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        Introduction     

Direct to Consumer (DTC) Advertising of prescription medications became legal in the 

United States in 1985 as a practice protected under the First Amendment of the Constitution. 

Other than the United States, the practice is legal in only one other country, New Zealand.1 The 

concept of DTC advertising of prescription drugs is interesting because the consumer cannot 

make the final decision to purchase the medication. That final decision is up to the consumer’s 

doctor, who must write a prescription in order for the consumer to buy the drug at a pharmacy. 

Despite the fact that the consumers do not get to make the final purchasing decision, billions of 

dollars are spent each year on DTC advertising of prescription medications. 2 This has been 

especially true since 1997, when the Food and Drug Administration (FDA) revamped regulations 

so it became easier for drug companies to advertise on television. The FDA eased up on the rules 

that required companies to give a very detailed list of side-effects in their commercials. 3 When 

this change occurred, the money spent on DTC advertising of prescription drugs more than 

doubled in just one year, and the numbers have steadily gone up since 1997. 4

 Though the practice of direct to consumer advertising of prescription medications has 

now been common place in the U.S. for decades, there is still much debate on whether this 
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1 World Health Organization (2009). Direct to Consumer Advertising Under Fire. http://
www.who.int/bulletin/volumes/87/8/09-040809/en/index.html 

2 Bradford, Kleir, Nietert, Steyer, McIlwain, Ornstein (2006). How Direct To Consumer Television Advertising for 
Osteoarthritic Drugs Affects Physicians Prescribing Behavior.  http://content.healthaffairs.org/content/
25/5/1371.full.pdf+html 

3 World Health Organization (2009). Direct to Consumer Advertising Under Fire. http://
www.who.int/bulletin/volumes/87/8/09-040809/en/index.html

4 Bradford, Kleir, Nietert, Steyer, McIlwain, Ornstein (2006). How Direct To Consumer Television Advertising for 
Osteoarthritic Drugs Affects Physicians Prescribing Behavior.  http://content.healthaffairs.org/content/
25/5/1371.full.pdf+html 
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practice should be legal. As noted earlier, only one other country in the world besides the United 

States allows drug companies to advertise directly to patients, bypassing the physician. There are 

many questions regarding how the safety and health of consumers may be affected by these 

advertisements. There are also questions concerning how these advertisements affect physicians 

regarding how they decide which medication to prescribe a patient. Some studies have shown 

that physicians are more likely to prescribe patients medications that the patients themselves 

suggested. This could potentially lead to inappropriate prescriptions, or doctors prescribing 

newer medications that they do not yet know much about. 5 Because of these concerns, some 

policy makers have tried to end or limit the practice of direct to consumer advertising of 

prescription drugs in the United States. 6 Thus far, none of these attempts have been successful. 

However, there have been cases against pharmaceutical companies due to inappropriate 

advertisements that did not follow specific advertising regulations. In some cases, the drugs 

being advertised were deemed so dangerous and the advertisements so misleading, the drugs 

were taken off the market completely. 

 An example of such an occurrence is with the pharmaceutical company Merck, which 

produced Vioxx, a medication to help people with osteoarthritis. Merck spent millions of dollars 

advertising Vioxx directly to consumers. However, they came under fire for not disclosing in 

advertisements a very serious side effect that was discovered after the drug was released on the 

market. The drug remained on the market for four years after an unpublished study indicated the 
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6 The New York Times (2009) Should Prescription Drug Ads be Reined In? http://
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drug could cause heart problems. Additionally, Merck continued to advertise Vioxx to consumers 

without disclosing the possibly fatal side effect. This paper will examine the case of Vioxx in 

regards to direct to consumer advertising of prescription medications. The paper will specifically 

look at the regulations that govern this practice and what went wrong in the case of Vioxx. Some 

themes and issues that will be explored include deception, The Central Hudson Test, black box 

labeling and disclosure of risk information.

