hydrolysis (HR-L). They are priced lower than the
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Part Weight

Monitoring part weight is an easy means of

checking on the uniformity of a molding operation.
Variations may indicate changes in part dimensions
or properties.

P4ysical Tests

Practical test on molded or extruded parts are
highly recommended. These are usually, but not
necessarily, of the impact type. Energy-to break
testing provides a means of measuring the energy
required to break a part when it is struck in a
carefully defined way - most meaningful if it
simulates critical conditions encountered in
installation or service, Impact testing can also be
used simply to establish that degradation of the
resin has not occured in the molding operation.
Other physical tests such as flexing or stretching,
etc., are used and are most often related to end
use.

-All tests of this type, of course, require careful
control of moisture content and temperature as well
as the more obvious mechanical elements.

It should also be noted that these comments on
end-use testing are intended only to make the
reader aware of its possibilities. Details have to be
worked out for each case with the help of
appropriate texts on testing and quality control.

Relative Viscosity (ASTM D 789)
Relative viscosity, a solution viscosity related to
molecular weight, is also a useful measure of the
quality of a nylon part. Toughness is a function of
molecular weight. A substantial reduction of relative
viscosity below that of the ZYTEL composition used is
indicative of poor processing and may cause
reduced toughness. Thus, this test often appears in
end user specifications. For accurate results, careful
laboratory procedures and practices are necessary,
A physical test to establish the desired toughness
level is always preferable.

Appearance

Some of the factors affecting appearance are also
related to toughness and other elements of quality.
Ideally, a part should be without splay, burn marks,
flash, sinks, voids, contamination, unmelted
particles and visible weld lines. Some judgment is
obviously required as these characteristics are
difficult to express on a quantitative basis, and
some, such as flash, sinks and voids may not impair
functlon. The surface flnlsh can be described and
may be included.

Use of standards with numerical ratings and
showing acceptable and nonacceptable parts are
useful in obtaining consistent evaluations.

Goyernment and Agency
Approval
Regulatory Considerations
In some applications, the material used must be
approved by or meet the requirements of..various
government and private agencies. The list of resins
qualified in this respect changes frequently. Du
Pont will provide the current status of specific
regulations with respect to any member of the
nylon family of engineering resins on request.

Agencies Regulating Safety
United States Department of Health and Human
Services - Food and Drug Administration

Federal law, most notably the Food Additives
Amendment of 1958 to the Food, Drug & Cosmetic
Act, assigns to the FDA wide powers in the
regulation of substances added to food. Of most
concern to the Plastics Industry are "indirect
additives," 

e.g., those substances capable of
migrating into the food from a contacting plastic
material.

A number of ZYTEL nylon resins are in full
compliance with the safety clearance issued by the
FDA as 21 CFR 177.1500 and may safely and
legally be used in food packaging, handling and
processing applications. These include ZYTEL® 101
NC-10, the lubricated version ZYTEL® 101 I_ NC-10,
ZYTEL® 42 NC-10 and certain other commercially
and experimentally coded resins. The 612 nylons
such as ZYTELO 151 and 158 are permitted for
repeated use applications up to 100°C (212°F).

ýlý
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Mr. Denis Doreey
Biotaque America, Inc.
51 Rainlily road
Levittown, PA. 19056

March 16, 1992

rear Deriis:

Enclosed are the references for answering yt ur submission
questions. Yaur product will be starilized with 100
ethylene oxide as outlined in the AAMI guideline
5T27-7.988. The product will have a sterilit assurance
level of one times ten to the six. This is ýhe accepted
sAL for medical devices which contact open wounds or

isV-used in the operating theater. The product residual
levels depend on the device use. The guidelines for
residuals were outlined in 1978 in the Federal Register.
If you have any further questions please call.

Dave Vogel

Labor y Manager
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EthYlene 0lorohydrin, 15 "aixiciu.rrý�

days
Ethylene glycol, 2,6 ma/kg/day/90 days
A produot which complies with part;.
gTaph (a) of this :eotlon shall tlsu
comply with the limits set forth in
this paragraph.

