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Foreword

In the European Union, asin most countries worldwide, advertisng of prescription drugs to the
public is prohibited by law. This redriction is part of the protection offered to the public by

prescription-only status. However, in July 2001 the
European Commisson announced a proposa that—if
passed—may open up the countries of the European
Union to prescription drug advertising.

The Commisson has presented this proposd for
legidative change as “information”, not direct-to-
consumer advertisng. However, it involves a change to
advertigng legidaion. The proposd is limited to three
types of drugs for AIDS, asthma and diabetes, but
there are concerns that once the industry has a“foot in
the door”, it will be very difficult to limit prescription
drug advertisng.

During January 2002, Hedlth Action Internationd (HAI)
Europe and the European Public Hedth Alliance
(EPHA) co-organised a symposum to discuss the
actud intent of the Commission’s proposd relating to
Articde 88 (the atide covering prescription drug
advetisng) and to debate the indudry’s role in
providing promotiond information about medicines to
consumers. At the symposum, researchers and
representatives from consumer organisations, patient
groups, WHO, hedth insurers, pharmecists and the
researchrbased pharmaceutica industry shared their
perspectives on the proposd and its possbleimpact on
public hedth in Europe.

Consumer advocates and public hedth experts sated
srongly that the proposd’s likely outcome would be
US-gyle spirding hedth cods and irrationd drug use
They dso emphassed that the Commisson's proposd
to dlow indudry to supply advertisng about medicines

“Drug treatment has two vital
components - the medicine itself and
information about the medicine. In the
past, the focus has been on the product.
At this meeting the focus is on
information. The public needs quality
information in order to make informed
choices and manage their own therapy.”

--Margaret Ewen, Co-ordinator, Health
Action International (HAI) Europe, The

Netherlands during her welcoming
remarks
“In response to the Commission's

proposals for better information to
patients...EPHA developed a survey to
assess what patient groups and other
EPHA members thought about the
Commission's proposal, and how to assess
information needs. The preliminary
results illustrate that patient groups are
very interested in improving information
on prescription medicines but they do
not think it will be achieved by the
current Commission's proposals.

More importantly, these results include
responses from some of the major AIDS,
diabetes and asthma groups, those that
will be directly affected by the
Commission's draft proposals.”

--Genon Jansen, Secretary General,
European Public Health Alliance (EPHA),
Belgium in her opening remarks

avaladle for trestment of digbetes, ashma and HIV/AIDS faled to follow the EU’'s own
precautionary principle of “firet, do no harm.” The symposum’s presentations and discusson
revedled an obvious need for better independent information about medicines for consumers.
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While many groups prepare and didribute information about medicines for consumers, its
quality varies tremendoudy. In addition, accessto thisinformation is far from optima. However,
peskers pointed out that this results from policy decisons choosng not to prioritise patient
information rather than any kind of alegd barier. Nather individua pharmaceutical companies
nor the indudtry as a whole can provide independent information on medicines, as they have a
vested interest in promoting the sdes of their products.

At the time of this report’'s publication the proposd on Article 88 is being discussed by
members of the European Parliament and Council of Minigers. The main am of thisreport isto
contribute to informed discusson about what the Commisson's proposds may mean for
European consumers and nationd hedth care services. An additiond am is to consider how
patients and the public’ s need for information on medicines might best be met.

The Commission’s proposal to weaken the ban on advertising could have profound effects on
public health, suggested Danielle Bardelay, co-editor, New drug section of La revue Prescrire
and representative of the International Society of Drug Bulletins, France in her introduction to
the symposium. If consumers receive the same kind of information as health professionals
currently get from the pharmaceutical industry, she predicted that irrational prescribing and
medicine use is the likely result.

“Today, scientific events are often marketing events” she said. “Opinion leaders are seen as
acting as puppets. The same thing could happen to the public if the Commission decides to
relax its ban on prescription medicine promotion to consumers.”

La revue Prescrire is an independent drug bulletin aimed at French doctors and pharmacists, with extensive
experience monitoring promotion aimed at health professionals.
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Presentation 1. The palitics of direct-to-consumer promotion of prescription medicines

by CharlesMedawar, Director, Social Audit Ltd., United Kingdom

Why has the international pharmaceutical industry been pushing so hard to get EU law
changed to allow direct-to-consumer promotion of prescription-only medicines? In his
presentation, Charles Medawar suggested that the recent push for direct-to-consumer
advertisng (DTCA) is directly linked to the fact that the pharmaceutical industry is in
crisisand has become unsustainable. He pointed out that companies are no longer ableto
innovate enough to grow, a problem so far largely obscured by a flurry of mergers and
acquisitions. In his analysis, Medawar stated that the industry will only be able to survive
inits present form by expanding markets and selling ‘ blockbuster drugs — which demand
direct-to-consumer advertising and promotion.

All advertisng, by its nature tends to be partid, superficid, and predicated ondenid - andthe
same may be said about the qudlity of the debate on DTCA, so far. “Thisis not about direct-to-
consumer advertiang” the European authorities keegp saying, while making proposds that seem
an obstacle to honest science and an affront to basic medica principles. The people proposing
3 _ this change in Europe have yet to address some
One—quarter of US dlrect—tc_}co_nsumer very fundamentd questions — for example, has
advertisements and one-third in New .. .
Zealand have been found to be in advertising redly helped doctors to preﬂ:r!be
violation of national laws.” better? And how much cen one trust self-regulaion
of DTC promotion in Europe, when one-quarter of
US direct-to-consumer advertissments and one-third in New Zedand have been found to be in
violaion of nationd laws?

What happens when commercidly inspired messages about diagnos's and trestment dominate
the informetion diet? Will it encourage raiond drug use and understanding of the baance of
benefit and risk? Will it promote drug treatments over possibly better dterndives, including non-
intervention and/or less effective and cod-effective
“l dread the process of | medicad trestments? Will it overwhdm the supply of
medicalisation which turns every | drug information from independent sources, and
runny nose into allergic rhinitis, compromise the editorial independence of the press
hormonal -~ mood ~ swings ~Into | oy meria and their coverage of helth issues? Wil it
premenstrual .dysphorla.dlso’rdt,a’r and make people fed hedlthier or reduce their confidence
forgetfulness into Alzheimer’s. in their own ahilities (and responsibility) to get better
and day wdl? Will it tend to promote the
medicdisation of everyday life? | dread the process of medicdisation which turns a runny nose
into dlergic rhinitis hormond mood swings into premendrud dysphoria disorder and
forgetfulnessinto Alzhemer's.