Factual Overview: Vioxx

 Vioxx is a type of drug known as a COX-2 inhibitor that works by impeding the 

production of the enzyme cyclooxygenase-2. This enzyme causes pain and inflammation in 

people who suffer from osteoarthritis.  Vioxx was unique from similar drugs because it did not 

inhibit COX-1 as well. COX-1 is an enzyme that protects the lining of the stomach. Inhibition of 

COX-1 can cause serious stomach problems such as bleeding and ulcers. Vioxx received 

approval from the FDA in May 1999 and Merck immediately began a huge DTC advertising 

campaign. In the year 2000, Merck spent $160.8 million advertising Vioxx. This was the largest 

amount spent for any drug that year. Prilosec came in second at $107.5 million. The advertising 

campaign seemed to work as Vioxx took in $1.5 billion in its first year on the market. 7 

 In March of 2000, less than a year after being approved by the FDA, Merck sponsored an 

unpublished study. The study compared Vioxx to other drugs intended to treat osteoarthritis. 

Merck intended the study to prove that Vioxx had minimal gastrointestinal effects. If they were 

able to prove this, they would be able to take the gastrointestinal warnings off the drug’s label, 
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and out of the broadcast commercials. Despite the new laws from 1997 that allowed 

pharmaceutical companies to advertise to consumers on television without extensive lists of side 

effects, serious side effects still needed to be reported. Merck hoped that this study would allow 

them to remove this side effect from their advertisements and therefore increase their consumer 

base. This part of the research was successful. Merck was able to prove that Vioxx was able to 

effectively treat osteoarthritis, with half as many instances of gastrointestinal problems compared 

to other treatments for the condition. This was seemingly good news for Vioxx and its 

advertising campaign. However, the study had another finding. It found that people taking Vioxx 

were five times more likely to develop irreversible heart damage. Merck tried to explain these 

results away by saying that the people who suffered heart damage while taking Vioxx were 

already predisposed due to other health conditions. Another explanation was that other drugs 

involved in the comparison study contained aspirin, which is known to cause stomach problems, 

but it is also known to help protect the heart. In addition, the unpublished study showed that 

overall mortality rates between those who took Vioxx and those who took other drugs to treat 

osteoarthritis for a short period of time were the same, even including those who had suffered 

heart damage. 8

Merck decided to continue advertising Vioxx while attempting to suppress concerns 

about the drug’s safety. In a press release, Merck explained the discrepancy by focusing on the 

ingredients in other drugs involved in the study that could prevent heart problems, but caused 

stomach problems. The press release never mentioned the possibility that Vioxx might be 
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causing the heart problems. 9  While the FDA did add a “mild warning” to the label, the drug 

continued to be widely advertised and widely used.10 With the new FDA rules from 1997, only 

“severe”, not mild side effects needed to be included in television advertising. 11 Dr. Eric J. 

Topol, the chief of cardiovascular medicine at the Cleveland Clinic said that, “It would have been 

appropriate to put a black-box warning on Vioxx’s label or stop the direct-to-consumer 

advertising until this was sorted out.”12 Black box warnings are required by the FDA when a 

medication has severe and/or life threatening side effects. It is named after the black border 

surrounding the text of the warning in order to gain the attention of the physician and the patient. 

The text in the black box must contain a concise summary of the adverse side effects and risks 

associated with taking the medication. It is required to be placed on the packaging, label and all 

other literature regarding the medication, such as magazine advertising. 13

However, black box labeling did not occur in the case of Vioxx. This is because the side 

effect was not revealed by Merck to be an important risk factor. The 1997 law change says that 

broadcast advertising is required to mention the drug’s most important risk information and 

consumers are to be directed to four sources for additional information: the manufacturer’s toll 

free phone number, concurrently running print advertisements, referral to a health care provider 
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9 Green, Robert M. (2007). Direct-To-Consumer Advertising and Pharmaceutical Ethics: The Case of Vioxx. http://
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10 Businessweek (2004). Lessons from the Vioxx Fiasco. http://www.businessweek.com/magazine/content/04_48/
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11 Khanfar, Loudon, Sincar-Ramsewak (2007). FDA Direct-To-Consumer Advertising for Prescription Drugs: What 
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12 Businessweek (2004). Lessons from the Vioxx Fiasco.
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and an Internet website. 14 Because Merck did not publish the findings, inform physicians of the 

danger, black box label the literature, or include the necessary information in broadcast 

advertising, the promotion of Vioxx was considered to be deceptive. 

