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510(k) Summary 
Statement of Safety and Effectiveness 

Submitter's Name: 

Submitter's Phone Number: 

Contact Person: 

Date of Preparation: 

Name of Device: 

Trade or Proprietary Name: 

Apex Medical Technologies, Inc. 
10064 Mesa Ridge Court, Suite 202 
San Diego, CA 92121 
(619) 535-0012 

Alice A. DePaul, Vice President 

January 27, 1993 

"Polyurethane Condom" 

"A vanti Condom" 

Common or Usual Name: 

Classification Name: 

Condom 

Condom 

Predicate or legally marketed device 
or devices to which substantial 
equivalence is claimed: Currently marketed latex condoms and the 

polyurethane condom described in 510(k) Premarket 
notification # K902936/A, accepted by FDA on 
March 6, 1991. 

X. General Description of the diseases or conditions the device will diagnose, 
treat,prevent, cure or mitigate, including a description of the patient population for 
which the device in intended: 

This condom is intended to aid in the prevention of pregnancy, and is intended to help prevent 
the transmission of sexually transmitted diseases. The patient population for which this product 
is intended is as follows: people who engage in vaginal intercourse who wish to reduce the 
likelihood ofbecoming pregnant and/or contracting sexually transmitted disease(es). This condom 
is not intended for people who expect absolute protection. People requiring absolute protection 
from pregnancy and/or sexually transmitted diseases should consult their physicians for 
alternatives. 

XI. Description of Device: 

This polyurethane condom is a combination contraceptive and disease prevention device which 
functions by acting as a barrier to the transfer of semen and/ or infective microorganisms known 
to cause sexually transmitted diseases. This barrier protection is intended to be effective for 
vaginal intercourse only. The basis for function of this device is based upon the fact that these 
condoms are essentially pore-free and will not allow for the passage of spermatozoa or disease 
organisms between sexual partners during vaginal intercourse. 
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The main cylindrical portion of this condom is produced from a material called polyurethane. 
The open end of the condom has a ring made from a proprietary synthetic rubber material which 
is softer than the polyurethane to provide for added comfort to the user. 

Xll. Description of Non-Clinical Tests and Their Results 

The results of physical properties testing support the substantial equivalency claims. The results 
of the physical properties tests show the polyurethane condoms to have higher tensile strengths, 
and air burst pressures than currently marketed latex condoms. Average air burst pressure for 
this polyurethane condom was shown to be 5.50 kilopascals, compared to 1.34 kilopascals for 
standard thickness latex condoms and 1. 72 kilopascals for extra strength latex condoms. The 
average tensile strength for this polyurethane condom was shown to be 61.0 megapascals, 
compared to 20.32 megapascals for standard thickness latex condoms and 25.08 megapascals for 
extra strength latex condoms. 

The release criteria for this condom is based upon the water leakage test described in ASTM 
Standard Specification for Rubber Contraceptives (Condoms) D 3492 and will be set to a level 
of AQL=0.4 General Inspection Level I, (MiV Ansi Spec 105), compared to AQL=0.4 General 
Inspection Level I, (Mill Ansi Spec 1 05) for standard latex condoms and extra strength latex 
condoms. 

XID. Conclusions drawn from nonclinical and clinical tests that demonstrate the device is 
"safe, effective and perfonns as well or better than the currently legally marketed 
device". 

Based upon superior physical properties, and based upon product release criteria, this condom 
is expected to be substantially equivalent or superior to currently marketed latex condoms . 

2 

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



I JUL 5 1996 

london lnternatlonall U.S. HoldingsJ IJrJC. t('l a. -a 6¥ AS 
1819 Main Street • Sarasota, Florida 34236 • Mailing Address: P.O. Box 4703 • Sarasota, Florida 34230-4703 

Telephone: (941) 365-1600 • FAX: (941) 366-3640 

Phyliss M. Barber 
Vice President 

Regulatory Affairs 

July 3, 1996 

Dr. Lillian Yin 
Food and Drug Administration 
Bureau of Medical Devices 
9200 Corporate Blvd., HFZ-470 
Rockville, MD 20850 

Dear Lillian: 
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Since the clearance of the polyurethane condom under K922688, the manufac
turing facility has expanded the process for its polyurethane condoms marketed 
under the various Avanti® trade names to include the specifications stated in 
K,;~· An example of the labeling for these condoms is attached. 

~Sincerely 1 
/ 

Phyliss . Barber 
Vice President 
Regulatory Affairs 
LONDON INTERNATIONAL U.S. HOLDINGS, INC. 

attachment 

PMB/cs 

A subsidiary of 

London l .. ernatlona16roop pic 
North America Operations include: Schmid Laboratories • Julius Schmid of Canada, Ltd. 

Cook Bates • LRC Surety Products 
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Directions for opening package: 
Press along perforation. Remove wp 
panel and discard. Package can be easily 
reclosed. (Patent No. 4,29/,807) 

No. 570 
lnstruct~Jns pnnted inside. 
lnstrucc ones en Espaiiol impresas 
adentro 

IMPORTANT CONSUMER INFORMATION 
• You may use this polyurethane condom if you or your partner are allergic to latex. 
• The risks of pregnancy and sexually transmitted diseases (STDs), including AIDS 
(HIV infection), are not known for this condom. A study is being done. 
• There are laboratory tests on this polyurethane moter;al. These tests show that organisms 
even os small as sperm and viruses like HIV cannot pass through it. 
• Lcrtex condoms for men, if used correctly with every oct of vaginal intercourse, ore highly 
effective at preventing pregnancy, as well as STDs, including AIDS (HIV infection). 

Storage: Avo1d prolonged storage of condoms 
at temperatures 111 excess of I 00 degrees 
Fahrenheit- storage for short penods of time 
at this temperature will not be harmful to the 
product. Avoid any storage close to a hot 
radiator, hot air duct or similar object. Any 
use of condoms for other than vaginal 
intercourse can increase the potential of 
damage to the condom. 

For maximum benefits, it is important 
to follow the instructions printed on 
the inside of the carton. Failure to do so 
may result in the loss of the benefits of a 
condom. During int>mate contact, lesions 
and various body fluids can transmit STD's. 
Therefore, the condom should be applied 
each and every time before such contact 
occurs. 

D1stnbLted ov Lclndon International U.S. Holdmgs, Inc 

Schm1d Laboratones D1v1S10n. Sarasota. FL 34230-4703 

Ouro11.ct. J traaemark for a un1que polyurethane film 

11111~ iii! r 
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Directions for opening package: 
Press along perforation. Remove top 
panel and discard. Package can be eas1/y 
rec/osed. (P~tent No. 4,291,807! 

_ _,.,...._ 

No.SBO 
lnstruaions pnnted 1ns1de. 

lnstrucciones en Espaiiol impresas 
adentro. 

IMPORTANT CONSUMER INFORMATION 
• You may use this polyurethane condom if you or your partner are allergic to latex. 
• The risks of pregnancy and sexually transmitted diseases (STDs), including AIDS 
(HIV infection), are not known for this condom. A study is being done. 
• There are laboratory tests on this polyurethane material. These tests show that organisms 
even as small as sperm and viruses like HIV cannot pass through it. 
• Latex: condoms for men, if used correctly with every act of vaginal intercourse, are highly 
effective at preventing pregnancy, as well as STDs, including AIDS (HIV infection). 

Storage: Avoid prolongea storage of condoms 
at temperatures in excess of I 00 degrees 
Fahrenheit- storage for short penods of time 
at this temperature will not be harmful to the 
product. Avoid any storage close to a hot 
radiator, hot air duct or similar object. Any 
use of condoms for other than vaginal 
intercourse can increase the potential of 
damage to the condom. 

For maximum benefits, it is important 
to follow the instructions printed on 
the inside of the carton. Failure to do so 
may result in the loss of the benefits of a 
condom. During intimate contact. lesions and 
various body flUids can transmit STD's. 
Therefore, the condom should be applied 
each and every t·me before such contact 
occurs. 