PART "31--CURRINT 0000 MANUIACTUR.
IN* tRACTICa hOR Mit)ICAL DEVICK 111R"
!u DEYICRf 

'

Z, ay adding a now Part ezl consist.
Ing of one section to read as follows;

6m
821.100 Mmlmurn residue limits for

ethyl-ene oxide, ethylene chlorohydrin. and
ethylene rlyml,

AnmoxmY: Sees. 613-b?1, 701, 62 8tit.
1065-1458 z: amended, 90 3t&t. 640-574 (21
v.a,c, aeoo.asaký 371). , ,
f 821.100 1lwximurn residue limits for

eth-ylene oxide, ethylene chlorohydrin, and
ethylene glycol,

(a) Each medical device for human
use of a type listed In this paragraph
for which ethylene oxide I: used as a
sterilant In the manufacture of the
flniehed-device, Its component pasta,
or its market container shall not,
when tested as packaged In Its market
container, exceed the following resi.
due levels:

' (frtr per utllliun7

rthYl-V:hYl-ethyl.
>rcedJaV device eae ene one

oxide ahloro glypw
hydra

implant' Small W0 trams),.... !50 2a0 1.00o
Medium (10"100

Rams)..�..�,...�.,,.,.,.. loo 100 2,000
hurl ( > iDO =carob?,..,..

tntraocular lenses...�.......,. Zs 25 100
t"lcsa coMutlnt

rnu001",...»........ .......... ,... 250 210 6,000
lk%Jces eontmtinj blood

(ex rlvo).., . 23 21 940
Oln .,.oevlces eont"ilng 280 I50 6,000

6ursica Wrub spunvea .,.. fli ýý9 500.

(b) Any medical davIce for human
use failing to comply with the require.
ments of paragraph (a) of this section
shall not be released for marketing.

(o) Each manufacturer of a medical
device for human use subject to this
section shall prepare a residue dissipa"
tlon curve for each manufacturing
procedure In which ethylene oxide Is
used as a sterilant for the device, its
component parts, or its market

con-tainer.

231 1978
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
1390 Piccard Drive
Rockville MD 20850

APR 2 9 1992

Mr. Denis Dorsey
Bioteque America, Inc.
51 Rainlily Road
Levittown, Pennsylvania 19056-2301

RE: K920633
Nichols Vaginal Stent
Dated: December 27, 1991
Received: February 12, 1992

Dear Mr. Dorsey:

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 device marketed prior to May 28, 1976, the enactment date of
the Medical Device Amendments, based solely on the information you provided.
In order for us to complete the review of your submission, we require the

following information:

Device Description

1. Provide a complete description of your device including its design,
dimensions,'physical properties`, surface characteristics, etc. Also,

w 
provide detailed schematics of your device. Compare these technological
characteristics of your device to a legally marketed device.

2. Provide the chemical and physical specifications for the material from
which your device is made.

Toxicity Data

3. Provide mucosal irritation, sensitization, acute and chronic toxicity h
data conducted on your final product to support its safe use. Please
refer to the enclosed "Tripartite Biocompatibility Guidance for Medical
Devices" for further information.

Sterilization

4. Provide a description of the method that will be used to validate the
sterilization cycle.

5. Identify the sterility assurance level that your firm intends for your
device.

6. Provide a description of the packaging system used to maintain device
sterility.

7. Identify the maximum levels of residues of ethylene oxide, ethylene



Page 2 - Mr. Denis Dorsey

chlorohydrin and ethylene glycol for your device.

Device Labeling

t

8. Provide complete professional and patient labeling which includes
indications for use, contraindications, precautions, warnings, adverse

reactions and instructions for use (see enclosure). The following
specific revisions should be incorporated into your labeling:

a. Provide specific indications for use for your device which describe
the clinical conditions for which the device is intended (e.g.,
post-operative use after reconstructive surgery to help prevent
vaginal contracture).

b. Include recommended device wear-times, cleaning instructions and
compatible lubricants with your instructions for use.

z?
9. Delete all exaggerated claims of safety and effectiveness from your

professional and patient labeling, for example "will keep the vaginal

cavity from excessive scarring" and "will simulate protective vaginal
secretions."

The additional information should be submitted in duplicate, referencing the

510(k) number above to:

Food and Drug Administration
'" Center for Devices and Radiological Health

Document Mail Center (HFZ-401)
1390 Piccard Drive

Rockville, Maryland 20850

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(f) and (h), 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 exemptions
(IDE) regulations.