Why DTCA now?
The underlying reason for the introduction of this debate is not a patient-led campaign. The
pressure has mainly been coming from the US and the multinationdl pharmeceutica indudry. If
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you are amgor player you behave like a US company. The US market has clear advantages,
as a rdativdy free market environment with the potentid for continuing double-digit growth.
Because the US represents 40% of the world market, companies naturdly lobby for the
introduction of Smilar market conditions e sewhere.
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The underlying reason for dl this pressure for DTCA isthe crissin drug innovation. The number
of new chemicd entities is going down while the number of dollars needed to develop them is
going up. None of the companies is developing the number of drugs they need to survive. So far
this problem has been largdy masked by an endless rounds of mergers and acquigtions. So the
companies will go on merging and the problem will get worse. Companies need drugs thet will
sl huge volumes in order to generate the revenues shareholders have grown to expect. It is
hard to make a blockbuster drug. But the mgor companies need them to survive. That's why
they need DTCA — to expand markets and generate blockbuster sdes — but it is not a
ugainable solution. The US is dready in crigs due to its drug prices. How can smdl and
medium-9zed companies compete when you need huge marketing budgets to be in the game?
Haf of the increesng retall drug cods is atributable to sdes of the 50 most advertised drugs.
Thisreveds acomplete lack of proportion.

It'snot hepful to think of big pharma as greedy - profitability isfor theindustry now very much
a matter of surviva. If DTCA simulates sdles, companies will push hard for it. A published
report of a meeting with the Assodiaion of the British Pharmaceutica Industry (ABP1) reflects
how far the indudtry iswilling to go to push for this new marketing possibility:

Now the ABPI has announced that it is launching the final stages of a campaign
before it tackles the Government and the EU head on...It is the spearhead of a
carefully thought-out campaign. The ABPI battle plan is to employ ground troops
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in the form of patient support groups, sympathetic medical opinion and
healthcare professionals--known as 'stakeholders--which will lead the debate on
the informed patient issue. This will have the effect of weakening political,
ideological and professional defences..Then the ABPI will follow through with
high-level precision strikes on specific regulatory enclaves in both Whitehall and
Brussels.'

The EU Commisson's proposal raises some serious concerns about how public hedth matters
ae dedt with in Brussds In nationd sysems, pharmaceutica regulaions fadl under the
jurisdiction of the Minigry of Hedth. However, in Brussds, pharmeceutica policy is under the
control of DG Enterprise and frankly the proposas reflect it. While DG Enterprise and assorted
industry task forces have cdled for market liberdisation as a means of increasing innovation,
they forget a key point. Just because a drug is new, doen't mean that it's innovetive. It is
darming to see that the European Commission and some nationa governments vaue innovetion
as a means of generding sdes, rather than as a way of achieving thergpeutic advantage over
exiging trestment.

j - To dae, the Commisson has not come up with a
To date_, the Commission has _m?t come u_p S-ngle document explaining how it came to the
with a single document explaining how it . . . .
came to the proposal on Article 88. There is proposd on Article 88. There is no evidence that it
no evidence that it needs to be improved.” needs to be improved. Commisson spokeqoeople
sy they want a “toe in the water” and want it
regulated, but look & the US experience. They say they want afive-year trid for AIDS, ashma
and diabetes drugs, but no one bdieves it will be confined to these three dissases. Once you

dlow indudtry to provide advertisng to consumers the floodgates will open.

In public gatements so far, the Commission has suggested thet there is a need to dlow industry
to provide promotiond information because patients want to receive it from them. However, |
have serious doubts about that dam: too many patient groups that are promating this have been
“sweetened” or even sat up by the indudtry itsdlf. The ideathat DTCA is driven by pdientsis
untrue. The messure seems to be driven overwhemingly by commercid interests and on their
behalf.

“... the obvious first step is disclosure of
Conclusons the vast amount of information that is

Wha the US decides to do about direct-to- | "W kept secret about the testing and
consumer  advertising is that country's own regulation of drugs and the realities of
. . drug benefits and risks.”

business and own choice. But there cannot be

many countries whose people would gain by embracing the American way of life It is
unaffordable to any nationd community. European hedth sysems tend to prioritise generd
hedth needs. The American modd makes a sharp didinction between "hedth winners' and
"hedth losars' and is hard driven by market imperdtives and needs. Let's not forget that three-
quarters of a million people declare bankruptcy each year in the US because of catastrophic

! Jeffries, M., The Mark of Zorro, Phar maceutical Marketing, May 2000, 4-5.
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illness — and that more than 40 million have no hedth insurance a dl. The EU’s hedth care
systems need protection from the ravages of uncontrollable demand that direct-to-consumer
advertiang would bring. It is aso worth kegping in mind that no other country in the world has
the regulatory cgpacity of the US Food and Drug Admindration. Indeed, two-thirds of the
world's countries "till do not have laws to regulate pharmaceutica promotion or do not enforce
the ones they have'> What the EU decides about direct-to-consumer marketing will greatly
influence what happensin candidate countries and in other aress of the world.

If theinternationa pharmaceuticd industry and European governments are serious about people
getting better quality informetion about medicines, the obvious firgt sep is disclosure of the vast
amount of information that is now kept secret about the testing and regulation of drugs and the
redities of drug benefitsand risks

% Mintzes, B: Blurring the Boundaries New Trendsin Drug Promoation, Amsterdam: Hedlth Action International
Europe, 1998.
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Presentation 2: Direct-to-consumer prescription drug advertising: |sthere evidence of
health benefits?

by Barbara Mintzes, Centre for Health Services and Policy Research, Universty of
British Columbia, Canada

In her contribution, Barbara Mintzes outlined the proposed changes to Article 88 and
suggested how they might affect public health. She relayed the history of direct-to-
consumer advertising in the US and used US and New Zealand examples of it to raise
guestions about the quality of the information included in such promotion and, the
growing costs.

The EU Commisson is now proposng to change its law govening the advertigng of
prescription-only medicines. In order to judge the merits of thet proposal, we have to firg ask:
Is there any evidence of hedlth benefits from direct-to-consumer advertisng? If the Commisson
wants to change such an important public health safeguard, there should be some evidence that
there will be benefits to patients and to hedth services.

The proposad changes

Currently there are two advertisng regtrictions in the Community Code on Medicind Products
for Human Use The fird one is found in Artide 83-2 which bans advetisng drugs with

prescription status. This ban is meant to offer consumers protection againg drugs having greater
toxicity. The second related redriction gopears in Article 88-3. This prohibits advertisng of

treatments for a gpecified list of serious diseases. The key reason for this redtriction is the extra
vulnerability of those who areiill.

The Commisson's new proposal would introduce changes to both of these sections. Fird, it
would alow advertisng of prescription drugs for three illnesses: diabetes, AIDS and asthma,
and, in addition--it would remove the serious disease redriction.

Arguments favouring DTCA
- People want and need information on medicines
- Ads will help people to get needed medical care at an earlier stage
- Ads will lead to better compliance
- A doctor’s prescription is needed, so the patient will still be protected

Arguments against DTCA
- Prescription drugs are not like other consumer goods. Even when used properly, they can cause serious
harm.
- People are vulnerable when they are ill.
- Ads aim to stimulate sales. They cannot provide impartial, objective information.
- Advertising drives up prescription drug costs and total health care costs.