D1stnbuted by London lnternatronal U.S. Holdmgs. Inc 

')chm1d Laboratones Divrsron. Sarasota. Fl 34230-4703 

Duron'lil, a trademark for a unique polyurethane fdm 

~~~m~ 1m 1~· , 

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



.L ..... 

DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service 

Food and Drug Administration 
9200 Corporate Boulevard 
Rockville MD 20850 

OCT I 6 1991' 

William D. Potter 
Grou~ Scientific Affairs Director 
London International Group plc 
35 New Bridge Street 
London EC4V 6BJ 
ENGLAND 

Re: K922688 
Device Name: Durex Avanti 
Dated: September 25, 1997 
Received: September 30, 1997 

Dear Mr. Potter: 

We have received the information in your letter dated September 25, 1997, 
regarding the 510(k) notification K922688 previously submitted for the device 
referenced above requesting a change in the indications for use. Based solely 
on the information that you have provided, it appears that you have 
significantly changed or modified the design, components, method of 
manufacture, device labeling, or intended use of the device referenced above 
(see 21 CFR 807.81(a) (3)). You will need to submit a new 510(k) and receive 
Food and Drug Administration clearance prior to marketing your device with 
these changes. Your new 510(k) should include a copy of the Final Report for 
Project Number N01-HD-3109 "Study of the Efficacy, Acceptability, and Safety 
of Non-Latex (Polyurethane) Male Condom" and final reports from any other 
studies you intend to use to support your proposed labeling changes. In 
addition, we will be contacting you regarding the device labeling proposed in 
your letter. Your letter referenced above will be added to the original 
510(k) file with a copy of this letter. If you have any questions, please 
contact Mr. Colin M. Pollard at (301) 594-1180 or the Division of Small 
Manufacturers Assistance at (800) 638-2041 or {301) 443-6597. 

Sincerely yours, , 

h'~7 (( CU/\ 
Lillian Yln, Ph.D. 
Director, Division of Reprod ctive, 

Abdominal, Ear, Nose and ·hroat, and 
Radiological Devices 

Office of Device Evaluation 
Center for Devices and 

Radiological Health 

\ 
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William D. Potter 
Group Scientific Affairs Director 
London International Group plc 
35 New Bridge Street 
London EC4V 6BJ 
ENGLAND 

Re: K922688 
Device Name: Durex Avanti 
Dated: September 25, 1997 
Received: September 30, 1997 

Dear Mr. Potter: 

We have received the information in your letter dated September 25, 1997, 
regarding the 510(k) notification K922688 previously submitted for the device 
referenced above requesting a change in the indications for use. Based solely 
on the information that you have provided, it appears that you have 
significantly changed or modified the design, components, method of 
manufacture, device labeling, or intended use of the device referenced above 
(see 21 CFR 807.81 (a) (3)) . You will need to submit a new 510 (k) and receive 
Food and Drug Administration clearance prior to marketing your device with 
these changes. Your new 510(k) should include a copy of the Final Report for 
Project Number N01-HD-3109 "Study of the Efficacy, Acceptability, and Safety 
of Non-Latex (Polyurethane) Male Condom" and final reports from any other 
studies you intend to use to support your proposed labeling changes. In 
addition, we will be contacting you regarding the device labeling proposed in 
your letter. Your letter referenced above will be added to the original 
510{k) file with a copy of this letter. If you have any questions, please 
contact Mr. Colin M. Pollard at (301) 594-1180 or the Division of Small 
Manufacturers Assistance at (800) 638-2041 or (301) 443-6597. 

cc: HFZ-470 DRAERD 
HFZ-401 DMC 

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 

t::: :::: ............. "/ 
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From: 

Suujecc 

To: 

DEPARTMENT OF HEALTH& I-lUMAN SERVICES 

Document Mail Ccnlcr(IIFZ-401) 

!J( ' 
I 

Public I-lcaltlt·Scrvice 
Food And Drug Aai:ninistration 

Memorandum 

. Premarkct Notification Numbcr(s) _ _;.j·!:::.:!.,;...·;.;;;1 ~ .. t..f_.;,~.:../ .... , )t;;,.-~(1._ . .:..· ...:'J..\'-i.',~J-J..J..:.~_-l~.-/ _______ .;....:,_~---

The all ached ml(umation has been received uy lite 51 O(k) IJocurncnl Mail Center (DMC). on (h<:{{·' 
auovc rclcrcnccd ~ IO{k) submission. Since a final decision has been rendered, this record is · 
oflicially closed 

Please review the auachcd document and return it to theDMC. wirh one ofthc-statcmcnts 
checked uelow. Feel free to note any additionaJ commentS below. 

Thank you for vour coofJeration. 

___ Information docs not change status of the 510(k); noother action required uy the DMC: 
please add to the image file. {THE DIVISION SHOULD PREPARE A CONFIRMATION 
LETTER - AN EXAMPLE IS A V AILADLE ON TiiE.LAN (K25). THIS DOES NOT APPLY 
TRANSFER OF OWNERSHIP, PLEASE BRING ANY TRANSFER OF OWNERSHIP TO 
POS] 

~ Addiuonal information requires a new 51 O(k). howc"·er rhc inionnation submitted is 
inc~ Notify the company to submit a new SIO(k). [THE DIVISION SHOULD PREPARE 
TI~::TTER ON THE LAN.] 

___ Additional infomtation requires a n~w_ SIO(k); please process. (THIS fNFORMA.TION 
WfLL BE MADE INTO A. NEW SIO(K)]. 

i ____ No response necessary (e.g., hard copy of fax for the truthful and accuracy statchtcnl or 
"I O(k) S(;t{('lllt'll!l 

Tltis information should lie re(urncd (o (he OMC within 10 working days from the da~c of 
(f I is IIICUIOl';lll d II Ill, . 

Hcvicwcd ll\· _j, k .\~ sl-· ..{,Jf:2 -cflo 

J>;rrc to{to/~.~-]-:_~~~~~~~~~~~~ 
-,J 
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London lnterndtion(JI fi1roup pic 
35 New Bridge Street, London FC4V 6BJ Telephone: ll171-4Wl 107- Direct Line: 0171-716 6295 Fax: 0171-329 4268 

Dr L Yin, Ph.D 
Director, DRAERD 

CONFIDENTIAL 

Food & Drug Administration 
HFZ-470 
9200 Corporate Boulevard 
Rockville 
MD 20850 
USA 

W. D. Potter 
Group Scientific Affairs Director 
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cc: C Pollard, FDA 

25 September 1997 

Dear Lillian 

Re: 510(K) Application 
K922688 

As I agreed I now attach a draft of the revised pack copy and information leaflet 
that we propose to submit in a 51 OK for Avanti K922688. 

Please note that the comparative efficacy rates reported in the leaflet for Durex 
A vanti and Durex Ramses have been calculated from the data in the  
report using the formulae. 

( 

\ 

LY 
I 

(b) (4)

(b) (4)
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As we are anxious to progress the 51 OK I would appreciate receiving any 
comments you have on the labelling within the next few weeks. As soon as we 
have your comments we will then submit the 510K for the change in labelling. 

Kind regards 

Yours sincerely 

W D Potter 

CONFIDENTIAL 

(b) (4)
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(b)(4) Test Data
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DRAFT 
USA COPY 

AVANTI PACK COPY 
FULL CLAIMS 23 September, 1997 

DUREX AVANTI PACK COPY (RETAIL PACKS 2s & 5s) 

FRONT PANEL 

World's first polyurethane male condom 

DUREX® Avanti® 

The most natural feeling 

Thinner and more sensitive than regular latex condoms 

2/5 Lubricated Polyurethane Condoms 

FIFTH PANEL (HANGING DEVICE) 

Revolutionary non-latex condoms 

Helps Protect Against Pregnancy, HIV (AIDS) & STDs 

SIDE ONE - LEFT 

DUREX® A VANTI® 
100% TESTED 
DO NOT OPEN HERE~ See package back. 
No. XXX [for 2 pack] No. XXX [for 5 pack] 

PART NO. RL XXX [for 2 pack] 
RL XXX [for 5 pack] 

[Leave space for lot #, Manufacturer ID, ''Manufactured in the UK" and 
Expiration dates to he printed on the package in Dothan, AL. j 

CONFIDENTIAL q 
\ 
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DRAFT 
USA COPY 

SIDE 1WO - RIGHT 

DUREX® A VANTI® 

A VANTI PACK COPY 
FULL CLAIMS 

SUITABLE FOR LATEX SENSITIVE USERS 
100% TESTED 

23 September, 1997 

DO NOT OPEN HERE!! See package back. These packages are tamper 
evident. 
If package is damaged, do not use. 
No. XXX [for 2 pack] No. XXX [for 5 pack] 

SIDE THREE - TOP 

Unique non-latex material that is sensitive, clear, odorless, and safe with oil based 
lubricants. 
Each condom is individually tested for maximum reliability. 

SIDE FOUR - BOTTOM 

Bar Code [XXX for 2 pack] [XXX for 5 pack] 

BACK PANEL 

DUREX® A V ANTI® 
from Durex®, the world's leading condom brand, with over 70 years of quality 
expenence. 

Durex® Avanti® is the world's first polyurethane male condom. 

UPPER LEFT CORNER No. XXX [for 2 pack] No. XXX [for 5 pack] 

lnstrucciones en Espafiol impresas adentro. 

Durex Avanti condoms are made from a revolutionary polyurethane material that is 
stronger than latex, therefore the condom can be made much thinner to give you 
the most natural feeling. 
Durex Avanti condoms are transparent, reservoir tipped and lubricated with a 
gentle non-spermicidal lubricant. Unlike natural rubber latex condoms, Durex 
Avanti condoms may be used with oil based lubricants as well as water based 
lubricants. 

CONFIDENTIAL /(. 
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DRAFT 
USA COPY 

AVANTI PACK COPY 
FULL CLAIMS 

Directions for opening package: 

23 September, 1997 

Press along perforation. Remove top panel and discard. Package can be easily 
reclosed 
(Patent No. 4,291,807). 

[Durex Quality Seal] Quality with out compromise is the Durex promise. 

For maximum benefits, it is important to follow the instructions in the information 
leaflet inside of the carton. Failure to do so may result in the loss of the benefits of 
a condom. 

When properly used, Durex Avanti condoms help protect against unwanted 
pregnancies and catching or spreading many sexually transmitted diseases (STDs) 
such as syphilis, gonorrhea, chlamydia! infections, genital herpes and AIDS. 
However, they cannot eliminate the risk. No method of contraception can provide 
100% protection against pregnancy or the transmission ofHIV(AIDS) and STDs. 
See information leaflet inside. 

Non-vaginal use of condoms increases the risk of them slipping or being damaged. 

Store in a cool, dry place away from direct sunlight. 

Durex, Avanti and IJurex Seal of Quality are trademarks of the LI group. 

Distributed by Durex Consumer Products, Norcross, GA 30092 
www.durexavanti.com 

l I 
CONFIDENTIAL \\ 
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DRAFT 
USA COPY 

AVANTI PACK COPY 
FULL CLAIMS 

AVANTI LEAFLET COPY [SIX PANELS) 

OUTSIDE THIRD PANEL 

DUREX® Avanti® (logo) 

Revolutionary polyurethane condoms 

PLEASE READ THIS LEAFLET CAREFULLY 

INSIDE FIRST PANEL 

DUREX® Avanti® (logo) 

23 September, 1997 

Durex Avanti is the world's first polyurethane male condom. It is made from a 
revolutionary polyurethane material that is stronger than latex, therefore the 
condom can be made much thinner to give you the most natural feeling. Durex 
Avanti condoms are lubricated with a gentle non-spermicidallubricant. The 
Durex Avanti condom has many advantages over a standard latex condom: 

• Suitable for latex sensitive users 
• Thinner and more sensitive 
• Clear 
• Odorless 
• Can be used with oil based lubricants as well as water based lubricants 
• Slightly larger for a more comfortable fit 

Durex condoms are tried and trusted by millions of people worldwide. Indeed 
our commitment to quality has made Durex the world's leading condom brand. 

[Durex Quality Seal] Quality without compromise is the Durex promise. 

CONFIDENTIAL 
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DRAFT 
USA COPY 

A V ANTI PACK COPY 
FULL CLAIMS 

INSIDE SECOND/THIRD PANEL 

IMPORTANT 
HOW TO USE A CONDOM 

23 September, 1997 

Put the condom on after the penis is erect and prior to intimate contact, because 
lesions, pre-ejaculated secretions, semen, vaginal secretions, saliva, urine, and 
feces can contain sexually transmitted disease (STD) organisms. To further 
reduce the chance of spreading or acquiring an S TD, immediately wash the 
hands, penis and surrounding area and external vaginal area before and after 
sexual contact. 

To remove the condom, tear open the end of the foil package carefully. Do not 
unroll the condom before putting it on as this may damage the condom or make it 
more difficult to use properly. Rough handling, jewelry or fingernails can damage 
the condom and reduce its effectiveness. Do not use condom if foil package is 
damaged or open, or if the material is sticky or brittle or obviously damaged. 

Leave an empty space at the end of the condom to collect semen. Remove any 
air remaining in the tip of the condom by gently pressing the air out towards 
the base of the penis. 

Put the condom on the head of the penis and unroll it all the way to the base. If 
the condom does not unroll to the base of the penis, it has been put on 
incorrectly and should be discarded. Make sure the condom stays in place 
during sex; if it rolls up, roll it back into place immediately. If the condom 
comes off completely, then a new condom must be used before sex continues. 
If additional lubricant is desired, oil-based and water-based lubricants can be 
used with Durex Avanti. 

After ejaculation, carefully withdraw the penis while it is still erect. Hold onto 
the rim of the condom as you withdraw so that the condom does not slip off. 
Remember to keep both the penis and the condom clear from contact with your 
partner's body. Do not reuse a condom. Use a new condom every time you 
have sexual intercourse. 

Discard the used condom hygienically (not down the toilet). If the condom 
breaks, or for any reason semen spills or leaks out during use, both partners 
should cleanse themselves wherever contact may have occurred as soon as 
possible. 

REMEMBER NEVER USE A CONDOM MORE THAN ONCE 

CONFIDENTIAL 
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DRAFT 
USA COPY 

AVANTI PACK COPY 
FULL CLAIMS 

OUTSIDE FIRST/SECOND PANELS 

23 September, 1997 

Durex manufactures a wide range of condoms specifically designed to offer a 
comprehensive choice to suit your needs and make condom use more 
pleasurable. 

In addition to the unique Durex Avanti condoms contained in this pack, the 
Durex range of natural rubber latex condoms are also available. 

Storage: Store condoms in a cool dry place, away from sunlight. The condom 
should not be removed from the foil pack until ready for use. Do not store on 
furniture - lubricant may leak and damage furniture. 

Contraceptive Efficacy: The contraceptive efficacy of Durex Avanti has been 
determined in a clinical study to be equivalent to Durex Ramses latex condoms. 

The typical use and consistent use (ie. condom used every time) pregnancy 
rates per 100 women years for Durex Avanti are given in the table below along 
with published values for other methods of contraception. 

Pregnancies/ 10 Women Years 
0 

Typical Use Consistent Use 
Durex® Avanti® Condom 10.1 * 6.2* 
Durex® Ramses® Sensitol® (Latex) Condom 12.5* 2.3* 
Published result for Regular Latex Condoms 12 3 
Polyurethane Female Condom 21 -
Vaginal Sponge 17 -
Spermicide Alone 21 -
Periodic Abstinence 20 -
No Method 85 -. * LIG Estimate- To be agreed wtth LARFPC 

Breakage Rate: Studies have determined the breakage rate for Avanti to be as 
follows: 

Breakage Rate 
Durex® Avanti® 1.8%-4.0% 
Durex® Ramses® Sensitol® (Latex) 0.4%- 1.3% 
Published result for Regular Latex Condoms 1.3%-6.7% 

)Cj 
CONFIDENTIAL 
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DRAFT 
USA COPY 

A V ANTI PACK COPY 
FULL CLAIMS 23 September, 1997 

Precautions: Non-vaginal use of any condom can increase the potential of it 
slipping or being damaged, please consult you physician. If there are lesions, 
open sores, viral warts, or other abnormalities noticeable on either person, you 
should avoid sexual intercourse and consult a physician. If you experience 
burning or irritation of the vagina or penis, discontinue use, wash the affected 
area thoroughly and consult your physician. 

Other: When properly used, Durex Sheik condoms may help reduce the risk of 
unwanted pregnancies and catching or spreading many sexually transmitted 
diseases (STDs) such as syphilis, gonorrhea, chlamydia! infections, genital 
herpes, and AIDS. However, it cannot eliminate the risk. No method of 
contraception can provide l 00% protection against pregnancy or the 
transmission ofHIV or STDs. 

If after making love you are concerned for whatever reason that you or your 
partner may have become pregnant, consult a physician immediately. 

Durex, Avanti and Durex Seal of Quality are trademarks of the LI group. 

Distributed by Durex Consumer Products, Norcross, GA 30092 
www. durexavanti. com 
PartNo. XXX 

CONFIDE~TIAL 
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-,/.,,~, .... •:<••,~ DEPARTMENT OF HEALTH &. HUMAN SERVICES 

~ 
'0 

.... # ... 

;,t""'"ra 
MAR 11 1998 

Public Health Service 

Food and Drug Administration 
9200 Corporate Boulevard 
Rockville MD 20850 

Mr. William D. Potter 
Group Scientific Affairs Director 
London International Group, plc 
35 New.Bridge Street 
London EC4V 6BJ 

Re: K922688 
Durex Avantim Polyurethane Condom 
Dated: November 24, 1997 
Received: December 2, 1997 

Dear Mr. Potter: 

We have received the information in your letter dated November 24, 1997, regarding 
the 510(k) notification K922688 previously submitted for the device referenced 
above. However, as you informed us by telephone, subsequent to the submission of 
your letter, London International Group plans to continue product development of the 
Avantim condom and will leave the current labeling unchanged, i.e., for latex 
sensitive users only. 

Notwithstanding your decision to continue marketing the Avantim condom per the 
original labeling limitations (enclosure), any future labeling change, such as the 
recent proposal in your November 24, 1997, letter, would need to be reviewed by the 
Food and Drug Administration (FDA) . Such a labeling revision to remove the original 
labeling restrictions (latex sensitive users only) and target a general population 
will significantly change the device labeling and intended use of your condom (see 
21 CFR 807.81 (a) (3)). 

If you intend to make such labeling changes at some point in the future, you will 
need to submit a new 510(k) and receive FDA clearance prior to marketing the Avanti~ 
condom with the new labeling. This 510(k) should also contain full reports and 
analyses from the two contraceptive efficacy studies of the Avantim condom, as well 
as reports from all slippage and breakage studies. Your analyses should fully 
compare the Avanti~ condom to latex condoms now available on the market, and these 
should support your proposed labeling changes. 

Your letter referenced above will be added to the original 510(k) file with a copy 
of this letter. If you have any questions, please contact Mr. Colin M. Pollard at 
(301) 594-1180 or the Division of Small Manufacturers Assistance at (800) 638-2~41-
or (301) 443-6597. 

Enclosure 

Sincerely yours, 

Abdominal, Ear, Nose an 
and Radiological Device 

Office of Device Evaluati 
Center for Devices and 

Radiological Health 

I 
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NOV 2 I 1994 

See Attachment for Addressees 

This letter is a follow up to the labeling requirements fax'd to you last week 
for condoms made of polyurethane and other new aaterials (enclosure). As you 
know, the agency developed this policy, with input froa the industry, to 
permit marketing of condo.s that can be used by people allergic to latex, who 
otherwise have no alternative for protection froa sexually transmitted 
diseases (STDs). 

Although such new condoas will have undergone extensive laboratory testing and 
will have been evaluated for slippage and breakage, their effectiveness in 
actual use has not been tested. Normally, such testing would be required 
before a product is cleared for marketing. However, because of the potential 
risk to latex-sensitive people who might forego using a condom or mistakenly 
depend on a lambskin condom to provide STD protection, the FDA decided to 
clear these new condoas before completion of clinical trials that would 
establish in-use comparison to latex condoms. 

While the clinical trials are ongoing, manufacturers will be required to state 
on the labeling that - as specified in the enclosure - the condom is intended 
to be used only when either partner is allergic to latex. Manufacturers will 
also be required to include a caution that, although laboratory testing has 
shown that particles as small as sperm and viruses will not pass through the 
material, clinical trials to assess effectiveness in preventing.pregnancy and 
STDs have not been completed. 

The enclosure specifies the language and format for both the principal display 
panel and the back panel of the retail package. This required information 
shall be displayed no less prominently than other consumer information on the 
package, such as the storage information or precautions. 

This same required consumer labeling shall also be provided with any package 
insert. 

As discussed at the October 4, 1994, FDA/Industry meeting, several 510(k)s for 
non-latex condoms were approved in previous years although no products were in 
commercial distribution. We have worked with the one manufacturer who has 
chosen to proceed to marketing at this time on interim labeling pending our 
decision on the wording contained in this communication. This manufacturer, 
London Inte.r.na.tional,.-has--agr.eed to -ame~td- thei-r-labeling· to·eoftform with··thet··· ··· · · ·· · ····• 
of other manufacturers as soon as such wording was available. In addition, 
their foil packaging contains older claims which will also conform to the new 
labeling requirements before the end of 1994. 

We wish to thank you for your assistance in the development of this labeling 
and your participation in our recent meeting. 

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



O~PARTM~NT OF HEALTH ANO HUMAN SE:RVlCES 

Page 2 - Condoms Made from New Materials - Interim Labeling 

If you have any further questions on applying this labeling guidance to your 
condom for the completion of your 510(k) preaarket notification, you may 
contact Mr. Colin M. Pollard, at 301-594-1180. 

Enclosure 

Sincerely yours, 

Susan Alpert, Ph.D., M.D. 
Director 
Office of Device Evaluation 
Center for Devices 

and Radiological Health 

... 
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I. 

INTERll.\f LABELING REQUIREMENTS FOR CONDOMS 
MADE FROM NEW MATERIAlS 

Principal Display Panel 

The principal display panel (21 CFR §801.60) must display the 
following: 

II. 

"For lAtex Sensitive Condom Users" 

This is a [Blank] condom. This is DQt a latex condom. 
See Important Information on Back of Package. 

Back Panel 

The following Important Consumer Information must be placed on 
the back panel of the retail package, as well as within the 
package insert and with any promotional material: 

Important Consumer Information: (Bold] 

You may use this [Blank] condom if you or your partner are 
allergic to latex. 

You should know: 

The risks of pregnancy and sexually transmitted 
diseases (STDs), including AIDS (HIV infection), are 
not known for this condom. A study is being done. 

There are laboratory tests on this [Blank] material. 
These tasts -show that organisms even- as -small-as- sperm-
and viruses like HIV cannot pass through it. 

Latex condoms (Bold] for men, if used correctly with every 
act of vaginal intercourse, are highly effective at 
preventing pregnancy, as well as STDs, including AIDS (HIV 
infection). 

CDRH/FDA: 10/25/94 
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Mr. William D. Potter 
Group Scientific Affairs Director 
London International Group, plc 
35 New Bridge Street 
London EC4V 6BJ 

Re: K922688 
Durex Avantim Polyurethane Condom 
Dated: November 24, 1997 
Received: December 2, 1997 

Dear Mr. Potter: 

We have received the information in your letter dated November 24, 1997, regarding 
the 510(k) notification K922688 previously submitted for the device referenced 
above. However, as you informed us by telephone, subsequent to the submission of 
your letter, London International Group plans to continue product development of the 
Avantim condom and will leave the current labeling unchanged, i.e., for latex 
sensitive users only. 

Notwithstanding your decision to continue marketing the Avantim condom per the 
original labeling limitations (enclosure), any future labeling change, such as the 
recent proposal in your November 24, 1997, letter, would need to be reviewed by the 
Food and Drug Administration (FDA) . Such a labeling revision to remove the original 
labeling restrictions (latex sensitive users only) and target a general population 
will significantly change the device labeling and intended use of your condom (see 
21 CFR 807.81 (a) (3)). 

If you intend to make such labeling changes at some point in the future, you will 
need to submit a new 510(k) and receive FDA clearance prior to marketing the Avantim 
condom with the new labeling. This 510(k) should also contain full reports and 
analyses from the two contraceptive efficacy studies of the Avantim condom, as well 
as reports from all slippage and breakage studies. Your analyses should fully 
compare the AvantiN condom to latex condoms now available on the market, and these 
should support your proposed labeling changes. 

Your letter referenced above will be added to the original 510(k) file with a copy 
of this letter. If you have any questions, please contact Mr. Colin M. Pollard at 
(301) 594-1180 or the Division of Small Manufacturers Assistance at (800) 638-2041 
or (301) 443-6597. 

Enclosure 

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 ( 

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



cc: HFZ-401. 
HFZ-470 

JMK-C:\FILES\Condom\K922688 LIG Labeling New Sl.O(k) 
Revised: 
3/l.l./98 - JMK/CMP 
3/1.2/98 - JMK/LLY 
3/1.6/98 - CMP 
FINAL:CMP:JMK:lrm:3/l.6/98 
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Date: 

From: 

Subject: 

To: 

DEPARTMENT OF HEALTH & HUMAN SERVICES 
... /"' 

·,_,,pU6aia~~~~;:i,· I 
Food And D~g·,A.a'ttiffii~on '-:. 

Document Mail Center(HFZ"'401) ·- · · 

Pre~tNotiflcationNwnber(s): ·· /c9J.d {., £'&' Ia !J 
Division Director: Q J(J } O{J}t; t.."' 

Memorandum· 

The attached information has been received by the 51 O(k) Docwnent Mail Center (DMC), on the 
above referenced 510(k:) submission(s). Since a final decision has been rendered, this record is 
officially closed. 

Please review the attached document and return it to the DMC, with one of the statements 
checked below. Feel free to note any additional comments below. 

Thank you for your cooperation. 

___ .Information does not change status of the 51 O(k); no other action required~ 
DMC; please add to the image file. (TilE DMSION SHOULD PREP ARE A 
CONFIRMATION LEITER- AN EXAMPLE IS AVAILABLE ON THE LAN (1<25). THIS 
DOES NOT APPLY TO TRANSFER OF OWNERSHIP. PLEASE BRING ANY TRANSFER 
OF O~IP TO POS.] 

_/;.......__ AAddddiittiional information requires a new 51 O(k) however the information submitted is 
incomplete. Notify the company to submit-a .ne-w 51 O(k). [THE DIVISION SHOULD 
PREPARE THE (KJO) LETTER ON TilE LAN.] 

___ Additional information requires a new 51 O(k); please process. i [THIS 
INFORMATION WILL BE MADE INTO A NEW 510(k)]. 

___ No response necessary (e.g., hard copy of fax for the truthful and accuracy statement or 
5 IO(k) statement). 

This information should be returned to the DMC within 10 working days from the date of 
this memorandum. 

Reviewed by: ~ · J1 l CAl 4-irc_ 

Date:_~~b-1--v--f-/7~9!!,__ ______________ . __ 

•·, 
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35 New Bridge Street, London EC4V 6BJ. Telephone: 0171-489 1977 Direct Line: 0171-716 6295 Fax: 0171-329 4268 

CONFIDENTIAL 
W. D. Potter 

aJt'-1...1 
1../~3 2~£... 

Group Scientific Affairs Director 

..., 
~ 0 

::>- .:-, 

...... 
0 ,..__, 

Dr L Yin, Ph.D. 
Director, DRAERD 

CJ 
;:J 
....... _ ...._ 

Food & Drug Administration 
HFZ-470 

(;.) 0 
,,_. .. CD 
r<; ..._ --o 
CJ ::::1:: -9200 Corporate Boulevard 

Rockville 

::>: 
n c.o 

MD 20850 

By Fax: 001 301 480 4224 (and post) 

24 November 1997 

Dear Lillian 

Re: SlO(Kl Application 
K922688 

_.., 

cc: C Pollard, FDA 

Following our telephone discussion on 14 November 1997 I have now revised 
the statement that will appear on the back panel of the Avanti pack to reflect 
the higher breakage rate observed in clinical studies with Avanti. The original 
pack copy submitted to you contained the following statement 

When properly used, Durex Avanti condoms help protect against 
unwanted pregnancies and catching or spreading many sexually 
transmitted diseases (STDs) such as syphilis, gonorrhoea, chlamydia! 
infections, genital herpes and AIDs. However, they cannot eliminate the 
risk. No method of contraception can provide 100% protection against 
pregnancy or the transmission ofHIV(AIDs) and STDs. See 
information leaflet inside. 

London International Group plc- Registered office: 35 New Bridge Street, London EC4V 6BJ. 
Registration: England 488344 

:::0 
rn 
0 
li""'"""t l l ,. 

~ 

'"-~ ... ~ .• .,~ 

r~ ... 
~ s 

v 
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.. _.....· 

.......... _-

We propose to amend this as follows: 

When properly used, Durex Avanti condoms help protect against unwanted 
pregnancies and catching or spreading many sexually transmitted diseases 
(S TDs) such as syphilis, gonorrhoea, chlamydia! infections, genital herpes 
and AIDs. However, they cannot eliminate the risk. In clinical studies, 
Durex Avanti has been shown to have slightly higher breakage rates than 
Durex Ramses latex condoms but well within the range of breakage rates 
published for regular latex condoms. No method of contraception can 
provide 100% protection against pregnancy or the transmission of 
HIV(AIDs) and STDs. See information leaflet inside. 

In addition, we propose to revise the table that will be included in the 
information leaflet to bring the contraceptive efficacy rates for the different 
contraceptive methods in line with those in the document that you recently 
circulated (FDA 5/13/97). The revised table will be as follows: 

Pregnancies/100 Women 
Years 

Typical Lowest 
Use Ex_pected 

Durex® Avanti® Condom 10.1 * 6.2* 
Durex®Ramses(J)Sensitol® (Latex) Cond~ms 12.5* 2.3* 
Published result for Regular Latex Condom 14 3 
Polyurethane Female Condom 21 5 
Vaginal Sponge (no previous births) 20 9 
Vaginal Sponge (previous births) 40 20 
S_permicide Alone 26 6 
Natural Family Planning 25 1-9 
No Method 85 -

*LIG estimate- to be agreed with LARFPC 

A copy of the report on the Health Decisions study has been forwarded to you 
separately. 

My colleagues and I look forward to the opportunity of discussing these 
revisions to the proposed labelling via a conference call as soon as you have 
had a chance to review them. 

Best Wishes 

Yours sincerely 

'J~M -
W D Potter 
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.,. \i.'-VICts 

(" ~ DEPARTMENT OF HEALTH & HUMAN SERVICES 

<:~~ 
Public Health Service 

) 

f.;IAY - 4 1995 
Food and Drug Administration 
9200 Corporate Boulevard 
Rockville MD 20850 

Ms. Alice A. DePaul 
Vice President 
Ape~ Medical Technologies, Inc. 
10064 Mesa Ridge Court 
Suite 202 
San Diego, California 92121 

Dear Ms. DePaul: 

Re: K922688/E 
Avanti~ Thin Polyurethane Condom 
Dated: March 6, 1995 
Received: March 7, 1995 
Regulatory class: II 
21 CFR §884.5300/Procode: 85 MOL 

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 (GMP) 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 1f you desire specific advice for your device on our labeling regulation (21 
CFR Part 801 and additionally 809.10 for in..vitm diagnostic devices}, promotion, or advertising plea&e 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 yours, 

I \lf - J , 

Li\_.A l I_ (_{.J._.{_/( l-~'1/~ 
Lillian Yin, Ph.D. '/ 
Director,. Division of ReprodU<j.ve, 

Abdommal, Ear, Nose, and -rproat, 
and Radiological Devices 

Office of Device Evaluation 
Center for Devices and 

Radiological Health 
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7/1 :3 I /c>/ r:;c;-/2 c/~ 
510(K) ROUTE SLIP 

510(k) NUMBER K922688 PANEL OB DIVISION DRAER BRANc~/3 
TRADE NAME "EXTRA PROTECTION" POLYURETHANE CONDOM 

COMMON NAME 

PRODUCT CODE 

APPLICANT APEX MEDICAL TECHNOLOGIES, INC. 
SHORT NAME APEXMEDITECH 

CONTACT ALICE A DEPAUL 
DIVISION 

ADDRESS 10064 MESA RIDGE CT., 
SUITE #202 
SAN DIEGO, CA 92121 

PHONE NO. (_) _-__ 

MANUFACTURER SCHMID LABORATORIES 

DATE ON SUBMISSION 29-MAY-92 

DATE RECEIVED IN ODE 04-JUN-92 

DECISION 

SUPPLEMENTS RECEIVED 

SOOl 07-APR-93 
S002 21-APR-94 
S003 03-AUG-94 
S004 02-SEP-94 
S005 07-MAR-95 

CORRESPONDENCE SENT 

C005 30-JAN-95 
COOl 03-SEP-92 
C002 04-MAR-94 
C003 01-AUG-94 
C004 12-AUG-94 

OTHER 
SUBMISSIONS SUBMITTED RECEIVED 

FAX NO. (_} ------
REGISTRATION NO. 1045600 

DATE DUE TO 510(K} STAFF 

DATE DECISION DUE 06-JUL-93 

DECISION DATE 

DUE OUT 

01-AUG-94 
12-AUG-94 
30-JAN-95 

HOLD LETTER 
HOLD LETTER 
HOLD LETTER 
HOLD LETTER 
HOLD LETTER 

DUE POS DUE OUT 
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DEPARTMENT OF HEALTH&. HOMAN SERVICES PubriC Health Service 

Memorandum 

To THE RECORD -- It is my reco1mendat!on t:hat tha subject 510(k) Nocificacion: 

~ substantially equivalent to marketed devices. 

[] Requires premarket approval. NOT substantially equivalent to marketed devices. 

[] Requires more data. 

[] Other (e.g., exempt by regu~ation, not a device, duplicate, etc.) 

Is this device subject to Postmarket Surveillance? 

Is this device subject to the Tracking Regulation? 

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

(]YES 

(]YES 

i2(' YES 

~ 
~ 
(]NO 

This SlO(k) contains: Truthful and Accurate Statement [] Requ~ted (] Enclosed ~~ft 
(required for originals received 3-14-95 and after) 

~O(k) summary OR [] A SlO(k) statement . . 

[] The required certification and summary for class Ill devices 

(~~4U~Dentiality The submitter requests under 21 CFR 

[] Confidentiality for 90 days fidentiality exceeding 90 days 

Predicate Product Code with 
p&\.f:!J. and cl.ass: 

Additional Pr~duct Cr;dc(s) 
wit~ panel (optiunal): 

8.5 HOL §$t.f: SXQ C~-------

REVIEW: CaL..r r1L G?W 
(BRAN~I~-~~ /'i( 
)2./'~--r (; -ri 

NAL REVIEW: ~1 L 
(DIVISION DIRECTOR) 

-

!. 
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I N T E R 0 F F I C E 

TO: John M. Kuchinski 

CC: Colin M. Pollard 
CC: Jennifer Rohr 
CC: Mridulika Virmani 

MEMORANDUM 

Date: 
From: 

Dept: 
Tel No: 

JMK ) 

( CMP ) 
( JLR ) 
( MSV ) 

01-May-1995 09:27am EDT 
Walter A. Goetz 
WAG 
OIS-IOIS 
594-4550 

Subject: RE: Net.r ProCode for New Material Condom 

As requested, I have issued the following new Product Code: 

85MOL Condom, Non-Latex Class II Reg. 884.5300 

If you have any questions, please get in touch with me. 

Walt 
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K922688/E 

"SUBSTANTIAL EQUIVALENCE" (SE) 
DECISION-MAKING DOCUMENTATION 

Trade Name: Avanti™ Thin Condom- (This is a change in the device Trade Name) 

Applicant: Apex Medical Technologies, Inc. Contact: 
10064 Mesa Ridge Court 
San Diego, California 92121 

NARRATIVE DEVICE DESCRIPTION 

1. Intended Use: 

Ms. Alice DePaul 
(619) 535-0012 

The A vanti™ Thin condom is intended for contraception and as a prophylactic for the 
prevention of sexually transmitted disease (STDs). An appropriate statement of the 
intended use (contraceptive and prophylaxis) is located on the back panel of the 
packaging. As amended the device conforms to our interim labeling presented to the 
industry by letter, dated November 21, 1994. 

Co 

2. Device Description: 

The A vanti™ Thin condom is a polyurethane rubber condom. The A vanti™ Thin 
condom is made of Estane supplied by B.F. Goodrich (block copolymer- polystyrene and 
polybutadiene ). The process is a solvent (tetrahydrofuran) dipped process. 

Is the device life-supporting or life sustaining? 
Is the device implanted (short-term or long-term)? 
Does the device design use software? 
Is the device sterile? 
Is the device for single use? 
Is the device for home use? 
Is the device for prescription use? 
Does the device contain a drug or biological 

product as a component? 
Is this device a kit? 

YES NO 
,/ ---

_ _L 
,/ ---
,/ ---

,/ --
,/ --_ _L 

,/ ---_ _L 

Apex Medical Technologies, Inc., has provided labeling for the A vanti™ Thin condom, dated 
April I 7, 1995, that satisfies our concerns for interim labeling required for new material 
condoms. (NOTE: The name of the device has been changed to indicate specific trade name.) 
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Page 2 - K922688/D Apex Medical Technologies, Inc., A vanti™ Thin Polyurethane 
Condom 

The following serves to highlight and summarize the testing performed on this device to support 
a substantial equivalence determination. 

Clinical Performance - Contraceptive Effectiveness 

A clinical protocol to investigate the contraceptive effectiveness in a prospective clinical 
study has been approved by letter dated May 4, 1994. 

Labeling 

The labeling for the A vanti™ Thin condom has been resolved. (See Letter dated April 
17, 1995, from Mr. McGolthlin.) The company has provided labeling, pursuant to and 
in line with our November 21, 1994, notification. 

As background, the Center has determined that the labeling must reflect that the intended 
use for the device is limited to latex sensitive persons. Further, the labeling should 
indicate that the contraceptive effectiveness has not been determined, and that clinical 
trials to determine effectiveness are underway. This issue has been addressed by Apex 
Medical Technologies and the proposed labeling conforms with our November 21, 1994, 
letter and interim labeling. 

Slippage and Breakage 

The study submitted by Apex and used to support that their breakage and slippage rate 
(for the Avanti™ condoms) is equivalent to the latex control has been determined to be 
acceptable. 

Shelf Life 

The application included information to support a 3 year shelf life for the A vanti™ Thin 
Condom. Mr. Don Marlowe has reviewed the data submitted to support the tentative 3 
year shelf life and stated there is no substantial change in the material caused by 
exposures of up to one year at temperatures up to 40°C. The company will adhere to a 
test program to verify the long term shelf life of the A vanti™ Thin Condom. 

Viral Penetration (Barrier Properties) 

Based on viral penetrations studies the worst case leak in a A vanti™ Condom led to a 
calculated hole size of 5!1, corrected for loss of virus challenge titer. The adjusted 
calculated hole size is comparable the a latex condom. 
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Page 3 - K922688/D Apex Medical Technologies, Inc., A vanti™ Thin Polyurethane 
Condom 

Chemistry 

The Avanti™ condom is manufactured using a thermoplastic polyurethane, Estane 5767 
supplied by B.F. Goodrich. Pellets of the polyurethane are dissolved in tetrahydrofuran 
(subsequently evaporates) and the condom is dipped onto mandrels. The application 
contains information on the level of THF in the finished device. Dr. Tsai has reviewed 
this material and identified that the identified levels are acceptable. 

Toxicology/Biocompatibility 

The sponsor has conducted adequate biocompatibility tests on A vanti™ Condom and that 
the results of the testing show that the material is relatively safe for its intended use. 

Quality Assurance 

100% electronic hole detection is conducted using the previously validated Uson 
Corporation's Model 100, vacuum decay leak tester. The applicant has also conducted 
testing to validate this test unit (K871358, image p 38) that was accepted as an in-process 
detection system. 

Quality Control Release Procedures 

The quality control release testing is in accordance with Mil Std lOSE, with water leak 
testing equivalent to ASTM D3492-89 at Level I, Normal, 0.4 AQL. Physical testing 
(tensile strength and elongation) at Level S-2, 2.5 AQL. 
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Page 4 - K922688/D Apex Medical Technologies, Inc., A vanti™ Thin Polyurethane 
Condom 

YES NO 

1. IS PRODUCT A DEVICE? ..L 

2. DEVICE SUBJECT TO 510(k)? ..L 

3. SAME INDICATION STATEMENT? ..L 

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

5. SAME TECHNOLOGICAL CHARACTERISTICS? ..L 

6. COULD THE NEW CHARACTERISTICS 
AFFECT SAFETY OR EFFECTIVENESS? ./ 

7. DESCRIPTIVE CHARACTERISTICS 
PRECISE ENOUGH? 

8. NEW TYPES OF SAFETY AND 
EFFECTIVENESS QUESTIONS? ./ 

9. ACCEPTED SCIENTIFIC 
METHODS EXIST? ./ 

10. PERFORMANCE DATA AVAILABLE? ./ 

11. DATA DEMONSTRATE EQUIVALENCE ./ 

* "yes" responses to 4, 6, 8, and 11, and every "no" response requires an 
explanation below 

Response to Question 5, 6, 8 and 11 

5. SAME TECHNOLOGICAL CHARACTERISTICS? 

IF NO, STOP 

IF NO, STOP 

IF YES, GOTO 5 

IF YES,STOP->NSE 

IF YES, GOTO 7 

IF YES, GOTO 8 

IF YES, STOP->NSE 

IF NO,STOP->NSE 

IF NO,REQ. DATA 

IF YES, STOP->SE 

This device does not have the same technological characteristics as a latex condom. The 
device material is a polyurethane material and as described above, and not natural latex 
rubber. As such the device does not exhibit many of the same sensitization problems as 
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Page 5 - K922688/D Apex Medical Technologies, Inc., A vanti™ Thin Polyurethane 
Condom 

a latex condom and would, therefore, be acceptable for use by latex sensitive persons. 

6. COULD THE NEW CHARACTERISTICS AFFECT SAFETY OR EFFECTIVENESS? 

The new technological characteristics may affect the safety or effectiveness of this device 
when used as a contraceptive or as a prophylactic. Issues regarding the material property 
differences may compromise this device as a barrier or may affect its effectiveness in use. 

8. NEW TYPES OF SAFETY AND EFFECTIVENESS QUESTIONS? 

The questions raised above are not new questions of safety or effectiveness. Similar 
questions may arise for latex condom if there were significant changes in the device 
dimensions. 

11. DATA DEMONSTRATE EQUIVALENCE 

Significant issues regarding device testing have been addressed including the ability of the 
material to be a barrier to virus penetration, in-use slippage and breakage, material shelf 
life, toxicity of the material, etc. 

The contraceptive effectiveness of this device is to be determined m a prospective, 
randomized clinical trial that has been approved under IDE G940041. 

Recommendation: 

The A vanti™ Thin Condom is substantially equivalent to the generic class latex condom. 

ProCode: 85 ~ ,.-\ 9 L ()"!2,\1\S 