If the requested information 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.



Page 3 - Mr. Denis Dorsey

If you have any questions concerning the contents of this letter, please

contact Ms. Christine L. Brauer, at (301) 427-1180. If you need information

or assistance concerning the IDE regulations, please contact the Division of

Small Manufacturers Assistance at their toll free number 1-800-628-2041 or at

(301) 443-6597.

Sincerely yours,

Lillian Yin, Ph.D.

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

Office of Device Evaluation

Center for Devices and

Radiological Health

Enclosures



DO NOT REMOVE THIS ROUTE SLIP!!!!

K-92-0633 4/29/92
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BIOTEQUE AMERICA, INC. I 01/27/92 1 02/12/92 I 05/12/92

ATTN: DENIS DORSEY I------------------------ I----------I
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510 (k ) I K920633 I
LEVITTOWN, PA 19056 I------------------------I
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APR 29 10

Mr. Denis Dorsey
Bioteque America, Inc.
51 Rainlily Road

Levittown, Pennsylvania 19056-2301

RE: K920633
Nichols Vaginal Stent ý
Dated: ý`ýý27, 

1991_"

Received: February 12, 1992

Dear Mr. Dorsey:

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 device marketed prior to May 28, 1976, the enactment date of
the Medical Device Amendments, based solely on the information you provided.
In order for us to complete the review of your submission, we require the

following information:

Device Description

1. Provide a complete description of your device including its design,
dimensions, physical properties, surface characteristics, etc. Also,
provide detailed schematics of your device. Compare these technological
characteristics of your device to a legally marketed device.

2. Provide the chemical and physical specifications for the material from
which your device is made.

Toxicity Data

3. Provide mucosal irritation, sensitization, acute and chronic toxicity
data conducted on your final product to support its safe use. Please
refer to the enclosed "Tripartite Biocompatibility Guidance for Medical
Devices" for further information.

Sterilization

4. Provide a description of the method that will be used to validate the
sterilization cycle.

5. Identify the sterility assurance level that your firm intends for your
device.

6. Provide a description of the packaging system used to maintain device
sterility.

7. Identify the maximum levels of residues of ethylene oxide, ethylene

1A 

0
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chlorohydrin and ethylene glycol for your device.

Device Labeling

8. Provide complete professional and patient labeling which includes

indications for use, contraindications, precautions, warnings, adverse
reactions and instructions for use (see enclosure). The following
specific revisions should be incorporated into your labeling:

a. Provide specific indications for use for your device which describe

the clinical conditions for which the device is intended (e.g.,
post-operative use after reconstructive surgery to help prevent

vaginal contracture).

b. Include recommended device wear-times, cleaning instructions and

compatible lubricants with your instructions for use.

9. Delete all exaggerated claims of safety and effectiveness from your
professional and patient labeling, for example "will keep the vaginal

cavity from excessive scarring" and "will simulate protective vaginal
secretions."

The additional information should be submitted in duplicate, referencing the

510(k) number above to:

Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center (HFZ-401)
1390 Piccard Drive

Rockville, Maryland 20850

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(f) and (h), 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 exemptions

(IDE) regulations.

If the requested information 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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If you have any questions concerning the contents of this letter, please

contact Ms. Christine L. Brauer, at (301) 427-1180. If you need information

or assistance concerning the IDE regulations, please contact the Division of
Small Manufacturers Assistance at their toll free number 1-800-628-2041 or at

(301) 443-6597. _

Sincerely yours,

Lillian Yin, P .D.

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

Office of Device Evaluation
Center for Devices and v

Radiological Health

Enclosurescc:

ffoaý
60Pd

HFZ-401
HFZ-470
DO
Final: JAL/4.24.92

OFFICE SURNAME DAME OFFICE SURNAME .OATEOFFICE $URI MME

q114 - 
-



From REVIEWER(S) -.NAME (S)

Subject 510(k) NOTIFICATION

To THE RECORD

It is my recommendation that the subject 510(k) Notification:

(A) Is substantially equivalent to marketed devices.

(B) Requires premarket approval. NOT substantially
equivalent to marketed devices.

(C) Requires more data.

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

Additional Comments:

C605UL4- u-. L eYtc.ý

L--..> Ltart A. me-e' c I ee-d-

Is this.device.subject to Postmarket 
Surveillance?. 

