This guidance was written prior to the February 27, 1997 implementation of FDA’s
Good Guidance Practices, GGP’s. It does not create or confer rights for or on any person
and does not operate to bind FDA or the public. An alternative approach may be used if
such approach satisfies the requirements of the applicable statute, regulations, or both.
This guidance will be updated i the next revision to include the standard elements of GGP’s.
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To: A1l U.S. Condom Manufacturers, Importers and Repackagers

Because of the heightened interest in reducing the risks of
acquiring sexually transmitted diseases (STDs), including Acquired
Immune Deficiency Syndrome (AIDS), the Food and Orug Administration

(FDA) is providing this guidance to manufactucers, importers and
repackagers of condoms.

If designed, manufactured and tested properly, the condom is a
barrier that may prevent the transmission of STOs. With the spread
of STDs, it has become very important that users be fully aware that
latex condoms provide protection, but do not guarantee it, and that
protection is lost if condoms are not used properly. Given the
urgent public health concerns regarding this issue, FDA urges your
cooperation in informing consumers about realistic expectatioas they
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An acceptable statement of intended use for the prevention of
\ transmission of sexually transmitted diseases follows:

“When used properly, the latex condom may prevent
the transmission of many sexually transmitted
diseases (STDs) such as syphilis, gonorchea,
chlamydial infections, genital herpes, and AIDS.
It cannot eliminate the risk. For maximum
protection, it is important to follow the
accompanying instructions. Failure to do so may -
result.in loss of protection. Ouring intimate
contact, lesions and various body fluids can
transmit STDs. Therefore, the condom should be
applied before any such contact.*

Different wording may be employed, but the wording should convey
a balanced description of risks and benefits, and there should be
a warning about the loss of protection resulting from improper.
use. -

T 77 TRmatceptable statement of intended use for prevention of
pregnancy could be similarly constructed. -