It wasn’t until September of 2004, when a long term study compared Vioxx to a placebo 

that the risk of heart attacks was abundantly clear. Since this study did not compare two different 

drugs, but compared Vioxx against a fake pill, Merck could no longer argue that the results of the 

previous study were due to benefits of the other drugs as opposed to a problem with Vioxx. The 

long term study proved that users of Vioxx were twice as likely to have a heart attack as non 

users. Merck immediately pulled Vioxx off the market voluntarily on September 30, 2004.15 

Vioxx never returned to the market, though Merck continued to stay in business producing other 

pharmaceuticals. 

After studying the case regarding the advertising of Vioxx, in 2008 the FDA mandated 

that Merck submit all TV commercials for its drugs for review. In addition, Merck must follow 

through with all changes the FDA recommends before airing the commercials. This mandate was 

to be followed for seven years starting in 2008. In addition, Merck was mandated for ten years to 

comply with any FDA recommendations to delay television advertising for newly approved pain 

medication. This mandate came as an agreement between Merck and the FDA to pay $58 million 

as part of a settlement of allegations that the advertisements for Vioxx downplayed health risks. 

In addition to the monetary settlement and mandate of commercial submission by the FDA, 
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members of Congress also got involved in the case. Democrats in Congress wrote to 

pharmaceutical companies including Merck, urging them not to create misleading ads about their 

products.  In 2008, Congress attempted to pass a law that would that would ban advertisements 

for three years after the drug’s approval. The idea was that the three year frame would give 

researchers and physicians more time to learn about the drugs before they were advertised 

directly to consumers. This law, H.R. 6151, did not pass. 16 In November 2011, Merck plead 

guilty to criminal and civil charges and agreed to pay $950 million in settlements. 17

Issues Presented

The main issue raised by the direct to consumer advertising of Vioxx is deception. Merck 

knew since 2000 that people who were taking Vioxx were twice as likely to have heart problems 

compared to those who were not taking Vioxx. Instead of owning up to the mistake, Merck 

covered it up, placed blame elsewhere and continued to advertise to consumers. As will be 

further discussed in the policy analysis section, deceptive advertising does not fall under free 

speech in the constitution. Furthermore, the consequences of this deception were great. A senior 

FDA safety expert, Dr. David Graham, testified before the Senate that Vioxx likely caused more 

than 100,000 heart attacks and 40,000 deaths. Dr. Eric Topol of the Cleveland Clinic estimated 

an even larger 160,000 people had suffered heart attacks or strokes due to Vioxx.18 If patients and 
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16  Huffington Post (2008) Merck Agrees to $58 M Settlement Over Vioxx Ad Claims. http://
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17 USA Today (2011) Merck to Plead Guilty, pay $950M over Vioxx Marketing http://content.usatoday.com/
communities/ondeadline/post/2011/11/merck-pleads-guilty-pays-950m-over-vioxx-marketing/1 
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physicians had been made aware of these side effects in advertisements and other literature, it is 

possible that thousands of lives could have been saved. 

Policy Analysis

While the First Amendment of the United States Constitution does give Americans the 

rights to freedom of speech and freedom of the press, there are also many regulations in place to 

ensure that the people are protected from speech that could be harmful or misleading. When it 

comes to businesses advertising a product, many of these regulations are made and enforced by 

the Federal Trade Commission. One of these regulations, which is directly involved in the Vioxx 

case, is the prohibition of deceptive advertising. Section 5 of the FTC Act declares that unfair or 

deceptive acts or practices are unlawful. In addition, Section 12 prohibits false ads that are likely 

to induce the purchase of food, drugs, devices or cosmetics. Section 15 defines a false ad as one 

that is “misleading in a material respect.” Furthermore, the FTC policy statement says, “The 

Commission also considers claims or omissions material if they significantly involve health, 

safety or other areas in which the reasonable consumer would be concerned…Information is also 

likely to be material if it concerns durability, performance, warranties or quality. Information 

pertaining to a finding by another agency regarding the product may also be material.”19 Because 

Merck knew that Vioxx had dangerous side effects, but did not reveal that information in the 

product’s advertisements, the ads can be seen as deceptive and misleading, and therefore 

unlawful. By withholding this information from the public, the health and safety of the 

consumers became at risk. There was a problem with the quality of the medication, which 
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became known through a study in 2000. Yet, Merck didn’t take Vioxx off the market until 2004, 

deceiving consumers for four years. 