Yes Q No M

This 510(k) contains: (check appropriate box(es))

ý. A 510(k) summary of safety and-effectiveness, or

A 510(k) statement that safety and effectiveness information
will be made available

The required certification and summary for class III devices

The submitter requests under
21 CFR 807.95:*

No Confidentiality

Confidentiality for 90 days

Continued Confidentiality
exceeding 90 days

REVIEW:
F

FINAL REVIEW:
(DIVISION DIRE

Predicate Product Code w/panel
and class:

Additional Product Code(s)
w/Panel (optional):

rx 
f'2'

BRANCH CODEi (D
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"SUBSTANTIAL EQUIVALENCE" (SE) DECISION-MAKING DOCUMENTATION

Document Control Number: K920633 Login Date: 02/12/92

90 Day Due Date: 05/12/92

Reviewer: Microbiologist Division/Branch: DRAERD/OGDB

Applicant and Contact: Bioteque America, Inc.
Attn: Mr. Denis Dorsey
51 Rainlily Road

Levittown, PA 19056-2301

Trade Name: Nichols Vaginal Stent
Common Name: Vaginal Stent

Product To Which Compared: Counseller Plastic Mold

YES NO

1. IS PRODUCT A DEVICE? X __

2. DEVICE SUBJECT TO 510(k)? %

3. SAME INDICATION STATEMENT? %

4. DO DIFFERENCES ALTER THE EFFECT
OR RAISE NEW ISSUES OF SAFETY
OR EFFECTIVENESS?

5. SAME TECHNOLOGICAL
CHARACTERISTICS?

6. COULD 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 - -

IF NO STOP

IF NO STOP

IF YES GO TO 5

IF YES STOP -> NE

IF YES GO TO 7

IF YES GO TO $

IF YES STOP -> SE
IF NO GO TO 10

IF YES STOP-> NSE

IF NO STOP-> NSE

IF NO REQUEST DATA



NARRATIVE DEVICE DESCRIPTION

1. Intended Use:

Vaginal stents are class II medical devices intended for use to support the

vagina, hold a skin graft and prevent contracture after reconstructive

surgery.

2. Device Description:
YES NO

Is the device life-supporting or life sustaining? X

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

Does the device design use software? - X

Is the device sterile? X

Is the device single use? - X

Is the device home use? X

Is the device for prescription? X

Does the device contain a drug or biological

product as a component? - X

Is this device a kit? - X

Device Description and Comparison to a Predicate Device

The Nichols Vaginal Stent, which is made from polyethylene, is available in
three sizes and two designs which allow drainage. The sizes are listed below.

1. Length - 11.25 centimeters (cm)
Diameter - 3.75 cm
Circumference - 11.78 cm

2. Length - 13.38 cm
Diameter - 4.17 cm
Circumference - 13.1 cm

3. Length - 15.5 cm
Diameter - 4.77 cm
Circumference - 15 cm

One design consists of a solid polyethylene oblong device with a 1 cm hole
through the device. The other design consists of a polyethylene oblong hollow
device with a 4.75 millimeter wall thickness with two 1 cm holes at each end.



The chemical and physical specifications of the materials of the device have

not been provided. A complete description of the device has not been provided
either. For example, the patient's instructions for use indicate that one
area of the device has a flattened surface. This is not clearly indicated on

the device diagrams. The technological characteristics of the device need to

be compared to a predicate device. A vaginal stent has not been cleared
through the 510(k) process although the devices were classified ( 21 CFR
884.3900).

Biocompatibility Data

Vaginal stents contact vaginal and cervical tissue, and are used for several
months following surgery. Vaginal stents, therefore, can be considered

long-term implants. No toxicity data were provided in the 510(k). Mucosal

irritation, sensitization, acute and chronic toxicity data should be provided
to support the safe use of the device.

Sterility

The device is provided sterile, and information on the sterilization cycle
should be provided.

Device Labeling

3. Recommendation:

The following information should be requested:

Device Description

1. Provide a complete description of your device including its design,
dimensions, physical properties, surface characteristics, etc. Also,
provide detailed schematics of your device. Compare these technological
characteristics of your device to a legally marketed device.

