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Such a clarification is particularly important given that the evidence of condom 
effectiveness against transmission of these diseases has been strengthened by recent 
published data (VVald A et a1 . Ann Intern Med. 2005 ;1~3- :70i-71 3) and by presented data 
(Winer RL et al . The effeci of'consistefat conaona use on Me risk ~fgenit~zl HPV in~ectior2 
among new sexually active young wotnen . Poster presented at the 16th meeting of the 
International Society far Sexually Transmitted Diseases Research, Amsterdam, the 
Netherlands, July Z005), 

We believe it is critically important that a warning statement addressing vaginal irritation, 
damage to the rectal epithelium and HIV/AIDS transmission appears oil the retail 
package. The warning against rectal use is appropriate and necessary . The warning on 
vaginal irritation, while also important, should however clarify that research has shown 
increased vaginal irritation only with frequent use . The term "frequent" should tae 
defined based on the best scientific data available. Moreover, the warnings far 
nonoxynol-9 (N-9) are sufficiently important to be included on the pri'mary condom 
package (individual foil). 

Finally, we recommend that the full scope of infonnation on contraceptive options be 
included in the table on method effectiveness, iaot just information on other barrier 
methods. We believe that both the perfect-use and typical-use effectiveness rates should 
be presented for every method . Couples need to be informed about what can be achieved 
with perfect use so that they can determine for thernselves how -typical," or "atypical" 
they may be in tern-is of their ability to comply with a particular contraceptive regimen. 
The table in the draft guidance is out ofdazd. The FDA should use the best available 
science, using the most up-to-date information available . 
We fully support the FDA's efforts to ensure that people receive medically accurate 
information about all available methods to reduce the risk of unplanned pregnancy and 
sexually transmitted infection . Clearly, the FDA has a puhiic health responsibility to 
ensure that medical device labels are easily understood, and reflect the best science 
available . We appreciate the opportunily to provide comments on condorn labeling . 

Respectfully, 
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