Aswe congder the Commisson's proposdl it isimportant to remember thet it is not only the EU
thet is feding pressure to dlow prescription drug advertisng to consumers. The pharmaceutica
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industry and related lobby groups are pushing for advertiang changes in Canada and Audrdia
too. The proponents of direct-to-consumer advertisng argue it would be a way to empower

patients. But isthet actudly true?

The US experience

The US has never had alaw prohibiting direct-to-consumer advertising. Thefirgt print direct-to-

consumer ads appeared in the early 1980's. However,
in 1982 dissster druck when Eli Lilly's new anti-
arthritic drug benoxaprofen (Oraflex)® was recaled by
the FDA dter only 5 months on the market because of
svere adverse effects, incduding degths. The FDA's

“Directto-consumer advertising has
got nothing to do with the public’s
education and it has got absolutely
everything to do with advertising and
boosting product sales.”

action came dter the company had mounted an
aggressive public redions campagn amed a the
public and hedth professonds. In its weke,
prescriptions for the drug skyrocketed from 2,000 to
55,000 aweek earning the manufacturer more than US$1 million aweek in sdes. The Oraflex
case was a cadyd for the FDA to adopt a moratorium on direct-to-consumer advertisng of
prescription drugs between 1983-85 so that a widespread consultation could be held with dl
stakeholders. In 1985 the moratorium was lifted.

- Dr. Drummond Rennie, senior editor,
Journal of the Medical
Association, 1999

American

In 1997 the FDA issued new guiddines that rdlaxed the regulations governing TV and radio
advertisng. In effect it greeatly reduced the amount of risk information broadcast advertisements
had to include. Before that broadcast ads were bound by the same regulaions as the
information sent to hedth professonds, which incduded the full gpproved product labeling
information on risks and contraindications (whet the FDA cdlsthe “brief summary”).

Snce the early 1990's spending on direct-to-consumer advertisng has grown exponentialy
from gpproximatdly US$55 million in 1991 to US$2.5 hillion in 2000.

Effectson costs
How has direct-to-consumer advertisng affected hedlth spending in the US? To begin, in 1999,
US consumers spent US$ 111.1 hillion on retail prescription drugs up from US$03 miillion just
one year earlier. Interestingly, the top 25 prescription drugs advertised to the public accounted
for US$7.2 hillion of the US$17.7 hillion incresse (40%). In 2000, the top 50 advertised
prescription drugs accounted for US$9.94 hillion of

the US$20.8 hillion increase over 1999 (48%). This
rapid increese in drug codts reveds two trends. that
direct-to-consumer advertisng has led to more

prescriptions per person ard that it has increased

“Direct-to-consumer advertising has
led to more prescriptions per person
and that it has increased demand for
newer, more expensive drugs.”

demand for newer, more expensive drugs.

% The brand namein the UK was Opren.
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What products are being advertised for which hedth conditions? Around 40% of the money
pent by companies to advertise directly to consumers each year is spent on only 10 drugs.
Mog drugs are never advertised to the public. Because 0 few drugs are advertised to
consumers, DTCA isapoor meansto inform patients about the trestment options available. The
top 10 drugs are typicaly cosily, new drugs meant for
long-term use by alarge target audience. They include | “Around 40% of ;he tsgneﬁirzgf&t *t3CY)
trestments for common, mild problems such asalergy | comPanies o adver

and “lifesdyle’ conditions induding badness
impotence and shyness.

consumers each year is spent on only 10
drugs.”

Consumers reactionsto DTCA

US consumer surveys have been carried out to find out more about the public's views on direct-
to-consumer advertiang. In naiond surveys, one-fourth of respondents spoke to a doctor
about a drug or condition in response to direct-to-consumer advertissments—and 6-9%
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Above is an advertisement for the drug (paroxetine) Paxil indicated for generalised
anxiety. This ad ran in The New York Times Magazine only two months after the attack on
the World Trade Center. Is it any wonder that New Yorkers feel anxious? Do they really
need drug treatment as a result? Where do you draw the line between a natural human
reaction to stress and a condition requiring medication? A company aiming to maximise
sales will always be tempted to push the limits.
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reported having directly requested a drug from their hedthcare provider, most of whom (80
84%) received a prescription.

your chances of getting

breast cancer. o

act

on it.

OAIFEM CITRATE
ere is something yon can do

Tuke the Risk Assessment Test.
If 5 r" amij!h jH{ stions.

Molvadex isn't for every woman at hih risk. In che study,

This ad for tamoxifen (Nolvadex) plays upon healthy women's emotions--in this case, fear of
disease and offering a sure solution--without making it clear that the drug’s potential risks
can outweigh its benefits in many potential users.

Theideathat the doctor will ill be able to protect the patient from toxic medicines fals short if
the doctor smply prescribes what the patient asks for. One has to ask: How well do consumers
actudly undergand direct-to-consumer ads? In a Cdifornia survey, 43%--nearly hdf of the
respondents—thought that only completely safe medicines could be advertised to the public.
Ancther nationd survey carried out by the FDA found that over haf o respondents could not
explan what prescriptiontonly atus meant.
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Do adslead to an informed, educated consumer ?

320 prescription drug ads from 1989-1998,
. in 18 major US magazines
Does the ad mention:

‘The likelihood of treatment success? |[No,in 91%

On average, how long a person needs |[No, in 89%
to take this drug?
Other helpful activities like exercise or |No, in 76%
Any other possible treatments?

No in71%

'How the drug works? No, in 64%

Robert Bell and colleagues, 2000

The quality of USDTC advertisements

Inthe US, many TV ads have been found to be in violaion of regulations and there are frequent
infractions. To be more specific, 17 of 33 (52%) 1998 US TV ads violated FDA regulaions.
The agency sant out 94 notices of violations between 1997 to mid-2001 (48 broadcast, 46
print). The key reasons included inadequate risk information, exaggerated benefits and
unapproved uses.
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DTCA in New Zealand

Like the US, New Zedand has direct-to-consumer advertisng by default, as there has never
been a law agand it. It just wasn't done until recently. While the FDA regulaes direct-to-
consume advertigng in the US, New Zedand rdies on indudry sdf-regulaion like many
European countries. This often means that advertissments indude less risk information then

y See your doctar

wivi.diane’a : or dermatologi

This is a New Zealand ad that was eventually
found to violate the Act because of inadequate
risk information. In Europe the use of Diane-35
has been restricted to treating severe acne
which is unresponsive to other treatment due
to concerns about liver toxicity. However, this
ad looks like a cosmetic ad.

those appearing in the US. In February
2000, MedSafe (the country's drug
regulaory agency) checked
compliance on direct-to-consumer
advetisng and found that 5 of 6
voluntarily submitted tdlevdon ads and
one-quarter of print ads violated the
Medicines Act. The main reasons were
inadequate or abosent risk informeation.