One of the most common set of criteria in determining whether or not commercial speech 

is lawful is the Central Hudson test. The test is used by courts to decide whether advertisements 

are misleading, whether banning it directly advances a substantial government interest, and 

whether the government’s interest could be advanced through a less restrictive route.20 In the 

case of Vioxx, it has already been determined that the advertising was misleading and deceptive 

because Merck withheld critical information regarding dangerous side effects. In terms of 

advancing a substantial government interest, one could argue that public health was at stake. 

Protecting the health of the public could certainly be argued to be a substantial government 

interest. However, could protecting the health of the public be achieved without banning the 

advertisement of Vioxx all together? The answer to that quest is likely, yes. When the advertising 

of prescription drugs became commonplace in 1997, regulations were put into place regarding 

serious side effects. These side effects had to be included in the DTC advertisement, while mild 

or uncommon side effects could be left out.21 Risk of heart problems is a serious side effect, yet 

Vioxx left this risk out of their advertisements. Merck claimed that they truly believed at the time 

that Vioxx was not causing heart problems, but that other drugs were preventing heart problems. 

22 
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Vioxx could have followed the guidelines of the Central Hudson Test by adding a special 

label to the medication and including the risk information in print and broadcast advertisements. 

Instead, they continued to be in denial of the dangers of the medication until further research 

proved without a doubt that Vioxx was the cause of the heart problems. By that time, so many 

people had died and even more sickened that Merck voluntarily withdrew the medication from 

the market. They also agreed to have all future ads for all their products reviewed by the FDA 

before broadcasting.  These FDA mandates came on top of multiple multimillion dollar 

settlements. If Vioxx had not been deceptive and used the Central Hudson Test as a guideline, it 

might not have come to this. They could have taken the drug off the market while they worked 

on the problem or disclosed the problem in advertisements so patients and physicians were aware 

of the risk and able to make fully informed decisions. However Merck chose not to follow the 

criteria set by the Central Hudson Test and now has to suffer the consequences of having future 

ads reviewed in order to verify that they are not deceptive before they are broadcast. 

It is well known that many medications can have some extremely serious side effects. 

From listening to commercials, one might hear about the risk of anything from stomach pain to 

fatal Tuberculosis. For some people, the benefits of the drugs outweigh the risk of serious side 

effects. This is a decision that patients must make with their doctors. Even though these drugs are 

advertised directly to consumers, it is up to the physician to make the final decision and write the 

prescription. However, the physician needs all the information available in order to make an 

educated decision for his/her patient. 

Black box labeling can help with this decision. As noted earlier, black box labeling 

involves a very visible label being placed on a prescription package, as well as all literature 
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regarding the medication. The label is surrounded by a thick black box to gain the attention of 

the reader. The label contains information about potentially serious side effects. The FDA 

mandates which drugs require black box labeling on their packages and in their advertisements. 

The purpose of black box labeling could be seen as two-fold. 1) It informs the consumer that 

there is a risk in taking this medication and it is something they should take into consideration 

with their physician. 2) It highlights the serious risks to physicians more prominently than labels 

that highlight mild risks. Because Merck denied that there was a serious problem with Vioxx, 

only a mild label was placed on the packaging. Many physicians probably were not concerned 

with the mild side effect label, because they did not know what Merck knew. Furthermore, 

because the problem was minimized in the press release by Merck, and the problem was deemed 

mild, they were not required to include information about these side effects in their 

advertisements. Because the labeling and the risk disclosure were not consistent with the actual 

risks of taking Vioxx, thousands of people were prescribed the medication without all of the facts 

available. It is impossible to know how many lives could have been saved if patients and their 

physicians were given the opportunity to assess the risks and benefits of taking Vioxx with all the 

facts available. 

