Towns-Buyer Amendment

Truth in Drug Advertising

•
The Towns-Buyer amendment would strengthen the ability of FDA to monitor and discipline false or misleading advertising.

•
Today, FDA can only jawbone with advertisers to persuade them to change their ads or order the withdrawal of the drug from the market – a remedy so harsh and harmful to consumers that it rarely has been used.

•
FDA needs authority similar to that used for decades by the Federal Trade Commission to determine if advertising is false or misleading and to levy fines against advertisers that do not present truthful ads.  

•
This amendment provides an administrative proceeding to determine if an ad is false or misleading and gives FDA authority to fine violators $250,000 for the first offense, and $500,000 for a repeat violation.  Half the proceeds would be used to determine the impact of this advertising on all populations including elderly, children and racial and ethnic minority communities.

•
The Subcommittee Discussion Draft is too harsh in another direction.  It contains five restrictions on commercial speech that we believe are unconstitutional:  (1) A three-year ban on ads for new medications, (2) preapproval of ad content by FDA, (3) mandated warning language about nonspecific, unidentified adverse events, (4) a mandated warning symbol for all new drugs, and (5) required FDA preapproval of a medication’s entire marketing plan.

•
It is not just our judgment that these speech restrictions are unconstitutional.  We have opinions from the American Civil Liberties Union, the Washington Legal Foundation, Robert Corn-Revere, former Chairman of the Media Institute’s First Amendment Council, Rod Smolla, Dean of the School of the T.C. Williams School of Law at the University of Richmond, and Robert M. O’Neill, Director of the Thomas Jefferson Center for the Protection of Free Expression.

•
Dean Smolla, one of the nation’s leading experts on the First Amendment, says “It is my view that the advertising restrictions . . . would not survive a First Amendment challenge.”

•
The restrictions in the Subcommittee draft are anti-consumer.  There is no evidence that limiting drug advertising will promote drug safety – rather, barring information from advertising will cause more harm to consumers who are not prompted by an ad to see a doctor about an illness.  

•
There is evidence, however that these ads help millions of Americans get better healthcare. Surveys show that these ads prompted more than 39 million Americans to ask their doctor about a health condition. What if an ad prompted any of the 20 million Americans who have high blood pressure, but have not been diagnosed, to visit a doctor – it could help them avoid a heart attack or stroke. 
•
A cooling off period for advertisements is not only ineffective but also could increase the risks consumers face.  The cooling off period does not delay, or limit in any way, a doctors prescribing abilities, however, it would deny patients access to information that could inform them about risks and help them in discussions with their doctor.  

•
Finally, we should remember that physicians provide a vital safeguard for consumers.  No one can get a drug without a doctor's examination and written prescription.