2. Provide the chemical and physical specifications for the material from
which your device is made.

Toxicity Data

3. Provide mucosal irritation, sensitization, acute and chronic toxicity data
conducted on your final product to support its safe use. Please refer to
the enclosed "Tripartite Biocompatibility Guidance for Medical Devices"

for further information.

(b) (4)



Sterilization

4. Provide a description of the method that will be used to validate the
sterilization cycle.

5. Identify the sterility assurance level that your firm intends for the
device.

6. Provide a description of the packaging system used to maintain device
sterility.

7. Identify the maximum levels of residues of ethylene oxide, ethylene
chlorohydrin and ethylene glycol for your device.

Device Labeling

8. Provide complete professional and patient labeling which includes
indications for use, contraindications, precautions, warnings, adverse
reactions and instructions for use (see enclosure). The following
specific revisions should be incorporated into your labeling:

a. Provide specific indications for use for your device which describe
the clinical conditions for which the device is intended (e.g.,

post-operative use after reconstructive surgery to help prevent vaginal
contracture).

b. Include recommended device wear-times, cleaning instructions and
compatible lubricants with your instructions for use.

9. Delete all exaggerated claims of safety and effectiveness from your
professional and patient labeling, for example "will keep the vaginal

cavity from excessive scarring" and "will simulate protective vaginal
secretions."

Christine Brauer

Chief, Br 'ch

Date: %--1,3, t I 12-

(,/
Date:
Concur /
Do Not Concur / /



DEPARTMENT 4F HEALTH AND $UMAN SERVICES Public Health Service

Food and Drug Administration
Center for Devices and
Radiological Health
office of Device Evaluation
Document Mail Center (HFS-901)
1390 Piccard Drive

Rockville, Maryland 20850

FEBRUARY 19, 1992

BIOTEQUE AMERICA, INC. 510(k) Number: K920633
ATTN: DENIS DORSEY Received: 02-12-92,
51 RAINLILY ROAD Product: NICHOLS VAGINAL

LEVITTOWN, PA 19056 STENT

We have 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.

The Safe Medical Devices Act of 1990 (SMDA), 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 within
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.

In addition, the SMDA requires all persons submitting a premarket
notification submission to include either (1) a summary of the safety and
effectiveness information in the premarket notification submission upon
which an equivalence determination could be based (510(k) summary), OR

(2) a statement that safety and effectiveness information will be made
available to interested persons upon request (510(k) statement). Safety and
effectiveness information refers to information in the premarket notification

submission, including adverse safety and effectiveness information, that is
relevant to an assessment of substantial equivalence. The information could be
descriptive information about the new and predicate device(s), or performance
or clinical testing information. We cannot issue a final decision on your 510(k)
unless you comply with this requirement.

Although FDA acknowledges that the law provides the 510(k) submitter an

alternative, FDA encourages manufacturers to provide a 510(k) statement to

FDA and to make their safety and effectiveness information available to
the public, excluding confidential manufacturing process information, in
lieu of submitting a 510(k) summary to the agency until FDA promulgates
a regulation on the content and format of 510(k) summaries. Since the law



requires that FDA must make the 510(k) summary, or the source of information-T 
referred to in the 510(k) statement, publicly available within 30 days of

making a substantial equivalence determination, we advise you that we may no
longer honor any request for extended confidentiality under 21 CFR 807.95.

Additionally, the new legislation also requires any person who asserts that
a device is substantially equivalent to a class III device to (1) certify
that he or she has conducted a reasonable search of all information known,
or otherwise available, about the generic type of device, AND (2) provide
a summary description of the types of safety and effectiveness problems
associated with the type of device and a citation to the literature, or
other sources of information, upon which they have based the description
(class III summary and certification). The description should be

sufficiently comprehensive to demonstrate that an applicant is fully
aware of the types of problems to which the device is susceptible. If
you have not provided this class III summary and certification in your
premarket notification, please provide it as soon as possible. We
cannot complete the review of your submission until you do so.

