The Labeling of Latex Condoms with Nonoxynol-9
We are especially concerned about the appropriate labeling of latex condoms to reflect the dangers associated with the use of N-9 in latex condoms and the protection against HIV/AIDS, STIs, and other STDs.  Appropriately, the draft guidance for latex condoms with nonoxynol-9 (N-9) indicates that the N-9 lubricant does not protect against HIV/AIDS or other sexually transmitted diseases. Studies show that even at low doses, spermicides containing N-9 can cause massive, short-term damage to the rectal epithelium (lining), thereby increasing an individual's risk of contracting HIV and other STIs during anal intercourse.  
Therefore, we would like to express our great disappointment that the FDA has not banned the production of condoms lubricated with the N-9, and urge you to do so.  These condoms have not been proven to provide any additional protection against pregnancy and have been shown to potentially increase risk of contracting HIV if the condom is used rectally, thereby posing a significant health hazard.

However, if the FDA decides to take its current approach to labeling condoms with N-9, then the retail package and individual condom foil package should prominently warn consumers that—

•
Frequent use (more than once a day) of the spermicide nonoxynol-9 (N-9) can irritate the vagina, which may increase the risk of getting HIV/AIDS from an infected partner. 

•
 N-9 can damage the rectum and may increase the risk of getting HIV/AIDS from an infected partner. You should never use condoms with N-9 for anal sex. 

Because N-9, when used vaginally multiple times a day, can cause genital lesions and because of the proven danger of the use of N-9 condoms for anal intercourse, we strongly believe that this warning should appear more prominently on the retail package and on the individual condom foil package.

Should you have any questions or comments, please feel free to contact Carl Schmid, Director Federal Affairs for The AIDS Institute at (202) 835-8373 or  cschmid@theaidsinstitute.org.

Sincerely,
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Dr. A. Gene Copello

Executive Director

The AIDS Institute

(gcopello@theaidsinstitute.org)

cc: Mr. Carl Schmid, Director of Federal Affairs, The AIDS Institute (cschmid@theaidsinstitute.org)

TAI FDA Condom Labeling Comments Page 1 


