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CONSUMER AWARENESS OR DISEASE MONGERING?:
GLAXOSMITHKLINE AND THE RESTLESS LEGS SYNDROME

“The words ‘It’s frustrating” shaped to look like a pair of legs, float across the screen. A voice
intones: ‘It’s frustrating. Just when you’re ready to relax, you feel the compelling urge to move.’
Eventually, the legs morph into those of a woman draped lazily across a recliner.”’ “When I saw
the ad, it pretty much described me to a tee. If that doesn’t do it, then I’ll talk to my doctor about
trying something else,” said Frank Stevens of Gillette, Wyoming.*

The advertisement was promoting GlaxoSmithKline’s (GSK) drug Requip for the treatment of
restless legs syndrome (RLS), a neurological condition causing an itchy, restless sensation in the
legs. Requip (Ropinirole) had earlier been approved for.the treatment of Parkinson’s disease,
and in 2005 it was approved for RLS with 2-4 milligrams doses versus 15 milligrams for
Parkinson’s disease.

In 2005 GSK spent $36 million to advertise Requip according to Nielsen Monitor-Plus. Sales
increased by $50 million, or over 50 percent, in the United States. Worldwide, Requip was
projected to have sales of over $500 million in 2006 with more than half accounted for by RLS.?

GSK had begun an intensive promotional campaign for Requip prior to approval by the Food and
Drug Administration. It began issuing press releases in 2003 referring to research presentations
at an American Academy of Neurology conference. It then began advertising to doctors in
medical journals before turning to direct-to-consumer advertising. In 2003 it began developing
consumer awareness of RLS with an advertising campaign stating a “new survey reveals a
common yet underrecognized disorder—restless legs syndrome—is keeping Americans awake at
night.”® The initial ads did not mention the drug but instead urged people to consult their

! Washington Post, May 30, 2006.

> Ibid.

3 Jeanne Whalen, “How Glaxo Marketed a Malady to Sell a Drug --- TV-Ad Blitz, Physician Onslaught Are
Unleashed to Inform About Little-Known Disorder,” The Wall Street Journal, October 26, 2006.

* Business Week, May 8, 2006.

David P./Baron prepared this case from public sources as the basis for class discussion rather than to illustrate either
effective or ineffective handling of an administrative situation.
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physician. In preparation for the direct-to-consumers advertising campaign, GSK had recruited
sleep-disorder specialists to speak to doctors at hosted dinners at restaurants.’

GSK argued that its campaign was simply raising awareness of RLS. A GSK spokesperson said
that it was “sharing medical information on a wide variety of conditions, including RLS, which
is what we see as our mission.”® John Winkelman of Harvard Medical‘School who.treats sleep
disorders said, “This was a disorder that was generally overlooked by most physicians and

individuals”.’

Others disagreed. “The argument the pharmaceutical industry is.always making is that this is
patient education—that this is an under-diagnosed condition and ‘we’re just trying to raise
awareness,”” said Michael Wilkes of the University of California at Davis. ‘If you’re talking
about something like hepatitis C or measles, that might be true.. But if you’re talking about
toenail fungus or baldness or restless legs syndrome, I just don’t buy it.””®

Some accused drug companies of disease mongering.” Lisa M. Schwartz of the Veteran Affairs
Outcomes Group and the Center for the Evaluative Clinical Sciences of the Dartmouth Medical
School said, “We’re increasingly turning normal people into patients. The ordinary experiences
of life become a diagnosis, which makes healthy people feel like they’re sick.”'’

“Researchers say it is surprisingly easy for ‘patients to persuade doctors to prescribe medications,
especially for unfamiliar conditions. Richard Kravitz of the University of California at Davis
said of RLS, ‘physicians don’t know/much about it.and may be wanting to follow the path of
least resistance and prescribe a medication for a condition that a patient might not have.”"'

Restless Legs Syndrome

Restless Legs Syndrome “is a neurological disorder characterized by an uncontrollable urge to
move the legs, usually accompanied by unpleasant and sometimes painful sensations in the legs.
RLS affects up to ten percent of the population worldwide aged between 30 and 79 years and
around one-third of sufferers experience symptoms more than twice weekly causing moderate to
severe distress. The motor-restlessness worsens during the evening and night causing difficulty
initiating and maintaining sleep. The sleep disruption can lead to excessive daytime sleepiness
and compromise work performance. RLS also has considerable impact on social activities that
require immobility.”"

5 Wall Street Journal, October 26, 2006.

® Ibid.