Furthermore, the new legislation, section 522(a)(1), of the Act, states
that if your device is a permanent implant the failure of which may cause

death, you may be subject to required postmarket surveillance. If the
premarket notification for your device was originally received on or after
November 8, 1991, is subsequently found to be substantially equivalent to
an Aneurysm Clip, Annuloplasty Ping, Artificial Embolization Device,
Automatic Implanted Cardloverter Defibrillator System, Cardiovascular
Intravascular Filter, Cardiovascular Permanent Pacemaker Electrode (Lead),
Central Nervous System Fluid Shunt, Coronary Vascular Stent, Implantable
Pacemaker Pulse Generator, Implanted Diaphragmatic/Phrenie Nerve

Stimulator, Intracardiac Patch or Pledget, Intravascular Occluding
Catheter, Replacement Heart Valve, Total Artificial Heart, Tracheal

Prosthesis, Vascular Graft Prosthesis (less than 6 mm diameter), Vascular
Graft Prosthesis (6 mm or greater diameter), Vena Cava Clip, or Ventricular
Assist Device - Implant, you will be subject to the required postmarket
surveillance and so notified of this determination in your substantially
equivalent letter. (Some of the above listed types of devices may require
a premarket approval application). This list is subject to change without
notification. If you have any questions as to whether or not your device

may be subject to postmarket surveillance or about this program, please
contact Ms. Anita Rayner at (301) 443-7120.

Please note that the SMDA may have additional requirements affecting
your device. You will be informed of these requirements as they become
effective.

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.



If you have procedural or policy questions, please contact the Division of
Small Manufacturers Assistance at (301) 443-6597 or their toll-free number

(800) 638-2041, or contact me at (301) 427-1190.

Sincerely yours,

Robert I. Chissler

Chief, Premarket Notification Section
Office of Device Evaluation
Center for Devices and

Radiological Health
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Bioteque America, Inc.
contact: Denis Dorsey

5'E Rainiiiy Road

Levittcwny PA. 19056-2301
(215) 946--1774



December 27, 1991.,:

,.. Wa

Food and Drug Administration
Center for Devices and Radiological Health
Document Mail Center cNFZ-40 ! >
1390 Piccard Drive
Rockviile, Maryland 20850

Re: 510(k) Notification

Attention: Document Mail Clerk

?'his is tsa notify you of the intention by Bioteque America, to
market the following device:

Class;:fication Name: Vaginal Stent.
Common Name: Stent.
Proprietary Name: %ichols Vaginal Stent

Establishment Registration Number: 2529577

Classification: Vagina: 5tent would most likely be reviewed
..., by the FDA Obstetrics and Gynecology Device Panel. The

classification number is $5HFK and itý listed as a class 2
device.

Performance Standards: Not appli:able.

Label/Labeling/Promotional Material: Draft copies of the
package and box labeling, drawings and labeled specimen are
enclosed.

Substantial Equivalence: The Nichols Vaginal stmt is
s;miiiar in design and function to the Counsealer_"-Type
plastic. mold. Only a picture of this model. was avail-aýleý11

We consider our intent to market our device as confidential
information and request the FDA consider it as such. We nave not
disclosed the intent to market this device and have taken
precautions to protect this confidentiality. Please do not
hesitate to contact me at (215)9i36-1774 i f I can answer any
questions in regards to this submission.

Sincerely yours,

Denis Dorsey.

Enclosures



PRODUCT FORM:

TRADE NAME: Nicholu Vaginal Stent.
CLASSIFICATION: Vaginal Stent.

Class - 2.
Classification Number - 8.
Rexulation Number - 884.3900.

SPECIFICATIONS: See drawings Ahoka America :fN122791, N122791A,
N122791B.

3 Sizes. Length, Diameter, Circumferance.

Product. Number Size
NVS1 L 11.25cm, D 3.75cm, C 11.775cm.ý

NVS2 L 13.375cm, D 4.17cm, C 13.1cm.

NVS3 L 15.5cm, D 4.77cm, C i5cm.

MATERIALS: Medical grade polyetheiene.

PACKAGING: Individually packed in polybags or one per box.

Contents per pack/box.
1 - Vaginal. Stent.
I - Instructions.

Pack/box label.
Universal stick-on label.

Contents per case.
9 pack/box.

Case label.
Universal stick-on label.

STERILIZATION: ETO.

Contractor - Griffith'Micro Science, Bound Brook, NJ. 0$805
Scott Salley- ETO Consultant.



PROMOTIONAL MATERIAL:

:C CHOL-:

"'

Bioteque product Vai Small
NVS2 Medium

Large

picture

Purpose: To prevent unwanted contraction of the vagina.