Phamac, New Zedands drug
management agency, commissoned a
survey in - November 2000 on
consumer responses to this Diane-35
ad (shown &t |eft). They showed thead
to 200 women aged 16-30 and asked
them a few quegions Nealy haf
thought the ad provided enough
informetion to decide whether to take
Diane-35. One-quarter thought the ad
clearly dated risks and dde effects.
The only risk informetion given isaline
in tiny print saying thet the risks are
gmilar to other birth contral pills. This
is untrue and does not explan what
those risks are. This example suggests
tha mideading advertisements work
and shows how difficult it can be for
the public to judge the information in
pharmaceutica ads

Direct-to-consumer  advertisng s

amed a bringing new, patented medicines to the atention of potentia users. Unfortunately,
when drugs firg enter the market ther risks and benefits are not fully known. Thisis a problem
with dl new drugs. The Commisson's proposd indudes introduction of advertiang for diabetes
AIDS and asthma drugs. The US experience with drugs for each of these diseases dands as a

waning.
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In the US, a diabetes drug
Rezulin’ (troglitazone)
advertised to the public has
now been withdrawn for ssfety
reesons  Troglitazone  wes
withdrawn from the UK in
1997 because of liver toxicity.
It remained available in the US
until March 2000 and wes
advertised to the public, aswell
as to doctors. By the time it
was withdravn it hed
generated US$2.1 hillion in
sdes within 3 years. However,
it had aso been named as the
suspected cause of 391 degths.
There is no evidence of lives
saved by uang this drug; like
many new drugs, it smply hed
not been dudied for long
enough or in large enough
groups of patients. Two new
drugs in same dass Avandia
(rodglitazone)  and  Actos
(pioglitazone), ae currently
being advetised to the US
public despite warnings of
serious cadiac riks. This
example highlights a key public
hedth concern with direct-to-
conume  advertiang.  the
rapid, widespread use of new
drugs before risks or benefits
arefully known.

4 The UK brand nameis Rozalin.
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Prozac in pink? This ad is for Sarafem (fluoxetine), the
same drug as Prozac, marketed under a different name
for premenstrual dysphoric disorder. The TV ad was found
to violate US regulations because it made it sound like
the drug could treat any woman with pre-menstrual mood
changes. The message in the print ad is similar: "Why
live this way another month? Talk to your doctor today."

17




HAI Europe
DTCA Symposium report

With AIDS, the main concern has been advertisements unredigtic images of trestment success.
In 2001, the San Francisco public hedth department carried out a survey in city dinics for

sexudly trangmitted diseeses to find out
vt e e
decisions to practice safe sex. The study B e e e
found that young gay men with grester : y heip you
advertisng exposure were more likey to ' -
practice unsafe sex and to beieve that
HIV/AIDS wes a less sious disease
than it had been. Asareault, the USFDA
told companies to dgop showing
unredlidic imeges in AIDS drug ads. The
agency dated that adslike the one printed .
here, showing imeges of men dimbing | B
mountains, bore little ressmblance to the

redlity of life on anti-retrovird therapy.

Rumember to
ank your doctos
asbaur CRIXIVAN

A common argument made for dlowing
direct-to-consumer advertisng is thet
sophigticated marketing techniques can be
used to get patients to seek needed
trestment.  Public  hedth  campaigns
ometimes do use such advetisng
methods. However, if the focusis st by
hedth authorities, the message is very

CRIXIVAN

Tl the distance.

different than one made by a company trying to sall a product.

Conclusons
Is there evidence of bendfits to patients from direct- “ b 20 ) there i
.. n nearly 20 years of use, there is no
?

.to-conwmer advemsmg. Do these ajs.wucae’ evidence that  directto-consumer
inform or empower paients? The answer is no. IN | advertisements have reduced
fact, ads commonly contain mideading and inaccurate | hospitalisations,  serious  disease  or
information. and the puinC rarely receives corrections deaths. There is no reliable evidence of

- . improved medicines use either. In fact,
about _advemsemems In gaHd’ the educationdl most advertised drugs are no more
vaue is poor and surveys indicate that doctors | effective and no safer than older,
prescribe most requested drugs. cheaper alternatives.”

In addition, do direct-to-consumer advertisements lead to better hedth? In nearly 20 years of
use, there is no evidence that direct-to-consumer advertisements have reduced hospitalisations,
serious disease or deeths. There is no rdiable evidence of improved medicines use ither. In
fact, most advertised drugs are no more effective and no safer than older, chegper dternatives.
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The public needs access to baanced, rdevant, up-to-date, accurate and unbiased information
about drugs and non-drug treatments. This information is difficult to obtain, mainly because of
policy decisons giving low priority to patient information within hedth services A change in
advertisng regulaions will not fill this ggp. By definition, advertisng ams to sl a product.
Consumers need more information about prescription medicines, but advertisng is not the way
to get it.
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For example, this Pfizer ad from Canada uses the tagged toe of a corpse to convince
women to have their cholesterol tested and - hopefully - be prescribed Pfizer's lipid-
lowering drug. What the ad doesn't say--and a public health message might - is that there
is no reliable evidence that lipid-lowering drugs prevent deaths in patients without pre-
existing heart disease or in women, the groups targeted in this ad. Men with previous
heart disease are known to be undertreated and to benefit from cholesterol-lowering
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Presentation 3: Information for shared decison-making in medicine-taking
By Prof. Angela Coulter, Chief Executive, Picker Insitute Europe, United Kingdom
and member of the G10 Medicines Group

The Picker Institute conducts research on patient needs to feed back to health care
providers. It is an educational charity that carries out research, education and policy
advice work. It is not a membership organisation, rather it represents patient views as
they emerge from research. Angela Coulter is the consumer representative in the EU’s
G10 Group. The aim of the G10 is to examine ways to make Europe’'s pharmaceutical
industry more competitive while at the same time optimising public health. In her
presentation, Coulter described the irreplaceable role that high quality, independent
information about medicines and treatment options plays in enabling patients to make
well-informed decisions about their own health care.

Years ago patients did what the doctor told them to do. This scene has certainly changed as
more and more consumers choose to play an active role in their own hedth care. Studies today
uggest that young people want more information about hedth than those who are older. Is it
just the age group or does it Sgnd ared change in the culture? Many experts expect the laiter
and think that as today’s youths grow older they will continue to seek out more information.
Such achangein the patient’ s role means that fadilitation of qudity information is criticd.

