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In Opposition to AB 56
March 4, 2009
Position: PhRMA opposes Wisconsin AB 56 which would prohibit pharmaceutical companies from disseminating direct-to-consumer (DTC) advertising in Wisconsin.  The Food and Drug Administration (FDA) regulates DTC advertisements which preempts state laws.

The Pharmaceutical Research and Manufacturers of America (PhRMA) believes that current Food and Drug Administration (FDA) policies effectively regulate direct-to-consumer advertisements (DTCA).  Last year alone, drug manufacturers invested more than $58.8 billion in research and development of new medicines; whereas, direct to consumer advertising accounts for less than 2 percent of the total spending for prescription medicines in the U.S.
, 

DTCA Provides Valuable Educational Information to Patients
DTC advertising's overarching purpose is to inform and educate patients about treatable conditions, symptoms of illness, and available therapies. Research shows that communication with the general public about approved drug products through print, broadcast, and electronic media encourages productive dialogue between patients and their physicians. Nearly one in five patients reported speaking to a physician about a condition for the first time because of a DTC ad.
 Furthermore, “[DTC advertising] can empower consumers to manage their own health care by providing information that will help them, with the assistance of their doctors, to make better informed decisions about their treatment options.”

Lack of compliance is a critical problem in achieving effective medical care. The World Health Organization states, “Poor adherence to long-term therapies severely compromises the effectiveness of treatment, making this a critical issue in population health both from the perspective of quality of life and of health economics.”
 According to Prevention Magazine, DTC ads encourage compliance with physician-prescribed treatment regimens. For example, a RXRemedy and Pfizer study found that patients who involve themselves in their health care by asking their doctor about a prescription drug they saw in a DTC advertisement are more likely to take their medication than those who do not. Furthermore, arthritis patients who have seen a DTC ad are 75 percent more likely to stay on their medication and patients treated for depression are 37 percent more likely to stay on their medication.

DTCA Does Not Replace the Doctor-Patient Relationship

The physician or prescriber evaluates the benefits and risks contained in a drug’s approved labeling, determines if the drug is appropriate for that patient, and gives the patient specific instructions and warnings specific to their condition when the drug is prescribed. The physician-patient relationship is essential to all medical treatment and can never be replaced by advertising. In fact, the National Medical Association (NMA) found that “Doctors are finding that [DTC] ads are helping patients talk to [doctors] about medical conditions they’re at risk for…We must view [DTC ads] as one of the several tools that are potentially beneficial to the physician-patient dyad.”
The FDA Oversees Prescription Drug Advertising

Unlike other types of advertisements, including advertisements from managed care companies, pharmaceutical DTC advertising must meet strict regulatory standards enforced by the federal FDA. Section 301 of the Federal Food, Drug, and Cosmetic Act (FDCA) prohibits the introduction into commerce or receipt in interstate commerce of any food, drug, device, or cosmetic that is “misbranded.”  Section 502(n) of the Act provides that a prescription drug shall be deemed misbranded unless all advertisements for that drug contain a “true statement” of: (1) the established (generic) name of the drug; (2) the ingredients of the drug; and (3) a brief summary relating to side effects, contraindications, and effectiveness. Such advertising must be truthful, present a fair balance of benefits and risks, and note that the medicine can only be purchased with a prescription. Furthermore, federal law requires that advertisements (both published and broadcast) include information about the major side effects and risks associated with the advertised drugs.
 
Manufacturers must submit all advertising for a new medicine to the FDA for review prior to using the advertising and many manufacturers ask FDA to review advertising for older drugs. FDA has a variety of methods to enforce its regulation of advertising of prescription drugs, including requiring the manufacturer to conduct corrective advertising.  
Direct-To-Consumer Advertising Is Protected Commercial Speech
The landmark U.S. Supreme Court decision, Central Hudson Gas & Electric Corp. v. Public Serv. Commission Of New York, established a four-part test to be applied by courts in determining the constitutionality of commercial speech restrictions.
 First, the government may prohibit commercial speech only if the speech is inherently false or misleading or proposes an unlawful transaction.  Second, the government must establish that it has a “substantial” interest in restricting speech.  Third, the government must establish that its restriction directly furthers its objective – in other words, that the restriction “advances the Government’s interest in a direct and material way.” Fourth, the government must demonstrate that the governmental restriction is no more extensive than necessary to achieve the governmental interest. Not only are advertisements for prescription medicines not false or misleading, they are among the most regulated advertisements of any industry.  
PhRMA Guiding Principles for DTC

PhRMA member companies take their responsibility to fully comply with FDA advertising regulations seriously. Patients, health care providers and the general public expect drug makers to do more than just meet these exacting legal obligations. To meet these expectations, PhRMA developed its own Guiding Principles on Direct-to-Consumer Advertising of Prescription Medicines to go further than required in regulating DTC advertising. 
For the reasons set forth above and in an effort to provide as much information as possible for patients and physicians to together make informed decisions, PhRMA respectfully opposes Wisconsin AB 56.
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