Indications: To distend the vaginal canal during the
postoperative phase.

Dd.stributed bY:
iotequue America, Inc.

L evittown, PA. 19056-2301,



INSTRUCTIONS TO THE PHYSICIAN:

Following the construction oaf a neovagina or any portion
thereof, or fall.owing a viaginalplastration p r,s��t o

enlarge. a small vagina, it is usuall%v desi'°I 1ý is.ten--d .the
vagina cana'ý during; the postoperative healing phase with a
device to prevent unwanted contraction of the scar. Such an
obturator should be simple, smooth surfaced, light .n weight,
sterilized, capable of removal and reinsertion by the patient,
and affordable. It should be; available in various sized
comparable to those of the erect penis. Since even a plastic
obturator iv, a foriegn body in the vagina, it will likely
stimulate protective vaginal secretions and a route through the ...:..,b.ý 

^

obturator for drainage from the vault. of the vagina is desirable. _ r.. '

This plastic obturator designed and produced in various sizes,
meets the above criteria..

Instructions courttes-y of David h1. iohols,
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INSTRUCTIONS TO THE PATIENT._..m�,,,T 
ý'

r

Your doctor has.recognized the need for wearing a device or,.

octurator...withig,"the .vagina %-hat ,will keep toe ;veinal cavityb"e

from-.ý _xcessive fscarrin 
' and,'contrac,tzon during ;fitsealirýg phase.

When a ovurat°of is an place you may be conci'ous of a mild

feeling of pressure, cut, there should a no pain. (Should the
device become painful, bring the ratter promptly to your
physician'': attention) . There _oqýside end
ofjhX_,or that can be grasped to facizLtaate its iascttion
and removal. 4

When inserting the obturator your pelvic muscles
mus-t'Ii'ef-relaxed. With one hand separate the labia minora 

and- 
with the

other insert the blunt end of the well ubr....'ýocturator into
the vaginal. .cavity and gently make pi.essure, pushing the

octurator intro the vagina until it stops and the end knob is

comfortably wi2;hin the vagina. The octurator should be turned so
that one flattend surface near the tip will. come to rest beneath

the ureathra, (which is the external opening into the bladder),

minimizing pressure in that sensitive area. It may be retained

and replaced more easily if you wear a supportive sanitary napkin

when the obturator is in place.

The octurator should re removed from time to time� as your

physician will instruct, washed with soap and water and replaced. 
{r°'f

F

Instructions courtesy of David Fi. N9ichols, Mi.D.



SUMMARY:

The safety and effectiveness of Ois Vaginal Stent has not
changed. Also, the materials and =mended use of this device does
not differ from the materials and intended use of marketed
devices Wthin ;,he same type. Any changes in the labeiing are
immaterial to the safety and effecliveness issues. Any additional
information will be made available upon request.

Address all inquires to:

Sioteque America
contact: Denis Dorsey

51 Rainlily Road
Levittown, PA. 19056-2301
(215) 916-17741
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#NVS 1

(_to prevent, u_nkýýýAnted...contraction of the vagina.
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Manufactured exclusively for:
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Levittown, PA. x9056-2301.
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to prevent unwanted contraction of the vagina.
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Manufactured exclusively for:
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Levittown, PA. 19056-2301.
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#NV3

to prevent unwanted cortracton of the vagina.
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UNIVERSAL "STICK ON LABEL FOR BORES AND CASES

"product description here"

mA(1UFACTURED EXCLUSIVELY FOR
BIOTEQUE AMERICA

caution: Federal law restricts the sale of this
device by or on the order of a physician

CONTENTS:

BIOTEQUE AMERICA - LEUITTOWN, PA
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top of boH

lid opens
11 tquen "

poly

ban contains
In separate "poly" packs

side label

SIDE LABEL

mmUFACTURED EXCLUSIVELIJ FOR
BIOTEQUE r9MERICA

caution: federal law restricts the sale of this
device by or on the order of a physician

CONTENTS: - _ . _ -___ --. - .. ._ _. _ _. - -

-----PATENT PENDING
B I OTEQUE AMERICA - LEU ITTOLUN, PA

TOP Of BOH

B10TEQUE RMEHICR
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