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What this presentation covers

e Advertising or information: unbranded
‘disease awareness’ campaigns in Europe

e International experience with prescription
drug advertising: a strong warning
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Proposal for legislative change

pilot project to allow direct-to-consumer
advertising in Europe for asthma, diabetes
and AIDS drugs

e Rejected by the European Parliament

494 to 42
e Rejected again by the EU Council in 2003.
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“This is not direct to consumer
advertising. We are not introducing
advertising for prescription drugs.
What we want to do is, as a test
case, with respect to three specific
disease groups is to make sure that
validated and patient oriented
information can be made available...

— Commissioner Erkki Liikanen, July 2001
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Memo 01/267 Reform of Pharmaceutical Legislation

Brussels, July 18, 2001

http.//ec.europa.eu/enterprise/pharmaceuticals/review/doc/brief m01_267 en.pdf

Better information

The Commission considerec apprepriate to abandon the strict prohibition of
advertising of prescription-only medicinas, since there is a growing interest and
knowledge among the general public for information on medicinal products.

Proposed legislative change:
e "It is proposed that there should be public
advertising of 3 classes of products...”

e Amendment to Article 88, which prohibits
advertising of prescription drugs to the public;

e No explicit exclusion of any form of advertising,
in any media.
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“The industry and DG Enterprise have
repeatedly tried to disguise this
advertising effort as a way to inform
patients about their medicines.
However, the Parliament clearly saw
the proposal’s actual intent and

defeated it.”
— HAI-Europe, Amsterdam, Oct 2002
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EU Pharmaceutical Forum

e Chaired by DG Health & Consumer and DG
Enterprise & Industry

e Large representation from industry

e Remit: to adress public health issues &
review of pharmaceuticals

e Working group on information to patients
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EU Pharmaceutical forum

Working Group on Information to Patients

et of principles on good quality information

e Key aim is to involve the industry in the provision of
information within public private partnerships

e Consumers, health professionals, insurers unimpressed:

— Diabetes draft of poor quality; no comparative
information; no quantified harms or benefits;

— Quality criteria inferior to existing published standards for
consumer health information;

— Failure to address conflicts of interest and bias.
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“The focus should be on the availability
and quality of information, and not its
source,”... "the pharmaceutical industry

has the potential to be an important
source of information...”

Draft Report on Current Practice with regard to provision
of information to patients on medicinal products
http //eeuropa eu




"...after an unsystematic review of
information for patients available in
Europe... the report states that the
available information is not sufficient for
patients’ needs, and it suggests that the
Information possessed by the producers
could plug this gap...”

= Magrini and Font, International Society of Independent Drug
Bulletins, BMJ 2007; 335: 526




“Curiously, the document never mentions

direct to consumer advertising”
- Magrini and Font BMJ __2007 ‘
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What is prohibited under

current EU regulations?

prescription drugs to the public

e Article 86 (2) allows information on diseases,
as long as there is no direct or indirect
reference to a specific product
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An international standard -
WHO Ethical Criteria for

Medicinal Drug Promotion

persuasive activities by manufacturers and
distributors, the effect of which is to induce the
prescription, supply, purchase, and/or use of
medicinal drugs.”

e Advertisements ... should not take undue advantage
of people’s concern for their health

e Scientific and educational activities should not be
deliberately used for promotional purposes.
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statements and omissions likely to cause
medically unjustifiable drug use or to give rise
to undue risks.”

Quick et al. World Health Organization
Lancet Aug 30, 2005
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preventlon -cardio.com

Pfizer, France, 2006



GOOD HOUSEKEEPING PROMOTION
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Allergy may lead to asthma.
Snotty nose, stuffy nose or red,
irritated eyes may be more
serious than you think. Allergy is
a disease that, in itself, may lead
to asthma



Schering website: Menopause and Hormones
Accessed October 2, 2006
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“Estrogen deficiency is therefore considered an
iImportant risk factor for cardiovascular disease.”

What is left unsaid: hormone therapy fails to protect
against cardiovascular disease. Instead, it causes heart attacks,
strokes and venous thromboembolism.



e "Disease-mongering” — expanded disease
definitions in order to increase sales

e Inaccuracies about disease prevalence,
risks, potential treatment benefits

e Failure to comply with standards in WHO
Ethical Criteria

e Regulatory response is generally inadequate
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NOVARTIS ‘disease-awareness’ TV ads, the Netherlands

Ethical Criteria definition of promotion: stimulates sales
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Events per 1000 person years

o—o First consultations for onychomycosis
2 o= Prescriptions of terbinafine
- Prescriptions of itraconazole

1996 1997 1998 1999 2000 2001 2002
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- 't Jong GW et al. British Medical Journal 2004,;328:931



an prescription drug
advertising lead to harm to
health or sustainability of
public health care?
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Vioxx (rofecoxib)

Images, celebrity
endorsements,
spoke louder than
words



On the market from 1999 to 2004

e US spending on advertising $550 million

e More than Pepsi-Cola in 2000 — same year as
VIGOR trial published

e VIGOR trial: 4-5 times risk of heart attack

e No more effective than other anti-inflammatory
drugs for arthritis

e Estimated 88,000-140,000 extra heart attacks in
U S 4Q% fatal (Graham et al. Lancet 2005)




Estimated percent of Vioxx sales from DTCA
Based on year 2000 spending and sales data

DTCA spending in 2000 * $160 million
US Vioxx sales in 2000 ° $1,518 million
Mean returns (ROI) per $ invested? |$3.66
Estimated sales from DTCA $588.5 million
(DTCA spending x ROI)

Estimated percent of total sales 39%
Estimated no. of extra DTCA deaths |~17,800 3

1. Findlay S. 2001 www.nihcm.org
2. Gascoigne D. DTC at the crossroads: a direct hit... or miss? IMS Health 2004
3. 39% of estimated deaths in Graham D et al. Lancet 2005;365:475-81




“Nearly 107 million prescriptions for
rofecoxib [Vioxx] were dispensed in
the US between 1999 and September
2004, when the drug was withdrawn
from the market, and none of the
Eeople picking up those prescriptions
ad the opportunity to consider the
true balance of its risks and benefits.”

— Krumholz et al. BMJ 2007;334:120-123
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Peaceful, resiful sleep.
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New Zealand PHARMAC data, Toop et al, 2003



“The lesson from the New Zealand
experience for Europe is clear. Pandora’s
irresistible jar contained within it the
misfortunes of mankind. Europe is staring
at the lid of pharma’s jar and, once
opened, hope enough will not be enough
to undo the damage. Having seen what
lies inside, Europe should find nothing in
there to tempt it to take that risk. Allowing
industry funded objective information will
serve only to manipulate consumer

choices.”
— Toop and Mangin. BMJ 2007; 335: 694-695
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e The public needs unbiased, accurate,
comparative information on the pros 'and cons of
all treatment choices, including the option not to
treat — not disquised or undisguised advertising.

e Article 88 must remain intact and enforced.
e Industry has a clear role to play:

— Improve quality of product information,
packaging and patient information Ieaﬂets

— Full public disclosure of all pre- and post-
market drug effectiveness and safety studies
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For more information, visit
www.haiweb.org
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