To begin, one mug ask: Why should patients be informed and involved? The answers are
multiple. To begin, it helps meet their expectations about ther care. It dso works to ensure
aopropriate trestment. There is evidence that involving patients can improve care. Some studies
Uggest it can dso improve hedth outcomes and heighten safety while reducing errors. Active
paients are less likdy to make forma complaints, to fed dependent and disempowered. As
taxpayers or payers of insurance fees, it seems reasonable that consumers should be adle to
demand accountability thet their money is spent wisdy.

Research reveds that information and participation
arehighly valuer by meny consumers Sudessuggest | U B B T O
most pat_lentswant more informetion dJOUt their care difficult to find balanced information
and options. Many, but not dl, patients want t0 | anout treatment options.”

participate in decisons about ther care. Interestingly,
evidence shows that clinicians tend to underestimate @tients desire for information and are
often unaware of patients preferences, preferring ingteed to follow their own. However, gaining
access to good information remains a red problem. It is often difficult to find baanced
information about trestment gptions.

Because patients are decisonmakers about their own hedlth, they need rdiable independent
informetion on avariety of topics, induding:
- decigons about sHf trestment
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- thededison to consult
- decigons needed dong the care pathway
- decisons aoout prevention.

In order to make the necessary decisons, patients need solid information on important topics
afecting their care, such as their illness and its symptoms; available tests and trestment options,
advice on Hf-hep and prevention; possble services and sources of hep and the qudlity of
hedlth care providers.

Thereisalot of evidence showing thet patients are not getting this kind of information. A Picker
dudy examining paients experience of hospitd found that many patients wanted more
information about their medication when they were being discharged from hospitd. Particularly,
they wanted more information about Sde effects. This dedre for information isn't surprisng
conddering the study results showed that a large proportion of the sudy’s patient group
received no information about their medicines upon discharge.

The quality of exising patient infor mation

While patients want solid information about ther illness, the fact remains that many of the patient
information materids available today are of poor quaity. Often topics of rdevance to the patient
are omitted. Many times there is incomplete coverage of the avalable trestment options.
Unfortunatdly, a lot of inaccurate or out- of-date materid findsits way into patients hands. And
some maeid is plainly biasad, discussing benefits much more than any risks and ignoring or
glossng over uncertainties.

The Picker Indtitute carried out a Sudy examining the information available to petients on 10
common conditions for which there is a good evidence base on trestment. We asked providers
what kind of information they give patients having one of those 10 conditions. An abundance of
materid was received from commercid publishers, patient groups, hedth authorities and the
pharmaceuticd indudtry, among cthers. We gave the information to 10 focus groups comprised
of patients with the concerned hedth condition as well as a group of hedth professonds
involved in research on that area of trestment efficacy.

Crucial questions for patients to ask about their treatment
- what are the options ?
- what are the benefits and harms?
- will treatment relieve the symptoms?
- is treatment essential?
- what is the recovery time?
- what impact will this have on my quality of life?

Mog patientsin the focus group initidly welcomed the large amount of materid saying thet they
often had problems finding informetion about their illness. However, when they began looking
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more dosdy a the materid they redlissed mogt of it didn't address patients red information
needs. The professonds were do citicd. Patients sad many of their questions remained
unanswvered. A lot of the materia promoted one trestment. Some of it was inaccurate; other
items were out-of-dete. In generd, the materid tended to be very biased, highly optimidtic, and
provided little information on risks or Sde effects Mogt of it never mentioned uncertainties or
controversies,

There are anumber of quality sandards necessary for patient information regardiess of the topic
covered. For example, it should use patients questions as a Sarting point and clearly address
patients concerns. It must include information about al treatment options plus the consequences
of having no treetment. The materid should be honest about kenefits and harms and quantify
them where possible. It should dso suggest rdated questions for patients to ask their doctor as
many people do not know what to ask. Some people find numericd information difficult to
absorb. The information needs to respect this fact and meke datisicd information
comprehensble. Information for patients should dso lid its sources and indicate the strength of
the evidence while dso providing ideas on further information sources. Importantly, it should be
nonaamis and non-patronisng in tone. The materia should be well-designed and concise and
aways be explicit about authorship, sponsorship and its publication date.

Theneed to share expertise

Both the patient and the hedth care provider can contribute to the @nversation about the
patient's condition. The patient is an expet on higher own hedth. This is reaed to each
person’s particular experience of illness, the socid drcumatances surrounding ther life, persond
altitudes about risk, aswdl asindividua vaues and preferences.

The dinidan can inform the patient about the actud diagnoss, the illness's cause (disease
adtiology), the patient’s prognoss, dl available trestment options and the related outcome
probabilities. Although the god is shared information and decison-meaking, this can only happen
if the two players actudly do share information. Many obdacles sop this process from
happening induding practical problems such as short conaultation times; the fact that some
patients find it hard to ask quedions, the equa problem that dinicdans don't know dl the
ansvers and that quality information is hard to find.

Inedeguate time spent sharing information about a condition can leed to Sgnificant
misundergandings in prescribing. For example, some important patient information may be
unknown to the doctor. In the same way, agreat ded of the information influencing the doctor’'s
prescribing can remain unknown to the patient. There can be conflict in the information given by
both actors and disagreement abouit the attribution of Sde effects. And the relationship between
the doctor and the petient can have a strong bearing on any prescription.

“Patients need evidence-based information to assist in making informed choices. Advertising
will not help. In addition, information about specific drugs found on individual pharmaceutical
company websites will not help either. People need more and better quality information about
medicines. The kind of full, balanced information that consumers need cannot, by definition,
be provided by advertising.”

p4
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It is not enough for patients to rely on doctors to make informed choices. They have a
responsibility to become involved themsdves in order to ensure their own hedth receives the
maximum benefit possble. Poor communication and a lack of patient involvement in decisons
leeds to ingppropriate prescribing, unwanted prescriptions, non-adherence, erors and safety
risks, and bad hedth outcomes.

I nfor mation about medicines

Petients need evidence-based information to assgt in making informed choices. Advertisng will
not hdp. In addition, information aout spedific drugs found on individud pharmaceuticd
company webstes will not hep ether. People need to know about the full range of trestment
options if they are to make informed choices The kind of full, balanced information thet
consumers need cannat, by definition, be provided by advertiang.

And advetisng is not the only problem. The Internet is playing a growing role in promoting

medicines. But there are many ways to get around current advertiang  restrictions. Often other
promationa means are more effective than actud ads. Jugt telling the EU Commission to “keep
the ban” on advertisng of prescriptiononly medicines is not enough. It won't address the kinds
of information needs that have been identified in this presentation.

Theway forward

If informed patients are the red god, there are a _ _ _
number of actions needed. The EU Commisson's “The idea of allowing companies to
e . .. disseminate information on asthma,
proposd on provldlng information on medicines needs diabetes and HIV/AIDS through company
to be revised. The idea of dlowing companies to | websites or other means should be
diseminae informaion on ahma, didbates and turned into something more positive.”
HIV/AIDS through company websites or other mears
should be turned into something more pogtive Thisis
an opportunity to organise a pogtive initigtive to develop the type of information patients redly
need. It could be done as a public-private partnership involving dl of the sakeholdersinduding
consumer groups.

