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April 15, 2003

Dockets Management Branch

(HFA-305)

Food and Drug Administration

5630 Fishers Lane, Room 1061

Rockville, MD 20852

Re: Docket No. 80N-0280

Dear Sir/Madam:

Thank you for the opportunity to comment on the proposed rule to add new labeling warning statements to all over-the-counter (OTC) vaginal contraceptive drug products containing nonoxynol 9.  The American Pharmacists Association, founded in 1852 as the American Pharmaceutical Association, represents more than 50,000 practicing pharmacists, pharmaceutical scientists, student pharmacists, and pharmacy technicians.  APhA is also an active member of the STD Prevention Partnership, a group of national non-profit organizations and federal agencies convened by the Centers for Disease Control and Prevention in 1992 with the aim of reducing the incidence and impact of STDs.    

APhA appreciates the Food and Drug Administration’s (FDA) efforts to protect female consumers from possible increased risk of transmission of the human immunodeficiency virus (HIV) and other sexually transmitted diseases (STDs).  As the FDA summarizes in the January 16, 2003 Federal Register proposed rule, several studies have shown that frequent use of contraceptive products containing nonoxynol 9 may increase vaginal and cervical irritation, and that increased irritation may increase the possibility of transmission of HIV and STDs from infected partners.  The transmission of HIV and STDs is a major public health issue, and as such, pharmacists and other health care professionals are interested in identifying and participating in efforts to decrease their transmission.

According to the proposed rule, the FDA has not found a direct causal link between the use of nonoxynol 9 products and adverse events, therefore, the Agency is not 
proposing to remove the products from the market.
  Instead the FDA has determined that “additional warnings and other information are necessary to ensure that these OTC drug products continue to be safe and effective for their labeled indications under ordinary conditions of use.”
  The proposed labeling changes would include warnings that nonoxynol 9 products do not protect against HIV or STDs, and that frequent use—defined as more than once a day—may cause increased vaginal irritation which may increase the risk of becoming infected with HIV or STDs.  

The labeling would also include a statement that correct use of a latex condom will help reduce the risk of contracting HIV or STDs.  The new labeling statements would be included on the outside container or wrapper of the product package and/or in the package insert.

APhA values the Agency’s attempt to develop warning statements that will educate consumers about the potential risks associated with frequent nonoxynol 9 use, and allow consumers to make an educated decision on appropriate product use.  The Association, however, is concerned that the warning statements may not be sufficient, and may not have the intended effect.  Warning statements are only effective if the consumer reads the label and/or package insert, comprehends the information presented, and has enough information to make an educated decision.  

Knowing “where to turn” for additional information is also important.

The primary challenge facing the Agency is not the development of warning statements that consumers will understand and follow.  Rather, the challenge is convincing consumers to read the labeling information and warning statements and follow the guidance provided.  Many consumers consider OTC products to be “safe” products that present no risk because they are available without a prescription.  That false impression may lead consumers to ignore the product labeling.  If consumers discount the information found in product labeling, or choose not to read it altogether, more informative warning statements will accomplish little.  To increase the likelihood that consumers will read and follow labeling information, the FDA should require prominent placement of warning statements on the outside container of nonoxynol 9 products, in a large and bold font to obtain the consumer’s attention and encourage reading the package insert.  
The proposed labeling advises consumers to talk to their physician if they experience any irritation or to inquire about birth control and methods to prevent STDs.  APhA supports the recommendation that consumers seek the advice of a health care professional.  Learned health care intermediaries can provide valuable insight into the comparative risks and benefits of these products for specific patients.   However, APhA recommends that the package labeling advise the consumer to speak with a 
physician or pharmacist to obtain more information on nonoxynol 9 OTC products.  
Consumers of these products may not have ready access to a physician, but pharmacists are the most accessible health care provider.  Additionally, a large number of nonoxynol 9 products are purchased at the pharmacy.

The comprehension of nonoxynol 9 labeling is also very important.  The FDA has proposed the addition of several new warnings to the labeling, and the length of each warning statement is fairly long.  APhA recommends that the Agency test the comprehension level of proposed labeling through consumer surveys and focus groups before publishing a final rule mandating specific language.  The comprehension studies should measure consumers’ ability to understand the warning statements and consumers’ interpretation of the messages.

It is extremely important that the warning statements are easy to read and understand, and provide consumers with enough information to make an informed decision about product use.  Consumers must understand that nonoxynol 9 vaginal contraceptive drug products are intended to prevent pregnancy, but are not for use in the prevention of HIV or STDs.  This message may be confused in 201.325(b)(3) where the phrase “unprotected sex” is used.  If a consumer considers use of a spermicide like nonoxynol 9 as “protection”—against pregnancy—this warning could create confusion.  According to the proposed rule, the FDA also wants consumers to be aware that “normal” use of nonoxynol 9 products should not pose a health risk, while frequent use of more than once a day may place women at an increased risk for transmission of HIV and STDs.  APhA is concerned that this warning statement may place consumers considering “normal” use in a quandary of choosing between contraceptive protection and a potential increased risk of 
infection.  The warning must be carefully worded to provide consumers with the ability to accurately assess the risks associated with the product’s use.

Some of APhA’s members are strongly concerned that the warning statements will not adequately protect consumers and will not provide them with the information needed to make an informed choice about nonoxynol 9 use.  These members have suggested that the best way to protect consumers may be to move nonoxynol 9 products to prescription only status or to require manufacturers to reformulate the products.  APhA expects that the Agency will continue to evaluate relevant data on nonoxynol 9 and the potential for increased risk of transmission of HIV and STDs, and make changes to the drug product’s status as necessary.   

In conclusion, APhA fully supports the intent of the proposed warning statements.  Measures to decrease the transmission of HIV and STDs are a priority for pharmacists.  Again, we suggest the FDA test the proposed warning statements with consumers before issuing a final rule, and require that the warning statements are prominently placed on the outside product packaging.  

Thank you for your consideration of the views of the nation’s pharmacists.  Please contact Susan C. Winckler, Vice President, Policy & Communications and Staff Counsel, at 202-429-7533 or SWinckler@APhAnet.org, or Susan K. Bishop, Senior Manager, Regulatory Affairs & Political Action, at 202-429-7538 or SBishop@APhAnet.org.
Sincerely,
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John A. Gans, PharmD

Executive Vice President

Cc:
Susan C. Winckler, RPh, JD, Vice President, Policy & Communications and 

 
    Staff Counsel


Susan K. Bishop, Senior Manager, Regulatory Affairs & Political Action
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