As this paper has described, there are many policies in the United States to protect 

consumers from misleading and deceptive advertising. These policies are even more important in 

cases like Vioxx where people’s lives were on the line. There is a reason that we have these 

policies in the United States. These policies protect the public from dangerous products and also 

allow patients and doctors to make informed decisions. If the policies in place were followed, 

many people may not have died after taking Vioxx. While the case of Vioxx demonstrates some 
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of the most extreme consequences of advertising deception, it also proves that these laws are in 

place for a very good reason, to protect the consumer. 

Recommendations 

After learning about the policies in place to protect consumers from advertisers, and the 

consequences that can take place when companies like Merck don’t follow these policies, I have 

a couple of recommendations to improve the situation. In the case of Vioxx, I think the biggest 

issue that needs to be addressed is the legality of direct to consumer advertising of prescription 

medications. While I’m sure the majority of advertisements for prescription advertisements 

would pass the Central Hudson test, I think a new standard needs to be set in regards to these 

products. The problem with prescription medications is that we don’t know what the long term 

side effects are until they have been available to the public for years. Yes, these drugs are 

extensively tested before they are approved by the FDA. But until they are used long term in real 

world situations, we can’t be sure of all possible effects. While Vioxx knew that the short term 

study in 2000 indicated there was a problem, the drug wasn’t pulled from the market until the 

long term study that ended in 2004. Between 1999 and 2004, Vioxx was heavily advertised to 

consumers. These consumers asked their doctors for the medication and the doctors agreed 

because they were not aware of the problem either. Therefore, I am in agreement with the idea 

proposed in HR 6151 (110th Congress), which would have prohibited direct to consumer 

advertising of prescription medication for the first three years after the approval of a drug by the 

FDA.23 
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During these three years, pharmaceutical companies could teach doctors about their 

products and doctors could decide if the drug was right for the patient without the influence of 

direct to consumer advertising. As this is happening, the medications would continue to be 

researched in long term studies to determine if there are dangerous side effects that consumers 

and physicians would need to know about. After the three years are up and the long terms studies 

are published, the prescription medications could be advertised to consumers, following the 

guidelines that are currently in place regarding side effects. With this policy in place, 

pharmaceutical companies would have to make known all the long term side effects of their 

products and could not deny these side effects the way Merck did. In addition, the 

pharmaceutical companies would also be protected because they could not be accused of 

deceiving consumers in their advertisements, due to the fact that all long term side effects would 

already have been thoroughly researched and made known. 

Though the Responsibility in Drug and Device Advertising Act of 2008 ( HR 6151) was 

not successful during the 110th Congress, it is possible for this legislation to be revisited again in 

the future. The majority party has changed since 2008, and new medical professionals were 

elected to congress in 2010. Therefore, revisiting this bill could have different results. In the 

mean time, other things can be done to protect consumers from situations like Vioxx. Some ideas 

include harsher punishments for pharmaceutical companies that are found to use deceptive 

advertising. When Merck was initially fined $58 million, Merck was able to pay that fine with 

just one quarter of profits.24 Continuing to require companies that have a history of deceptive 

advertisements to submit the ads to the FDA for close monitoring should also be continued. An 
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even more extreme regulation could be to require all ads for prescription medication to be 

reviewed by the FDA before publication. 

Lastly, when making decisions regarding medication, the physician-patient relationship 

should be further emphasized. While the physician still has the final say, direct to consumer 

advertising has caused physicians to be under increased pressure from patients to prescribe 

certain medications.25 An idea to combat this issue is for the FDA to create public service 

announcements emphasizing the physician-patient relationship and de-emphasizing the 

advertiser-consumer relationship when making medical decisions. 

Conclusion

In conclusion, pharmaceutical companies need to be very careful when they are 

advertising directly to consumers. There are many policies in place to protect the consumer from 

deceptive advertising. As the case of Vioxx proved, direct to consumer advertising of 

prescription medication can be very dangerous when these policies are not strictly followed. 

Merck withheld information from consumers and physicians that caused many people 

irreversible harm. If the United States is to continue to be one of only two countries to permit 

direct to consumer advertising of prescription medications, government organizations like the 

FDA, FTC and Congress need to make sure that this is done safely and that companies comply 

with all the regulations in place or face harsh consequences. In addition, further regulations could 

be put in place to make the practice safer and avoid situations similar to Vioxx. 
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