Governments must help but they done are not the answer. There is aneed for something much
more inclusve. It cals for more resources and we need to agree on qudity Sandards for patient
information and mechaniams to monitor them. It is important to have a debate on those
dandards and determine if they are acceptable. Findly, it is crudid to evduate pilot schemes
rigoroudy to assess the extent to which they meet petients needs.
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Presentation 4: Direct-to-consumer advertising or direct-to-consumer information on
phar maceuticals?

By Mr. Leon Wever, Director, Pharmaceutical Affairs and Medical Technology,
Minigry of Health, Wdfare and Sport, The Netherlands

The government of The Netherlands has already had to combat direct-to-consumer
advertising campaigns launched by companies despite the fact that the practice remains
illegal. Companies are attempting to expand the limits of what can be advertised and
how this may be done. Given this background, Leon Wever takes the suggestion that
companies will disseminate neutral information with a grain of salt. He believes that the
Commission’s proposal is actually a way to introduce direct-to-consumer advertising into
Europe. This is the only rationale for a change in European regulations governing
prescription drug advertising. The advent of such advertising is a huge concern for Dutch
policy-makers, due to the country’s modest level of prescribing and medicines use at
present. They fear its implications on public health, health budgets and the government’s
ability to enforce the law.

At presatt, there are large differences in the amount of medicines consumed within the EU
member dates. These differences are sometimes enormous. The prices of medicines dso vary
greatly from country to country within the EU. The same istrue for prescribing practicesin each
EU country. For example, The Netherlands has a moderate prescribing practice compared to
some of its neighbouring countries such as France and Begium. From the pharmaceutical
indugtry’s point of view, these current differences provide an enormous opportunity to
harmonise consumption figures upwards. That fact mekes the EU Commission’s proposd on
Article 88 very worrying. One hasto ask: What isthe actud purpose of this proposa?

To gat, it ishdpful to review the main gods of the EU pharmeceuticd legidation:
- toguarateeahighleved of public hedth
- toincrease transparency
- to complete the Sngle market
- tofavour competitiveness of the industry

- to prepare for EU enlargement

All of these gods are reasonable and are things that we cannot oppose.  The proposed
legidation contains changes rdated to a number of areas induding patient access to information
about medicines the role of the European Medicines Evduation Agency; drug evauation
procedures and time frames; industry competitiveness and competition; and reducing red tape.
Agan, no oneisagang better accessto patient informeation and the other proposals for change.

If we examine the idea of increasing petients access

. . .. “...We are concerned that DTCA could
FO information dJOUtS)me preg?”ptlononly pI'OdUCtS, be the inevitable outcome of this pilot
it seems dear thet this informetion should be patient- | phase.”
oriented and controlled (approved) information. It
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should not be direct-to-consumer advertisng. In addition, the EU should draw up a st of
“good information practices’.

In the proposad changesfor Article 88, the Commisson istrying to make it possble for industry
to give information about certain illnesses directly to patients. But can the indusiry give objective
information, @ will it, in fact, be drug promoation? The Commission talks about dlowing the
changesin advertigang asa“pilot phase” That is, for the next few years spedific groups of long-
term and chronic diseases rdaed to AIDS, asthma and chronic bronchitis, and digbetes would
be affected. The Commisson says the change has been proposed on the bass of strong and
specific patient demand for it. And thet the effects will be monitored and assessed. Findly, in
five years time the experiment will be reviewed. But we are concerned that DTCA could be the
inevitable outcome of this pilat phase.

The Dutch experience

Although direct-to-consumer advertisng is banned in The Netherlands (asin dl of the Member
States) the Dutch Minigry of Hedth (VWS) has had to take ation agangt a number of
“disease-awareness’ campaigns that crossed the line into advertisng. Below are two cases of
interedt.

Zyban

The anti-smoking product bupropion (Zyban) made by GlaxowWelcome was introduced in The
Netherland on 1 December 1999. Between 25 December and 30 December (right before New
Year's Day when many smokers try to breek their amoking habit) the company ran TV and
cinema advertissments on smoking cessation. The ads referred viewers to the company’s
website. The country’s hedth inspectorate intervened quicky to demand that the broadcasts be
discontinued. While the broadcasts did end, the Ministry learned that the company had dready
st up a tedephone line providing information about use of Zyban. It had dso placed articles
about the drug in media publications telling readers who smoked to consult their family doctor.
At the same time, Zyban promotion had adso been sent to doctors and promotiond brochures
about the drug could be found in their waiting rooms.

The Zyban case was brought to court. The court ruled that the Internet ste and brochures
contained inadmissble promotiond text that was, in fact, advertiang. It dso ruled that the
advertissments had a “funneling” effect as there was no other product avallable (with the same
active compound) for thisindication and that no dternative trestment options were given. It said
that patients in a doctor's waiting room must be
consdered members of the “generd public” O tha “The court ruled that_ the Interhet sit_e femd
promotcrd teds were il However it sid e | [ (ST L
company could carry out “supportive’ programmes | advertising.”

for smokers wishing to stop.
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Xenical

The Minigry’s hedlth ingpectorate obtained a copy of the marketing plan for orligat (Xenicd)
made by Roche to tregt obesity. In it, plans were described for advertorias and advertisements
referring to Xenicd and a teephone information line for consumers as wel as reference to the
webgte www.xenicd.nl. Again, this case went to court and the judges sad it was important to
look & the context in which the information is used to determine if it is indeed information or
advertisgng.

The court sad, in this case it was advertiang. It

poi nted out that the advetisements and advatorias | “The court also emphasised that direct-to-

did not contan “factud informaion” and were | consumer advertorials and ads were an
. . . essential part of the company’s marketing

gl rected a the pUbIICJVhe CQL;IT dwdangsmw thet plan obviously aimed at increasing sales.”
Irect-to-consumer ertorias an were an

essentid pat of the company’'s maketing plan obvioudy amed a increesng sdes

Consequently, the materid provided by the company could not be consdered information.

Condusions drawn from both cases are important as we consider the EU’ s proposal on Article
83. Information about a product can only be assessed in its context. Information thet is used as
a sdes todl is advetiang. There will dways be a “gray ared’ between information and
promotion. This makes it hard to address in legidation. Indead, it has to be congdered on a
case-by-case bags. Does this say something about the EU Commisson and the enormous
workload the proposa will bring for nationd and EU leve enforcement agencies?

