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Direct-to-consumer (DTC) television advertising for prescription drugs is coming under increasing scrutiny.  At issue are the frequent ads promoting certain “designer” products and encouraging potential consumers to “ask your doctor.”  The ads have sparked heated debate between drug manufacturers, physicians and patients. 

There is no doubt that such advertising is on the upswing.  DTC advertising increased more than seven-fold between 1996 and 2000.  In 2000, the top 20 prescription drugs ranked by DTC advertising spending accounted for approximately 60 percent of that spending.  However, DTC advertising accounted for just 15 percent of all drug promotion by pharmaceutical companies, and that advertising was highly concentrated among a small group of prescription drugs.

DTC broadcast ads, or commercials, emerged in May 1983.  Boots Pharmaceuticals was the first manufacturer to use the new venue in promotions of its Rufen® brand of ibuprofen.  The Food and Drug Administration (FDA) was initially concerned that consumers would be unable to quickly read through the list of side effects that flashed across the screen, so Boots subsequently revised the commercial to address those issues. 


Since then, the ads have become more sophisticated, more prominent, and more profitable.  From 1996 to 2001, the FDA reviewed more than 34,000 ads (including television commercials, magazine ads, Internet sites, etc.).  CMR, a data research firm, reported in the Wall Street Journal that spending on DTC advertising in the U.S. increased from $859 million in 1997 to $2.49 billion in 2001. 

CMR also reported that Vioxx®, which Merck manufactures for osteoarthritis, is the most heavily advertised prescription drug, with spending on ads totaling more than $135 million last year alone.  Pfizer, which makes Celebrex® for arthritis, was a close second, with spending totaling just over $130 million.  According to CMR, the drugs rounding out the top five in terms of spending on DTC advertising are: Nexium®, which AstraZeneca manufactures for heartburn; Viagra®, which Pfizer manufactures for impotence; and Allegra®, an allergy medication that Aventis makes.

With prescription drugs increasingly expensive and insurance coverage hard to come by, politicians, physicians and pharmaceutical representatives alike are debating whether DTC advertising is necessary to heighten consumer awareness and educate them about drug treatments.  Some wonder if the cost of producing such commercials adds to the cost of the advertised drugs.  

For those on both sides of the issue, common questions are:


Do consumers identify certain drugs because of their ads?  (An example of an easily recognizable drug would be Prilosec®, which AstraZeneca once marketed as “The Purple Pill.”  The pharmaceutical company now markets Nexium® as “Today’s Purple Pill.”)


Do such ads encourage consumers to seek treatment for existing conditions, or do they encourage self-diagnosis?  And if consumers are self-diagnosing, do these ads increase the demand for drugs that might, then, be inappropriate?


Do consumers demand that their doctors prescribe advertised drugs more than others?  And do the doctors prescribe at the patients’ request?


And are consumers willing to pay for an advertised drug that is not covered by their health plan?


According to the Pharmaceutical Research and Manufacturers of America (PhRMA), an organization that represents the U.S.’s leading research-based pharmaceutical and biotechnology companies, DTC advertising “enhances consumer knowledge about diseases and treatments.  It fosters competition among products, which can lead to improved quality and lower prices for consumers.  Most importantly, DTC advertising can improve public health.  It helps start a dialogue between patients and doctors.  Often, this dialogue will not result in the doctor prescribing the drug that the patient has asked about.  But it will prompt a discussion that may lead to better understanding and treatment of the patient’s condition.”  Additional information regarding PhRMA’s position on DTC advertising is available at www.phrma.org.


There is little doubt that the ads have spurred visits to doctors and, to a lesser extent, have resulted in doctors’ prescribing the advertised medication.  But by no means are such ads 100 percent effective in generating prescriptions.  According to a study conducted by the Henry J. Kaiser Family Foundation in November 2001, which surveyed a nationally representative random sampling of over 2,500 Americans, 30 percent had spoken to a doctor about a specific advertised medication.  Among the 30 percent, 44 percent (representing 13 percent of the American public) said that the doctor then prescribed the medication they requested. However, another 35 percent said the doctor recommended that they alter their lifestyle or behavior, 25 percent said the doctor recommended a different prescription drug, 19 percent said the doctor did not recommend any medication, and 15 percent said the doctor recommended an over-the-counter medication.


The federal government has weighed in with certain guidelines. The prescription drug advertising regulations (21 CFR 202.1) distinguish between print and broadcast advertisements.  Broadcast advertisements must disclose a product’s major risks in either the audio or audio-visual segments of the presentation, in what is commonly known as the “major statement.”  The regulations also set forth “adequate provision” requirements to offer alternate avenues for obtaining more information about an advertised product.  The requirements state that any ad must make “adequate provision…for dissemination of the approved or permitted package labeling in connection with the broadcast presentation” (21 CFR 202.1(e)(1)).