7 Ibid.

8 Washington Post, op cit.

? Disease mongering was a term coined by Lynn Payer in a 1992 book Disease-Mongers: How Doctors, Drug
Companies, and Insurers are Making You Feel Sick, (John Wiley: New York, 1992). See also, R. Moynihan and
A. Cassels, Selling Sickness. How the world’s biggest pharmaceutical companies are turning us all into patients
(New York: Nation Books, 2005).

' Washington Post, op cit.

" bid.

12 “Boehringer Ingelheim’s pramipexole Can Provide Benefit of Improved Mood Disturbance for People With

Restless Legs Syndrome,” PR Newswire Europe, September 5, 2006.
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GSK recognized the potential of Requip to treat RLS after doctors had begun to prescribe it for
the disorder. Some doctors stated that RLS afflicted approximately 3 percent of people with
symptoms at least twice a week, but GSK claimed that it affected up to 10 percent.'? Steven
Woloshin and Lisa Schwartz indicated that the 10 percent estimate was based on study responses
to a single question rather than “the four standard criteria.” '* In a large-scale study only 7
percent reported all four criteria, and only 2.7 percent reported symptoms occurring sufficiently
frequently that treatment might be appropriate.”” Woloshin and Schwartz also argued that the 2.7
percent figure was likely too high because of selection bias.

Pharmaceutical companies regularly sought applications of their drugs beyond their primary
indication. Use for new indications required approval by the Food and Drug Administration, and
GSK had conducted the required clinical tests to establish the safety and efficacy of Requip for
the treatment of RLS.'® Similarly, Boehringer Ingelheim’s pramipexole had been approved in
1997 for treatment of idiopathic Parkinson’s disease, and the company sought approval for
treatment of RLS. “Pramipexole was approved in April 2006 throughout the European Union for
the symptomatic treatment of moderate to severe idiopathic Restless Legs Syndrome and is also
approved in Australia, Brazil, Mexico and others.”!” The lead investigators on an RLS research
study concluded, “These studies provide evidence that supports the efficacy and safety of
pramipexole for RLS across a range of symptoms which were sustained over time.”'* UCB SA
of Belgium was also seeking approval for its Parkinson’s drug for treating RLS.

The Restless Legs Syndrome Foundation

The Restless Legs Syndrome (RLS) Foundation of Rochester Minnesota conducted research on
and provided education about RLS. The Foundation organized support groups with over 2,500
people attending and also provided information at health fairs. Georgianna Bell, executive
director of the RLS Foundation, said, “There’s still people out there who have the condition and
don’t know they have it. It’s a serious condition. Raising awareness is important. It can help a
lot of people.” The number of visits to the Foundation’s website nearly doubled to 4,500 a day
after GSK’s advertising campaign for Requip.

Robert H. Waterman, Jr., chair of the Foundation, wrote in the 2005 annual report, “With our
newfound visibility comes the realization that people living with RLS are a big audience. From
relative obscurity, we have now become a market. We are a market for medications, a market
for publications; a market for untested therapies, and a market for information, the bulk of which
will be reliable and some of which will not. ... of all the major sources of information on RLS,

'3 Phillips B., Young T., Finn L., Asher K, Hening WA, et al.,“Epidemiology of restless legs symptoms in adults.”
Arch Inter Med 2000, 160:2137-2141.

'* Woloshin, Steven and Lisa M. Schwartz. “Giving Legs to Restless Legs: A Case Study of How the Media Helps
Make People Sick.” PLoS Medicine, April 11, 2006, 3(4): €170 DOL.

!> Allen R, Walters A, Montplaisir J, Hening W, Myers A, et al.,“Restless legs syndrome prevalence and impact:
REST general population study.” Arch Intern Med 2005, 165:1286-1292.

' There was no evidence to connect RLS and Parkinson’s disease.

y “Boehringer Ingelheim’s pramipexole Can Provide Benefit of Improved Mood Disturbance for People With
Restless Legs Syndrome,” PR Newswire Europe, September 5, 2006.

'8 Pain & Central Nervous System Week, May 1, 2006.
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our Foundation aims to be the most consistently reliable, objective, unbiased, and science-
based.”

In 2005 the RLS Foundation received $578,000 in contributions, which represented over 40
percent of its total income. GlaxoSimthKline was the only Gold Corporate Partner contributing
over $250,000." In addition GlaxoSmithKline—USA was a Leader, contributing at least
$10,000. The Foundation also reported Grants Receivable of $300,000 in 2005. The grants
“represent promises to give from pharmaceutical companies.” Boehringer Ingelheim was also a
Leader.

Disease Mongering?

