Direct-to-Consumer Advertising of Urologic Pharmaceuticals: A Cross-Sectional Analysis of Print Media

Background: Direct-to-consumer advertising (DTCA) is a promotional effort by a pharmaceutical company or other health product provider to present information about medications or medical services in the lay media. These include television, radio, internet and print media.


1 ADDIN EN.CITE  Spending for DTCA targeting potential patients has been reported to be increasing and amounted to an estimated $4.2 billion in 2005. Whereas DTCA in many countries it severely limited, it is explicitly permitted in the United States under the regulatory authority of the Federal Drug Administration. From the perspective of the drug manufacturer, the intent of DTCA is to build brand recognition and to foster patients’ belief in the quality of their products.2 Other perceived benefits of DTCA include patient education about new medication, an empowerment to seek medical care for a yet undiagnosed condition and potentially, improved patient to provider communication.3 Meanwhile, DTCA’s can also be misleading, resulting in inappropriate prescriptions and even undermining the patient-physician relationship. The profound impact on patients’ request on physician prescribing has been recently demonstrated in a randomized controlled trial in the psychiatric literature.4 
Purpose: To understand the potential impact of DTCA, it is essential to determine how widespread it is and what types of claims are being made. Urological conditions such as benign prostatic hyperplasia (BPH) and female urgency and stress incontinence (SUI) are highly prevalent and treatable disorders and therefore the likely target of DTCA. In this study, we aim to perform the first investigation of DTCA of pharmaceutical products for urological disorders.
Methods: Sample issues of popular magazines for DTCA. A single issue of all popular magazines on sale at either Walmart and/or Borders in July of 2007 will be retrieved. For those journals that are not published on a monthly cycle (i.e. weekly, biweekly, bimonthly, quarterly) the most recent issue will be used. The total number of DTCA ads and the number of pages per advertisement will be recorded. Advertisements pertaining to urological conditions will then be scanned and used for further data abstraction. The advertisement will be categorized by the type of urological condition they refer to and the type of DTCA. Categories of DTCA are: 1) disease awareness advertisements, which are sponsored by pharmaceutical companies but include only general information without mention of a drug; 2) reminder advertisements, which include the name of a drug as well as information about its strength, dosage, form and prize, but not its indication or effectiveness, and 3) product-specific advertisements, which include the brand name with claims about indication and effectiveness. 
DTCA will be further analyzed for font size, the presence of tables and figures, and the use of pictures of an apparent patient with accompanying text suggesting an endorsement from this individual for this particular medication. 
The number of statements made in each DTCA will be recorded and the nature of the advertisement appeals evaluated using the method of Bell et al.5 Such appeals include claims about the drug’s effectiveness, social-physiological benefits, ease of use, and safety. We will determine the presence or absence of the set of 60 terms described by Bell et al. to describe the drug’s nature or impact. 

Two reviewers will independently evaluate each article. In cases in which the two reviewers do not concur, a third member of the investigative team will perform an independent assessment and disagreements will subsequently be resolved by consensus. Inter-rater reliability between the two primary reviewers will be assessed by calculating a kappa.    
Expected Results: We expect to find DTCA for 5 – 10 different pharmaceutical agents in our sample of popular magazines. DTCAs for urological conditions will be among the most common forms of advertisements. Most appeals will likely relate to the efficacy of a given medication. References to specific studies to support the claims made will likely be lacking in the majority of DTCAs. 
Limitations: 
This study uses a convenience sample of popular magazines from a single month, thereby limiting the ability to generalize study results. 
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