On August 6, 1999, the Intra-Agency Group on Advertising and Promotion at the FDA, in order to fulfill the “adequate provision” requirements, issued a final Guidance for Industry on Consumer-Directed Broadcast Advertisements.  In addition to the FDA, the Group was made up of the Center for Drug Evaluation and Research (CDER), the Center for Biologics Evaluation and Research (CBER), and the Center for Veterinary Medicine (CVM).  The final guidance differed little from the draft guidance issued on August 8, 1997, which loosened restrictions on broadcast advertising.  Prior to the 1997 guidelines, the FDA required that broadcast advertisements include information on side effects, contraindications and other FDA-labeling information.  The FDA deemed that amount of information unsuitable for broadcast formats and relaxed its requirements.


The final guidance continued the FDA’s four-pronged approach to the dissemination of product labeling in connection with broadcast ads.  To satisfy the “adequate provision” requirements, it required the inclusion of four things in any broadcast ad:

· the display of a toll-free telephone number;

· the display of an Internet Web page address;

· referral to a print ad in a concurrently running print publication, or provision of enough product brochures in convenient outlets; and

· referral to a health care provider.

Still, enough concerns remain to have initiated debate about implementing stricter standards.

Rep. Pete Stark (D- CA) introduced H.R. 2352, the Fair Balance Prescription Drug Advertisement Act of 2001, during the first session of the 107th Congress.  The bill would “amend the Internal Revenue Code of 1986 to deny any deduction for DTC advertisements of prescription drugs that fail to provide certain information or to present information in a balanced manner, and to amend the Federal Food, Drug, and Cosmetic Act to require reports regarding such advertisements.”  Congress referred the bill to the House Subcommittee on Health in July 2001.

Twelve state legislatures considered bills regarding DTC advertising in 2001.  Some advocate severe restrictions.  Kentucky’s HCR 7 would “urge the U.S. Congress, Department of Health and Human Services (DHHS) and FDA to limit, ban, or otherwise impose strict standards on DTC advertising.”  Others want greater accountability.  New York’s A. 8870 would require the disclosure of the “aggregate cost of advertising pharmaceuticals in the media.”  Others push for studies.  Pennsylvania’s S. 127 would require the Health Care Cost Containment Council to “conduct a cost/benefit analysis of advertising and promotional activities associated with the provisions of pharmaceuticals…by pharmaceutical companies and distributors” and report back to the General Assembly.
 

Legislation is not the only means by which concerned parties are looking to change current advertising practices.  The Ford Motor Company is advocating the use of generics as an alternative to heavily advertised brand-name drugs.  The company recently created a pilot program at one hospital that offers a financial incentive to doctors’ groups that prescribe an increased number of generic drugs.  General Motors launched its “Generics First” campaign last year, promoting generics in corporate newsletters, employees’ paycheck stubs, and company e-mails.  GM’s pharmacy benefits manager (PBM) also distributes free samples of generics to doctors’ offices.  According to a Wall Street Journal article, such efforts have saved GM $36 million to date.


And some insurers are also fighting against more expensive brand-names by promoting generics.  Blue Cross Blue Shield (BCBS) of Michigan is using its own DTC ads to encourage the use of generics, with statements like, “Choose the unadvertised brand.” 


The American Medical Association (AMA), which decided against supporting a prohibition on DTC advertising of prescription medications when the issue was raised at the organization’s 2001 Annual Meeting in June, is advocating instead that ads include the phrase, “Your physician may recommend other appropriate treatments.”  The AMA voted against a prohibition because members felt it could be in violation of the First Amendment.  Additional information regarding the AMA’s position on DTC advertising is available at www.ama-assn.org.

� According to a study entitled “Promotion of Prescription Drugs to Consumers: A Look at the Numbers,” conducted by the Harvard School of Public Health (HSPH), the Harvard Medical School and the Sloan School of Management, led by Meredith B. Rosenthal, assistant professor of health economics and policy in the Department of Health Policy and Management at HSPH.  The study appears in the February 14, 2002, edition of The New England Journal of Medicine at � HYPERLINK http://www.nejm.org ��www.nejm.org�.





� Kaiser Family Foundation Understanding the Effects of Direct-to-Consumer Prescription Drug Advertising, November 2001 (conducted August – September 2001).





� Information compiled by the National Conference of State Legislatures (NCSL) in the report Direct-to-Consumer Advertising of Pharmaceuticals, updated in April 2002.