B Phase 4 studies

& Education and
conferences
B Promotional meetings

O Computerised

rescription systems
@ Opinion leaders

m Sales forces budgets

B Sponsoring

O Direct mail, advertising &
PR

B Direct-lo-consumer

) advertising
budget (%) O Other activities

It is interedting to examine how companies spend their marketing budgets. Since the Hedlth
Ingpectorate demanded copies of companies marketing plans we have learned some surprising
things. For example, 4% of the budgets are spent a direct-to-consumer advertisng. At firg
glance, this does naot seem like much, but consdering the fact that this type of advertisng is
prohibited, one has to wonder why they are spending any money on it a al. Mog of the
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marketing department’s money is spent on phase IV sudies. One may wonder what scientific
gudies have to do with marketing.

New European legidation should reflect a number of key points. Frg, it mugt be in the interest
of patients and hedlth care sarvices. That means it must ensure quaity and safety, accessihility,
and ad effidency (cogt containment). In addition, providing more information for patients
implies more trangparency on the part of the pharmaceutical indudtry; it must dso improve the
qudity of legidaion and law enforcement. We must remember that good hedlth careisthe god.
There is a need for more indudtry trangoarency. To protect hedth, we want information on dll
agpects of drugs, not just positive information.

Direct-to-consumer advertisng implies that the consumer decides wheat drug to buy. Infact, itis
the doctor who prescribesit and the bill is paid for by “society”. Here in Europe patients do not
pay the pharmeceutical bill themsdves The basc question remans. is direct-to-consumer
advertisng redly necessary to improve drug information for patients? Is it direct-to-consumer
advertiang or rather direct-to-consumer information thet is actudly the way forward?

Direct-to-consumer information is vitd for petients
and good hedth care It addresses the fact that “If access to information is the purpose,
. . then new EU legislation is not necessary. If,
WHHS ha/e_ a rlght to tE fu”Y !nforr_ned about on the other hand, permitting direct-to-
ther hedth conditions and their medicines; it enhances | consumer advertising is the purpose, then
raiond drug use it dimulates compliance it | EU legislation is needed.”
decreases unjudtified and irrationd sdf medication;
and it improves trangparency about drug availability.

The EU'’s proposal raises some serious questions about the quality of the legidation being
proposed and how it will be enforced. If access to informetion is the purpose, then new EU
legidation is not necessry. If, on the other hend, permitting direct-to-consumer advertisng is
the purpose, then EU legidation is needed. Enforcement of the new legidation at both the EU
and nationd levd remains undear. It ssems difficult to gart with three hedth conditions and sop
there. Other groups affected by different hedth conditions could begin caling for it too.
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Providing quality information

Consumers and patient organisations

These groups have an important role to play in informing consumers about promotional activities by the
pharmaceutical industry. These groups should also be involved in the formulation of codes of practice. They
can provide information on practical experiences as well.

Industry’s role

What role should industry play? Pharmaceutical companies can provide factual information about drugs on
their websites. However, there is a great need for more transparency about their data. We need better
access to information about existing research data.

National governments

Governments are responsible for legislation and enforcement. They should support a system of drug
development, quality control and supply of information (in connection with market authorisations). They may
consider occasional information campaigns on specific health-related issues.

Should DTCA be permitted: some conclusions
Promation of rationd drug use by the pharmaceutica industry remains unlikdly. It is not ther
primary god. Experience in the US has shown us that increasing direct-to-consumer advertisng
leeds to increesng drug use and higher hedth care
cods. The US has dso shown us that patients are | “The US has also shown us that patients are
esy to influence thI‘Ongh direct-to-consumer easy to influence through direct-to-
.. . consumer advertising while they are not
ajvg‘tlsng_vyhlle they _ae not the ones who nﬂ(e the ones who make buying decisions or
buylng decigons or uItlmately pay mod of the bill. ultimately pay most of the bill.”
They dso may not know the risks invalved in the

prescription of medicaly unjustified therapy.

If theindudtry redly wants to inform consumers, it should bring about grester transparency of its
data. For al of these reasons and more, we need to say no to direct-to-consumer advertisng.
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Afternoon panel session introduction

by Dr. Philip Brown, Publisher, SCRIP, United Kingdom

SCRIP is a trade journal monitoring the European pharmaceutical industry. Its pages
have given a great deal of attention to the direct-to-consumer advertising issue during
the past few years. Philip Brown, its publisher, has worked within the pharmaceutical
industry as well as in publishing. During the afternoon discussion, Philip Brown summed
up the morning’s conclusions and called on panelists to suggest ways to improve
information about prescription medicines if advertising did not seemto be the answer.

The presentations and discussons thus far reved a strong feding that patients need information.
There seems to be some consensus that we don't need direct-to-consumer advertisng or new
legidation to bring in patient information. But if we don't need these dements what do we
need? Pharmacigts have training on medicines, do they give information effectively? Are drug
bulletins doing it? Would the introduction of direct-to-consumer advertisng mativate groups to
produce better information? One hasto ask why efforts at providing patient information haven’t
worked very wel. And if in fact patient information is available, then it can offset any promation
given by the indudry. It seems to me tha people are afrad to dlow direct-to-consumer
advertiang in Europe because there is nothing to opposeit.
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Presentation 5: The pharmaceutical industry’s per spective on providing prescription
drug information directly to EU consumers

by Mr. Brian Ager, Director General, European Federation of Pharmaceutical
Industriesand Associations (EFPIA), Brussals

Given the increasing reach of the Internet, it is unreasonable to attempt to exclude the
research-based pharmaceutical industry from providing consumers with information
about health conditions, argued Brian Ager in his presentation. He emphasised that
manufacturers of medicines should be allowed to disseminate reputable information to
consumers who otherwise might search for information about treatments from less
trustworthy sources.

Members of the EFPIA condst of 18 nationd, European indudry associations and 45
pharmeceutical  companies involved in the ressarch, devdopment and manufacturing of
medicind products in Europe for human use. EFPIA’s activities converge towards a common
god: the promation of pharmaceutica research and development in Europe.

Addressng information needs

For EFPIA, the issue of information to patients is addressed in the context of the work carried
out by the High Levd Group on Innovaion & Provison of Medicines (G10) under the
charmanship of Commissoners Liikanen and Byrne EFPIA supports this initigtive and is
represented in G10 by its Presdent, Mr Jean-Francois Dehegq from Sanofi - Synthélabo and
Chris Viehbacher from GlaxoSmithKline.

At the Lishon Summit in March 2000, Europe st itsdf anew drategic god to become the most
competitive and dynamic knowledge-based economy in the world, capable of sustainable
economic growth with more and better jobs and great socid cohesion. The G10 pursues
objectives that are in line with this globa drategy, identifying the pharmaceutica indudry as a
Srategic sector for Europe.

The mgor hedth chdlenges now facing Europe require new technologies. Competitive research
is the key. The researchbased industry (and indeed the EU) needs the G10 process to lead to
concrete actions amed a improving the competitiveness of the European indusry and
dimulating the dimate for R&D investment in Europe. Public hedth and hedth care sysems
have nothing to gain from a weekening of the European phamaceuticd industry. On the
contrary, Europe and European patients would lose if the most innovetive research activities
would be pursued outside of itsterritory in the future.