Class: II ~ 
CFR #: 21 CFR § 884.5300 

ichael Kuchinski 
1crobiologist (HFZ-4 70) 

B :\K922688E.RE 1 

~~ ~ rJofkd 
Chief, Ob/Gyn Branch 

Comments: 

'-tk.('t:> 
l Date: 

/~Concur 
I I Do Not Concur 
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INTEROFFICE MEMORANDUM 

TO: John M. Kuchinski 

CC: Tim R. Wel~ 

Subject: Avanti~' polyurethane 

Mike, 

Date: 
From: 

Dept: 
Tel No: 

JMK 

TRW 

21-Apr-1995 05:09pm EDT 
John J. Farnham 
JJF 
OC-DE2 
594-4616 

Called back but you eret't there. Hope this is what you 
need. 

I' 

C\~f~ 

IS i\1-rf~j 

l \ 
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ave reviewed the facsimile copy of the firm's April 17, 
5, submission (K922688/A5). Provided that the statement 

'7or Latex Sensitive Individuals" is present on the front 
panel (not legible in my copy), the package labeling contained 
in K922688 appears to be in conformance with the acceptable 
wording for non-latex condoms as described in the November 
1994 letter to industry. 

The instructions for use also appear to be adequate, although 
OC defers to the ODE evaluation. If you need any further 
concurrence please contact me on Monday, April 24, in the 
morning. 

John Farnham 
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cccccccc 
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RR R 
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RR RR 

HH HH 
HH HH 
HHHHHHHH 
HH HH 
HH HH 

******************************************************************************* 
******************************************************************************* 

***************************** 

ALL-IN-1 USER: JMK 

***************************** 

MAIL TO HFZ-470, ATTN: KUCHINSKI, J. MICHAEL, ODE, CORP 

******************************************************************************* 
******************************************************************************* 

*************** 

04/24/95 
10:31am 

*************** 
HAVE A HAPPY DAY! 

******************************************************************************* 
******************************************************************************* 
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mEDICAL 
TECHnDLDiiiES~ 

InC. 

1 0064 Mesa Ridge Ct. • Suite #202 
San Diego, CA 92121 
(619) 535-0012 • FAX (619) 535-9715 

Apri117, 1995 

Michael Kuchinski 
Food and Drug Administration 
Bureau of Medical Devices 
Document Control Center (HFZ - 401) 
9200 Corporate Blvd. 
Rockville, MD 20850 

Re: K9226888 
Avanti TM "Thick Condom" 

Dear Mr Kuchinski: 

This letter is in response to our telephone conversaton ofFebruary 14, 1995. During this 
discussion, issues related to labeling were discussed. 

Your specific requests for labeling changes included: 
(b) (4)
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In compliance with these requests, attached to this letter is revised draft labeling which we believe 
addresses all of the issues raised in our telephone conversation. Also, as stated in our last letter to 
you, the final printed carton will be submitted to FDA prior to the product's introduction into the 
marketplace. 

We consider our intent to market this thicker polyurethane condom confidential 
commercial information, and request that this information be considered as such by the FDA. 
Additionally, some details contained in this letter are confidential in nature. We request the 
removal of the proprietary details of this submission from any potential disclosure under the 
Freedom oflnformation Act. 

Should you require additional information, please contact me at (619) 535-0203. 

SA~;~, ~1~ 
Mark W. McGlothlin 
President 

(b) (4)
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Condom Foil Labeling: 

Front of foil: 

A . TM 
vantlThin 

1 Duron TM Condom 

Back ofFoil: 

Not to be sold without additonal important consumer information 

Lubricated 

Distributed by Schmid Laboratories 
Div. OfLondon Int'l U.S. Holdings, Inc. 
Sarasota, FL 34230-4703 

LOT# 
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STORAGE 
1. Store condoms in a cool, dry place. 
FOIL PACKAGE 
2. The condom should not be removed from the foil pack until ruuy 
for use. 
3. Tear open the end of the toil package carefully to 
remove condom. Rough handling, jewelry or linger· 
nails can damage the condom and reduce its ettec· 
tiveness. 
USING THE CONDOM 
4. To further reduct the chance of spreading or acquiring a aexually 
transmitted disuse, immediately wuh the hands, penis and sur· 
rounding area, and external vaginal area before and alter sexual 
contact. 
5. Do not use condom if foil p1ck1g1 is damaged or open or if the 
condom material is sticky or brittle or obviously damaged. 
6. Place a new condom on the penis each time prior to 
any toreplay, genital contact or penetration to avoid 
contact with any body fluid that may contain STD organ· 
isms. 
7. Do not unroll the condom before putting it on as this 
may damage the condom and make it more difficult to 
use properly. 
a. Put the condom over the head of the erect penia. Luve about 1/2" 
space at the end. Some condoms have small receptacle ends which 
provide the required space to collect semen. Squeeze end slightly to 
release air to avoid an air pocket. 
8. Slowly unroll all lht way 10 lht but of lht penis while still 
squeezing end of condom. If the condom dots not unroll to the but 
of the penis, it has been put on incorrectly and should bt ,....._,...;....,...--, 
discarded. ,.,. 
10.11 a lubricant is desired,AVANTifconuornli are safe for use 
with both water-based and oil-based lubricants. 

11. Alter climax, ejaculation or ·coming• the penis should be 
withdrawn slowly from the vagina. The top of the condom 
(RIM) should be held firmly when withdrawing to avoid spill· 
ing the semen. The withdrawal should be done u quickly as 
possible after ejaculation so that the penis is still aomewhat erect. At 
this time, keep the penis well clur and away from the woman's body. 
12.11 the condom breaks, or it lor any reason, semen spills or leaks out 
during use, it is advisable that both partnors should clunse them· 
selves wherever contact may have occurred. as soon as possible. 
13. Remember-never reuse a condom. 
PRECAUTIONS 
14.11 there are lesions, open sores, viral warts or other abnormalities 
noticeable on either party, it is recommemlod that you avoid soxual 
intercourse and consult a physician. 

111. To •void .......... to l.rnitin, do nat sal- oandom ar Gf*1 fol 
piiCibge 111'1 ...,_ wt..lubrioMt ...... out. 

Important Consumer Information: 

You may uae thl1 polyurethane condom If you or your partner 
art allergic to latex. 
You ahould know: 

The rlaka of pregnanoy end aexu.Uy trllnlmltted 
diaeaMt ISTO'tl,lncludlng AIDS IHIV lnfeotlon), we 
not known for th11 oondom. A ttudy It being done. 
Thera era laboratory t .. t• on thl• polyurethant 
m1ttrlal. Thaae t .. t, thow that orgenltlllll even •• 
amall •• aperm and vlnlaea like HIV CaN\Ot pall 
through it. 

Latex condotn11 for men, If uaed correctly with every ec:t of 
vegimllntercourw,.,. highly effeotlve at preventing prtgi\III\Oy. 
•• welt aa SlOa, Including AIDS IHIV lnftctlonJ, 

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



j 

Directions for opening paclcoge: 
Press along perforation. Remme top _ _ 
panel and discard. Package can be easily ( 
redosed. (Patent No. 4,291,807) 

No. 
Instructions printed inside. 
/nstrucciones en Espaiiol impresas 
adentro. 

Important Consumer Information: 
You may u•• thl• polyurethane condom if you or your partner are allergic to latex. 
You •hould know: 

The rl•k• of pregnancy and •exually tran•rnitted dl ...... (STD'•I. Including AIDS 
(HIV infection), are not known for thi• condom. A Rudy is being done. 
There are Jabor8tory te.ts on thi• polyureth- material. The .. te.ts show that 
organisms even a• •mall as sperm and viru•e• like HIV cannot pa .. through it. 

Latex condo- for men, if used correctly with every act of vaginal intercoi.II'U, are highly 
effective at preventinQ pregnancy, a• weN as STDs, Including AIDS IHIV Infection). 

~ ......... -- - ... - .... --- ... ----- - - .. ·- - .. - --- - - ... - - . - - - - -- -- - . - - --- - - - - - - - - - . 

Storage: Avoid prolonged storage of condoms 
at temperawres in excess of I 00 degrees 
Fahrenheit- storage for short periods of time 
at this temperawre will not be harmful to the 
product. Avoid any storage close to a hot 
radiator, hot air duct or similar object. Any 
use of condoms for other than vaginal 
intercourse can increase the potential of 
damage to the condom. 

For maximum benefits, it is important 
to follow the instructions printed on 
the inside of the carton. Failure to do so 
may result in the loss of the benefits of a 
condom. During intimate contact, lesions 
and various body fluids can transmit STD's. 
Therefore, the condom should be applied 
each and every time before such contact 
occurs. 

l>lstrtboad by London ln<anacional u.s. Holdlnp, Inc. 
Schmid .......,_ OMolon. Saruoca. R.l42J0..4103 

~.lnCiomarlt lor. unique~ ..... 

(UPCCODE) 

u 
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FAX TRANSMISSION 
APEX MEDICAL TECHNOLOGIES, INC. 

To: ~chael~ct.Unski 

Fu.#: 1-301-594-2339 

I OOCI4 MESA RICIOE COUM', SUITII: 202 

SAN DIII!.GO, CA. 92 I 2 I 
(6 19) 535-Q203 

F'AX: lEi I 91 535•97 I 5 

Date: April17, 1995 

Pages: 7, including tt.Us cover sheet. 

From: Mark W. McGlothlin 

Subject: Document Delivery Information 

COMMENTS: 

Per our telephone conversation today, the attached document is being sent out by priority Federal 
Express letter today. It will have Federal Express air bill number 2814710990. Please call if you 
have any difficulties in receiving this infonnation tomorrow. 
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'. 

1 0064 Mesa Ridge Ct • Suite :t202 
San Diego, CA 92121 
(619) 5·35·0012 • FAX(619) 535·9715 

Michael Kuchin$ki 
Food ·i.nd Drug AdmiDistration 
B~· ofMedical Devices ri•ent Control Center (HFZ - 401) 

· · ~~90 :corporate :Blvd • 

. ···~ :MD208SO ' 0; 

Re: K9226888 
Avanti TM "Thick Condom .. 

Dear Mr Kuchinski: 

16195359715 P.02 

This letter is in response to our telephone conversaton ofFebruary 14, 1995. Durina thia 
.. ,: diSCt:~ision, issues related to labeling were discussed. 

', : ' '. . . 

'.· 
' ·, 

,,; ' . 

~ l'o• .. , 
• .. 

,··Your specific requests for labeling changes included: 

\. 
. . 

(b) (4)
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In compliance with these requests, attached to this letter is revised draft labeling which we believe 
addresses all of the issues raised in our telephone conversation. Also, as stated in our last letter to 
you, the final printed carton will be submitted to FDA prior to the product's introduction into the 
marketplace. 

We C«)DSider our intent to market this thicker polyurethane condom confideotiaJ 
commercial information, and request that this information be considered as such by the FDA. 
Additionally, some details contained in this letter are confidential in nature. We request the 
removal of the proprietary details of this submission from any potential disclosure under the 
Freedom oflnformation Act. 

Should you require additional information, please contact me at (619) SJS-0203. 

~'~~ 
Mark W. McGlothlin 
President 

. •,, . ·'·· 

. J .. : :, 

. I . . 

·'. '• 

i .. 

. ~ 
• I 

.I 

I --· ·: 

(b) (4)
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Condom foil Labeling: 

Front of foil: 

A. • 1M .n.vanti 11da 

1 Duron w Condom 

BackofFoU: 

Not to be sold without additonal important consumer information 

Lubricated 

Distributed by Schmid Laboratories 
·Div. OfLondoil Int'l U.S. Holdinss, Inc. 
SarUc)ta, PL 34230-4703 

LOT# 

16195359715 P.04 
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STORAGE 
1. State ~ondoms in a cool, dty plac:t. 
FOIL PACKAGI 

16195359715 P.05 

2. Tile condom should no I be ttmowld I rum the loll II<IJQ until , .. dy 
for use. r-'"""lk-_..,._...._ 
3. Tear optn the end or the ·loil pii:Qge ~:arefully 10 
temov• ~nclom. Rough h~ndline,Jewtlty 111 linter· 
nail• cin clamag• lhe ~ndom and raduc:t ill ellac:· 
tivtntll. 
USING THE CONDOM 
4. To funller teduce tile ~nee olllfWtdlng or acq~ lauutll'f 
uanamitted dluue. im!Mdl1tely w11h tile htnds, ,_. Ifill· •ur
roundlng 1raa. and tdtrntl vagiNI area berore lfiCI lftfi .. au1l 
c:ontect. 
I. Do not 11141 c:on·dom if foilllacUDe ia Garrllged 01 o~ or if the 
condom mattrialla 111cky or briUII or obviollaly d~. 
I. Plilce I new ~linColn Oft lhl Ill nil lllllllo lime prior IO -~--.....,~--. 
ilny fOrtJ)II'f, genital COMK1 01 pentllllioft 10 IYOicf 
conttct with ill'f body fluid lhll m1y eon11in STD OtgiA• 
isms. 

'7. Oo not unroll the condom btfore 1111ninv it on u thil 
may dlmiiiJI 1111 condornlftd t'lllke it more difflcuiJ to lol..-'--"--"l.r-"-~ 
lilt J)roptrly. 
1. Putth• ~ondom ovtt lhe hN4 ol the erect penil.t.Mve l~lll \12• 
ap;~ct 11 the •nd. Sornt condoms liM .mall fii:IP~adelftdlwhich 
provid• the reqgired IPICI io collect tlmtn. SQuHH tiiCI tllgiiJiy to 
release air to avoid an alr pockel. 
Q. Slo.oly unrgll til \he wey lo the b ... of &he peni1 while alill 
aquee1ing end of cOftdom. lllhe condom do" noc 111Voll1o Ike baM 
of 11'11 ptnls, h has tlten p1o1t on II'ICOtrtc:lly and tlloukl be rr"~r..,...-. 
diseardtd. ,... . WII'....,.IUI" 

10. If al~o~bric:ant is d..Ueo, AVAHTlf'eondOmureaefelor 1111 
will'! both waltr•billtd alld oil-bired hibri~:oanll. 

11. Aller climax, ej~eul1lion or·~~~· lilt puis should bt 
withdrawn slowly lrom lht vagina. TM - or die C11111Mm 
IRIMl sllo~o~ld bt held firmly wllen wilhdr•wlnt to awoid.'Pill· 
in; 1h1 ••men, The withOrlwalll'lould be dona u Qu!Qiy U ~o...w;;;,;;~-J 
po1sible alter ejtciiiiJioll .0 that lhl penis is sllllaonwwtw II'ICI. AI 
thillime. kttP rhe pellia well cltllllld •••r lromllle woman'sbody. 
12. lllht coniSOinbtllka,atUior any tNSOft,llmtlllpillnrltlh out 
d11ring uae, it is ad'fisablt WI I!Gth par1nera lhoul4 ciNftll them· 
11lvn wherever coniiCI may h1ve occurr1d, 11 1001111 possible. 
13. Rtmtmber-nevtr reu11 1 condom, 
PRECAUTIONS 
1•.1111\ere ;~r•lt&ions. open aorea. viral ..,1111 Ot oilier 1bnortftfllli11 
noticliblt on ehlltr p1rty, itla recoii!IIIIMied thai YOII 1YOid 11autl 
intercouru 111d conswl!. a phyaician. 

11.Ta_.. ................. ,......_ ...... 
...... ..t...._w.ta.c_lllk.uL 

Important Conaumer lnfotrna1lon: 

Yo1.1 II'IIY u••1hl• polylnthi'MI ...,om If you., ye~or IIII'IAir 
11'1 .a.r;le la J.tex. 
You ahoukl know: 

The rlab of ..-acwncy lftlt ...uelly .......aa.d 
--.csln'iJ.INiutllnt Aca IHIY ............ .,. 
l'l:lt lll'loWn forlhle ..,...._ A ...,, It --.11oM. 
'Thtrw - lebotatofY raata Clft VI&. ~ 
....cerlat. n. .. u•• .._.., d\d .,...._. •wn .. 
~~m.U •• 1111nn n. oAN ... 1U HN NM11t , .. , 
~tilL . 

hte& condonw for 11'1111. · If uHil OGnMd~ Iiiiich .wry ICC of 
¥1Ginllln--..., - hlaNr eff..UW IC pq~. llftii'IIM'I. 
11 wtl n ST01. ~ AIDI IHIV nfecdoftl, 
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I N T E R 0 F F I C E 

TO: John M. Kuchinski 

Subject: K 9226888 

MEMORANDUM 

Date: 
From: 

Dept: 
Tel No: 

( JMK 

02-Feb-1995 !0:26am EST 
Donald E. Marlowe 
DEM 
OST-DMMS 
443-7003 

I have reviewed the data supplied in the letter from Alice DePaul, Apex Medical 
Technologies Inc., to Michael Kuchinski, FDA/BMD, dated January 30, 1995. The 
focus of my review was the data to support the desire of the firm to have a 3 
year shelf life/expiration date on their "thick condom". 

This data shows that there is no substantial change in the material caused by 
exposures of up to one year at temperatures up to 40 C. It also shows no 
degradation in the material during an accelerated ageing test of exposure of 70 
C for 7 days. 

~commend that the 3 year shelf life is appropriate, based on the data 
.. __ ,_plied. 

Donald E. Marlowe 

Z1 
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DIVISION OF REPRODUCTIVE, ABDOMINAL, EAR, NOSE AND THROAT 
AND RADIOLOGICAL DEVICES 

MEMORANDUM OF TELEPHONE CONVERSATION 

BETWEEN: J. Michael Kuchinski Date: 2/14/95, 4/10/95 and 4/11/95 

AND: Mark W. McGlothlin 

TITLE: President 

COMPANY: Apex Medical Technologies, Inc. 

PHONE NUMBER: (619) 535-0203 

FAX NUMBER: (619) 535-9715 
(if applicable) 

DOCUMENT NUMBER: ~K~9~2~2~6~8~8~/~E~-----------------------------------------------
(if applicable) 

SUMMARY: I telephoned Mr. McGlothlin initially on January 13, 1995 to discuss 

a need for additional information (see letter dated January 30, 1995). A FAX 

received January 30, 1995 was the result of that initial conversation. At 

issue was a need for shelf life information (data and shelf life date) and 

final labeling per our November 21, 1994, letter to industry. The formal 

response to our January letter and follow-up telephone calls has been 

submitted by cover dated March 6, 1995. 

On February 14, 1995, I telephoned Mr. McGlothlin about the labeling submitted 

as follows: 

In follow-up on April 10 and 11, 1995, I telephoned Mr. McGlothlin to reguest 

that the revised labeling be sent As-Soon-As-Possible. He indicated that 

London International needed to resolve the language for presentation. He 

stated that revised labelin would be submitted b 

Original to: K922688,T{L 
Copy to: ~C~h~r~o~n~----------

il 17. 

SLJ/RRG 11/20/92 Rev. 3/30/94 

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

March 09, 1995 

APEX MEDICAL TECHNOLOGIES, 
10064 MESA RIDGE CT., 
SUITE #202 
SAN DIEGO, CA 92121 
ATTN: ALICE A. DEPAUL 

INC. 

Food and Druq Administration 
Center for Devices and 
Radioloqical Health 
Office of Device Evaluation 
Document Hail Center (HFZ-401) 
9200 Corporate Blvd. 
Rockville, Maryland 20850 

510(k) Number: 
Product: 

K922688 
"EXTRA 
PROTECTION" 
POLYURETHANE 
CONDOM 

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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mEDE~L~----------------------------------------~~~~ 
TECHnDLIIIiiES. 

InC. 

1 0064 Mesa Ridge Ct. • Suite #202 
San Diego, CA 92121 
(619) 535-0012 • FAX (619) 535-9715 

March 6, 1995 

Michael Kuchinski 
Food and Drug Administration 
Bureau ofMedical Devices 
Document Control Center (HFZ - 401) 
9200 Corporate Blvd. 
Rockville, MD 20850 

Re: K9226888 Avanti TM "Thick Condom" 

Dear Mr Kuchinski: 

This letter is in response to your January 13, 1995 phone call with me, and the follow-up letter 
from Colin Pollard dated January 30, 1995 (received at Apex on February 13, 1995), and to your 
phone call to me on February 14, 1995. With respect to the January 13, 1995 phone call, and 
Colin Pollard's letter dated January 30, 1995, a facsimile from Apex Medical Technologies, Inc., 
dated January 30, 1995 was sent to your attention addressing all of the issues raised by yourself 
and by Colin Pollard. Enclosed with this letter is an original signed copy of the January 30, 1995 
facsimile letter which formally documents this response. On February 14, 1995, you discussed the 
contents of our January 30, 1995 facsimile letter, and you raised additional issues. A response to 
these additional issues is still being prepared, and a formal response will be sent to you shortly. 

We consider our intent to market this thicker polyurethane condom confidential 
commercial information, and request that this information be considered as such by the FDA. 
Additionally, some details contained in this letter are confidential in nature. We request the 
removal of the proprietary details ofthis submission from any potential disclosure under the 
Freedom oflnformation Act. 

Should you require additional information, please contact me at (619) 535-0203. 

Sincerely, 

~t{l, 4~ 
Mark W. McGlothlin 
President 
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mEa~f~.~------------------------------------------~ 
TE&:HnDLIJiiiES. 

1nc. 
1 0064 Mesa Ridge Ct. • Suite #202 
San Diego, CA 92121 
(619) 535-0012 • FAX (619) 535-9715 

January 30, 1995 

~chaellCuchinski 
Food and Drug Administration 
Bureau ofMedical Devices 
Document Control Center (HFZ - 401) 
13 90 Piccard Drive 
Rockville, MD 20850 

Facsimile Number: 1-301-594-2339 

Re: K9226888 
Avanti TM "Thick Condom" 

Dear Mr Kuchinski: 

No. Pages: 13 

This letter is in response to your request for additional information regarding the above
referenced 51 O(k) submission. This letter contains the requested information, as follows: 

?i 

(b) (4)
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We consider our intent to market this thicker polyurethane condom confidential 
commercial information, and request that this information be considered as such by the FDA. 
Additionally, some details contained in this letter are confidential in nature. We request the 
removal of the proprietary details of this submission from any potential disclosure under the 
Freedom oflnformation Act. 

Should you require additional information, please contact me at {619) 535-0165. 

Sincerely, 

d~~ 
Alice A. DePaul 
Vice President 
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(b)(4) Test Data
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UD 

THIS IS A POLYURETHANE CONDOM. THIS IS 
NQT A lATO: CONDOM. SEE IMPORTANT 

INFORMATION ON BACK OF PACKAGE. 

TRADE MAR 
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Directions for opening package: 
Press along perforation. Remove top 
panel and discard. Package can be easily 
reclosed. (Potent No. 4,291,807) 

~y IMPORTANT CONSUMER INFORMATION 

No. 

v-\}, """.Xu may use this polyurethane condom If you or your portner are allergic to latex. 
\1Q~ ~ ~ The risks of pregnancy and sexually transmitted diseases (STDs), Including AIDS 

(HIV Infection), are not known for this condom. A study Is being done. 
,..; There ore loborGtory teiU on this polyurethane material. There tests show that organisms 

small os rpenn and viruses like HIV cannot pass through it. 
condom• for men, If used correctly with every act of vaginal Intercourse, are highly 

effective at preventing pregnancy, as well as STOs, Including AIDS (HIV Infection). 

Storage: Avoid prolonged storage of condoms at 
temperatures in excess of 100" Fahrenheit- storage for 
short periods of time at his temperature will not be 
harmful to the product. Storage in a cool dry place at 
room temperature is recommended. Avoid any storage 
close to a hot radiator, hot air duct or similar object. 
Any use of condoms for other than vaginal intercourse 
can lncreaae the potential of damage to the condom. 

For maximum benefits, it is important 
to follow the instructions printed on 
the inside of the carton. Failure to do so 
may result in the loss of the benefits of a 
condom. During intimate contact, lesions 
and various body fluids can transmit STD's. 
Therefore, the condom should be applied 
each and every time before such contact 
occurs. 

\A\ 

Distributed by London International U.S. HoldinJs.lnc. 
Vhmlt4 l.aboratories Division. Saruota, Fl 34230.~703 

2nd Trademark "·a UJ.demark for • unique polyurethane film 

HQO::l 1IVS: ::ldfi 
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STORAGE 
1. Store condoms in a cool, dry place. 
FOIL PACKAGE 
2. The condom should not be removed from the foil pack u11til ready 
for use. 
3. Tear open the end of the foil package carefully to 
remove condom. Rough handling, jewelry or finger· 
nails can damage the condom and reduce its effec· 
tiveness. 
USING THE CONDOM 
4. To further reduce the chance of spreading or acquiring a sexually 
transmitted disease, immediately wash the hands, penis and sur· 
rounding area, and external vaginal area before and after sexual 
contact. 
5. Do not use condom if foil package is damaged or open or if the 
condom material is sticky or brittle or obviously damaged. 
6. Place a new condom on the penis each time prior to 
any foreplay, genital contact or penetration to avoid 
contact with any body fluid that may contain STD organ· 
isms. 
7. Do not unroll the condom before putting it on as this 
may damage the condom and make it more difficult to 
use properly. 
8. Put the condom over the head of the erect penis. Leave about 112· 
space at the end. Some condoms have small receptacle ends which 
provide the required space to collect semen. Squeeze end slightly to 
release air to avoid an air pocket. 
9. Slowly unroll all the way to the base of \he penis while still 
squeezing end of condom. If the condom does not unroll to the base 
of the penis, it has been put on incorrectly and should be rr-..-.:-r-,.---, 
discarded. TRADR-
10.1f a lubricant is desired.MAIU( ·condoms are safe for use 
with both water·based and oil-based lubricants. 
11. After climax, ejaculation or ·coming· the penis should be 
withdrawn slowly from the vagina. The top of the condom 
I RIM) should be held firmly when withdrawing to avoid spill· 
ing the semen. The withdrawal should be done as quickly as 
possible after ejaculation so that the penis is still somewhat erect. At 
this time. keep the penis well clear and away from the woman's body. 
12. H the condom breaks, or if for any reason, semen spills or leaks out 
during use. it is advisable that both partners should cleanse them· 
selves wherever contact may have occurred, as soon as possible. 
13. Remember-never reuse a condom. 
PRECAUTIONS 
14.11 there are lesions. open sores, viral warts or other abnormalities 
noticeable on either party, it is recommended that yot• avoid suxual 
intercourse and consult a physician. 
15. To avoid damage to furniture, do nor place conclom or open foil 
package on surface where lubricant can leak out. 

Important Consumer Information: 

You may uao thla polyurethane condom If you or your partner 
are allergic to latex. 
You ahould know: 

Tho rlaka of pregnancy and aoxually tranamlttod 
diao .. oa IS TO' al, Including AIDS IHIV Infection), are 
not known for thla condom. A atudy Ia baing dono. 
Thera are laboratory te1t1 on thla polyurethane 
material. Th••• tuta ahow that organiama evan aa 
amall aa aperm and vlruau like HIV cannot pau 
through lt. 

Latex condonw for men, If uaed correctly with every act of 
vaginal intorcourao, - highly affective at pravantlng pregnancy, 
II wall aa STDa, Including AIDS IHIV Infection). 
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Condom Foil Labeling: 

Front of foil: 

TRADEMARK 
1 2nd Trademark Condom 

Back ofFoil: 

Distributed by Schmid Laboratories 
Div. OfLondon Int'l U.S. Holdings, Inc. 
Sarasota, FL 34230-4703 

LOT# 

Lubricated 
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DEPARTMENT OF HEALTH&. HUMAN SERVICES 

Ms, Alice A. DePaul 
Vice President 
Apex Medical Technologies, Inc. 
10064 Mesa Ridge Court 
Suite 202 
San Diego, California 92121 

Re: K922688/D 
AvantiN "Thick Condom" 
Dated: September 1, 1994 
Received: September 2, 1994 

Dear Ms. DePaul: 

Public Health Service 

Food and Drug Administration 
9200 Corporate Boulevard 
Rockville MD 20850 

JAN 3 0 \995 

We have reviewed your Section SlO(k) notification of intent to market the 
device referenced above. Even though you have responded to our letter of 
August 1, 1994, your response to question number 2 is not adequate. 
Therefore, 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 that you revise your 
device labeling to conform to our November 21, 1994, letter and Interim 
Labeling Requirements For Condoms Made From New Materials (copy enclosed). 
The language and format for both the principal display panel and the back 
panel of the retail package are specified in the interim labeling 
requirements. In addition, pursuant to a January 17, 1995, telephone 
conversation between Mr. Mark McGlothlin and Mr. J. Michael Kuchinski, your 
labeling should include a proposed shelf life, supported by suitable and 
acceptable in vitro data. 

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 
desccibed 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 SlO(k) number and should 
be submitted in duplicate to: 
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Page 2 - Ms. Alice A DePaul 

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

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 Mr. J. Michael Kuchinski 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, 

. .JilL~~~ v-ra~ 
~~colin M. Pollard 
T- 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 
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Ms. Alice A. DePaul 
Vice President 
Apex Medical Technologies, Inc. 
10064 Mesa Ridge Court 
Suite 202 
San Diego, California 92121 

Re: K922688/D 
AvantilW "Thick Condom" 
Dated: September 1, 1994 
Received: September 2, 1994 

Dear Ms. DePaul: 

We have reviewed your Section SlO(k) notification of intent to market the 
device referenced above. Even though you have responded to our letter of 
August 1, 1994, your response to question number 2 is not adequate. 
Therefore, 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 that you revise your 
device labeling to conform to our November 21, 1994, letter and Interim 
Labeling Requirements For Condoms Made From New Materials (copy enclosed). 
The language and format for both the principal display panel and the back 
panel of the retail package are specified in the interim labeling 
requirements. In addition, pursuant to a January 17, 1995, telephone 
conversation between Mr. Mark McGlothlin and Mr. J. Michael Kuchinski, your 
labeling should include a proposed shelf life, supported by suitable and 
acceptable in vitro data. 

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 SlO(k) number and should 
be submitted in duplicate to: 
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DEPARTMENT OF HEALTH ANO HUMAN SERVlCES 

Page 2 - Ms. Alice A DePaul 

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

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 Mr. J. Michael Kuchinski 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. 

cc: HFZ-401 
HFZ-404 
HFZ-470 
D.O. 

DMC 
510(k) Staff 
Division 

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 

B:\K922688D.AI:JMKuchinski:Ol/26/95 
C:\Wp51\Files\510k\K922688D.AI 
Final: l/26/95:slj 

~o~~ 

~®[pW 

\_Xl 

OffiCE S:Uitt<AME ~"'1' OFFICE S:UttfCAME 
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DEPARTMENT OF HEALTft &. HUMAN SERVICES Public Health Service 

Memorandum 
Date 

REVIEWER( S) - NAME ( S) -----J~~~~=-h~IA..J_:._.__:SLJ~_u:_~.:..___f=__:::..Z,_-.....!~!...-~~J-:7-----
Subject 510(k) NOTIFICATION b 9.2..2 &-''ili? Is Y 
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 

_6') 
equivalent to markete~c~ ~~ LJA.-4 f~ 

Requires more data. 
1 
r;.,·,;~:Jri",J<iS" -~ ~ ~~-

(D) Other (e.g., exempt by regulation, not a de~ .. ~~~~ _q~~. _• 
duplicate, etc.) ~ (] -

Comments: J> ~~I j2iJ}~ Additional 

Is this device subject to Postmarket Surveillance? Yes 0 No 0 
This SlO(k) contains: (check appropriate box(es)) 

[] A SlO(k) summary of safety and effectiveness, or 

[] A SlO(k) statement that safety and effectiveness information 
will be made available 

[J The required certification and summary for class III devices 

The submitter requests under 
21 CFR 807.95:* 

No Confidentiality 

____ Co~tfirlentia!it~/ for 90 days 

______ Continued Confidentiality 
exce_eding 90 days 

FINAL REVIEW: 
(DIVISION DIRECTOR) 

tcDOES NOT APPLY TO ANY 14 SE" DECISIONS 

Predicate Product Code w/panel 
and class: 

Ad<iition3l Product Code(s) 
~/Panel (optional): 

(DATE) 

Revised 11/18/91 
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Ocsaip<.lvc Wonaatloa 
about New or Mui<dcd 

Dcvkc Re<~ucstc<l 
o.s Nccdc<l 

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

No 

I 
Arc reef onao.ncc De.to. A vallo.bk 

to As.scss Equlvo.lcncc!••• 

Yes 

rcrfOnttiUKC rcrfonno.ncc 
O..to. O..to. 

Roqulr-c<l Roqulr-c<l 

rcrfonao.ncc O..to.~OMI.rat<;_ ~a----- 0 ··-----0 _____ 2naucc O.to. O<mOMI.~c J 
Eq~<t::' '"' I Yc> "'"''f;:'' ' 

L 
To ~ "Subst.ontWJy Equlvolmt• To 0 \J OdcmdnaUoct 

5LO(k) sub:nissions cor.tpa rc new de vi= to marketed devices.. FDA requac~ additional informatioa. ii tl;s: rdationsb.ip 
betw~n marlcC".ted trod "predicate" (p(c-Ail1.('.11d.n~r.t~ or red~if:c.rl post-Amendm~nts) device:> i.s ur,d~. 

· .. ""•. 

~.. 1nis decision~ normally oased on dcscri~ivc information aton<"~ but !i.mitcd l~ing inf~atioil is ~metime.s requited . 

.. • • Data may be in the 510{\c), other SlO{k)s, the Center's classification files. or the litcrat~rc. 
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DIVISION OF REPRODUCTIVE, ABDOMINAL, EAR, NOSE AND THROAT 
AND RADIOLOGICAL DEVICES 

MEMORANDUM OF TELEPHONE CONVERSATION 

BETWEEN: J. Michael Kuchinski Date: January 17 and 23, 1995 

AND: Mr. Mark McGlothlin 

TITLE: President 

COMPANY: Apex Medical Technologies, Inc. 

PHONENUMBER:~(6=1~9)~5=3=5~-0=0=12~----------------------

FAX NUMBER: 
(if applicable) 

DOCUMENT NUMBER: .;:;.:K=92=2=6=88=/D=---------------------
(if applicable) 

Original to: K922688/D 

-so 

(b) (4)
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"SUBSTANTIAL EQUIVALENCE" (SE) 
DECISION-MAKING DOCUMENTATION 

K922688/D 

Trade Name: A vanti™ Thick Condom 

Applicant: Apex Medical Technologies, Inc. Contact: 
10064 Mesa Ridge Court 

Ms. Alice DePaul 
(619) 535-0012 

San Diego, California 92121 

NARRATIVE DEVICE DESCRIPTION 

1. Intended Use: 

The A vanti™ Thick condom is intended for contraception and as a prophylactic for the 
prevention of sexually transmitted disease (STDs). An appropriate statement of the 
intended use (contraceptive and prophylaxis) is located on the back panel of the 
packaging. As amended the device conforms to our interim labeling presented to the 
industry by letter, dated November 21, 1994. 

2. Device Description: 

The A vanit™ Condom is a polyurethane rubber condom. The A vanti™ condom is made 
of Estane supplied by B.F. Goodrich. The process is a solvent (tetrahydrofuran) dipped 
process. 

Is the device life-supporting or life sustaining? 
Is the device implanted (short-term or long-term)? 
Does the device design use software? 
Is the device sterile? 
Is the device for single use? 
Is the device for home use? 
Is the device for prescription use? 
Does the device contain a drug or biological 

product as a component? 
Is this device a kit? 

YES NO 
_..L_ 

,/ ---
,/ ---

_..L_ 
,/ --
,/ --

,/ ---

_..L_ 
,/ ---

Apex Medical Technologies, Inc., has provided labeling for the A vanti™ Condom, that satisfies 
our concerns for interim labeling required for new material condoms. 

~I 
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The following serves to highlight and summarize the testing performed on this device to support 
a substantial equivalence determination. 

Clinical Performance - Contraceptive Effectiveness 

A clinical protocol to investigate the contraceptive effectiveness in a prospective clinical 
study has been approved by letter dated May 4, 1994. 

Labeling 

The labeling for the A vanti™ Condom has been resolved. (See Facsimile dated 
December 13, 1994, from Ms. Alice DePaul to Colin M. Pollard.) The company has 
provided labeling, pursuant to and in line with our November 21, 1994, notification. 
As background, the Center has determined that the labeling must reflect that the intended 
use for the device is limited to latex sensitive persons. Further, the labeling should 
indicate that the contraceptive effectiveness has not been determined, and that clinical 
trials to determine effectiveness are underway. This issue has been addressed by Apex 
Medical Technologies and the proposed labeling conforms with our November 21, 1994, 
letter and interim labeling. 

Slippage and Breakage 

The study submitted by Apex which supported that their breakage and slippage rate (for 
the Avanti™ condoms) is equivalent to the latex control has been determined to be 
acceptable. 

Shelf Life 

Don Marlowe reviewed the document for shelf life and stated that the compant will 
adhear to a test program to support the long term shelf life of the A vanti™ Thick 
Condom established for the original 510(k) for the A vanti™ Condom. 

Viral Penetration (Barrier Properties) 

Based on viral penetrations studies the worst case leak in a A vanti™ Condom led to a 
calculated hole size of 5~, corrected for loss of virus challenge titer. The adjusted 
calculated hole size is comparable the a latex condom. 

Chemistry 

The A vanti™ condom is manufacturered using a thrmoplastic polyurethane, Estane 5767 
supplied by B.F. Goodrich. Pellets of the polyurethane are dissolved in tetrahydrofuran 
(subsequently evaporates) and the condom is dipped onto mandrels. The application 
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contains information on the level of THF in the finished device. Dr. Tsai has reviewed 
this material and identified that the identified levels are acceptable. 

Toxicology/Biocompatibility 

The sponsor has conducted adequate biocompatibility tests on A vanti™ Condom and that 
the results of the testing show that the material is relatively safe for its intended use. 

Quality Assurance 

100% electronic hole detection is conducted using the previously validated Uson 
Corporation's Model 100, vacuum decay leak tester. The applicant has also conducted 
testing to validate this test unit (K871358, image p 38) that was accepted as an in-process 
detection system. 
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Quality Control Release Procedures 

The quality control release testing is in accordance with Mil Std 105E, with water leak 
testing equivalent to ASTM D3492-89 at Level I, Normal, 0.4 AQL. Physical testing 
(tensile strength and elongation) at Level S-2, 2.5 AQL. 

1. IS PRODUCT A DEVICE? 

2. DEVICE SUBJECT TO 51 O(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 THE NEW CHARACTERISTICS 
AFFECT SAFETY OR EFFECTIVENESS? 

7. DESCRIPTIVE CHARACTERISTICS 
PRECISE ENOUGH? 

8. NEW TYPES OF SAFETY AND 
EFFECTIVENESS QUESTIONS? 

9. ACCEPTED SCIENTIFIC 
METHODS EXIST? 

10. PERFORMANCE DATA AVAILABLE? 

11. DATA DEMONSTRATE EQUIVALENCE 

YES NO 

L IF NO, STOP 

.I IF NO, STOP 

L IF YES, GOTO 5 

IF YES,STOP->NSE 

.I IF YES, GOTO 7 ---

.I IF YES, GOTO 8 

.I IF YES, STOP->NSE 

.I IF NO,STOP->NSE 

IF NO,REQ. DATA 

IF YES, STOP->SE 

* "yes" responses to 4, 6, 8, and 11, and every "no" response requires an 
explanation below 
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Response to Question 5, 6, 8 and 11 

5. SAME TECHNOLOGICAL CHARACTERISTICS? 

This device does not have the same technological characteristics as a latex condom. The 
device material is a ponlyurethane material and as described above, and not natural latex 
rubber. As such the device does not exhibit many of the same sensitization problems as 
a latex condom and would, therefore, be acceptable for use by latex sensitive persons. 

6. COULD THE NEW CHARACTERISTICS AFFECT SAFETY OR EFFECTIVENESS? 

The new technological characteristics may affect the safety or effectiveness of this device 
when used as a contraceptive or as a prophylactic. Issues regarding the material property 
differences may compromise this device as a barrier or may affect its effectiveness in use. 

8. NEW TYPES OF SAFETY AND EFFECTIVENESS QUESTIONS? 

The questions raised above are not new questions of safety or effectiveness. Similar 
questions may arise for latex condom if there were significant changes in the device 
dimensions. 

11. DATA DEMONSTRATE EQUIVALENCE 

)S 

Significant issues regarding device testing have been addressed including the ability of the 
material to be a barrier to virus penetration, in-use slippage and breakage, material shelf 
life, toxicity of the material, etc. 

The contraceptive effectiveness of this device is to be determined in a prospective, 
randomized clinical trial that has been approved under IDE 0940041. 
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Recommendation: 

The A vanti™ Thick Condom is substantially equivalent to the generic class latex condom. 

ProCode: 85 HIS 
Class: II 
CFR #: 21 CFR § 884.5300 

Date: L{t7f'i~ 

I I Do Not Concur 

Comments: 
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DATE: 01117/95 

MEMORANDUM 
FOOD AND DRUG ADMINISTRATION 

CENTER FOR DEVICES AND 
RADIOLOGICAL HEALTH 

OFFICE OF DEVICE EVALUATION 

FROM: Microbiologist (HFZ-470) 

SUBJECT: Apec Medica] Technologies (Avanti™ Thick Condom) 

To: The Record - K922688/D 

In this amendment, the sponsor, Apex Medical Technologies, Inc., has provided information 
requested in our letter dated, August 1, 1994. Our response requested the following: 

(b) (4)
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(b) (4)
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Recommendation: 

The labeling revisions should be communicated to the applicant and a response should be 
requested. Labeling is the only remaining issue in this 51 O(k). 

Michael Kuchins i (HFZ-470) 
jmk B:\K922688D.REV:Ol/17195 

I I Concur 

Chief, OGDB Colin M. Pollard Date: 
I I Do not concur 

(b) (4)
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DEPARTMENT OF HEALTH &. HUMAN SERVICES 

NOV 2 I 1994 

See Attachment for Addressees 

Public Health Service 

Food and Drug Administration 
9200 Corporate Boulevard 
Rockville MD 20850 

This letter is a follow up to the labeling requirements fax'd to you last week 
f~r condoms made of polyurethane antl other new materials (enclosure). As you 
know, the agency developed this policy, with input from the industry, to 
permit marketing of condoms that can be used by people allergic to latex, who 
otherwise have no alternative for protection from sexually transmitted 
diseases (STDs). 

Although such new condoms will have undergone extensive laboratory testing and 
will have been evaluated for slippage and breakage, their effectiveness in 
actual use has not been tested. Normally, such testing would be required 
before a product is cleared for marketing. However, because of the potential 
risk to latex-sensitive people who might forego using a condom or mistakenly 
depend on a lambskin condom to provide STD protection, the FDA decided to 
clear these new condoms before completion of clinical trials that would 
establish in-use comparison to latex condoms. 

While the clinical trials are ongoing, manufacturers will be required to state 
on the labeling that - as specified in the enclosure - the condom is intended 
to be used only when either partner is allergic to latex. Manufacturers will 
also be required to include a caution that, although laboratory testing has 
shown that particles as small as sperm and viruses will not pass through the 
material, clinical trials to assess effectiveness in preventing.pregnancy and 
STDs have not been completed. 

The enclosure specifies the language and format for both the principal display 
panel and the back panel of the retail package. This required information 
