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' C DEPARTMENT OF HFALTH & HUMAN SERVICES Public Health Sarvics

Food end Drug Administration
1390 Frrard Qs
Rociville MD 20850

AFw T GY4

TO: Condom manufacturers and distributors

FROM: Director, Center for Devices and Radiological Health

Because of the increasing reliance on latex condoms as a barrier
against HIV and other sexually transmitted Al rencsas, wa muct
continue to take every measure to enhance the quality of these
products.

I am therefore requesting that, within 90 daye, you add the ajir-
burst test to the finished-product testing of all of your condom
products. This test is currently snerifisd in tha intoernational
ISO standard, and has been proposed as an addition to the
American Society for Testing and Materials (ASTH) standard. We
are revising our guidance for premarket notification ("s510(k) ™)
submissions for latex condome to reflect this change; you will be
receiving copies of our new guidance document as soon as it is
ready for distribution. (Rercall that onr guidanea alraady
includes tests for tensile properties and water leakage.)

I realize that many of you are already performing air-burst tests
on a routine basis, and that you have been providing the results
to us in your 510(k) submissions. The change in our guidance
will help ensure that air-huret tocting iec oxtonded to all of the
industry.

Please also note that during inspections of condom manufacturers,
We will monitor compliance with air-burst testing of finished
products. We are also planning to include the air-burst
procedure in anr rentine tecting of condoms on the market. (Thiis
program presently includes a water-leakage test more stringent
than that specified in the IS0 standard.)

There are several reasons for our increased emphasis on the air-
burst test. First, there is increasing evidence that the test
may serve as a reliable indicator of a condom’s resistancve to

breakage during use. For example, a 1592 study by Steiner,
et al, showed a high degree of correlation between the air-burst
test and actual breakage rates in participating couples. (1)

Second, adding air-burst testing to our 510(k) guidance will make
it compatihle with +tha anticipatad rewvisiens in the condum
standard of the American Society for Testing and Materials
(ASTH) . Although the ASTM standard has not included air-burst
tests in the past, we expect that the upcoming version will
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specify this type of testing. Thus we expect that condoms
fulfilling our new guidance will meet the perférmance
specifications of both the ISO and ASTM standards.

Finally, recent tests conducted at our Winchester Engineering and
Analytical Center (WEAC) found that some condom lots did not
conform to the existing ISO air-burst test standard. Although
all the condom lots examined at WEAC passed the water-leak test,
preliminary results showed that six of the 17 lots of newly
manufactured condams in the study failed to conform to the ISO
air-burst requiremants. HNote that an entire lot of condome is

deemed not in conformance with the ISO standard even if only a
very small percentage of the condoms in it do not withstand the

air-buret test. (In the worst condom lot tested at WEAC, 92
percent of the condoms would have passed the air-burst test.)
The WEAC findings demonstrate that there is room for improvement
in condom testing, and provide a further basis for our decision
to add the air-burst test to our guidances.

I know you share my conviction that condoms should provide as
much disease protection as modern production technology will
allow, and I am pleased at the level of overall condom quality
the industry has been able to achieve thus far. But our criteria
cannot remain static. We in the FDA must contime tn revise anr
testing methods as scientific informstion changes, and the
industry should continue tc upgrade its gquality assurance
procedures for these products. I believe that the changes I have
described in this letter are important steps in achieving our
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D_. EBruca Burlington, HM.D.

(1) “Study tn Dotasrmine tho Correlation Beatwaan Condem Broakage
in Human Use and Laboratory Test Results," Contraception, v. 46,
pp. 279-88, 1992.




STANDARDS

The Center has recognized and will use consensus standards in the review of male
latex condoms. The Center believes that conformance with recognized consensus
standards can provide a reasonable assurance of safety and/or effectiveness for many
aspects of medical devices including latex condoms. For more information on the
Center’s use of standards, please see the section below on Abbreviated 510(k)
submissions, Chapter Il of this manual and our Internet web site at:

http://www.fda.gov/cdrh/

Standards are protected under applicable copyright laws and must be obtained
from their individual sources.

ISO and most standards are available from the American National
Standards Institute (ANSI). 11 West 42" Street, New York, New York 10036,
Phone 212-642-4900, FAX 212-398-0023, http://www.ansi.org

ASTM can be reached at Phone 610-832-9500, FAX 610-832-9555. 100 Barr
Harbor Drive, West Conshohocken, PA 19428. http://www.astm.org