Referring to the promotion of drugs for an underappreciated malady, “a growing chorus of
physicians and health-care specialists, the very idea of treating the risk of a risk is wrong. They
have labeled the phenomenon ‘disease-mongering,” defined as.the corporate-sponsored creation
or exaggeration of maladies for the purpose of selling more drugs.” Dr. Robert L. Klitxman of
Columbia University said, “The problem is that mild cases are being made to seem more serious
than they are.” Dr. David Henry of the University of Newcastle in Australia stated, “Drug
companies are playing off the desire we all haye to get rid of things that bother us.”'

Woloshin and Schwartz identified some of the costs of such promotions: “Helping sick people
get treatment is a good thing. Convincing healthy people that they are sick is not. Sick people
stand to benefit from treatment, but healthy people may only get hurt: They get labeled ‘sick,’
may become anxious about their condition, and, if they are treated, may experience side effects
that overwhelm any potential benefit.”**.=They noted that “The market for treatment gets
enlarged in two ways: by narrowing the definition of health so normal experiences get labeled as
pathologic, and by expanding the definition of disease to include earlier, milder, and
presymptomatic forms ...">

The promotional campaigns of the pharmaceutical companies were often amplified by coverage
in the media. Woloshin and Schwartz studied media coverage of RLS and found 33 articles on
the syndrome, most of which exaggerated the prevalence and seriousness of the disease. The
Daily Telegraph proclaimed, “... the condition sounds like a joke, but its consequences can be
devastating. " Driven to despair by years of sleepless nights, patients have become suicidal.”*
Many of the articles suggested that the symptoms should be treated, and half mentioned
Ropinirole; often with testimonials from patients who had used the drug. None of the articles
suggested the possibility of overdiagnosis.

"% GSK was the only corporate partner in 2005.

% Business Week, May 8, 2006.

*! Tbid.

*2 The label on Requip noted nausea and dizziness as side effects. Woloshin and Schwartz report: “nausea (40
percent in ropinirole group versus 8 percent in placebo group) and dizziness (11percent versus 5 percent,
respectively). Somnolence and fatigue (ostensibly, the real target of the drug) were also higher in the ropinirole
versus the placebo group (12 percent versus 6 percent, 8 percent versus 4 percent, respectively).” Woloshin and
Schwartz, op cit.

> Woloshin and Schwartz, op cit.

** Daily Telegraph, December 1, 2004.
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For a year in advance of approval of Ropinirole in the United Kingdom, GSK had advertised in
doctors’ magazines to promote awareness of RLS, which is also known as Ekbom’s syndrome.
The ads stated that the syndrome was serious and that sufferers should consult the the Ekbom
Support Group website. The website mentioned Ropinirole as effective for the syndrome. GSK
supported the website financially.

As a result of the advertising campaign, a physician in the United Kingdom complained that
GSK was advertising an unapproved drug.”> “The Prescriptions Medicines Code of Practice
Authority, set up by the Association of the British Pharmaceutical Industry, ruled that GSK
broke the authority’s rules by promoting an unlicensed drug. ~°GSK was, in effect, directing
patients to a website that contained misleading messages about the safety of Ropinirole, which
might indirectly encourage patients to ask their doctors to prescribe.it,” the authority said.”*® The
physician commented, “The Ekbom Support Group was hijacked by GSK to promote restless
legs syndrome and the GSK drug Ropinirole. I am not saying some people do not experience
pain and restless legs but claims on the website that it is a widespread and serious condition are
disproportionate.”®” The head of the support group said that she had taken Ropinirole for seven
years and it was legitimate to tell others about it.

A spokesperson for GSK stated, “We realize that not every medicine is for every person. The

labels contain important information about whether it’s appropriate, and we’re confident that

doctors consulting with patients will assess. their healthcare issues and the risks and rewards and

make an appropriate decision.”*®

GSK made drugs not only for RLS but also for social anxiety disorder and other criticized

applications.

PREPARATION QUESTIONS:

1.  Did GSK act responsibly in seeking approval for Requip for the treatment of RLS?

2. Has GSK acted responsibly in promoting Requip? Should it have restricted its marketing
to doctors? Should it have conducted a direct-to-consumers campaign? Has GSK violated
any patient rights? Has it been fair to patients?

3. Should GSK continue to support the RLS Foundation to the extent it has been?

4.  How should GSK deal with the criticism of its conduct?

# Ropinirole was not approved until April 2006.

8 Sunday Times, August 6, 2006. The Prescription Medicines Code of Practice Authority was established by the
Association of the British Pharmaceutical Industry.

7 Sunday Times, Tbid.

2 Business Week, op cit.
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