shall be displayed no less prominently than other consumer information on the 
package, such as the storage information or precautions. 

This same required consumer labeling shall also be provided with any package 
insert. 

As discussed at the October 4, 1994, FDA/Industry meeting, several SlO(k)s for 
non-latex condoms were approved in previous years although no products were in 
commercial distribution. We have worked with the one manufacturer who has 
chosen to proceed to marketing at this time on interim labeling pending our 
decision on the wording contained in this communication. This manufacturer, 
London International, has agreed to amend their labeling to conform with that 
of other manufacturers as soon as such wording was available. In addition, 
their foil packaging contains older claims which will also conform to the new 
labeling requirements before the end of 1994. 

We wish to thank you for your assistance in the development of this labeling 
and your participation in our recent meeting. 
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Page 2 - Condoms Made from New Materials - Interim Labeling 

If you have any further questions on applying this labeling guidance to your 
condom for the completion of your 510(k) premarket notification, you may 
contact Mr. Colin M. Pollard, at 301-.594-1180. 

Enclosure 

Sincerely yours, 

Susan Alpert, Ph.D., M.D. 
Director 
Office of Device Evaluation 
Center for Devices 

and Radiological Health 
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I. 

INTERIM LABELING REQUIREMENfS FOR CONDOMS 
MADE FROM NEW MATERIAlS 

Principal Display Panel 

The principal display panel (21 CFR §8.01. 60) must display the 
following: 

II. 

HFor Latex Sensitive Condom UsersH 

This is a [Blank] condom. This is not a latex condom. 
See Important Information on Back of Package. 

Back Panel 

The following Important Consumer Information must be placed on 
the back panel of the retail package, as well as within the 
package insert and with any promotional material: 

Important Consumer Information: (Bold] 

You may use this [Blank] condom if you or your partner are 
allergic to latex. 

You should know: 

The risks of pregnancy and sexually transmitted 
diseases (STDs), including AIDS (HIV infection), are 
not known for this condom. A study is being done. 

There are laboratory tests on this [Blank] material. 
These tests show that organisms even as small as sperm 
and viruses like HIV cannot pass through it. 

Latex condoms [Bold] for men, if used correctly with every 
act of vaginal intercourse, are highly effective at 
preventing pregnancy, as well as STDs, including AIDS (HIV 
infection). 

CDRH/FDA: 10/25/94 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service 

September 08, 1994 

Food and Drug Ad•inistration 
Center for Devices and 
Radiological Health 
Office of Device Evaluation 
Docu•ent Mail center (HFZ-401) 
1390 Piccard Drive 
Rockville, Maryland 20850 

APEX MEDICAL TECHNOLOGIES, INC. 
10064 MESA RIDGE CT., 

510(k) Number: K922688 
Product: "EXTRA 

SUITE #202 
SAN DIEGO, CA 92121 
ATTN: ALICE A. DEPAUL 

PROTECTION" 
POLYURETHANE 
CONDOM 

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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mEDICAL 
TEI:HnDLD&IES~ 

1n1:. 

1 0064 Mesa Ridge Ct. Suite #202 
San Diego, CA 92121 

I - (619) 535-0012 • FAX (619) 535-9715 
! 

September 1, 1994 

Food and Drug Administration .., 
r .... ., 

Bureau of Medical Devices 0:: "''"cJ 

Document Control Center (HFZ - 401) C) 
f~:~-~ <c 

13 90 Piccard Drive .. 
"""''~'-

Rockville, MD 20850 c:.:.') 
, .. 

-'~-.'; 

Re: K922688~ 
... 

cr; r ,J 

Avanti TM "Thick Condom" 
c:.·:: 

(";, 

Dear Sirs/Madam: 

This letter is in response to Colin M. Pollard's letter of August 1, 1994 requesting additional 
information concerning the above-referenced 510(k) submission. This letter contains the 
requested information, as follows: 

(b) (4)
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(b) (4)
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We consider our intent to market this thicker polyurethane condom confidential 
commercial information, and request that this information be considered as such by the FDA. 
Additionally, some details contained in this letter are confidential in nature. We request the 
removal of the proprietary details of this submission from any potential disclosure under the 
Freedom of Information Act. 

Should you require further information relating to this amendment, please contact me at (619) 
535-0165. 

Sincerely, D 
~a~a:!l _) o 

Alice A. DePaul ~ 
Vice President 

Attachments 

(b) (4)
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Exhibit I 
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Exhibit II 
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RESPONSE TO FDA QUESTIONS CONCERNING IDE

1 

70 

(b)(4) 

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

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b) (4)

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b) (4)

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b) (4)

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b) (4)

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



APPENDIX A 

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



APPENDIXB 

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



APPENDIX C 

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015
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CAUTION - Investigational 
Device. Limited by Federal 
law to investigational use. 

CAUTION - Investigational 
Device. Ltmited by Federal 
law to investigational use. 

CAUTION - Investigational 
Device. Limited by Federal 
law to Investigational use. 

CAUTION - Investigational 
Device. Limited by Federal 
law to investigational use. 

CAUTION - Investigational 
Dev1ce. Limited by Federal 
law to investigational use. 

CAUTION - Investigational 
Device. Limited by Federal 
law to investigational use. 

CAUTION - Investigational 
Device. Limited by Federal 
law to mvestigational use. 

CAUTION - Investigational 
Dev1ce. Ltm1ted by Federal 
law to Investigational use. 

CAUTION - Investigational 
Device. L1mited by Federal 
law to investigational use. 

CAUTION- Investigational 
Dev1ce. L1mited by Federal 
law to invest1gatJonal use. 

CAUTION - Investigational 
Device. Limited by Federal 
law to investigational use. 

CAUTION - Investigational 
Device. Limited by Federal 
law to investigational use. 

CAUTION - Investigational 
Device. Limited by Federal 
law to mvestigational use. 

CAUTION - Investigational 
Device. Limited by Federal 
law to investigational use. 

CAUTION - Investigational 
Device. Limited by Federal 
law to Investigational use 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES Public Health Service 

August 12, 1994 

APEX MEDICAL TECHNOLOGIES, 
10064 MESA RIDGE CT., 
SUITE #202 
SAN DIEGO, CA 92121 
ATTN: ALICE A. DEPAUL 

INC. 

Food and Drug Ad•iniatration 
Center for Devices and 
Radiological Health 
Office of Device Evaluation 
Docu•ent Nail Center (BFZ-401) 
1390 Piccard Drive 
Rockville, Maryland 20850 

510(k) Number: 
Product: 

K922688 
"EXTRA 
PROTECTION" 
POLYURETHANE 
CONDOM 

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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510(K) ROUTE SLIP 

lO(k) NUMBER K922688 PANEL OB DIVISION DRAER 

TRADE NAME 11 EXTRA PROTECTION 11 POLYURETHANE CONDOM 

COMMON NAME 

PRODUCT CODE 

APPLICANT APEX MEDICAL TECHNOLOGIES, INC. 
SHORT NAME APEXMEDITECH 

CONTACT ALICE A DEPAUL 

BRANCH 

DIVISION ~~~==~-===~~=--------------------------------------ADDRESS 10064 MESA RIDGE CT., 
SUITE *202 
SAN DIEGO, CA 92121 

PHONE NO. ( ) FAX NO. ( 

MANUFACTURER SCHMID LABORATORIES REGISTRATION NO. 1045600 

DATE ON SUBMISSION 29-MAY-92 DATE DUE TO 510(K) STAFF --------
DATE RECEIVED IN ODE 04-JUN-92 DATE DECISION DUE 06-JUL-93 

DECISION DECISION DATE ---------

SUPPLEMENTS SUBMITTED RECEIVED DUE POS DUE OUT 

S003 02-AUG-94 03-AUG-94 17-0CT-94 01-NOV-94 12-AUG-94 
SOOl 06-APR-93 07-APR-93 06-JUL-93 04-MAR-94 
S002 19-APR-94 21-APR-94 05-JUL-94 20-JUL-94 01-AUG-94 

CORRESPONDENCE SENT DUE BACK 

C002 04-MAR-94 03-APR-94 HOLD LETTER 
C003 01-AUG-94 31-AUG-94 HOLD LETTER 
COOl 03-SEP-92 02-JAN-93 HOLD LETTER 
C004 12-AUG-94 11-SEP-94 HOLD LETTER 

OTHER 
.. UBMISSIONS SUBMITTED RECEIVED DUE POS DUE OUT 

ADD-TO-FILE 09-FEB-94 14-FEB-94 
ADD-TO-FILE 30-SEP-93 06-0CT-93 
ADD-TO-FILE 20-0CT-93 28-0CT-93 

?;a 

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



510(K) ROUTE SLIP 

.UD-TO-FILE 25-JAN-94 02-FEB-94 
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Date 

om 

Subject 

To 

DEPARTMENT OF HEALTi~ &. HUMAN SERVICES Public Health Service 

Memorandum 

REVlEWER(S) - NAME(S) 

SIO(k) NOTIFICATION 

THE RECORD 

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

(A) Is substantially equivalent to marketed devices. 

Z:
B) R uires premarket approval. NOT substantially 

uivalent to marketed devices. 

quices moce data • .5=-~ 8/'-'{9f jz!"~~~~~ 
(D) Other (e.g., exempt by regulation, not a device, 

duplicate, etc.) 

Additional Comments: 

Is this device subject to Postmarket Surveillance? Yes 0 No O 
This SlO(k) contains: (check appropriate box(es)) 

0 A SlO(k) summary of safety and effectiveness, or 

0 A SlO(k) statement that safety and effectiveness information 
will be made available 

0 The required certification and summary for class III devices 

The submitter requests under 
21 CFR 807.95:* 

No Confidentiality 

_________ Co!tfi,it:!nr:i:tUJ::~· for 90 dayr.. 

______ Continu~d Confidentiality 
exce~d1.ng 90 days 

REVIEW: 
(BRANCH CHIEF) 

FINAL REVIEW: 
(DIVISION DIRECTOR) 

*DOES NOT APPLY TO ANY ,.SE,. DECISIONS 

<~~ 

\ 

Predicate Product Code w/panel 
and class: 

.;.d<i:!.~i0n"!1 Prodt:!:i (',_,J<'(s) 
"';'P<t:-o..el (cpti.on::J.l)~ 

f I (DATE) 

(DATE) 

Revised Ll/18/9 L 
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Oc<cri p<J vc W o nu aliO<l 

alxxAI New or M arl<dcd 
Ocv\<c Rcqu<:Sie<l 

-.. Ncode<! 

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

N<"' lh-"k.c L.. <:.O<n(-1~ tA 

M•l\t((.('<~ lk-v\o(• 

No 
()...;.<:• N~ l~ H•v< s~c -

tndk•.docr. Sc.a.t:o: .. cuU! 

New Oo1oc II u Some lata.dod 
Uo.c oo.nd M •r t..c ·s..wanl.l.al.ly 

f-"l<.dvolrol" 

llG llK OOC <n:DOOI Akc.- t1.< laccod«< 

ll.o~d<... 
EJCoct (\.a DoddiA,, M•r 

Coaudu lm (M<1 .., s..J dy ou><i 
E!Coctlvm<:n)~·· 

No 

l 
Arc rcnonu-..cc O..<A Avallal>k 

to Aua< Equlvalcn<e~··· 

Yes 

£'en onnon<:c £'en onna.ncc 
{)..(A O..<A 

Roqul.rcd Require<! 

rcnonnancc [}..(A~O<\S(I"'Il(t;_ :-0>------ 0 -----0 -----~nnaacc O..<A ~.0<\S(ruc J 
"'"'"[;:' Yd I Yd ,. •• F, L 

To f'7:\ ·s..t..w.d.o.lly Equl.volcnt• To f:\A 
\::,) Octm"lnatlO<\ \J 

SlO(kj ~u\);ntuions cor,tparc <~.:.w de\-\= to et:..rkclcJ devices. FDA rcqucs<~ a1ditio.,al informatiua i! ll!~ cc::o.liv~Uhip 
be( ween mar~~c-A llr.J "rrcdio:c· (p;c-A•w:ll.-:!on~n~ c)< 1 c.cl~f:cl p<>~·l\rncl\d•t-.~nts} 1cviv-~ i:; urv::l~u. 

• .... 4. 

• • 11'is decision C. normally ba.sc:d on dcscrip!ivc informlllion a.toc.c~ but limited t~ia~ \nf'J~r:aciofi is ttJmct\mcs: rcql!ifed. 

• • • O;ta may be in the SLQ{k). other SlO{k)s, lhc ~lee'~ dusiftcation ftlcs, O<" lhc lilecuucc. 

, 
( 
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I N T E R 0 F F I C E 

TO: John M. Kuchinski 

CC: Melvin E. Stratmeyer 
CC: Mary Elizabeth Jacobs 

Subject: K922688 

Mike, 

MEMORANDUM 

Date: 
From: 

Dept: 
Tel No: 

JMK 

MES 
MEJ 

11-Aug-1994 01:56pm EDT 
C. David Lytle 
CDL 
OST-DLS 
443-7184 

I believe the viral barrier tests are complete now. 
Cheers, Dave 
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Comments on K922688/B - Avanti Thick Condom by Apex Medical Tech. 
C.D. Lytle - 8/11/94 (rec'd 8/10/94) 

(b) (4)
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DIVISION OF REPRODUCTIVE, ABDOMINAL, EAR, NOSE AND THROAT 
AND RADIOLOGICAL DEVICES 

MEMORANDUM OF TELEPHONE CONVERSATION 

BETWEEN: J. Michael Kuchinski Date: 08/02/94 

AND: Ms. Alice A DePaul 

TITLE: Vice President 

COMPANY: Apex Medical Technologies. Inc. 

PHONE NUMBER: (619) 535-0165 

FAX NUMBER: 
(if applicable) 

DOCUMENT NUMBER: =K=92=-=2:::.::6=8=8.._/=-S 3"---------------------
( if applicable) 

Original to: K922688/S3 
Copy to: ~Ch~ro~n~--------

sign·~~OQ:~ 
( . Michael Kuch~nski 

SLJ/RRG 11/20/92 Rev. 3/30/94 

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

August 04, 1994 

APEX MEDICAL TECHNOLOGIES, 
10064 MESA RIDGE CT., 
SUITE #202 
SAN DIEGO, CA 92121 
ATTN: ALICE A. DEPAUL 

INC. 

Food and Drug Ad•inistration 
Center for Devices and 
Radiological Health 
Office of Device Evaluation 
Docu•ent Mail Center (HFZ-401) 
1390 Piccard Drive 
Rockville, Maryland 20850 

510(k) Number: K922688 
"EXTRA 
PROTECTION" 
POLYURETHANE 
CONDOM 

Product: 

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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1 0064 Mesa Ridge Ct. • Suite #202 
San D.1iego, CA 92121 
(619) 535-0012 • FAX(619) 535-9715 

August 2, 1994 

Food and Drug Admini~Jtration 
Bureau ofMeCioal Devices 
Document ControlCem:er ([HFZ - 401) 
1390 PiccardDrive 
Roek:ville, MD 208'50 

Re: ~ /112.~~~3 
Avanti TM "Thick Condom" 

Dear Sirs/Madam: 

This letter is in respo11Se tG Miotulel KuphinJld's Joe 6~ .lf94. request for additional information 
concerning our latest r~01111e to Lillian. Ym's lefter ef~b. a, 1994 requesting additio~ 
infonnation on the above;.fefer~ed SlO(k) ,sufmi:ssio•. ~ a June 6, 1994 t~le-conference 
amons Michael KuelU!nsti oflFDA, Dr. L~ ofFOA, ~  

, it was Weed tllat additiomd cla.ril<i_,._ wP needed on Question 1, part a) 
concerning . This letter contains die clarification. 

(b) (4)

(b) (4)

(b) (4)
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We consider our intent to market this thicker polyurethane condom confidential 
commercial information, and request that this information be considered as such by the FDA. 
Additionally, some details contained in this letter are confidential in nature. We request the 
removal of the proprietary details of this submission from any potential disclosure under the 
Freedom oflnformation Act. 

Should you require further information relating to this amendment, please contact me at (619) 
535-0165. 

Sincerely, D 1\ 
~a ~k::~ 

Alice A. DePaul 
Vice President 

Attachment 

(b) (4)

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Schematic
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1 0064 Mes~ Ridge Ct. • Suite #202 
San t>l$9'0, (:A92121 
(619) 535·0012 • FAX (619) 535·9715 

August 2, 1994 

Foed ud Pl)lg A.drniaistration 
Bureau ofMediea!D~s· 
D:Qcutrtcmt Control Centeti (HFZ - 401) 
1390 Pic~d Drive 
R.ockViD.e, MD 20850 

Re: K9226888 
Avanti TM "Thick Condom" 

Dear Sirs/Madam: 

,, .... ~, 

This letter is in respons~ to Michael ~ebmskrs IUJ1e 6, 1994 request for additional information 
concerning our l~test re~ponse. tl> LQII~ Yifn..,s letter of~oh 8, l9·94·reql.,lesting additi,tal 
infunnation on the above•,:efer.ced SlP(k) sabmi•~nn. :Duril!lJ a June 6, 1994 tele•CGl!lference 
ame:ng MlchaelKuc~ ofJ))A, Dr:. Lytial, of:fb~ .a  

 it WI d that .. ditioria:l ~¢at1un wal n,ec:led on Question 1, part a) 
concerning   This letter contains the clatification. 

(b) (4)

(b) (4)

(b) (4)
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We consider our intent to market this thicker polyurethane condom confidential 
commercial information, and request that this information be considered as such by the FDA. 
Additionally, some details contained in this letter are confidential in nature. We request the 
removal of the proprietary details of this submission from any potential disclosure under the 
Freedom oflnformation Act. 

Should you require further information relating to this amendment, please contact me at (619) 
535-0165. 

Sincerely, D f\ 
d4a ~~~ 

Alice A. DePaul 
Vice President 

Attachment 

(b) (4)
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(b)(4) Schematic
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DEPARTMENT OF HEALTH&. HUMAN SERVICES 

Ms. Ali9e A. DePaul 
Vice President 
Apex Medical Technologies, Inc. 
10064 Mesa Ridge Court 
Suite 202 
San Diego, California 92121 

Re: K922688/B 
Avanti"" "Thick Condom" 
Dated: April 19, 1994 
Received: April 21, 1994 

Dear Ms. Alice A. DePaul: 

AUG - I 1994 

Public Health Service 

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. Even though you have responded to our letter of March 8, 1994, 
your response to questions, 1, 4 and 6 were not adequate. Therefore, 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 additional information: 

(b) (4)
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Page 2 - Ms. Alice A DePaul 

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) 
1390 Piccard Drive 
Rockville, Maryland 20850 

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

(b) (4)
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Page 3 - Ms. Alice A DePaul 

If you have any questions concerning the contents of this letter, please contact 
Mr. J. Michael Kuchinski 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, 

~jt1 ·{/CMM wu~ 
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 
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510(K) ROUTE SLIP 

510(k) NUMBER K922688 PANEL OB DIVISION DRAER BRANCH 

TRADE NAME "EXTRA PROTECTION" POLYURETHANE CONDOM 

COMMON NAME ----------------------------------------------------------

PRODUCT CODE 

APPLICANT APEX MEDICAL TECHNOLOGIES, INC. 
SHORT NAME APEXMEDITECH 

CONTACT ALICE A DEPAUL 

DIVISION ~~~==~-=~~~=--------------------------------------ADDRESS 10064 MESA RIDGE CT., 
SUITE #202 
SAN DIEGO, CA 92121 

PHONE NO. ( ) FAX NO. ( 

MANUFACTURER SCHMID LABORATORIES REGISTRATION NO. 1045600 

DATE ON SUBMISSION 29-MAY-92 DATE DUE TO 510(K) STAFF 

DATE RECEIVED IN ODE 04-JUN-92 DATE DECISION DUE 06-JUL-93 

DECISION DECISION DATE ---------

SUPPLEMENTS SUBMITTED RECEIVED DUE POS DUE OUT 

SOOl 06-APR-93 07-APR-93 06-JUL-93 04-MAR-94 
S002 19-APR-94 21-APR-94 05-JUL-94 20-JUL-94 01-AUG-94 

CORRESPONDENCE SENT DUE BACK 

C002 04-MAR-94 03-APR-94 HOLD LETTER 
C003 01-AUG-94 31-AUG-94 HOLD LETTER 
COOl 03-SEP-92 02-JAN-93 HOLD LETTER 

OTHER 
SUBMISSIONS SUBMITTED RECEIVED DUE POS DUE OUT 

ADD-TO-FILE 09-FEB-94 14-FEB-94 
ADD-TO-FILE 30-SEP-93 06-0CT-93 
ADD-TO-FILE 20-0CT-93 28-0CT-93 
ADD-TO-FILE 25-JAN-94 02-FEB-94 

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



Ms. Alice A. DePaul 
Vice President 
Apex Medical Technologies, Inc. 
10064 Mesa Ridge Court 
Suite 202 
San Diego, California 92121 

Re: K922688/B 
Avanti"' "Thick Condom" 
Dated: April 19, 1994 
Received: April 21, 1994 

Dear Ms. Alice A. DePaul: 

We have reviewed your Section 510(k) notification of intent to market the device 
referenced above. Even though you have responded to our letter of March 8, 1994, 
your response to questions, 1, 4 and 6 were not adequate. Therefore, 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 additional information: 

(b) (4)
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Page 2 - Ms. Alice A DePaul 

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) 
1390 Piccard Drive 
Rockville, Maryland 20850 

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. 

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

Page 3 - Ms. Alice A DePaul 

If you have any questions concerning the contents of this letter, please contact 
Mr. J. Michael Kuchinski 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. 

cc: HFZ-401 DMC 

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 

HFZ-404 510(k) Staff 
HFZ-470 Division 
D.O. 

A:\K922688B.AI:MKuchinski:07/26/94 
Revised:07/27/94:cmp 
Revised:07/28/94:cmp 
Final:JulietteMoussa:07/29/94 

Of'FICE SUitKAME OA fE ll Of'FICE SUitKAME OA TE II OFFICE 

: : :: : : :!: : : :: : : 

DATE 

0 lJ.S.GOV€RN<.<ENf PllCNTU<COFFCCE 1991-SI~TIC 

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



------------------

/''"'4 DEPARTMENT OF HEALTH & HUMAN SERVICES 

t,:::.::ft 
Public Health Service 

Memorandum 
Date 

·rom REVIEWER(S) - NAME(S) 

Subject SlO(k) NOTIFICATION 

To THE RECORD 

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

(A) 

(B) 

~ 
(D) 

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.) 

Additional Comments: 

Is this device subject to Postmarket Surveillance? Yes 0 
This SlO(k) contains: (check appropriate box(es)) 

[] A SlO(k) summary of safety and effectiveness, or 

[] A SlO(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 
g 90 days 

REVIEW: 

FINAL REVIEW: 
(DIVISION DIRECTOR) 

*DOES NOT APPLY TO ANY "SE" DECISIONS 

Predicate Product Code w/panel 
and class: 

Additional Product Code(s) 
w/Panel (optional): 

BRANCH CODE 

(DATE) 

Revised 11/18/91 
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SlO(k) "SUBSTANTIAL EQUIVALENCE" 
DECISION-MAKING PROCESS (DETAILED) 

N.:w Dcvk>c 1o Compoond t.o 
Marl<d.ed Dcvk>c" 

Q) I No ,....., .... ~_..,.......,. Yeo @ 
Does tktr Dcvk>c Haft Sam<: - ~de. -- 1 

IAdlcadoa St.taaallc? Effect (Ill Deddlac, May l "Not Substantially 

I 
Coasldu Impact oaSafcty and Equivalent• 

yes ECfectlvcaes&)?•• Dct.:nnlnalioo 

Dcscrlptin ln!onuatiotl 
about N.:w or Mui<dcd 

D<:vke Requested 

.......................... . IN• ·~ ..... HqN~-1 
Usc: and May be: "Sabltaadally l.Dtcndcd UK 

Equivalent" 

• 

as N<:cdcd 

G[ ® (0 
Does Nc:w Dev1cc: Have Same: No 
Technolo&bl Oaanctert&dcs, ----
e.g., Dc:slp. Materials, etc • ."! 

Could t.b<: New yes 
Cl&aradcrUtlcs 
Mf ec:t Sat cty 

or ECf ectlvaacss? 

-----~~No 
No Arc the DcscrlpCin 
~ Charactcristlcs Precise EDocagh • 

(j) !Yes 

10 
to FAasuR ~:alatcc? 

No Arc P<:rfonaance Data Avallabk 
~ to Assess Equivalence?••• 

1 Yes 

Performance 
Data 

Required 

L Pcrfonnancc:Data.~onstn.tc_:o-0-----• 0 ••----0 
Equh·alcncc? Yes I 

I No 

To@ "Substantially Equivalent• 
Dctcnnlnatlon 

Yes 

Do th<: tktr Olaractulstl<s Yes 
R.a1sc New Types of Safety or-

ECf«ttvcaa:s Questioas?•• J 
Do~~.t~Mo>OO 
Exist for Asscsslll& Etfec:tc of 

t.b<: N.:w Olaractuistlcs? No 

@ lYes 

Arc P.:rformancc Data Available No 
to Assess Effects of N<:w l 

Charact.:ristlcs?• • • 

Yes 

510(k) submissions compare new devices to marketed devices. FDA requests additional information if t~ relationship 
between marketed and "predicate• (pre-Amendments or reclC&SSified post-Amendments) devices is ul\cleac. . · -· ....... . 

• • This decision is normally based on descriptive information alone. but limited testing inforll!atiot\ is sometimes required. 

• • • Data may be in the 510(k), other 510(k)s, the Center's classifieation files, or the literature. 

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



MEMORANDUM 

DATE: 07/27/94 

FROM: Microbiologist (HFZ-470) 

SUBJECT: Avanti111 "Thick Condom" 

To: The Record - K922688/B 

FOOD AND DRUG ADMINISTRATION 
CENTER FOR DEVICES AND 
RADIOLOGICAL HEALTH 

OFFICE OF DEVICE EVALUATION 

In this amendment, the sponsor, Apex Medical Technologies, Inc., has provided 
the following information requested in our letter dated: March 8, 1994. 

1 

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

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



Recommendation: 

Additional information is necesary in order to complete the file. 

Chief, OGDB 
Colin M. Pollard 

Date: 

5 

~ 
I I Concur 

I I Do not concur 

(b) (4)
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DIVISION OF REPRODUCTIVE, ABDOMINAL, EAR, NOSE AND THROAT 
AND RADIOLOGICAL DEVICES 

MEMORANDUM OF TELEPHONE CONVERSATION 

BETWEEN: Mr. J. Michael Kuchinski Date: 07/25/94 

AND: Ms. Phyliss Barber 

TITLE: Vice President 

COMPANY: London International. U.S. Holdings 

PHONE NUMBER: ..l...:(8!:!.,1'-"3!.-l.)----"<!...36~4~-;,...!,7..=1""-59:!.-__________________ _ 

FAX NUMBER: 
(if applicable) 

DOCUMENT NUMBER: ~K~92~2~6~8~8~/~B ____________________________________ __ 
(if applicable) 

Original to: K922688 
Copy to: ~K~9 3:::..!2:..l!2::..;;l4~5------

Chron 
SLJ/RRG 11/20/92 Rev. 3/30/94 

(b) (4)
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DIVISION OF REPRODUCTIVE, ABDOMINAL, EAR, NOSE AND THROAT 
AND RADIOLOGICAL DEVICES 

MEMORANDUM OF TELEPHONE CONVERSATION 

BETWEEN: J. Michael Kuchinski CHFZ-470) 
David Lytle (HFZ-112) 

Date: June 6. 1994 

AND: Jerry Nelson and Timm Dunn 

TITLE: 

COMPANY: Nelson Laboratories. Inc 

PHONE NUMBER: (801) 272-5353 

FAX NUMBER: 
(if applicable) 

DOCUMENT NUMBER: ~K~92~2~6~8~8~1Aa_ ________________________________________ _ 
(if applicable) 

SUMMARY: 

(b) (4)
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Original to: File K922688/B 
Copy to: ~C~h~ro~n~-----------

Signed:Q61-LC20~ 

SLJ/RRG 11/20/92 Rev. 3/30/94 

(b) (4)
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(b) (4)
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I N T E R 0 F F I C E 

TO: John M. Kuchinski 

cc: c. David Lytle 
cc: w. Howard Cyr 

subject: Avanti Condom 

MEMO: 

Date: 
From: 
To: 

CC: 
CC: 

May 23, 1994 
Bruce A. Herman 
John M. Kuchinski 

c. David Lytle 
w. Howard cyr 

MEMORANDUM 

Date: 
From: 

Dept: 
Tel No: 

( JMK ) 

( COL ) 
( HWC ) 

(HWC) 

(BAH) 
(JMK) 

(COL) 

23-May-1994 11:47am EDT 
Bruce A. Herman 
BAH 
OST-DPS 
443-6113 

443-6113 

Subject: K922688/B Avanti Thick Condom 
(b) (4)
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I N T E R 0 F F I C E 

TO: John M. Kuchinski 

MEMORANDUM 

Date: 
From: 

Dept: 
Tel No: 

( JMK 

18-May-1994 09:33am EDT 
c. David Lytle 
COL 
OST-DLS 
443-7184 

cc: Bruce A. Herman ( BAH ) 
cc: Mary Elizabeth Jacobs 
cc: Melvin E. Stratmeyer 

( 
( 

MEJ ) 
MES ) 

Subject: Review of K922688/B 

3cJ 

(b) (4)
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(b) (4)
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ODE/DRAERD 
REQUEST FOR CONSULTATION 

FROM: J. Michael Kuchinski TO: Richard Kotz 

THROUGH: Colin M. Pollard UufS'\t~~<-{ THROUGH: Harry Bushar, Ph.D. 

510(K) NO. ~K~9~2~2~6~8~8/~B~---------- Manufacturer: Apex Medical Tech. 

DEVICE: Avanti~ Thick Condom 

DESIRED COMPLETION DATE: ~J~u~n~e~1u,~1~9~9~3~o~r~A~S~A~P~--------------------------

0 NEW SUBMISSION 
0 MODIFIED PROTOCOL 
0 NEW MATERIALS 
0 MODIFIED MANUFACTURING 

0 ENGINEERING REVIEW 
0 STERILITY REVIEW 
0 CLINICAL REVIEW 
0 LABELING REVIEW 

REASON FOR REQUEST 

[X]RESPONSE TO DEFICIENCY LETTER 
0 MODIFIED DESIGN 
0 LABELING 
0 OTHER 

TYPE OF REQUEST 

0 MATERIALS REVIEW 
0 TOXICOLOGY REVIEW 
[X]STATISTICAL REVIEW 
0 OTHER REVIEW 

/ 

COMMENTS/SPECIAL INSTRUCTIONS 

DATE 

(b) (4)
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ODE/DRAERD 
REQUEST FOR CONSULTATION 

FROM: J. Michael Kuchinski TO: David Lytle, Ph.D. 

THROUGH: Colin M. Pollard ~f~Mq~ THROUGH: 

510(K) NO. ~K~9~2~2~6~88~/~B~---------- Manufacturer: Apex Medical Tech. 

DEVICE: AvantiW Thick Condom 

DESIRED COMPLETION DATE: ~J~u~n~e~1~·~1~9~9~3~o~r_A~S~A~P--------------------------

D NEW SUBMISSION 
D MODIFIED PROTOCOL 
D NEW MATERIALS 
D MODIFIED MANUFACTURING 

D ENGINEERING REVIEW 
D STERILITY REVIEW 
D CLINICAL REVIEW 
D LABELING REVIEW 

REASON FOR REQUEST 

[X]RESPONSE TO DEFICIENCY LETTER 
0 MODIFIED DESIGN 
D LABELING 
0 OTHER 

TYPE OF REQUEST 

D MATERIALS REVIEW 
0 TOXICOLOGY REVIEW 
0 STATISTICAL REVIEW 
[X]OTHER REVIEW (Permeability Assay) 

COMMENTS/SPECIAL INSTRUCTIONS 

DATE 

(b) (4)
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ODE/DRAERD 
REQUEST FOR CONSULTATION 

FROM: J. Michael Kuchinski TO: Eugene Williams, M.D. 

THROUGH: Colin M. Pollard ~~~~ THROUGH: Lillian Yin, Ph.D. 

510(K) NO. =K=9=22~6=8=8~/~B~--------- Manufacturer: Apex Medical Tech. 

DEVICE: Avanti~ Thick Condom 

DESIRED COMPLETION DATE:J ~~u~n~e~1~·~1~9~9~3~o~r~A~S~A~P~--------------------------

0 NEW SUBMISSION 
0 MODIFIED PROTOCOL 
0 NEW MATERIALS 
0 MODIFIED MANUFACTURING 

0 ENGINEERING REVIEW 
0 STERILITY REVIEW 
[X]CLINICAL REVIEW 
0 LABELING REVIEW 

REASON FOR REQUEST 

[X]RESPONSE TO DEFICIENCY LETTER 
0 MODIFIED DESIGN 
0 LABELING 
0 OTHER 

TYPE OF REQUEST 

0 MATERIALS REVIEW 
0 TOXICOLOGY REVIEW 
0 REVIEW 
0 OTHER REVIEW 

COMMENTS/SPECIAL INSTRUCTIONS 

SIG ORE OF REQUESTER DATE 
B:\ 688/B.CON 

(b) (4)
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ODE/DRAERD 
REQUEST FOR CONSULTATION 

FROM: J. Michael Kuchinski TO: Bruce Herman 

THROUGH: Colin M. Pollard CM5fr"'fqf THROUGH: 

510(K) NO. K922688/B Manufacturer: Apex Medical Tech. 

DEVICE: AvantiW Thick Condom 

DESIRED COMPLETION DATE: ~J~u~n~e~1~,~1~9~9~3~o~r~A~S~A~P~--------------------------

D NEW SUBMISSION 
D MODIFIED PROTOCOL 
D NEW MATERIALS 
D MODIFIED MANUFACTURING 

[X]ENGINEERING REVIEW 
0 STERILITY REVIEW 
0 CLINICAL REVIEW 
D LABELING REVIEW 

REASON FOR REQUEST 

[X]RESPONSE TO DEFICIENCY LETTER 
D MODIFIED DESIGN 
D LABELING 
D OTHER 

TYPE OF REQUEST 

0 MATERIALS REVIEW 
D TOXICOLOGY REVIEW 
0 STATISTICAL REVIEW 
[X]OTHER REVIEW (Permeability Assay) 

COMMENTS/SPECIAL INSTRUCTIONS 

DATE 

(b) (4)
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DEPARTMENT OF HEALTH &.. HUMAN SERVICES 

Ms. Phyliss Barber 
Vice President 
London International Group 
18t9 Main Street, Suite 800 
Sarasota, Florida 34236 

Re: G940041 

MAY 4 1994 

Study on the Feasibility, Acceptability and Safety 
of a Non-Latex (Polyurethane) Male Condom 

Dated: April 1, 1994 
Received: April 4, 1994 

Dear Ms. Barber: 

( 
Public Health Service 

Food and Drug Administration 
1 390 Piccard Drive 
Rockville MD 20850 

The Food and Drug Administration (FDA) has reviewed your investigational 
device exemptions (IDE) application. Your application is conditionally 
approved, and you may begin your investigation, using a revised informed 
consent document which corrects  

 
where you have obtained institutional review board (IRB) approval and 
submitted certification of IRB approval to FDA. Your investigation is limited 
to  

 

This approval is being granted on the condition that, within 45 days from the 
date of this letter, you submit information correcting the following 
deficiencies: 

(b) (4)

(b) (4)

(b) (4)
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Page 2 - Ms. Phyliss Barber 

(b) (4)
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Page 3 - Ms. Phyliss Barber 

This information should be identified as an IDE supplement referencing the IDE 
number above, and must be submitted in triplicate to: 

IDE Document Mail Center (HFZ-401) 
Center for Devices and Radiological Health 
Food and Drug Administration 
1390 Piccard Drive 
Rockville, MD 20850 

(b) (4)

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



( 

Page 4 - Ms. Phyliss Barber 

If you do not provide this information within 45 days from the date of this 
letter, we may take steps to propose withdrawal of approval of your IDE 
application. 

We would like to point out that FDA approval of your IDE application does not 
imply that this investigation will develop sufficient safety and effectiveness 
data to assure a determination of substantial equivalence of a premarket 
notification (510(k)) submission. 

We have enclosed the guidance document entitled "Sponsor Responsibilities for 
a Significant Risk Device Investigation" to help you understand the functions 
and duties of a sponsor. 

If you have any questions, please contact Mr. Colin M. Pollard at 
(301) 594-1180. 

Enclosure 

JIO 

Sincerely yours, 

~~c:{//£~ 
~1 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 
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DEPARTMENT OF HEALTH AND HUKAN SERVICES Public Health Service 

May 04, 1994 

Food and Druq Ad•inistration 
Center for Devices and 
Radiological Health 
Office of Device Evaluation 
Docu•ent Mail Center (HFZ-401) 
1390 Piccard Drive 
Rockville, Maryland 20850 

APEX MEDICAL TECHNOLOGIES, INC. 
10064 MESA RIDGE CT., 

510(k) Number: K922688 
Product: "EXTRA 

SUITE #202 
SAN DIEGO, CA 92121 
ATTN: ALICE A. DEPAUL 

PROTECTION" 
POLYURETHANE 
CONDOM 

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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1 0064 Mesa Ridge Ct. • Suite #202 
San Diego, CA 92121 
(619) 535-0012 • FAX(619) 535-9715 

April19, 1994 

Food and Drug Administration 
Bureau of Medical Devices 
Document Control Center (HFZ - 401) 
1390 Piccard Drive 
Rockville, MD 

Re: 
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This letter is in response to Lillian Ym's letter ofMarch 8, 1994 requesting additional information 
on the above-referenced 510(k) submission. The following information corresponds directly 
with Dr. Ym's questions. 
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(b) (4)
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We consider our intent to market this thicker polyurethane condom confidential 
commercial information, and request that this information be considered as such by the 
FDA. Additionally, some details contained in this letter are confidential in nature. We request 
the removal of the proprietary details of this submission from any potential disclosure under 
the Freedom of Information Act. 

Should you require further information relating to this amendment, please contact me at (619) 
535-0165. 

Sincerely, 

~a~UQ_z 
Alice A. DePaul 
Vice President 

(b) (4)
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6. 

6.2 

Note: 

6.2.1 

6.2.2 

6.2.3 

I SPECrF1CATION 1'\o. 
DATE OF ISSUE 
PREPARED BY 
APPROVED BY 
Stfll£RSEDES 
PAGE 

L 

FOR JNFOR~!!ATION ONLY 

Freedom from Holes and Visual Defects 

Q..VSOP/A/123/1 
24 February 1994 

Mbi» 
2 OF S J --

Refer to QAJSOP/A/132- 'Use of freedom from holes test equipment'. 

125 condoms will be examined for freedom from holes and visual defects. 

Examine the condom for the presence of the following visual defects: 

6.2.2.1 Broken or distorted bead 

6.2.2.2 Foreign matter embedded in the condom. 

6.2.2.3 Lumps of surplus material. 

6.2.24 Bubbles. 

6.2 2 5 Pennanent creases with adhesion of the film. 

6.2.2.6 Thin spots. 

6.2.2.7 Abrasion or other surface damage. 

Record the defects for each condom by placing a tick in the appropriate 
column on the quality control form and record the total number of condoms 
\.vTth riP.fP.M<: 
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SPECIFICATION No. 
DATE OF ISSUE 
PREPARED BY 
APPROVED BY 
SUPERSlWES 
PAGE 

QAJSOP/AJ123/1 l 
24 Febroary 1994 
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3 OF 5 -----

6.2.4 Examine the condom for the presence of visible holes and tears. 

6.2.5 Make a record of any condom having a visible hole or tear by placing a tick 
in the appropriate column on the quality control form. Also note the 
position of the hole. 

6.2.6 If no holes or tears are detected in a condom proceed to 6.2.7, otherwise 
discontinue the test. 

6.2. 7 Take the condom by the bead and load over the plastic holding collar on the 
water-test unit. 

6.2.8 

6.2.9 

6.2.10 

6.2.11 

6.2.12 

Turn the water-test unit around one place usmg the foot pedal. This will 
automatically fill the condom 'With 300 ± 10 ml of water. 

Inspect the condom for hanging holes after at least one minute from the time 
of filling with water. 

Make a record of any condom having a hanging hole by placing a tick in the 
appropriate column on the quality control form and discontinue the test on 
that condom. Also note the position of the hole. 

If no leak is seen remove the condom from the mount and close the open 
end by twistin_g the condom near the bead. 

Dry the outsid.e of the condom using a tissue prior to laying it lengthways 
on the rolling test pad. 

6.2.13 Use one hand to compress the condom and roll it finnly back and forth two 
to three times o~ a sheet of dry blotting paper, ensuring that all of the body 
contacts the paper at least once, and inspect the absorbent paper for water 
marks ind.icaringJeakage. 

6 .2.14 Squeeze the upper section of the condom so that water is forced into the 
shoulder/teat area of the condom then wipe this part of the condom on the 
blotting paper and inspect the absorbent paper for water marks indicating 
leakage. 

6 .2.15 Make a record of any condom having a rolling hole by placing a tick in the 
appropriate column on the quality control form. Also note the position of 
the hole. 
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6.2.16 Record the total number of condoms having visible holes/tears, hanging 
holes or rolling holes on the quality control report. 

FOR INFORMATION ONLY 

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



APPENDIXB 

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data
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DEPARTMENT OF HEALTH & HUMAN SERVICES 

11 1r~1 \ 8 1994 

Mr. Mark McGlothlin Re: 
President 
Apex"Medical Technologies, Inc. 
10064 Mesa Ridge Court 
Suite 202 
San Diego, California 92121 

Dear Mr. McGlothlin: 

MAR 8 1994 

K922688/A 
Avanti 111 "Thick Condom" 
Dated: April 6, 1993 
Received: April 7, 1993 

Public Health Service 

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 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: 

(b) (4)
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Page 2 - Mr. Mark McGlothlin 

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

\ 

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 

(b) (4)
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Page 3 - Mr. Mark McGlothlin 

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 to: 

Food and Drug Administration 
Center for Devices and 

Radiological Health 
1390 Piccard Drive 
Rockville, Maryland 20850 

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 
contact Mr. J. Mike Kuchinski at (301) 594-1180. 
assistance concerning the IDE regulations, please 
Small Manufacturers Assistance at their toll free 
(301) 443-6597. 

of this letter, please 
If you need information or 
contact the Division of 
number (800) 638-2041 or at 

Enclosure 

Sincerely yours, 

l·'->17 ( c~-z u l 
Lillian L. Yin, Ph.D. 
Director, Division of Rep oductive, 

Abdominal, Ear, Nose and Throat, 
and Radiological Devices 

Office of Device Evaluation 
Center for Devices and 

Radiological Health 
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510(K) ROUTE SLIP 

510(k) NUMBER K922688 PANEL OB DIVISION DRAER 

TRADE NAME "EXTRA PROTECTION" POLYURETHANE CONDOM 

COMMON NAME 

PRODUCT CODE 

APPLICANT APEX MEDICAL TECHNOLOGIES, INC. 
SHORT NAME APEXMEDITECH 

CONTACT ALICE A DEPAUL 

BRANCH 

DIVISION ~~~~~~~~~~--------------------------------------
ADDRESS 10064 MESA RIDGE CT., 

SUITE #202 
SAN DIEGO, CA 92121 

PHONE NO. ( ) FAX NO. ( 

MANUFACTURER SCHMID LABORATORIES REGISTRATION NO. 1045600 

DATE ON SUBMISSION 29-MAY-92 DATE DUE TO 510(K) STAFF 

DATE RECEIVED IN ODE 04-JUN-92 DATE DECISION DUE 06-JUL-93 

DECISION DECISION DATE --------

SUPPLEMENTS SUBMITTED RECEIVED DUE POS DUE OUT 

SOOl 06-APR-93 07-APR-93 06-JUL-93 04-MAR-94 

CORRESPONDENCE SENT DUE BACK 

C002 04-MAR-94 03-APR-94 HOLD LETTER 
COOl 03-SEP-92 02-JAN-93 HOLD LETTER 

OTHER 
SUBMISSIONS SUBMITTED RECEIVED DUE POS DUE OUT 

ADD-TO-FILE 09-FEB-94 14-FEB-94 
ADD-TO-FILE 30-SEP-93 06-0CT-93 
ADD-TO-FILE 20-0CT-93 28-0CT-93 
ADD-TO-FILE 25-JAN-94 02-FEB-94 
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Mr. Mark McGlothlin Re: 
President 
Apex Medical Technologies, Inc. 
10064 Mesa Ridge Court 
Suite 202 
San Diego, California 92121 

Dear Mr. McGlothlin: 

K922688/A 
Avanti111 "Thick Condom" 
Dated: April 6, 1993 
Received: April 7, 1993 

We have reviewed your Section SlO(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 additional information: 

(b) (4)
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Page 2 - Mr. Mark McGlothlin 

We believe that this information is necessary for use 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 

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

Page 3 - Mr. Mark McGlothlin 

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 to: 

Food and Drug Administration 
Center for Devices and 

Radiological Health 
1390 Piccard Drive 
Rockville, Maryland 20850 

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. 

of this letter, please If you have any questions concerning the contents 
contact Mr. J. Mike Kuchinski at (301) 594-1180. 
assistance concerning the IDE regulations, please 
Small Manufacturers Assistance at their toll free 
(301) 443-6597. 

If you need information or 
contact the Division of 
number (800) 638-2041 or at 

rtJcUJ<S~ 
cc: HFZ-401 

HFZ-404 510(k) Staff 
HFZ-470 DRAERD 
D.O. 

Sincerely yours, 

Lillian L. 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 

Draft:BAStuart:JMK:3-2-94:Disk#l A:\K922688A 

~0~~ 

[JUJW 

Final:BAStuart:3-3-94 

SURNAME OATE OFFICE DATE 

0 U.S.GOVEANMEI<T PAINTING OFFICE 1991·51!1-rTI 
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/''~ DEPARTMENT OF HEALTH & HUMAN SERVICES 

t~? 
Public Health Service 

...,.+,.lt..t•.,dta~ 

Date 

From 

Subject 

To 

Memorandum 

REVIEWER(S) - NAME(S) 

510(k) NOTIFICATION 
I 

THE RECORD E)(f'B> I TEl> R.EVtEtJ 
It is my recommend'ation that the subject 510(k) Notification: 

(A) 

---(B) 

Is substantially equivalent to marketed devices. 

h) 
Requires premarket approval. NOT substantially 
equivalent to marketed devices. 

---='--- Requires more data. 

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

Additional Comments: 

Is this device subject to Postmarket Surveillance? 

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

Yes 0 

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

D A 510(k) statement that safety and effectiveness information 
will be made available 

D 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 
90 days 

REVIEW: 

Predicate Product Code w/panel 
and class: 

Additional Product Code(s) 
w/Panel (optional): 

BRANCH CODE (DATE) 

L-1\*fOES NOT APPLY TO ANY "SE" DECISIONS Revised 11/18/91 
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.,. 

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

' 01 0 <[ 
'-),\:~'i+t--~-~~~':s' ·j .............. , 

I 
Coaslder pact H Wcty 'iJ ·· Equlvakat" 

yes Elfedlvmesa)?•• Ddcnnlnatioa 

Descriptive Wonuatloa. 
about New or Marketed 

DcYfcc Requuted 

.............. _......... IN• ............ N··-1 
Use MCI MaJ be "S4abltaatlally latmded Use 

Eqalnkut" 

• 

as Needed 

01 
Docs New Dericc Have s.me No Could the New yes 

Tecluaologlal a.an.ctcristks, Cbanlderlltks 
e.g., Design, Materials, etc.? Affect Wcty 

(!) I Yes ----or Elf---'ccdl ;:"' 

No ~tbeDcscripUve 

~ 
CharadutsU<s Precise Eaough ' 

to Easare EqulYlllcncc? 

@ Yes 

No 

l 
Are Pcrfonuance Data Available 

to Assus Equlvalmce?••• 

Yes 

Pcrfonnancc 
Data 

Required 

Do the New Charackrlstfcs Yes 
llalsc New Types of Wcty or -

Elfccdvmess QuesUoas?•• j 
~~~t~--
Exlst for AslcssiD& Etfec:ts of 

the New Characteristics? No 

@ lYes 

~ Perfonallll« Data Available No 
to Assess Effects of New l 

O.aractcristlcs? • •• 

Yes 

Performance 
Data 

Required 

L PcrformanceDataDanoMrat~~o-----· 0 ••----0 -----2naU« Data ~oMme J 
Equlnknce'! yes l 

[No 

• Substantially Equlvalmt • 
Dctcnnlnation 

Yes Equivalence? l No ~· 

ToG) 

510{k) submissions compare new devices to marketed devices. FDA requests additional information if t~ relations~p 
between marketed and "predicate" {pre-Amendments or reclassified post-Amendments) devices is uru:lcat~ 

... . ot:., 

• • This decision is normally based on descriptive information alone. but limited testing infonl!atioti is sometimes required. 

••• Data may be in the 510(k), other 510{k)s, the Center's classification files, or the literature. 

·. 
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K922688/A 

Reviewer: J. Michael Kuchinski 
Microbiologist 

Division/Branch: DRAERD/ADOU/OGDB 
(HFZ-470) 

Proprietary Trade Name: Avanti111 "Thick Condom" 

Classification Name: Condom, Polyurethane Condom, 21 CFR §884.5300 

Common Name: Polyurethane Condom 

Product to which compared: Apex Polyurethane Condom, K902936 

Applicant: Apex Medical Technologies, Inc. 
10064 Mesa Ridge Court 
Suite 202 
San Diego, California 92121 

PRODUCT DESCRIPTION 

Contact: Ms. Alice DePaul 
Vice President 

Phone: (619) 535-0012 

It is the intention of the manufacturer, Apex Medical Technologies, Inc., to 
market a new device, Avanti111 "Thick Condom". The Avanti 111 "Thick Condom" is male 
prophylactic condom made from polyurethane material. The device is to be 
introduced into commercial distribution through agreement with London 
International Group, plc, (parent company of Schmid Laboratories division of 
London International U.S. Holdings, Inc.). Initial location of the manufacturing 
site is to be Cambridge, ENGLAND, with subsequent manufacturing to be located in 
Anderson, South Carolina. 

PREDICATE DEVICE and COMPARISON 

The applicant has identified that this device is equivalent to the Apex Medical 
Technologies Avanti 111 polyurethane condom found substantially equivalent, 
March 6, 1991, under K902936/A. The applicant also claims equivalence to latex 
condoms, specifically, the Lifestyles 111 Extra Strength Condoms (Ansell) and to 
Trojan-Enz 111 with Special Receptacle End (Carter-Wallace). 

The device is a condom identified by the applicant as being identical in all but 
two aspects from that of the "standard thickness Avanti 111 polyurethane condom" 
(identified in preceding paragraph.). The differences include: 

• The nominal single wall thickness specification of the "Avanti111 Extra 
Protection Condoms" is 0.045 mm compared to 0.03 mm for the "standard 
thickness polyurethane condom". This increase in thickness is manifest 
in increases in some physical characteristic. 

• The labeling has changed (from the original submission) to identify the 
condom as "Thick Condom" rather than "Extra Protection". 

INTENDED USE 

This device intended use is identified as being for contraception and 
prevention of transmission of STDs. 
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DEVICE DESCRIPTION 

The device is compared to both the AvantiN (standard thickness) condom and to 
a natural rubber latex condom. A comparison table is presented on page 2 and 
provides a description of the device. The AvantiN "Thick Condom" is 
identified as having the following physical characteristics and dimensions: 

AvantiN AvantiN Latex 
"Thick" Standard 

Thickness (mm) 0.045-0.050 0.035-0.040 0.060 
Width (flat) * 62-65 (rim 52mm) 62-65 (rim 52mm) 52 
Peak Load (N) (Min Spec) 100 80 34 
Tensile Strength (MPa) 

Min. Specification 55 55 17 
Burst Pressure (kPa) 

Min. Specification 4.0 3.5 1.0 
Burst Volume (L) 12.1 +/- 2.19 36.6 +/- 2.3 

Min. Specification 9 7 15 
Elongation (%) 564 +/- 3 783 +/- 27 

Min. Specification 500 500 650 
Tear Resistance (N/mm) 86.3 +/- 8.6 58.1 +/- 1.1 

* Note the flat width of the sheath portion of the AvantiN condom at 
62-65 mm and the rim at 52 mm. 

Comparison to the Standard Thickness Polyurethane Condom: 

In our September 2, 1992, letter, questions extracted from the guidance for 
non-latex condoms were presented to the applicant. The overall request for 
information was modified so to allow for the applicant to certify that the 
certain device parameters (e.g., manufacturing change, material change, 
supplier change, etc.) had not changed from the device found SE under the 
510K K902936/A, the standard thickness polyurethane condom. See Attachment I 
to this review for parameters where the applicant has provided certification 
(indicated by the *) that specification or device parameters have not 
changed. Also, where there is no certification the Attachment includes a 
brief description of differences. 

The application includes comparative data from tensile strength testing and 
air burst testing comparing the "Extra Protection" Polyurethane Condom to the 
Standard Thickness Polyurethane Condom and to 2 latex condoms, "Trojan-Enz" 
and "Lifestyles Extra Strength". The following data has been presented: 

Thickness Peak Tensile Burst 
(mm) Load Strength Pressure 

(N) (MPa) (kPa) 

Extra Protection Condom 0.042-0.045 110.9 61.0 5.5 
Standard Polyurethane Condom 0.028-0.035 86.1 60.8 3.88 
Trojan-Enz 0.058-0.061 47.5 20.32 l. 34 
Extra Strength Lifestyles 0.082-0.105 105.23 25.08 1.72 
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Chemistry: 

Miin-Rong Tsai, Ph.D. has been consulted regarding the chemistry of this 
condom and he is satisfied that there is no detectable residual solvent as 
evidenced by the report from Truesdail Laboratories. 

Quality Assurance: 

Bruce Herman's review of the Avanti111 "Thick Condom" indicates that the 
application did not provide data from the water leakage tests conducted on 
the final product. 

His comments are accurate, in that the applicant has not provided data, 
however, ODE has never required a SlO(k) applicant to validate his water 
leakage test. The applicant has identified that the final device will 
undergo water leakage testing as final product release criteria to an AQL of 
0.04. Also, test data from a water leakage test does not have much relevance 
since the leakage test is not a 100% test and only a statistical means of 
determining the acceptability of a lot. Also, the applicant has stipulated 
that the release of condom lots is at the 0.04 level. (Same as the latex 
condom AQL.) 

Further, Don Marlow has commented on the QA for this condom and has accepted 
the data provided without comment. Dr. Herman's other question, a 
description of the final product release test is a valid request. 

Clinical Slippage and Breakage: 

Slippage and breakage of the Avanti111 compared to natural latex condoms were 
studied in a non-significant risk device investigation (participating couples 
purported not at risk of pregnancy (alternative contraceptive used) or at 
risk of contracting an STD). Each couple was supplied with either three (3) 
Avanti 111 or 3 latex condoms and then were crossed over to use the other type. 
A total of 186 couples used latex condoms (474 condoms) and 199 couples used 
the Avanti111 condom (494 condoms) but only 49 couples used both types. 
Statistical consultation was requested, January 24, 1994 and Richard Kotz 
provided his review (attached) and made the following observations: 

LABELING 

• the sample size for the clinical investigation must be justified in 
regard to pooling the data by showing that there is no significant 
difference between the demographic variables for the two groups; 
and, 

• clinical consultation is necessary for the assumptions - breakage 
level at 5% and the acceptable clinical difference at 5%. (Richard 
thinks these are high.) The applicant should be asked for 
justification for these assumptions. 

The applicant has removed claims alluding to "Allergy Free" or 
hypoallergenic, BUT has included the term "Non-allergenic". 

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



The applicant should be advised of FDA's April 8, 1993 request for uniform 
labeling for condoms and the labeling should be revised to reflect the 
request. 

The labeling makes a number of claims regarding the strength of the device, 
such as: 

• 

• 

• 
• 
• 
• 
• 
• 

• 

" ... twice as strong as latex." 
"Twice as strong as the best selling condom", etc. 

As can be seen above, the AvantiN Thick condom is stronger (as shown by 
peak load, tensile strength and burst pressure) than the Lifestyles 
Extra Strength condom. 

YES NO 
Is the device life-supporting 

or life sustaining? .JL 
Is the device implanted (short-term 

or long-term)? .JL 
Does the device design use software? .JL 
Is the device sterile? .JL 
Is the device single use? .JL 
Is the device home use? .JL 
Is the device for prescription? .JL 
Does the device contain a drug 

or biological product as a component? .JL 
Is this device a kit? .JL 

Recommendation: 

The following information will need to be requested from the applicant. 
These questions are not new, but have been raised during the review of the 
amended application material. 

Permeability Testing 

1. Review of the in-vitro permeability studies conducted on the AvantiN 
"Thick Condom" by Nelson Laboratories has raised additional questions. 
Therefore, provide additional information on the experimental conditions 
from the in-vitro permeability studies, specifically, identify the 
dimensions of the condoms under pressure or identify the size of the 
restrainer. Also, provide the reason for the apparent difference in the 
volumes of challenge buffer added to each condom type and explain the 
differences in the volumes of challenge buffer added from one condom to 
another of the same type during the experiment. 

2. Provide virus spike data for all condoms (both polyurethane types and 
the latex control) used in this test. In addition, the reported results 
indicate an approximate 50% loss of virus for either condom type, 
therefore, provide an explanation of this occurrence. Also, identify if 
the challenge virus titer remain at the stated levels for the 30 or 60 
minute experiment. 
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Quality Assurance 

3. Provide a detailed description of the test procedure identified as 
"Freedom from Holes" (BS 6001 Part 1; 1991) used to establish the 
quality of each condom lot or batch. 

Labeling 

4. In an April 8, 1993, letter to condom manufacturers (copy enclosed), FDA 
has requested that both sides of each individual condom package and the 
principal display panel of the outer box include the statement, "If used 
properly, latex condoms will help to reduce the risk of transmission of 
HIV infection (AIDS) and many other sexually transmitted diseases." This 
statement should be revised for your material and must be included on 
any package insert. 

Slippage and Breakage 

5. Provide justification for pooling the data submitted for the clinical 
investigation (breakage and slippage rates), by showing that there is no 
statistical difference between the demographic variables for the two 
groups. Also, provide justification for the statistical assumptions; 
breakage level at 5% and the acceptable clinical difference at 5%. 

Clinical Performance 

6. Please be advised that for all non-latex condoms, i.e., polyurethane or 
synthetic rubber, etc., FDA now requires clinical data demonstrating the 
contraceptive effectiveness. For SlO(k)s already submitted, this 
requirement will be imposed via a post market study. However, before 
FDA will find your device to be substantially equivalent, you must 
present an acceptable post market clinical study plan. 

The clinical study plan should be submitted as a clinical protocol. 
Your protocol must include a clearly stated hypothesis with well-defined 
endpoints. The protocol must identify the nature of the control (male 
latex condoms), an appropriate study population and a clinically 
reasonable, multicenter, randomized protocol. Sample size calculations 
must include acceptable Type I and Type II error rates and identify an 
acceptable clinical difference in contraceptive rates between the 
control and experimental condoms. Proposed statistical methodology for 
analyzing the data should also be provided. 

The clinical study plan must include estimated time frames for 
initiating the study, collecting post market contraception data and for 
submitting study results. 

I I Concur 
Chief, ObiGyn Branch Date: 

I I Do Not Concur 

Comments: 
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Attachment I - K922688/A 

The following questions were put to the applicant by letter dated, September 
2, 1992, and were extracted from the guidance for non-latex condoms. 
Questions were modified so to allow for the applicant to certify that certain 
device parameters (e.g., manufacturing change, material change, supplier 
change, etc.) have not been changed from the device found SE under the SlOK 
K902936/A, the standard thickness polyurethane condom. The applicant has 
provided certification (indicated by the *) for some of the device parameters 
or has provided the response indicated. 

1. Device Comparison 

OK Compare your device, in tabular form, to a legally marketed device. This 
comparison should include, but should not be limited to, the intended use, 
material composition, device design, biocompatibility, dimensions, 
manufacturing process, physical specification, e.g., tensile strength, 
elongation, force at break, etc. 

(See application page 2.) 

2. General Information 

* a. Provide a detailed description of the test procedures used by the 
manufacturer to establish the quality of each condom lot of batch. 
Additionally, identify when quality control tests are conducted during 
the manufacturing process. 

b. Provide copies of labels, labeling and advertisements sufficient to 
describe the device directions for use. In addition, please be advised 
that statements that refer to qualitative properties of the device, 
i.e., "Clear and Sensitive", "Natural Feeling", and "No Odor", will need 
to be substantiated with data or must be deleted from the labeling. 

(See Appendix B.) 

3. Materials 

* 

* 

* 

a. Provide evidence that the raw materials specification (chemical and 
physical) and material suppliers are identical to those used for the 
standard thickness polyurethane condom, or provide a detailed 
description of the materials which should include: 

1. 

2. 

3. 

4. 

molar ratio of component monomers for fabricating the material; 

specification for the raw materials and a description of the 
quality control testing performed; 

chemical composition and physical specifications of the material 
including molecular weight and molecular weight distribution; and 

quantities of residual monomers and additives. 
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4. Manufacturing 

OK 

* 
* 

OK 

OK

* 
OK

*

(b) (4)
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* 

OK 

5. Material Toxicity 

* 

OK 

* 

5. Finished Product 

OK a. 

OK b. 

Provide the device physical specifications including the length, width, 
thickness and mass. 

See Review Section 2. Device Description (above) for description of 
the physical specifications for the AvantiN Thick Condom. (See 
application Appendix G.) 

Provide data from the following mechanical tests conducted on the final 
product: 

1. 

2. 

3. 

4. 

See Review Section 2. Device Description (above) for data for the 
following physical specifications derived from mechanical tests for 
the AvantiN Thick Condom. (See application Appendix G.) 

elongation; 

tear resistance and propagation; 

air bust volume; 

water leakage. 

(b) (4)

(b) (4)
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OK 

6. Quality Assurance 

* 

* 

* 

* 

* 

7. Packaging 

* Provide a description of the package material specification if different from 
that used for the standard thickness polyurethane condom. 

8. Shelf-Life 

* Provide real-time and accelerated data to substantiate the shelf-life of the 
device, including an analysis for chemical degradation and mechanical 
properties over time under ideal conditions of temperature and humidity. The 
data should include a statistically valid sample size. 

(b) (4)

(b) (4)
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9. Permeability 

Provide data from the in-vitro permeability studies to demonstrate the 
barrier properties of the condom with respect to sexually transmitted 
diseases (STDs) of appropriate size and that test the device under conditions 
that simulate actual use. 

(See Appendix H. and Dr. Lytle's review.) 

10. Clinical Data 

Provide the results from a clinical study with a statistically valid sample 
size, to demonstrate the performance of the devices during use. This should 
include the breakage rate of the condoms during use, the slippage rate of the 
condoms during use and any adverse reactions experienced by study subjects. 
Also, provide clinical data to substantiate the claim "Extra Protection". 

(See Appendix C. and statistical review.) 

Please be advised that FDA will not permit any claims, explicit or implied, that 
your condom is "Allergy Free" or hypoallergenic. 

Labeling has been revised deleting reference to "allergy free and 
"hypoallergenic". 
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DRAERD REVIEWER RECORD E'OR SlO(K)s, IDEs, AND PMA SUPPLEMENTS 

" 
Document Control No. )\'Gt2:J.:Ce8~Principal Revi~wer ~~A)k 

Date Assigned·fk~~~ 
Consulting reviews designated, as appropriate, by Branch Chief and 
lead reviewer, at the beginning of the review 

Specialty Review Needed? 
Yes No 

Reviewer Dates 
Sent .Returned 

Clinical 

Engineering/ 

~ ~ Physics 

Chemistry/ 
Biomaterials • 'fs 

~ 
Biological/ 

~ ~ "ljL:s Sterility 

Toxicology/ 
Biocompatibility L 
Statistics L k'o+ -z..,- ~ 

'ler 

===================================================================== 

II. Medical Officer sign-off to be signed at completion of all 
reviews and final-typed E'DA letter -- Medical Officer 
sign-off is mandatory for documents requiring the Division 
Director's signature. Otherwise, the need for Medical 
Officer sign-off is left to the discretion of the Associate 
Director. 

I have reviewed the file and concluded that: 

the clinical reviewer listed above has conducted an 
appropriate review, or 

the medical aspects of this submission are such that a 
medical review is not required. 

Medical Officer 
'fective date: August 21, 1992 

) 
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mEDit:AL 
TEt:HnDLD&IES. 

1na:. 
1 0064 Mesa Ridge Ct. • Suite #202 
San Diego, CA 92121 
(619) 535-0012 • FAX(619) 535-9715 

February 9, 1994 

Richard Kotz 
Food and Drug Administration 
Bureau of Medical Devices 
Document Control Center (HFZ - 401) 
1390 Piccard Drive 
Rockville, MD 20850 

Facsimile Number: 1-301-594-0050 8 total pages 

. ., '] ."'.··· I ~q J ~ 

FD;\/CDHH/ /DHC 

Re: 51 O(k) K922688, Polyurethane Condom - Information Requested 

Dear Mr. Kotz: 

Per our telephone conversation of January 25, 1994, I am attaching a more detailed user study 
report, written by , which should answer the 
questions you asked. 

Please call me at 1-619-535-0203 if you have any remaining questions, or if you need any 
clarification. 

Sincerely, 

IJ, /t.il, 4~ 
Mark W. McGlothlin 
President 

.c ... _ .. __ 

(b)(4) 
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(b)(4) Test Data
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(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data
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(b)(4) Test Data
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(b)(4) Test Data
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(b)(4) Test Data
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(b)(4) Test Data
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DEPARTMENT OF HEALTH&. HUMAN SERVICES 

Date Pebruary 18, 1994 

From Mathematical Statistician (Richard Katz) HFZ-542 
Statistics Branch, Division of Biometric Sciences, OSB 

Public Health Service 
Food and Drug Administration 

Memorandum 

Subject Statistical Review of 510(k) K922688/A for the Avanti (Polyurethane) 
Condom, Apex Medical Tech Inc. 

To Mike Kuchinski HFZ-470 
Division of Reproductive, Abdominal, Ear, Nose, and Throat and 
Radiological Devices, ODE -+=-
Through: Director, Division of Biometric Sci~~' OSB 
Through: Chief, Statistics Branch, DBS, OSB~~ 

(b)(4) Test Data
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Mike Kuchinski 2 

If you have any questions, please call me at 594-0626. 

Richard Kotz 

cc: Lillian L. Yin, Ph.D. HFZ-470 
Robert R. Gatling HFZ-470 
Colin Pollard HFZ-470 
Medical Device File 
Board File 
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EA-----------------------------~----~~ mEDICAL 
TECHnDLD&IES. 

InC. 

1 0064 Mesa Ridge Ct. • Suite #202 
San Diego, CA 92121 
(619) 535-0012 • FAX (619) 535-9715 

January 25, 1994 

Colin Pollard 
Food and Drug Administration 
Bureau of Medical Devices 
Document Control Center (HFZ - 401) 
1390 Piccard Drive 
Rockville, MD 20850 

Facsimile Number: 1-301-594-2359 3 Pages 

Re: Follow-up to request for expedited review for 510(k) K922688, Polyurethane Condom 

Dear Mr. Pollard: 

Over 90 days has now passed since we made our written request for obtaining an expedited 
review of510(k) K922688, Polyurethane Condom, which you requested of us in our meeting of 
October 19, 1993. We still believe that there can be a significant public health benefit if this 
condom is put into the marketplace quickly, and we would appreciate FDA's cooperation by 
granting this request for expedited review. The basis for this request is contained in my October 
20, 1993 letter to you. For your convenience, I have attached a copy of the original request. 

Thank you in advance for giving this request your serious consideration. Please feel free to call 
me at 1-619-535-0203 if you have any remaining questions. 

Sincerely, 

~t(~A;~ 
Mark W. McGlothlin 
President 

Copies to: Phyliss Barber, LIUSH 
Pamela Stratton, M.D. NICHD 
William Potter, Ph.D., LIG 
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EA-----------------------------------~ mEDICAL 
TEI:HnDLDiiiES. 

1n1:. 

1 0064 Mesa Ridge Ct. • Suite #202 
San Diego, CA 92121 
(619} 535-0012 • FAX(619) 535-9715 

October 20, 1993 

Colin Pollard 
Food and Drug Administration 
Bureau of Medical Devices 
Document Control Center (HFZ - 401) 
1390 Piccard Drive 
Rockville, "MD 20850 

Facsimile Number: 1-301-594-2353 2 Pages 

Re: REQUEST FOR EXPEDITED REVIEW 
510(k) K922688 Polyurethane Condom 

Dear Mr. Pollard: 

As discussed in our meeting of October 19, 1993, please accept this letter as a documented, 
formal request by Apex Medical Technologies, ~nc. to have the above-mentioned 510(k) 
application granted an expedited review. The basis for this request is stated below: 

Criteria 

Per CDRH's Blue Book Memorandum for Expedited Review dated 6/30/93, criteria #4 
provides the basis for this request: Of Specific Health Benefit. 

Supporting Argument 

The availability of condoms in general are in the best interest of public health, since they can 
directly reduce the chances of the spread of the IDV virus. During yesterday's discussion, it 
was apparent that latex condoms were viewed as being safe and effective devices for the 
prevention of the transmission of the IDV virus. We are in agreement with this. It is also 
apparent that condom usage is not as widespread as desired for public health purposes, and 
anything that can be done to increase condom usage should benefit the public health. 
Accordingly, only the polyurethane condom which is the s.Ubject. 'of this expedited review 
combines a higher "load to break" than any currently available latex condom with 
acceptability by condom users greater than that of regular thickness latex condoms. 
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PAGE2 

Furthermore, latex condoms can be severely weakened by users using oil-based lubricants, 
such as petroleum jelly, baby oil, mineral oil, etc., whereas the polyurethane condom under 
review has no such problem. The combination of these advantages may encourage more 
people to use condoms, and likely reduce mv transmission rates to some extent. The 
manufacturing facilities are now in place to begin producing this condom to provide a 
potential timely public health benefit. 

We request that this application for expedited review be given serious consideration. Please 
call if you have any questions, or need further clarification. 

Sincerely, 

4~L;4~ 
Mark W. McGlothlin 
President 

Copies to: Phyliss Barber, LIUSH 
Pamela Stratton, M.D. NICHD 
William Potter, Ph.D., LIG 
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ODE/DRABRD 
REQUEST FOR CONSULTATION 

PROM: J. Michael Kuchinski TO: Richard Kotz 

THROUGH: Colin M. Pollard ~\&>'-~ THROUGH: Harry Bushar 

SlO(K) NO. =K=9=2=2=6=8=8/~A=--------- Sponsor: Apex Medical Tech. Inc. 

DEVICE: Avantf111 "Thick Condom" (Polyurethane) Condom 

DESIRED COMPLETION DATE: ASAP 

0 NEW SUBMISSION 

0 MODIFIED PROTOCOL 

0 NEW MATERIALS 

0 MODIFIED MANUFACTURING 

0 ENGINEERING REVIEW 

0 STERILITY REVIEW 

0 CLINICAL REVIEW 

0 LABELING REVIEW 

REASON FOR REQUEST 

[X)RESPONSE TO DEFICIENCY LETTER 

0 MODIFIED DESIGN 

0 LABELING 

o OTHER Response to a Meeting 

TYPE OP REQUEST 

0 MATERIALS REVIEW 

0 TOXICOLOGY REVIEW 

[X] STATISTICAL REVIEW 

0 OTHER REVIEW 

COMMENTS/SPECIAL INSTRUCTIONS 

(b) (4)
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mEDICAL 
TECHnDLD&IES. 

InC. 
10064 Mesa Ridge Ct. • Suite #202 
San Diego, CA 92121 
(619) 535-0012 • FAX(619) 535-9715 

October 20, 1993 

Colin Pollard 
Food and Drug Administration 
Bureau of Medical Devices 
Document Control Center (HFZ - 401) 
1390 Piccard Drive 
Rockville, MD 20850 

Facsimile Number: 1-301-594-2353 2 Pages 

2 B uc T ~j I 3 y 6 

FDA/CD~H/ODE/DMC 

Re: REQUEST FOR EXPEDITED REVIEW 
510(k) K922688 Polyurethane Condom 

Dear Mr. Pollard: 

As discussed in our meeting of October 19, 1993, please accept this letter as a documented, 
formal request by Apex Medical Technologies, Inc. to have the above-mentioned 510(k) 
application granted an expedited review. The basis for this request is stated below: 

Criteria 

Per CDRH's Blue Book Memorandum for Expedited Review dated 6/30/93, criteria #4 
provides the basis for this request: Of Specific Health Benefit. 

Supporting Argument 

The availability of condoms in general are in the best interest of public health, since they can 
directly reduce the chances of the spread of the HIV virus. During yesterday's discussion, it 
was apparent that latex condoms were viewed as being safe and effective devices for the 
prevention of the transmission of the HIV virus. We are in agreement with this. It is also 
apparent that condom usage is not as widespread as desired for public health purposes, and 
anything that can be done to increase condom usage should benefit the public health. 
Accordingly, only the polyurethane condom which is the subject of this expedited review 
combines a higher "load to break" than any currently available latex condom with 
acceptability by condom users greater than that of regular thickness latex condoins. 

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



PAGE 2 

Furthermore, latex condoms can be severely weakened by users using oil-based lubricants, 
such as petroleum jelly, baby oil, mineral oil, etc., whereas the polyurethane condom under 
review has no such problem. The combination of these advantages may encourage more 
people to use condoms, and likely reduce IllY transmission rates to some extent. The 
manufacturing facilities are now in place to begin producing this condom to provide a 
potential timely public health benefit. 

We request that this application for expedited review be given serious consideration. Please 
call if you have any questions, or need further clarification. 

Sincerely, 

/J;f4AL;4~ 
Mark W. McGlothlin 
President 

Copies to: Phyliss Barber, LIUSH 
Pamela Stratton, M.D. NICHD 
William Potter, Ph.D., LIG 
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1 0064 Mesa Ridge Ct. • Suite #202 
San Diego, CA 92121 
(619) 535-0012 • FAX {619) 535-9715 

October 20, 1993 

Colin Pollard 
Food and Drug Administration 
Bureau of Medical Devices 
Document Control Center (HFZ - 401) 
1390 Piccard Drive 
Rockville, MD 20850 

Facsimile Number: 1-301-594-2353 2 Pages 

Re: REQUEST FOR EXPEDITED REVIEW 
510(k) K922688 Polyurethane Condom 

Dear Mr. Pollard: 

As discussed in our meeting of October 19, 1993, please accept this letter as a documented, 
formal request by Apex Medical Technologies, Inc. to have the above-mentioned 51 O(k) 
application granted an expedited review. The basis for this request is stated below: 

Criteria 

Per CDRHs Blue Book Memorandum for Expedited Review dated 6/30/93, criteria #4 
provides the basis for this request: Of Specific Health Benefit. 

Supporting Argument 

The availability of condoms in general are in the best interest of public health, since they can 
directly reduce the chances of the spread of the IDV virus. During yesterday's discussion, it 
was apparent that latex condoms were viewed as being safe and effective devices for the 
prevention of the transmission of the mv virus. we are in agreement with this. It is also 
apparent that condom usage is not as widespread as desired for public health purposes, and 
anything that can be done to increase condom usage should benefit the public health. 
Accordingly, only the polyurethane condom which is the subject of this expedited review 
combines a higher 11 load to break" than any currently available latex condom with 
acceptability by condom users greater than that of regular thickness latex condoms. 
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Furthermore, latex condoms can be severely weakened by users using oil-based lubricants, 
such as petroleum jelly, baby oil, mineral oil, etc., whereas the polyurethane condom under 
review has no such problem. The combination of these advantages may encourage more 
people to use condoms, and likely reduce IDV transmission rates to some extent. The 
manufacturing facilities are now in place to begin producing this condom to provide a 
potential timely public health benefit. 

We request that this application for expedited review be given serious consideration. Please 
call if you have any questions, or need further clarification. 

Sincerely, 

/J;~L-;4~ 
Mark W. McGlothlin 
President 

Copies to: Phyliss Barber, LIUSH 
Pamela Stratton, M.D. NICHD 
William Potter, Ph.D., LIG 
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DEPARTMENT OF HEALTH &. HUMAN SERVICES Public Health Service 

Memorandum 

Date 24· May 1993 

From Director 
Division of Mechanics and Materials Science HFZ-150 

SubjectReview of K922688 - Avanti Extra Protection Condom 

To Mr J. Michael Kuchinski 
ODE/DRAERD HFZ-470 

Per your request dated 17 May 1993, I have reviewed the document 
submitted by Apex Medical Technologies Inc. dated April 6, 1993 in 
response to the September 2, 1992 letter from Dr. Lillian Yin 
requesting additional information on the subject 510(k) submission. 
I reviewed the material and device specifications described in this 
document in the light of the questions asked in the referenced 
letter. 

1. Device Comparison 

The firm shows on Table 1 that an approximate 25 percent 
increase in strength (force at break) is achieved by a 
proportional increase in the device thickness. There is no 
change in either the tensile stress at failure or ultimate 
elongation of the material. No mechanical/material properties 
of the device have been degraded by this increase in strength. 

2. General Information 

a. Appendix A is a 
sampling plan, 
quality of the 
plan described 

3. Materials 

table which shows the QA tests, including 
for the tests used to assure the lot 
device. This plan is identical to the 
in the predicate application. 

Apex Medical Technologies certifies that the materials in this 
device are identical to those in the predicate device. 

4. Manufacturing 

The firm certifies that all the solvents, compounding 
additives, etc. are identical to those in the predicate 
device. The only changes are in the viscosity of the dipping 
solution and in the dipping profile parameters. In Table 3 
the firm provides data to show that the changes in viscosity 
to not significantly affect the molecular weight of the 
polymer. 
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5. Material Toxicity 

No comment. 

6. Finished Product 

In addition to the information shown in Appendix G, the 
information shown on Table 1, discussed above, is relevant. 
These show that, except for changes which are a direct result 
of the increased thickness, the final characteristics 
(dimensions, tensile strength, etc.) have not changed from the 
predicate product. 

7. Quality Assurance 

The QA procedures for this device are based on water leak 
testing, as was the predicate device. The "standard" AQL of 
0.4% is used as a QA level. 

8. Packaging 

No change from the predicate device. 

9. Shelf Life 

The shelf life for this product will be established in the 
same manner as the predicate device. 

Recommendation: Based on the near identity between this device and 
the predicate device cleared for market under K902936, this device 
should be cleared for market. 
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I N T E R 0 F F I C E 

TO: John M. Kuchinski 

CC: Bruce A. Herman 
CC: w. Howard Cyr 

Subject: K922688a review 

Mike, 

M E M 0 R A N D U M 

Date: 
From: 

Dept: 
Tel No: 

JMK 

BAH 
HWC 

12-May-1993 !0:57am DST 
c. David Lytle 
CDL 
OST-DLS 
443-7184 

Here is my review. I gave you lots of details and a summary that 
should help with the 2 questions to go back to the manufacturer. 

I get the other review done next week. 
Cheers, Dave. 
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Comments on K922688A - Avanti Thick Condom by Apex Medical Tech. 
C.D. Lytle - 5/7/93 

This review covers the in vitro "permeability" studies (Barrie 
Properties) section of the Amendment. 

 

(b) (4)
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SUMMARY: The test data demonstrated that the "thick" PU condom v 
as effective as the latex condom as a barrier to virus penetratic 
if the following questions can be adequately answered: 
1. How much were the pressurized condoms allowed to expand by tt 
restrainers? (Were the dimensions reasonable?) 
2. Was there loss of viability of the challenge virus inside tt 
condom during the test? AND What was the spiking data for tt 
other condom types? (Was the loss of virus viability similar, f 

that the comparison of condom types is valid?) 

(b) (4)
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Memo 

To: 
From: 
Subject: 

Mike Kuchinski, ODE/DRAERD 
Bruce Herman, OST/DPS 
Review of response to letter of September 2, 1992, re 510K K922688A- Apex 
Medical Technologies Avanti "Thick Condom" 

(b) (4)
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ODE/DRAERD 
REQUEST FOR CONSULTATION 

FROM J. Michael Kuchinski TO Bruce Herman 

THROUGH Colin M Pollard ~'t{-11('.> 
MANUFACTURER Apex Medical Tech. 

510(K) NO. ~K~9~2~2~6~8~8A~------------

DEVICE Avanti "Thick Condom" 

DESIRED COMPLETION DATE ~MQa~y~1~7~·~1~9~9~3L--------------------------------

REASON FOR REQUEST 

NEW SUBMISSION [X]RESPONSE TO DEFICIENCY LETTER 

MODIFIED PROTOCOL MODIFIED DESIGN 

NEW MATERIALS LABELING 

MODIFIED MANUFACTURING OTHER 

TYPE OF REQUEST 

ENGINEERING REVIEW MATERIALS REVIEW 

STERILITY REVIEW TOXICOLOGY REVIEW 

CLINICAL REVIEW STATISTICAL REVIEW 

LABELING REVIEW [X]OTHER REVIEW - In-Line QC Barrier 

COMMENTS/SPECIAL INSTRUCTIONS 

Please review and comment on the Company's response to the questions 
raised in our 9/2/92 letter. Any questions, please call at 427-1180 or 
E-Mail to JMK . 

. J. Michael Kuchinski ~\ 

(b) (4)
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ODE/DRAERD 
REQUEST FOR CONSULTATION 

FROM J. Michael Kuchinski TO ~D~o~n~a~l~d~M~a~r~l~o~w~----------------
\ 

THROUGH Colin M Pollardewp~~·Att-v- SlO(K) NO. ~K.::!...9~22~6~8~8~A~------
MANUFACTURER Apex Medical Tech. DEVICE Avanti'IM "Thick Condom" 

DESIRED COMPLETION DATE EM~a~y~1~7J,~1~9~9~3~-------------------------------

REASON FOR REQUEST 

0 NEW SUBMISSION [X]RESPONSE TO DEFICIENCY LETTER 

0 MODIFIED PROTOCOL 0 MODIFIED DESIGN 

0 NEW MATERIALS 0 LABELING 

0 MODIFIED MANUFACTURING 0 OTHER 

TYPE OF REQUEST 

0 ENGINEERING REVIEW (X]MATERIALS REVIEW 

0 STERILITY REVIEW 0 TOXICOLOGY REVIEW 

~ CLINICAL REVIEW 0 STATISTICAL REVIEW 

0 LABELING REVIEW 0 OTHER REVIEW 

COMMENTS/SPECIAL INSTRUCTIONS 

Please review and comment on the Company's response to the questions 
raised in our 9/2/92 letter. Any questions, please call at 427-1180 or 
E-Mail to JMK. 

J. Michael Kuchinski"\~~ 

(b) (4)
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ODE/DRAERD 
REQUEST FOR CONSULTATION 

FROM J. Michael Kuchinski TO ~D~a~v~i~dL2L~v~t~l~e~----------------

THROUGH Colin M Pollard ~~~)h~ SlO(K) NO. ~K~9~22~6~8~8~A~----------

MANUFACTURER Apex Medical Tech. DEVICE AvantiTM "Thick Condom" 

DESIRED COMPLETION DATE ~M~a~y~1~7~·~1~9~9~3~------------------------------

D NEW SUBMISSION 

D MODIFIED PROTOCOL 

D NEW MATERIALS 

D MODIFIED MANUFACTURING 

D ENGINEERING REVIEW 

D STERILITY REVIEW 

D CLINICAL REVIEW 

D LABELING REVIEW 

REASON FOR REQUEST 

[X]RESPONSE TO DEFICIENCY LETTER 

D MODIFIED DESIGN 

D LABELING 

D OTHER 

TYPE OF REQUEST 

D MATERIALS REVIEW 

D TOXICOLOGY REVIEW 

D STATISTICAL REVIEW 

[X]OTHER REVIEW - Barrier 
Properties 

COMMENTS/SPECIAL INSTRUCTIONS 

Please review and comment on the Company's response to the questions 
raised in our 9/2/92 letter. Any questions, please call at 427-1180 or 
E-Mail to JMK. 

J. Michael Kuchinski 

(b) (4)
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'1!!PARTHENT OF HEALTH AND DUMAN SERVICES 

APRIL 9, 1993 

APEX MEDICAL TECHNOLOGIES, 
ATTN: ALICE A. DEPAUL 
10064 MESA RIDGE COURT 
SUITE 202 
SAN DIEGO, CA 92121 

INC. 510(k) Number: 
Received: 
Product: 

Public Health Service 

Food and Dru9 Adainiatration 
Center for Device• and 
Radiolo9ical Health 
Office of Device Bvaluation 
Docuaent Mail center (BFZ-~01) 
1390 Piccard Drive 
Rockville, Maryland 20150 

K922688 
04-07-93 
"EXTRA PROTECTION" 
POLYURETHANE CONDOM 

The additional information you have submitted has been received. 

Ye 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. 
\ecause of equipment and personnel limitations we cannot accept telefaxed 
aterial 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 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 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) 427-1190. 

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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EA-------------------------------------~ mEDICAL 
TEt:HnDLDiiiES. 

1nc. 
1 0064 Mesa Ridge Ct. • Suite #202 
San Diego, CA 92121 
(619) 535-0012 • FAX (619) 535-9715 

April 6, 1993 

Food and Drug Administration 
Bureau of Medical Devices 
Document Control Center (HFZ- 401) 
1390 Piccard Drive 
Rockville, MD 20850 

Re: K9226888 
Avanti TM "Thick Condom" 
(Replacing A vanti ™ Extra Protection Condom) 

Dear Sirs/Madam: 

'!7:' ' ! 
:;10 

t •• !:l 
c,..o..J 

l!_., .. ,,,;!', ..... .;. _ .... 

-- rn 
v->O 

This letter is in response to Lillian Yin's letter of September 2, 1992 requesting additional 
information on the above-referenced 510(k) submission. In light of changes made to our 
labeling, we have changed our reference for this condom from Avanti 1M Extra Protection 
Condom to Avanti 1M Thick Condom. All information contained herein will no longer attempt 
to justify the label copy claim of "Extra Protection.'' This condom will simply be a condom 
which is thicker than the standard thickness condom cleared under premarket notification 
K902936/A. 

The following information corresponds directly with your questions in your letter of 
September 2, 1992. 
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1. Device Comparison 
Table 1: Device CQmparison Table 

Property Thick PU Condom Standard PU Natural Rubber Latex Condom 
Condom (ISO - 4074 standard) 

Intended Use Contraception and Contraception and Contraception and STD 
STD Prevention STD Prevention Prevention 

Material Polyurethane Polyurethane Natural Latex Rubber 
Composition 

Device Design Standard Male Standard Male Standard Male Condom design, 
Condom design, Condom design, lubricated and rolled with 
lubricated and lubricated and reservoir tip. 
rolled with rolled with 
reservoir tip. reservoir tip. 

Biocompatibility Excellent, all Excellent, all High degree of variability, 
performed tests performed tests depending upon raw material 
indicate indicate source and method of 
acceptability. acceptability. manufacture. 

Dimensions (mm) 

Wall Thickness .045-.050 .035-.040 approx .060 

Length 170-185 170-185 approx. 180 

Lay-Flat Width 62-65/52 62-65/52 approx 52/52 
body/ring 

Manufacturing dip molded process, dip molded dip molded process, emulsion 
Process solvent based process, solvent based. 

based 

Physical Specs 

Tensile 
Strength (MPa) Min. 55 Min. 55 17 (minimum) 

Ult. Elong. (%) Min. 500 Min. 500 650 (minimum) 
Force at Break 
(newtons) Min. 100 Min. 80 34 (minimum) 
Air Burst 
Pressure (KPa) Min. 4.0 Min. 3.5 1.0 (minimum) 
Air Burst 
Volume (liters) Min. 9 Min 7 15 (minimum) 

2 
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2. General Information 

a. The quality plan in Appendix A provides a detailed description of the test procedures 
used by the manufacturer to establish the quality of each condom lot or batch, and 
additionally, identifies when quality control tests are conducted during the 
manufacturing process. 

b. Revised label copy for the thick condom is provided in Appendix B. The user trial 
which was performed to determine breakage and slippage rates for this condom, report 
RPRT 451 (report attached in Appendix C) also incorporated user preference 
information. At the end of the trial, participants were asked to rate the test condoms 
out of a maximum score of 10, on a number of subjective parameters. The results 
form the basis for the pack statements that the PU condom is sensitive, natural feeling, 
clear and has no odor. The results are reported in Table II below. In all instances, 
the PU condom was rated more highly than the natural rubber (latex) condom, 
however none of the statements on the pack are comparative- they are only direct 
descriptions of the PU condom's attributes. The one issue not directly asked of users 
was that of clarity. However, if the unrolled, lubricated condom is placed on a page 
of print, then the print is completely readable through the condom. 

Table 2: Subjective Evaluation of PU and Natural Rubber (NR) Latex Condoms 

Property PU NR Condom 
Condom 

Sensitivity 6.0 5.6 

Feels Natural 5.6 5.0 

Looks Natural 5.9 5.7 

Lack of Smell 7.0 6.2 

Appearance 5.9 5.6 

Note: Scores are averages out of 10 (n=187 for NR, n=199 for PU) 

3. Materials 

Apex Medical Technologies certifies that the raw material(s) specifications (chemical 
and physical) and material(s) suppliers being used for the thick condom are identical to 
those used for the standard thickness polyurethane condom. This includes: 

1. the molar ratio for component monomers 

3 
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2. the specification for raw materials and the quality control testing performed 

3. the chemical composition and physical specifications of the raw 
material(polyurethane) including molecular weight and molecular weight 
distribution; and 

4. quantities of residual monomer (urethane) and any additives or by-products. 

4. Manufacturin~ 

4 

(b) (4)
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(b) (4)
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5. Material Toxicity 

6 

(b) (4)
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7. Quality Assurance 

7 

UlD 

(b) (4)

(b) (4)
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8. Packa~in~ 

Apex Medical Technologies, Inc. certifies that the packaging material specification for this 
thicker condom is the same as that used for the standard thickness polyurethane condom. 

9. Shelf Life 

Shelf life testing will be conducted in an identical manner as described for the standard 
thickness condom, cleared in premarket notification # K902936/ A., which was stated as 
follows: 

In order to further establish the stability of the polyurethane condom, a long term program 
which will monitor the stability of the polyurethane condoms over time will be conducted. 
This program will follow the outline below: 

* 

* 

* 

* 

LONG TERM STABILITY 

A statistically significant number of sample condoms taken from each of the 
first three production lots are to be put into a long term stability test program. 

Sample condoms will be held at~ Celsius, room temperature, and 4rY Celsius 
and tested at the following intervals: Initial, 1 month, 2 months, 3 
months, 6 months, 1 year, 2 years, 3 years, and 5 years. 

Tensile strength, elongation at break, and load to break values will be 
measured at each cell. Values will be established by procedures referred to in 
ASTM 3492. 

Data will be monitored for significant changes in the polyurethane condoms. 
When a change occurs, the data will be analyzed using the standard Arrhenius 
technique to predict shelf life. Reference: Anderson et al, Remin~ton 's 
Pharmaceutical Sciences, 15th Edition, page 1424 to 1426. 

The initial shelf life testing of the standard thickness condom showed no problems. Because 
of the identical materials of construction, this thicker condom should show no differences in 
aging. 

10. Permeability 

Although we now have removed the extra protection claim from our label copy, we have 
performed the in-vitro permeability studies and can demonstrate that the thicker condom is an 
improved barrier relative to latex rubber condoms with respect to sexually transmitted 
diseases of appropriate size. 
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The barrier properties of the PU condoms and NR (latex) condoms were evaluated according 
to the methodology developed through discussions between London International U.S. 
Holdings and the Office of Device Evaluation. In essence, the condoms were challenged with 
a suspension of a bacteriophage, (particle size=27 nm), under conditions simulating those 
experienced during coitus. Testing was carried out by Nelson Laboratories according to the 
protocol 912171-3. This protocol is attached in Appendix H. 20 condoms of each type were 
tested- the predicate PU condom (single wall thickness of circa 30 microns), the present PU 
condom (single wall thickness of circa 45 microns), and the best selling NR condom, Trojan 
Enz (single wall thickness of circa 60 microns). Under the conditions of the test, the 35 
micron PU condom showed passage of the phage in four instances, the 45 micron PU condom 
in five instances and the 60 micron NR condom in 8 instances. This demonstrates the 
improved barrier properties of the PU condoms over those of the best selling regular NR 
condom. The data for the test condoms that showed passage of the phage during or at the 
end of the test, are summarized in the table which is also found in Appendix H. Data for 
condoms showing no passage of the phage are not included. 

11. Clinical Data 

A clinical user study has been performed incorporating the thicker PU condom, in order to 
demonstrate the performance of this device during use. Breakage rate and slippage rate data 
were recorded versus that from a regular NR (Natural Rubber latex) condom. The results are 
summarized in the report (RPRT 451 "Summary of the Effect of the Material and Design 
Changes on the Breakage and Slippage rates of Apex Condoms") in Appendix C. No 
significant differences were found between the breakage or slippage levels of the thicker PU 
condom when compared to those of a standard Natural Rubber latex condom. 

12. Device Labelin~ 

In response to your labeling concerns on the use of the phrase "extra protection", we have 
chosen to omit this claim from our labeling. Our proposed current labeling (found in 
Appendix B) now makes three justifiable claims: 1) twice as strong as latex, 2) thinner than 
regular condoms, and 3) twice as strong as the best selling condom. The data provided in 
Table I and Table II of the first submission for this 510(k), dated May 29, 1992, fully 
substantiates these claims. Please note that Trojan Enz condoms have 70% U.S. market 
share for the regular condom market, and accordingly, were used as the comparative latex 
rubber condoms in this testing. 

An updated Summary of this 510(k) is contained in Appendix I. 

We consider our intent to market this thicker polyurethane condom confidential 
commercial information, and request that this information be considered as such by the 
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FDA. Additionally, some details contained in this letter are confidential in nature. We 
request the removal of the proprietary details of this submission from any potential disclosure 
under the Freedom of Information Act. 

Should you require further information relating to this amendment, please contact me at (619) 
535-0165. 

Sincerely, 

~00~ 
Vice President 
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FRONT 

New Material Technology 

Technologically advanced Duron• condom protection. Provides a 
unique combination of sensitivity and strength with protection 
against pregnancy and sexually transmitted diseases 

Non-allergenic, clear, odorless 

Thinner than regular condoms 

Duron• 

Avanti• 
Duron• Condoms 

A technologically advanced material that is twice 
as strong as latex. Duron• condoms can be made 
much thinner than regular condoms to provide a 
unique combination of sensitivity and protection. 

Twice as strong as the best selling condom 

Lubricated Condoms 

(Net contents statement, as required by the Fair Packaging and 
Labeling Act). 
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REVERSE 

Avanti~ Condoms are made from Duron, a technologically advanced 
material which has allowed us to make them twice as strong as the 
best selling condom yet thinner than regular condoms. 

Proper Use of Avanti Condoms 

Avanti~ Condoms, when properly used, are highly effective against 
pregnancy although no contraceptive can guarantee 100% 
effectiveness. Any use of Avanti condoms for other than vaginal 
intercourse can increase the potential of damage to the condom. 
Avanti Condoms, when properly used, may help reduce the risk of 
catching or spreading Sexually Transmitted Diseases ( "STD 1 s") 
such as syphilis, gonorrhea, chlamydia infections, genital herpes 
and AIDS, however, it cannot eliminate the risk. 

For maximum benefits, it is important to follow the instructions 
for use included with this package. Failure to do so may result 
in the loss of the benefits of a condom. During intimate 
contact, lesions and various body fluids can transmit STD 1 s. 
Therefore, the condom should be applied each and every time 
before any such contact occurs. 

Storage: Avoid prolonged storage of condoms at temperatures in 
excess of 100 degrees Fahrenheit -- storage for short period of 
time at this temperature will not be harmful to the product. 
Avoid any storage close to a hot radiator, hot air duct or 
similar object. 

Distributed by: SCHMID LABORATORIES, DIVISION OF LONDON 
INTERNATIONAL U.S. HOLDINGS, INC., SARASOTA, FLORIDA 34230-4703. 

(Labeling of date of manufacture.) 

(Country of origin statement in compliance with Customs and 
Federal Trade Commission Regulations). 

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



Appendix C 

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



Appendix D 

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



l 
j--
1 
1 r-

J 

·28/12/1992 18:23 0223-314280 WENDY ANDREWS PR PAGE 04 

CONDOM PI.ODUCl'ION FLOW DIAGRAM 

(b) (4)

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



Appendix E 

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



Appendix F 

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b) (4)

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b) (4)

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b) (4)

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b) (4)

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b) (4)

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



Appendix G 

5[)) 

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



28/12/1992 18:23 0223-314280 WENDY ANDREWS PR 

PRQPUCT SPECIFICATION· AYANlJ CONDOM 

PRODUCT TYPEi 

CHABAtDBISDCS: 

PAGE 02 

(b) (4)

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



Appendix H 

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



(b)(4) Test Data

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



Appendix I 

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



I. 

n. 
m. 
IV. 
v. 
VI. 

vn. 
vm. 

SlO(k) Summary 
Statement of Safety and Effectiveness 

Submitter's Name: 

Submitter's Phone Number: 

Contact Person: 

Date of Preparation: 

Name of Device: 

Trade or Proprietary Name: 

Common or Usual Name: 

Classification Name: 

Apex Medical Technologies, Inc. 
10064 Mesa Ridge Court, Suite 202 
San Diego, CA 92121 
(619) 535-0012 

Alice A. DePaul, Vice President 

January 27, 1993 

"Polyurethane Condom" 

"Avanti Condom" 

Condom 

Condom 

IX. Predicate or legally marketed device 
or devices to which substantial 
equivalence is claimed: Currently marketed latex condoms and the 

polyurethane condom described in 510(k) Premarket 
notification # K902936/ A, accepted by FDA on 
March 6, 1991. 

X. General Description of the diseases or conditions the device will diagnose, 
treat, prevent, cure or mitigate, including a description of the patient population for 
which the device in intended: 

This condom is intended to aid in the prevention of pregnancy, and is intended to help prevent 
the transmission of sexually transmitted diseases. The patient population for which this product 
is intended is as follows: people who engage in vaginal intercourse who wish to reduce the 
likelihood ofbecoming pregnant and/or contracting sexually transmitted disease(es). This condom 
is not intended for people who expect absolute protection. People requiring absolute protection 
from pregnancy and/or sexually transmitted diseases should consult their physicians for 
alternatives. 

XI. Description of Device: 

This polyurethane condom is a combination contraceptive and disease prevention device which 
functions by acting as a barrier to the transfer of semen and/or infective microorganisms known 
to cause sexually transmitted diseases. This barrier protection is intended to be effective for 
vaginal intercourse only. The basis for function of this device is based upon the fact that these 
condoms are essentially pore-free and will not allow for the passage of spermatozoa or disease 
organisms between sexual partners during vaginal intercourse. 
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The main cylindrical portion of this condom is produced from a material called polyurethane. 
The open end of the condom has a ring made from a proprietary synthetic rubber material which 
is softer than the polyurethane to provide for added comfort to the user. 

XII. Description of Non-Clinical Tests and Their Results 

The results of physical properties testing support the substantial equivalency claims. The results 
of the physical properties tests show the polyurethane condoms to have higher tensile strengths, 
and air burst pressures than currently marketed latex condoms. Average air burst pressure for 
this polyurethane condom was shown to be 5.50 kilopascals, compared to 1.34 kilopascals for 
standard thickness latex condoms and 1. 72 kilopascals for extra strength latex condoms. The 
average tensile strength for this polyurethane condom was shown to be 61.0 megapascals, 
compared to 20.32 megapascals for standard thickness latex condoms and 25.08 megapascals for 
extra strength latex condoms. 

The release criteria for this condom is based upon the water leakage test described in ASTM 
Standard Specification for Rubber Contraceptives (Condoms) D 3492 and will be set to a level 
of AQL=0.4 General Inspection Level I, (Mill Ansi Spec 105), compared to AQL=0.4 General 
Inspection Level I, (Mill Ansi Spec 1 05) for standard latex condoms and extra strength latex 
condoms. 

Xill. Conclusions drawn from nonclinical and clinical tests that demonstrate the device is 
"safe, effective and performs as well or better than the currently legally marketed 
device". 

Based upon superior physical properties, and based upon product release criteria, this condom 
is expected to be substantially equivalent or superior to currently marketed latex condoms. 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

OCTOBER 5, 1992 

APEX MEDICAL TECHNOLOGIES, INC. 
ATTN: ALICE A. DEPAUL 
10064 MESA RIDGE COURT 
SUITE 202 
SAN DIEGO, CA 92121 

Public Health' Service 

Food and Drug Ad•inistration 
Center for Devices and 
Radiological Health 
Office of Device Evaluation 
Docu•ent Mail Center (HFZ-401) 
1390 Piccard Drive 
Rockville. Maryland 20850 

510(k) Number: K922688 
Product: "EXTRA PROTECTION" 

POLYURETHANE CONDOM 

Extended Until: 01/02/93 

Based on your recent request, an extension of time has been granted for you 
to submit ~he 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) 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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1 0064 Mesa Ridge Ct. • Suite #202 
San Diego, CA 92121 
(619) 535-0012 • FAX (619) 535-9715 

September 28, 1992 

Food and Drug Administration 
Bureau of Medical Devices 
Document Control Center (HFZ - 401) 
1390 Piccard Drive 
Rockville, MD 20850 

Re: 510(k) File Number K922688 Extra Protection Condom 

Dear Sirs/Madam: 
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The intent herein is to document a verbal confirmation with Barbara Jackson of the Document 
Control Center on September 28, 1992 of a 90 day extension on the Apex response to an 
FDA letter dated September 2, 1992 referencing the above named file. Please alter your 
records as necessary to reflect this 90 day extension of our response to the requested 
information to January 2, 1993. 

If there are any further question, or if this does not meet with your approval, please contact 
Alice DePaul at (619) 535-0012. 

Sincerely, 

~t7D"~ 
Alice A. DePaul 
Vice President 
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DEPARTMENT OF HEALTH & HUMAN SERVICES 

Ms. Alice A. DePaul 
Vi~e President 
Apex Medical Technologies, Inc. 
10064 Mesa Ridge Court 
Suite 202 
San Diego, California 92121 

Re: K922688 

SEP 2 1992 

Avantim Extra Protection Condom 
Dated: May 29, 1992 
Received: June 4, 1992 

Dear Ms. DePaul: 

Public Health Service 

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 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. 

We acknowledge that this device, for purposes of demonstrating substantial 
equivalence, is to be compared to your polyurethane condom cleared in 
K902936/A. We also acknowledge that much of the data included in your 
previous 510(k) may be used to support a substantial equivalence determination 
in terms of safety and effectiveness for this new device. Nevertheless, in 
order for us to complete the review of your sub~ission, we require the 
following information or appropriate scientific justification in lieu of a 
complete response to the questions below: 

1. Device Comparison 

Compare your device, in tabular form, to a legally marketed device, 
particularly your standard thickness polyurethane condom as well as a 
latex condom. This comparison should include, but should not be limited 
to, the intended use, material composition, device design, 
biocompatibility, dimensions, manufacturing process, physical 
specification, e.g., elongation. 

2. General Information 

a. Provide a detailed description of the test procedures used by the 
manufacturer to establish the quality of each condom lot or batch. 
Additionally, identify when quality control tests are conducted 
during the manufacturing process. 

b. Provide copies of labels, labeling and advertisements sufficient to 
describe the device directions for use. In addition, please be 
advised that statements that refer to qualitative properties of the 
device, i.e., "Clear and Sensitive", "Natural Feeling", and "No 
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Odor", will need to be substantiated with data or must be deleted 
from the labeling. 

3. Materials 

a. Provide evidence that the raw material(s) specifications (chemical 
and physical) and material suppliers are identical to those used for 
the standard thickness polyurethane condom, or provide a detailed 
description of the materials which should include: 

1. molar ratio of component monomers for fabricating the material; 

2. specifications for the raw materials and a description of the 
quality control testing performed; 

3. chemical composition and physical specifications of the raw 
material (polyurethane) including molecular weight and 
molecular weight distribution; and 

4. quantities of residual monomer (urethane) and any additives or 
by-products. 

4. Manufacturing 

a. Provide certification that the manufacturing processes have not 
changed from that used for the standard thickness polyurethane 
condom, or provide a detailed description of the change in the 
manufacturing processes to include the following: 

1. flow diagram; 

2. solvent(s); 

3. compounding additives including any color additive that may be 
added (If a color additive is used, provide its chemical 
composition, and identify the color index number and reference 
the specific color additive listing (21 CFR reference)); 

4. solution handling processes; 

5. batch sizes of both the undissolved and dissolved dipping 
mixture; 

6. filtration of the stock materials; 

7. process control parameters, such as solution viscosity and 
temperature, system metrology, air handling specifications, 
particulate control, packaging process; and 

B. the handling and/or reworking procedures of the product that 
fail any of the in-process quality control tests. 
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b. Provide data to ensure that the change in the manufacturing 
processes will not alter the molecular weight and molecular weight 
distribution of the material. 

c. Provide data on the quantities of residual solvent(s) and additives 
in condoms. 

5. Material Toxicity 

a. Provide toxicity data on all the monomers, additives, and solvents 
utilized in manufacturing of the material(s) of the condom if 
different from the standard thickness polyurethane condom. 

b. Provide toxicity data on dusting agents and lubricants if different 
from the standard thickness polyurethane condom. 

c. Provide biocompatibility data on the final product demonstrating 
that the condom does not produce acute and chronic toxicity, 
including mucosal irritation and sensitization. 

6. Finished Product 

a. Provide the device physical specifications including the length, 
width, and mass. 

b. Provide data from the following mechanical tests conducted on the 
final product: 

1. elongation; 

2. tear resistance and propagation; 

3. air burst volume; 

4. water leakage. 

c. Provide data to demonstrate that the product's physical integrity is 
not compromised at body temperature, (i.e., force at break, tensile 
strength and elongation at 37.C). 

7. Quality Assurance 

a. Provide a detailed description of the test procedures, if different 
from the standard thickness polyurethane condom, used by the 
manufacturer to establish the quality of each condom lot or batch, 
including: 

1. when testing is performed during the manufacturing processes; 

2. a detailed description of any in process testing procedures 
including a description of the in process testing machine, the 
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machine's specifications, and operator's manual and a 
description of the testing machine's calibration procedures; 

3. data to demonstrate the sensitivity of the in process testing 
machine; 

4. a description of the relationship between the in process 
testing machines' calibration procedures to the product release 
testing procedures; and 

5. the acceptable quality level (AQL), for dimensions, color 
fastness, and physical requirements, its meaning, and the 
sampling procedure and the inspection level used to achieve the 
desired AQL. 

8. Packaging 

Provide a description of the package material specification if different 
from that used for the standard thickness polyurethane condom. 

9. Shelf-Life 

Provide real-time and accelerated data to substantiate the shelf-life of 
the device, including an analysis for chemical degradation and mechanical 
properties over time under ideal conditions of temperature and humidity. 
The data should include a statistically valid sample size. 

10. Permeability 

Provide data from in vitro permeability studies to demonstrate the 
improved barrier properties of the AvantiN Extra Protection polyurethane 
condom, compared to your predicate polyurethane condom and latex condoms, 
with respect to sexually transmitted diseases (STDs) of appropriate size. 
Test methodology must simulate actual use. 

11. Clinical Data 

Provide the results from a clinical study with a statistically valid 
sample size, to demonstrate the performance of the devices during use. 
This should include the breakage rate of the condoms during use, the 
slippage rate of the condoms during use and any adverse reactions 
experienced by study subjects. 

12. Device Labeling 

Please be advised that FDA considers use of the phrase "Extra Protection" 
in your trade name may be misleading. That the phrase may lead consumers 
to believe that your condom offers superior protection against the 
transmission of the sexually transmitted diseases including the HIV virus 
responsible for Acquired Immune Deficiency Syndrome (AIDS). Justify your 
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product name or change it to one that simply reflects its improved 
physical characteristics. 

Please be advised that FDA will not permit any claims, explicit or implied, 
that your condom is "Allergy Free" or hypoallergenic. Also, please be advised 
that in accordance with Section 304 of the United States Tariff Act, every 
retail package of foreign origin entering the United States must be legibly 
marked (outer box) with the English name of the country of origin. The 
marking must be legible and in a conspicuous place on the package. For 
further information, contact your local custom's office. 

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. J. Michael Kuchinski at (301) 427-1180. If you need information 
or assistance concerning the IDE regulations, please contact the Division of 
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Small Manufacturers Assistance at their toll free number 1-800-628-2041 or at 
(301) 443-6597. 

hJI~ 
Director, Division o 

Abdominal, Ear, Nose a 
and Radiological Devic s 

Office of Device Evaluat on 
Center for Devices and 

Radiological Health 
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Ms. Alice A. DePaul 
Vice President 
Apex Medical Technologies, Inc. 
10064 Mesa Ridge Court 
Suite 202 
San Diego, California 92121 

Re: K922688 

SSJ 2-

AvantiN Extra Protection Condom 
Dated: May 29, 1992 
Received: June 4, 1992 

Dear Ms. DePaul: 

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. 

We acknowledge that this device, for purposes of demonstrating substantial 
equivalence, is to be compared to your polyurethane condom cleared in 
K902936/A. We also acknowledge that much of the data included in your 
previous 510(k) may be used to support a substantial equivalence determination 
in terms of safety and effectiveness for this new device. Nevertheless, in 
order for us to complete the review of your submission, we require the 
following information or appropriate scientific justification in lieu of a 
complete response to the questions below: 

1. Device Comparison 

Compare your device, in tabular form, to a legally marketed device, 
particularly your standard thickness polyurethane condom as well as a 
latex condom. This comparison should include, but should not be limited 
to, the intended use, material composition, device design, 
biocompatibility, dimensions, manufacturing process, physical 
specification, e.g., elongation. 

2. General Information 

a. Provide a detailed description of the test procedures used by the 
manufacturer to establish the quality of each condom lot or batch. 
Additionally, identify when quality control tests are conducted 
during the manufacturing process. 

b. Provide copies of labels, labeling and advertisements sufficient to 
describe the device directions for use. In addition, please be 
advised that statements that refer to qualitative properties of the 
device, i.e., "Clear and Sensitive", "Natural Feeling", and "No 
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Odor", will need to be substantiated with data or must be deleted 
from the labeling. 

3. Materials 

a. Provide evidence that the raw material(s) specifications (chemical 
and physical) and material suppliers are identical to those used for 
the standard thickness polyurethane condom, or provide a detailed 
description of the materials which should include: 

1. molar ratio of component monomers for fabricating the material; 

2. specifications for the raw materials and a description of the 
quality control testing performed; 

3. chemical composition and physical specifications of the raw 
material (polyurethane) including molecular weight and 
molecular weight distribution; and 

4. quantities of residual monomer (urethane) and any additives or 
by-products. 

4. Manufacturing 

a. Provide certification that the manufacturing processes have not 
changed from that used for the standard thickness polyurethane 
condom, or provide a detailed description of the change in the 
manufacturing processes to include the following: 

1. flow diagram; 

2. solvent(s); 

3. compounding additives including any color additive that may be 
added (If a color additive is used, provide its chemical 
composition, and identify the color index number and reference 
the specific color additive listing (21 CFR reference)); 

4. solution handling processes; 

5. batch sizes of both the undissolved and dissolved dipping 
mixture; 

6. filtration of the stock materials; 

7. process control parameters, such as solution viscosity and 
temperature, system metrology, air handling specifications, 
particulate control, packaging process; and 

8. the handling and/or reworking procedures of the product that 
fail any of the in-process quality control tests. 
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b. Provide data to ensure that the change in the manufacturing 
processes will not alter the molecular weight and molecular weight 
distribution of the material. 

c. Provide data on the quantities of residual solvent(s) and additives 
in condoms. 

5. Material Toxicity 

a. Provide toxicity data on all the monomers, additives, and solvents 
utilized in manufacturing of the material(s) of the condom if 
different from the standard thickness polyurethane condom. 

b. Provide toxicity data on dusting agents and lubricants if different 
from the standard thickness polyurethane condom. 

c. Provide biocompatibility data on the final product demonstrating 
that the condom does not produce acute and chronic toxicity, 
including mucosal irritation and sensitization. 

6. Finished Product 

a. Provide the device physical specifications including the length, 
width, and mass. 

b. Provide data from the following mechanical tests conducted on the 
final product: 

1. elongation; 

2. tear resistance and propagation; 

3. air burst volume; 

4. water leakage. 

c. Provide data to demonstrate that the product's physical integrity is 
not compromised at body temperature, (i.e., force at break, tensile 
strength and elongation at 37.C). 

7. Quality Assurance 

a. Provide a detailed description of the test procedures, if different 
from the standard thickness polyurethane condom, used by the 
manufacturer to establish the quality of each condom lot or batch, 
including: 

~~ 

1. when testing is performed during the manufacturing processes; 

2. a detailed description of any in process testing procedures 
including a description of the in process testing machine, the 
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machine's specifications, and operator's manual and a 
description of the testing machine's calibration procedures; 

3. data to demonstrate the sensitivity of the in process testing 
machine; 

4. a description of the relationship between the in process 
testing machines' calibration procedures to the product release 
testing procedures; and 

5. the acceptable quality level (AQL), for dimensions, color 
fastness, and physical requirements, its meaning, and the 
sampling procedure and the inspection level used to achieve the 
desired AQL. 

8. Packaging 

Provide a description of the package material specification if different 
from that used for the standard thickness polyurethane condom. 

9. Shelf-Life 

Provide real-time and accelerated data to substantiate the shelf-life of 
the device, including an analysis for chemical degradation and mechanical 
properties over time under ideal conditions of temperature and humidity. 
The data should include a statistically valid sample size. 

10. Permeability 

Provide data from in vitro permeability studies to demonstrate the 
improved barrier properties of the AvantiN Extra Protection polyurethane 
condom, compared to your predicate polyurethane condom and latex condoms, 
with respect to sexually transmitted diseases (STDs) of appropriate size. 
Test methodology must simulate actual use. 

11. Clinical Data 

Provide the results from a clinical study with a statistically valid 
sample size, to demonstrate the performance of the devices during use. 
This should include the breakage rate of the condoms during use, the 
slippage rate of the condoms during use and any adverse reactions 
experienced by study subjects. 

12. Device Labeling 

Please be advised that FDA considers use of the phrase "Extra Protection" 
in your trade name may be misleading. That the phrase may lead consumers 
to believe that your condom offers superior protection against the 
transmission of the sexually transmitted diseases including the HIV virus 
responsible for Acquired Immune Deficiency Syndrome (AIDS). Justify your 
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product name or change it to one that simply reflects its improved 
physical characteristics. 

Please be advised that FDA will not permit any claims, explicit or implied, 
that your condom is "Allergy Free" or hypoallergenic. Also, please be advised 
that in accordance with Section 304 of the United States Tariff Act, every 
retail package of foreign origin entering the United States must be legibly 
marked (outer box) with the English name of the country of origin. The 
marking must be legible and in a conspicuous place on the package. For 
further information, contact your local custom's office. 

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 
contact Mr. J. Michael Kuchinski at (301) 427-1180. 
or assistance concerning the IDE regulations, please 

sss 

this letter, please 
If you need information 
contact the Division of 
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Small Manufacturers Assistance at their toll free number 1-800-628-2041 or at 
(301) 443-6597. 

cc: HFZ-401 
HFZ-470 
DO 

JMKuchinski 
C:\WP51\510K\K922688.AI 
Draft: 08/31/92:jmk 
Final: 09/02/92:jmk 

Sincerely yours, 

Lillian Yin, Ph.D. 
Director, Division of Reproductive, 

Abdominal, Ear, Nose and Throat, 
and Radiological Devices 

Office of D&vice Evaluation 
Center for Devices and 

Radiological Health 
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Date 

From 

Subject 

To 

DEPARTMENT OF HEALTH &.. HUMAN SERVICES Public Health Service 

Memorandum 

REVIEWER(S) - NAME(S) 

510(k) NOTIFICATION 

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: 

Is this device subject to Postmarket Surveillance? Yes 0 
This 510(k) ~ains: (check appropriate box(es)) 

~ 5IO(k) summary of safety and effectiveness, or 

E:J A 510(k) statement that safety and effectiveness information 
will be made available 

E:J The required certification and summary for class III devices 

The submitter requests under 
21 CFR 807.95:* 

---~Confidentiality 

----~-- r. Cnonfidentiality for 90 days 

---- Continued Confidentiality 
exceeding 90 days 

REVIEW: 

FINAL REVIEW: 

*DOES NOT APPLY TO ANY "SE" DECISIONS 

:=;ss 

Predicate Product Code w/panel 
and class: 

Additional Product Code(s) 
w/Panel (optional): 

(DATE) 

Revised 11/18/91 
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Descriptive lnf ormation 
about N~ or Markded 

Device Requested 
as Needed 

SlO(k) "SUBSTANTIAL EQUIV ALENCE11 

DECISION-MAKING PROCESS (DETAILED) 

N~w Dcrice II Compared to 
Mukdcd~ 

Q) I No Do,..oor...sP.-... .....,.. y.,. @ 
Doa NewDcrice HaY~ Sam~- ~ck. 1 

ladlcalioa Stataaads? Etrect (Ill D«lddng, May ~ "Not Subst.a.a.tlally 

l 
Coaslder Impac:t 011 Safety and Equivlllmt• 

Yes Effedivmess)?•• Ddermlnation 

..,.......,.._....,.......,.' INo ,._..,.....,N~-1 
Use and May be "Sub&Untllllly latmded Usc 

Equivllkot" 

G l ~ rD 
Does New Dcrice Have Same No Could the New Yes Do the N~w Ch&nlckrlstics Yes 

Technological Cbal'llcteristks, ~r1stk:s _;:..:.;;__ .. Raise N~ T)'pcs of Safety or -

~-II·• Design, Matttials, de.? Affect Safdy Effectlvcn~ Questions?•• J 
0 

!YO< ocEff<dl;;:-' 

Exist for Asscsslllg Effects of 

@ •._.-:,_, @.._~, No 
No 

I 
Are Performance Data Available Arc Performance Data Available No 

Performance 
Data 

Required 

to Assess Equivaknce?••• to Assess Effects of New l 
Charaderistics?••• 

Yes 
Yes 

Performance 
Data 

Required 

L PerfonnanceData~oastrate -o...-----•• 0 ••-----0 -----~rmmccDataDemonstrate J ........ j:", y., I y" ......... p:' 
To@ 

"Substantially Equivalent• 
Odennlnation 

510(k) submissions compare new devices to marketed devices. FDA requests additional information if t~ 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 510(k), other 510(k)s, the Center's classification files, or the literature. 

Records processed under FOIA Request # 2015-1976; Released by CDRH on 09-03-2015

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



K922688 

Reviewer: J. Michael Kuchinski 
Microbiologist 

Division/Branch: DRAERD/Ob-Gyn (HFZ-470) 

Proprietary Trade Name: Avanti Extra Protection Condoms 

Common Name: Condom, Polyurethane Condom, 21 CPR §884.5300 

Product to which compared: Polyurethane Condom, K902936 

Applicant: 

Contact: 

Phone: 

Apex Medical Technologies, Inc. 
10064 Mesa Ridge Court 
Suite 202 
San Diego, California 92121 

Ms. Alice DePaul 
Vice President 

(619) 535-0012 

NARRATIVE DEVICE DESCRIPTION 

It is the intention of the manufacturer, Apex Medical Technologies, Inc., to 
market a device, "extra protection" polyurethane condom under the trade name 
"Avanti Extra Protection Condoms". 

The applicant has identified that this device is equivalent to the polyurethane 
condom found substantially equivalent, March 6, 1991, under K902936/A. The 
applicant also claims equivalence to the Lifestyles Extra Strength Condoms 
(Ansell) and to Trojan-Enz with Special Receptacle End (Carter-Yallace). 

The device is a condom identified by the applicant as being identical in all but 
three aspects from that of the "standard thickness polyurethane condom" 
(identified above.). The differences include: 

The nominal single wall thickness specification of the "Avanti Extra 
Protection Condoms" is 0.045 mm compared to 0.03 mm for the "standard 
thickness polyurethane condom". 

The proposed Acceptable Quality Level (AQL) for the "Avanti Extra 
Protection Condoms" for water leakage is to be 0.25 compared to 0.4 for 
the "standard thickness polyurethane condom". 

The labeling has changed to identify the condom as "Extra Protection", 
and to reflect the changes in the points above, thicker and increased QA 
levels. 

The applicant has identified that this device is to be commercialized in 
combination with London International Group, plc, (parent company of Schmid 
Laboratories division of London International U.S. Holdings, Inc.). Initial 
location of the manufacturing site is to be Cambridge, ENGLAND, with subsequent 
manufacturing to be located in Anderson, South Carolina. 

£-) 
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1. Intended Use: 

This device draft labeling identifies the condom as "Superior Non-Latex 
Condom", "Technologically Advanced Condoms", "New Avanti Extra Protection 
Condoms". Additional claims include "Clear and Sensitive", "Natural 
Feeling", "No Odor", and "Allergy Free". 

The rear panel provides the specific indications for use that include: 
" ... when properly used, are highly effective against pregnancy-- although no 
contraceptive can guarantee 100% effectiveness.", and " ... when properly used, 
may help reduce the risk of catching or spreading Sexually Transmitted 
Diseases ("STD's") such as syphilis, gonorrhea, chlamydia infections, genital 
herpes and AIDS, however, it cannot eliminate the risk.". Thus the device is 
indicated for contraception and as an aid to the prevention of sexually 
transmitted diseases (STDs). 

This application does not include any labeling directions for use. The 
applicant should be requested to provide copies of labels, and labeling 
sufficient to describe the device directions for use. 

2. Device Description: 

A complete description of the device is not presented in this application. 
The applicant refers to K902936/A for a complete description of the device. 

This application includes a statement that the manufacturing procedures 
" ..• will be very similar to that used for the standard thickness condom 
described in the previous 510(k). A process change that 1) uses a different 
dipping rate and 2) uses a higher percent solids dipping solution will be 
used to achieve the desired wall thickness. No other process changes are 
planned." These changes in the manufacturing process are the basis for 
requesting additional information to verify that the device is substantially 
equivalent to the "standard thickness" polyurethane condom (K902936/A). 

The application includes comparative data from tensile strength testing and air 
burst testing comparing the "Extra Protection" Polyurethane Condom to the Standard 
Thickness Polyurethane Condom and to 2 latex condoms, "Trojan-Enz" and "Lifestyles 
Extra Strength". The following data has been presented: 

Thickness Peak Tensile Burst 
(mm) Load Strength Pressure 

(N) (MPa) (kPa) 

Extra Protection Condom 0.042-0.045 110.9 61.0 5.5 
Standard Polyurethane Condom 0.028-0.035 86.1 60.8 3.88 
Trojan-Enz 0.058-0.061 47.5 20.32 1. 34 
Extra Strength Lifestyles 0.082-0.105 105.23 25.08 1.72 

This information indicates that the device does offer an increase in the strength 
properties of the device but do not substantiate the claim of "Extra Protection", 
which is a claim of clinical utility not strength. In other words the argument is 
that the increases in strength offer increases in the protective effect of this 
device for contraception and for transmission of STDs including AIDS. 

Significant questions have not been addressed pursuant to the guidance, 
REQUIRED INFORMATION FOR A 510(k) SUBMISSION FOR A NON-LATEX CONDOM, Kay 
10, 1991. 

:SS6 
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YES NO 
Is the device life-supporting 

or life sustaining? _..lL 

Is the device implanted (short-term 
or long-term)? _..lL 

Does the device design use software? _..lL 

Is the device sterile? _..lL 

Is the device single use? _..lL 

Is the device home use? _..lL 

Is the device for prescription? _..lL 

Does the device contain a drug 
or biological product as a component? _..lL 

Is this device a kit? _..lL 

The following questions need to be addressed by the applicant in order for review 
to continue: 

Miin-Rong Tsai, Ph.D. vas consulted regarding this application and the ~(\~ 
proposed changes in the manufacture of the device. In his opinion the f/1/1 ~ 
increase in the thickness in the device membrane could have an affect on the 
amount of residual solvent within the device membrane (toxicity). In 
addition, the change in the dipping process and the dipping solution may have 
necessitated changes in the manufacturing process itself that could have an 
affect on the final product. 

Note: The following questions are extracted from the guidance, identified 
above, with modifications that would allow for the applicant to certify that 
the device parameters (e.g., manufacturing change, material change, supplier 
change, etc.) have or have not changed from the device found SE under the 
510K K902936/A, the standard thickness polyurethane condom. 

1. Device Comparison 

Compare your device, in tabular form, to a legally marketed device. This 
comparison should include, but should not be limited to, the intended use, 
material composition, device design, biocompatibility, dimensions, 
manufacturing process, physical specification, e.g., tensile strength, 
elongation, force at break, etc. 

2. General Information 

a. Provide a detailed description of the test procedures used by the 
manufacturer to establish the quality of each condom lot of batch. 
Additionally, identify when quality control tests are conducted during 
the manufacturing process. 
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b. Provide copies of labels, labeling and advertisements sufficient to 
describe the device directions for use. In addition, please be advised 
that statements that refer to qualitative properties of the device, 
i.e., "Clear and Sensitive", "Natural Feeling", and "No Odor", will need 
to be substantiated with data or must be deleted from the labeling. 

3. Materials 

a. Provide evidence that the raw materials specification (chemical and 
physical) and material suppliers are identical to those used for the 
standard thickness polyurethane condom, or provide a detailed 
description of the materials which should include: 

1. molar ratio of component monomers for fabricating the material; 

2. specification for the raw materials and a description of the 
quality control testing performed; 

3. chemical composition and physical specifications of the material 
including molecular weight and molecular weight distribution; and 

4. quantities of residual monomers and additives. 

4. Manufacturing 

a. Provide certification that the change in the manufacturing processes 
have not changed from that used for the standard thickness polyurethane 
condom or provide a detailed description of the condom manufacturing 
processes to include the following: 

1. flow diagram; 

2. solvent(s); 

3. compounding additives including any color additive that may be 
added (If a color additive is used, provide its chemical 
composition, and identify the color index number and reference the 
specific color additive listing (21 CFR reference)); 

4. solution handling processes; 

5. batch sizes of both the undissolved and dissolved dipping mixture; 

6. filtration of the stock materials; 

7. process control parameters, such as solution viscosity and 
temperature, system metrology, air handling specifications, 
particulate control, packaging process; and 

8. the handling and/or reworking procedures of the product that fail 
any of the in-process quality control tests. 

b. Provide data to ensure that the condom manufacturing processes will not 
alter the molecular weight and molecular weight distribution of the 
material. 
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c. Provide data on the quantities of residual solvent(s) and additives in 
condoms. 

5. Material Toxicity 

a. Provide toxicity data on all the monomers, additives, and solvents 
utilized in manufacturing of the material(s) of the condom if different 
from the standard thickness polyurethane condom. 

b. Provide toxicity data on dusting agents and lubricants if different from 
the standard thickness polyurethane condom. 

c. Provide biocompatibility data on the final product demonstrating that 
the condom does not produce acute and chronic toxicity, including 
mucosal irritation and sensitization. 

~. Finished Product 

a. Provide the device physical specifications including the length, width, 
thickness and mass. 

b. Provide data from the following mechanical tests conducted on the final 
product: 

1. elongation; 

2. tear resistance and propagation; 

3. air bust volume; 

4. water leakage. 

d. Provide data to demonstrate that the product's physical integrity is not 
compromised at body temperature, (i.e., force at break, tensile strength 
and elongation at 37°C). 

-y. Quality Assurance 

a. Provide a detailed description of the test procedures, if different from 
the standard thickness polyurethane condom, used by the manufacturer to 
establish the quality of each condom lot or batch, including: 

1. when testing is performed during the manufacturing processes; 

2. a detailed description of any in process testing procedures 
including a description of the in process testing machine, the 
machine's specifications, and operator's manual and a description 
of the testing machine's calibration procedures; 

3. data to demonstrate the sensitivity of the in process testing 
machine; 

4. a description of the relationship between the in process testing 
machines' calibration procedures to the product release testing 
procedures; and 
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5. the acceptable quality level (AQL), for dimensions, color fastness, 
physical requirements and leakage, its meaning, and the sampling 
procedure and the inspection level used to achieve the desired AQL. 

b. Provide the following information on the water leakage test if different 
from those of the standard thickness polyurethane condom: 

1. a detailed description; 

2. specifications; 

3. operating procedures; 

4. calibration procedures; and 

5. validation to physical testing. 

8· Packaging 

Provide a description of the package material specification if different from 
that used for the standard thickness polyurethane condom. 

~. Shelf-Life 

Provide real-time and accelerated data to substantiate the shelf-life of the 
device, including an analysis for chemical degradation and mechanical 
properties over time under ideal conditions of temperature and humidity. The 
data should include a statistically valid sample size. 

~~. Permeability 

Provide data from the in-vitro permeability studies to demonstrate the 
barrier properties of the condom with respect to sexually transmitted 
diseases (STDs) of appropriate size and that test the device under conditions 
that simulate actual use. 

1+. Clinical Data 

Provide the results from a clinical study with a statistically valid sample 
size, to demonstrate the performance of the devices during use. This should 
include the breakage rate of the condoms during use, the slippage rate of the 
condoms during use and any adverse reactions experienced by study subjects. 
Also, provide clinical data to substantiate the claim "Extra Protection". 

Please be advised that FDA will not permit any claims, explicit or implied, that 
your condom is "Allergy Free" or hypoallergenic. 
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Recommendation: 

The information identified above will need to be requested from the 
applicant./ ~ 

-~~ 
JCsMichael Kuchinski Date: q(l{iL-

Comments: 

I V::oncur, ..o\'r!'- ~'--"()-, -

I I Do Not Concur 
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DEPARTMENT OF HEALTH AND HUMAN SERVICES 

JUNE 11, 1992 

APEX MEDICAL TECHNOLOGIES, 
ATTN: ALICE A. DEPAUL 
10064 MESA RIDGE COURT 
SUITE 202 
SAN DIEGO, CA 92121 

INC. 510(k) Number: 
Received: 
Product: 

Public Health Service 

Food and Drug Adainistration 
Center for Devices and 
Radiological Health 
Office of Device Evaluation 
Docuaent Mail Center (HFZ-401) 
1390 Piccard Drive 
Rockville, Maryland 20850 

K922688 
06-04-92 
"EXTRA PROTECTION" 
POLYURETHANE CONDOM 

Ve 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. Ve 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. Ve 
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. Ve 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 SlO(k) summaries. Since the law 
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requires that FDA must make the SlO(k) summary, or the source of information 
referred to in the SlO(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 CPR 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 Ring, Artificial Embolization Device, 
Automatic Implanted Cardioverter Defibrillator System, Cardiovascular 
Intravascular Filter, Cardiovascular Permanent Pacemaker Electrode (Lead), 
Central Nervous System Fluid Shunt, Coronary Vascular Stent, Implantable 
Pacemaker Pulse Generator, Implanted Diaphragmatic/Phrenic 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 the Postmarket Surveillance Studies Branch at (301) 227-8639. 

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. 

SGS 
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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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' ..... 

mEDICAL 
TEI:HnDLD&IES. 

1n1:. 

1 0064 Mesa Ridge Ct. • Suite #202 
San Diego, CA 92121 
(619) 535-0012 • FAX(619) 535-9715 

May 29, 1992 

Food and Drug Administration 
Bureau of Medical Devices 
Document Control Center (HFZ - 401) 
1390 Piccard Drive 
Rockville, MD 20850 

Re: 510(k) Submission- "Extra Protection" Polyurethane C~ndom 

Dear Sirs/Madam: 

This letter is intended to serve as notification of our intention to manufacture and market an 
"extra protection" polyurethane condom. We request this "extra protection" polyurethane 
condom to be considered substantially equivalent to: 

1) the polyurethane condom described in a previously accepted 510(k) application, 
510(k) Premarket notification# K902936/A, accepted by FDA on March 6, 
1991 referred to in the remaining portions of this submission as standard 
thickness polyurethane condom, 

2) currently marketed "extra strength" latex rubber condoms, such as Lifestyles™ 
Extra Strength Condoms, and 

3) currently marketed "standard" latex rubber condoms, such as the U.S. market 
leader, Trojan-En?M with Special Receptacle End. 

The "extra protection" polyurethane condom is not intended to replace the standard thickness 
polyurethane condom. It is intended to provide condom users with an additional choice of 
polyurethane condom from which to choose. This "extra protection" condom is identical to 
the standard thickness polyurethane condom in all but three aspects. These three differences 
substantiate the "extra protection" claim. The differences are as follows: 
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The nominal single wall thickness specification of the new, "extra protection" 
polyurethane condom is .045 millimeters (approximately .00177 inches) compared to 
a nominal single wall thickness of .03 millimeters (.0012 inches) for the "standard" 
thickness polyurethane condom. This 50% increase in wall thickness provides extra 
strength which supports the claim of "extra protection. " Even with this added 
thickness, this condom is still not as thick as a standard thickness latex condom due to 
the higher strength of the polyurethane compared to latex rubber. 

The AQL for water leakage in the test specified in ASTM Standard Specification for 
Rubber Contraceptives (Condoms) D 3492 will be an AQL=0.25 General Inspection 
Level I, (Mil/Ansi Spec 105), compared to AQL=0.4 General Inspection Level I, 
(Mil/ Ansi Spec 105) for the standard thickness polyurethane condom, standard latex 
condoms and extra strength latex condoms. This change in AQL also supports the 
"extra protection" claim, by raising the quality standard to a new level. 

The labeling of the condom is also different from the labeling used for the standard 
thickness polyurethane condom to reflect the changes described above. 

To support this application, we wish to include, by reference, all of the information contained 
in 51 O(k) notification # K902936/ A, entitled "Polyurethane Condom". It is our intent not to 
deviate from any portion of this previously accepted 510(k) submission, except as noted 
above. 

Details concemin~: the "extra protection" condom follows: 

I. Draft Label Copy 

Appendix A contains the draft label copy for this "extra protection" polyurethane condom. 
Support for the label copy is provided in the sections below. 

II. Wall Thickness 

The nominal wall thickness of the condom is 50% greater than the standard thickness 
polyurethane condom. The nominal thickness of this "extra protection" polyurethane 
condom is .045 millimeters. The specified single wall thickness range will be .045 
millimeters +/- .008 millimeters, compared to .03 millimeters +/- .007 millimeters for the 
standard thickness polyurethane condom. The increased wall thickness, compared to the 
standard thickness polyurethane condom adds significant strength to this condom. The 
physical properties which result from this are discussed in the next paragraph. 

III. Physical Properties and Label Claim Support 
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The following tables show the physical strength properties of these condoms, relative to 
"standard" latex condoms and "extra strength" latex condoms. The data presented here 
clearly show that the "extra protection" polyurethane condom, is significantly stronger than 
"standard" latex condoms, the "extra strength" latex condoms, and the standard thickness 
polyurethane condom. Table I and Table II show strength of condoms as measured by the 
two industry accepted test methods, tensile testing as called for in the ASTM Specification, 
and air burst testing, as called for by international standards organizations, such as ISO and 
BSI respectively. 

Table I- Tensile Strength Data 

Condom Single Wall Peak Load Tensile 
Thickness (Newtons) Strength 
(mm) (MPa) 

"Extra Protection" Mean .045 110.9 61.0 
Polyurethane Condom SD .004 9.9 4.3 

Standard Thickness Mean .035 86.1 60.8 
Polyurethane Condom SD .0015 11.8 9.0 

"Standard Thickness" Mean .058 47.5 20.32 
Latex Rubber Condoms SD .0028 6.04 2.14 
(Trojan-Enz with 
Special Receptacle End) 

"Extra Strength" Latex Mean .105 105.23 25.08 
Rubber Condom (Ansell SD .0134 16.31 2.44 
Extra Strength) 
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Table II - Burst Strength Data 

Condom Single Wall Burst 
Thickness Pressure 
(mm) (kPa) 

"Extra Protection" Mean .042 5.50 
Polyurethane Condom SD .0020 .293 

Standard Thickness Mean .028 3.88 
Polyurethane Condom SD .0010 .316 

"Standard Thickness" Mean .061 1.34 
Latex Rubber Condoms SD .0016 .049 
(Trojan-Enz with 
Special Receptacle End) 

"Extra Strength" Latex Mean .082 1.72 
Rubber Condom (Ansell SD .0049 .143 
Extra Strength) 

Abbreviations used for both tables: 

Mean = Mean of 5 Values 

SD = Standard Deviation 

mm = millimeters 

N =Newtons 

MPa = Megapascals 

kPa = Kilopascals 
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The physical properties support the proposed label claims, as follows: 

The claim containing the wording ". . . twice as strong as latex . . . " refers to the 
inherent strength of the materials of construction and is supported by the tensile 
strength data, which establishes the tensile strength of the polyurethane condoms to be 
at least double that of the tested latex rubber condoms. One of the latex condoms 
chosen for comparison was the market leader, Trojan-Enz™. 

The claim of "This technology has made it possible to make a stronger condom 
without sacrificing sensitivity" is supported by the fact that the "extra protection" 
polyurethane condom is stronger than the "standard thickness" latex rubber condoms 
as shown by the higher peak load at break and the higher air burst pressure, while 
still being thinner than the "standard thickness" latex rubber condoms. To produce a 
stronger latex rubber condom, the wall thickness is typically increased to provide for 
extra strength, as is the case with the Ansell Extra Strength condoms. This extra wall 
thickness sacrifices sensitivity. The "extra protection" polyurethane condoms are 
thinner than either of the latex condoms, preserving sensitivity. 

The "extra protection" claim is based upon 1) the demonstrated greater strength of the 
"extra protection" polyurethane condom relative to standard latex condoms, and 2) the 
more stringent AQL release criteria for the water leak test. The combination of these 
two factors supports the use of the "extra protection" wording. The fact that the 
"extra protection" polyurethane condom is stronger than the "extra strength" latex 
rubber condoms further supports this claim 

IV. Place of Manufacture. 

Apex Medical Technologies, Inc. and London International Group, plc. (parent company of 
Schmid Laboratories division of London International U.S. Holdings, Inc.) are combining 
efforts to achieve the earliest possible commercialization of the "extra protection" 
polyurethane condom (in addition to the standard polyurethane condom that has already been 
market cleared), consistent with the highest standards of quality assurance. Therefore, the 
initial locations for manufacturing will be on a site adjoining the research and development 
facilities of London International Group, plc. in Cambridge, England. This will allow for the 
close oversight and supervision of the production process by highly qualified individuals. 
Subsequent manufacturing is expected to be conducted in Anderson, South Carolina. The 
manufacturer's Device Establishment Numbers are as follows: 

Schmid Laboratories, division of London International U.S. Holdings, Inc., Anderson, 
South Carolina, #1045600. 
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Schmid Laboratories, division of London International U.S. Holdings, Inc., Sarasota, 
Florida# 2211046. 

London International Group, Cambridge, England, # 8043984. 

V. Availability of Safety and Effectiveness Information 

A summary of this 510(k) is contained in Appendix B, which contains the required summary 
of safety and efficacy information. 

VI. No chan2es to test methods. OA procedures. materials of construction. 
biocompatibility. etc. 

The manufacturing procedures to be used to produce this polyurethane "extra protection" 
condom will be very similar to that used for the standard thickness condom described in the 
previous 510(k). A process change that 1) uses a different dipping rate and 2) uses a higher 
percent solids dipping solution will be used to achieve the desired wall thickness. No other 
process changes are planned. 

We consider our intent to market this •extra protection• polyurethane condom 
confidential commerdal information, and request that this information be considered as 
such by the FDA. Additionally, some details contained in this letter are confidential in 
nature. We request the removal of the proprietary details of this submission from any 
potential disclosure under the Freedom of Information Act. 

Should you require further information relating to this amendment, please contact me at (619) 
535-0012. 

Sincerely, 

dk Clf2[2(_ 
Alice A. DePaul 
Vice President 
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EXTRA PROTECTION PACK LABEL 

FRONT OF PACK 

Technologically Advanced Condoms 

Superior Non-Latex Condom 

New Avanti™ Extra Protection Condoms are superior to latex condoms 
because they are made from a technologically advanced material which 
is twice as strong as latex. This technology has made it possible to 
make a stronger condom. without sacrificing sensitivity. 

Clear and Sensitive 
Natural Feeling 
No Odor 
Allergy Free 

Ultimate Strength 

Lubricated Condoms 

Superior Sensitivity 

(Net Contents statement, as required by the Fair Packaging and 
Labeling Act.) 
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BACK OF PACK 

Avanti™ Extra Protection Condoms are made from a technologically 
advanced material which has allowed us to make them stronger than 
Extra Strength latex condoms, yet more sensitive than regular latex 
condoms. 

PROPER USE OF CONDOMS 

Avanti™ Condoms, when properly used, are highly effective against 
pregnancy -- although no contraceptive can guarantee 100% 
effectiveness. Any use of Avanti condoms for other than vaginal 
intercourse can increase the potential of damage to the condom. 
Avanti Condoms, when properly used, may help reduce the risk of 
catching or spreading Sexually Transmitted Diseases ("STD's") such as 
syphilis, gonorrhea, chlamydia infections, genital herpes and AIDS, 
however, it cannot eliminate the risk. 

For maximum benefits, it is important to follow the instructions for 
use included with this package. Failure to do so may result in the 
loss of the benefits of a condom. During intimate contact, lesions 
and various body fluids can transmit STD 1 s. Therefore, the condom 
should be applied each and every time before any such contact occurs. 

Storage: Avoid prolonged storage of condoms at temperatures in 
excess of 100 degrees Fahrenheit -- storage for short period of time 
at this temperature will not be harmful to the product. Avoid any 
storage close to a hot radiator, hot air duct or similar object. 

Distributed by: SCHMID LABORATORIES, DIVISION OF LONDON 
INTERNATIONAL U. S. HOLDINGS, INC., SARASOTA, FLORIDA 34230-4703. 

(Labeling of date of manufacture.) 

(Country of origin statement in compliance with Customs and Federal 
Trade Commission Regulations.) 

SIS 
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51 O(k) Summary 
Statement of Safety and Effectiveness 

I. Submitter's Name: 

ll. Submitter's Phone Number: 

m. Contact Person: 

IV. Date of Preparation: 

V. Name of Device: 

VI. Trade or Proprietary Name: 

Vll. Common or Usual Name: 

vm. Classification Name: 

Apex Medical Technologies, Inc. 
10064 Mesa Ridge Court, Suite 202 
San Diego, CA 92121 
(619) 535-0012 

Alice A. DePaul, Vice President 

May 29, 1992 

"Extra Protection Polyurethane Condom" 

"Extra Protection Condom" 

Condom 

Condom 

IX. Predicate or legally marketed device 
or devices to which substantial 
equivalence is claimed: Currently marketed latex condoms and the 

polyurethane condom described in 510(k) Premarket 
notification # K902936/A, accepted by FDA on 
March 6, 1991. 

X. General Description of the diseases or conditions the device will diagnose, 
treat,prevent, cure or mitigate, Including a description of the patient population for 
which the device In Intended: 

This condom is intended to aid in the prevention of pregnancy, and is intended to help prevent 
the transmission of sexually transmitted diseases. The patient population for which this product 
is intended is as follows: people who engage in vaginal intercourse who wish to reduce the 
likelihood ofbecoming pregnant and/or contracting sexually transmitted disease(es). This condom 
is not intended for people who expect absolute protection. People requiring absolute protection 
from pregnancy and/or sexually transmitted diseases should consult their physicians for 
alternatives. 

XI. Description of Device: 

The "Extra-Protection Polyurethane Condom" is a combination contraceptive and disease 
prevention device which functions by acting as a barrier to the transfer of semen and/or infective 
microorganisms known to cause sexually transmitted diseases. This barrier protection is intended 
to be effective for vaginal intercourse only. The basis for function of this device is based upon 
the fact that these condoms are essentially pore-free and will not allow for the passage of 
spermatozoa or disease organisms between sexual partners during vaginal intercourse. 
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The main cylindrical portion of the "Extra-Protection Polyurethane Condom" is produced from 
a material called polyurethane. The open end of the condom has a ring made from a proprietary 
synthetic rubber material which is softer than the polyurethane to provide for added comfort to 
the user. 

Xll. Description of Non-Clinical Tests and Their Results 

The results of physical properties testing support the substantial equivalency claims. The results 
of the physical properties tests show the polyurethane condoms to have higher tensile strengths, 
and air burst pressures than currently marketed latex condoms. Average air burst pressure for 
this polyurethane condom was shown to be 5.50 kilopascals, compared to 1.34 kilopascals for 
standard thickness latex condoms and 1. 72 kilopascals for extra strength latex condoms. The 
average tensile strength for this polyurethane condom was shown to be 61.0 megapascals, 
compared to 20.32 megapascals for standard thickness latex conaoms and 25.08 megapascals for 
extra strength latex condoms. 

The release criteria for this condom is based upon the water leakage test described in ASTM 
Standard Specification for Rubber Contraceptives (Condoms) D 3492 and will be set to a level 
of AQL=0.25 General Inspection Level I, (Mill Ansi Spec 105), compared to AQL=0.4 General 
Inspection Level I, (Mil/Ansi Spec 105) for standard latex condoms and extra strength latex 
condoms. 

xm. Conclusions drawn from nonclinical and clinical tests that demonstrate the device is 
"safe, effective and performs as well or better than the currently legally marketed 
device". 

Based upon superior physical properties, and based upon a more stringent product release 
criteria, this condom is expected to be substantially equivalent to and superior to currently 
marketed latex condoms. 

2 
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