The title of this symposium is “Providing prescription medicines information to consumers”
Inded it is important thet the patient remains the primary focus for dl of us. In that context,
Europes drive for a dynamic, knowledge-based

information mety and its god of ensunng a hlgh level “At present there is a ban on advertising,

of hedth protection will bring new opportunities to | but the research-based industry has never
called for direct-to-consumer advertising in
Europe. We want patients to be able to

v1l2 30 access information about their own
disease.”
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European citizens and patients to become hedth literate. Patients empowered with information
can play a larger role in thar hedth care. At present there is a ban on advertiang, but the
research-based indugtry has never cdled for direct-to-consumer advertisng in Europe. We
want patients to be able to access information about their own disease. Since access to the
Internet and its information cannot be redricted, we cal for responsble behaviour and sdf-
regulaion. We must remember that the Internet is here to stay. This new medium gives people
the ability to find out what information is out there, indluding trestment informetion. If we don't
dart providing more information in this medium, we are denying the redlity of the Internet.

The implications of the Internet on the hedth care sectors are congderable. It will be a magor
influence on the way medicine is practiced and the way in which patients assume increasing
responghbility for their own care. A testimony to its impact: a recent poll has shown that more
than 98 million US adults have sought hedthcare information online and 75% of thase who have
acoess to the Internet use it to find hedth-rdated information. Also in Europe, the Internet is
increesingly used to access hedth data and information. Of course, this explosive growth brings
threats as well as opportunities.

An oftenexpressed threet is the uncertain origin and qudity of the information offered. Thisiis
well understood. The pharmaceuticd industry strongly supports the right to usethe Internet asa
means for providing authentic information on medicines, in a responsible manner, for the benefit
of both patients and hedthcare professonas. Pharmaceuticd manufacturers should be adle to
inform petients adequatdy about the benefits and risks of their products. Pharmaceuticd
companies that have conducted the research, development and dlinicd trids of ther medicind

products are the best scientific source of information about them. Moreover, pharmaceutical

companies are legdly respongble to competent authorities for the accuracy of the information
upplied.

The European Commisson has recognised the importance of providing hedth informetion to
consumers and patients via the Internet. Current EU legidation prohibits direct communication
between pharmaceuticd companies and the generd public when the information provided is
intended to promote use of medicinad products (i.e advertisng). But, in April 1999, the
Pharmaceuticd  Committee advised tha induson in company-sponsored Internet Stes of
summaries of product characteridics, patient lesflets and public assessment reports by
competent authorities does not violate the ban on advertising to the public. It d<o left open the
possbilities of guiddines identifying other permitted information.

At a symposium in Geneva (September 2000) involving representatives of WHO, academia,
regulators, indudry, phydcians, and patient organisaions, it was concluded that “good
information practices’ and “good Internet practices’ are the way forward to safeguard therole
of the Internet as a vaduable source of information on medicines And Commissoner Erkki

Liikanen in a speech given a a symposum in Lyon (November 2000) indicated thet it is the
right time to recondder the regulatory goproach and to give increasing respongbility in the area
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of sdf-regulation to companies in specificdly defined sectors He dso called on companies to
st themsdves qudity criteriathat arein line with the interests of consumers.

The phamMICd industry h$ a Iong tl‘é‘dit_iOl’] ad “EFPIA is convinced that self-regulation is
expenence  In sdif- regulatlon, and with the the method of choice for controlling the
implementation of guiddines Indudry is legdly | type and quality of information provided via
responsble for the information it provides on its | the Internet on pharmaceutical products.”
products. EFPIA is convinced that sdf-reguldion is
the method of choice for contralling the type and quadlity of information provided viathe Internet
on pharmeceuticad products. Therefore and in line with policy orientation given by the
Commission, EFPIA has recently adopted Guidelines for Internet Web Stes Available to
Health Professionals, Patients and the Public in the EU. These guiddines are now available
through its webgte,

The Internet is often congdered as alibrary in which
the generd public is free to search for information | “The current situation cries out for us to
about any product/services The phammajticd provide information to patients.”
indugtry condders that dl providers of information
through the Internet should adopt guiding principles to protect consumers and patients from
misuse by the unscrupulous. The latter could use the Internet to bypass norma controls and to
sl prescription medicines directly to patients, without gppropriate professond consultation.

The idea is that EFPIA’s guiddines would be implemented a the naiond leve through
voluntary sdf-regulatory sysems. Its main objective is to ensure that European citizens receive
baanced and accurate information in their own language based on the summaries of product
characterigtics in Europe. At present, European consumers aready have access to product-
specific information from US webgtes. Hence, for obvious public hedth and safety reasons,
information about medicind products should be directly rdevant to European conditions, be
posted in nationa languages and be based on label's gpproved in Europe.

This idea to provide information to consumers will not bypass other information routes such as
doctors and pharmacists. However, we bdieve we must do something to fill in the vacuum or
people will scan the Internet for information and there will be much less control over it. The
current Situation cries out for us to provide information to patients. Of course, this by no means
uggests that thisis the only thing that should happen regarding informeation provison.
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Presentation 6: Patients medicine infor mation needs

by Mr. Rob Camp, European AIDS Treatment Group (EATG), Germany

The EATG is a pan-European NGO advocating at the European level for the treatment -
related interests of people living with HIV and AIDS. Asan NGO playing an activerolein
the well-being of more than 500,000 Europeans with HIV, the EATG seeks to work
together with the European ingtitutions to build an AIDS policy which istruly effective in
addressing the needs of those living with HIV. The network now has 100 members based
in 27 countries. In his presentation, Rob Camp explained EATG’ s stand on the proposed
changesto Article 88 and raised concerns about the consultation process.

This initigtive is not a petient-led initiaive. Although HIV/AIDS is one of three ilinesses covered
by the proposed changes, the EATG has never been asked abouit its position on the proposed
text. One has to ask: Why is DG Enterprise (trade) interested in improving drug information
ingead of DG Sanco (hedth)? This seems like a “done ded”, and for this reason we have
limited our commentsto reviewing and revising the EC proposdl.

Patients right to information

The EATG views access to information as every adult’s legitimate right. Petients should be
granted freedom of access to information thet is available to the experts. However, one has to
determine if the Commisson’s proposd is actudly about drug information. The network has
concerns that it may be about advertisng medicines. Making information avalable to patients
directly from manufacturers necessarily begs the question of the difference between information
and advertiang.

The EATG is vehemently opposed to the cregtion of
agStuation in Europe dmilar to thet in the US where “This proposal should not be made simply to
counter the fact that the Internet is a
consumers _are exposed to freqqer_ltly growing source of health information. Its
undear/mideading advetiang. The CommISSON | wording should be based upon positive
proposes that “better, clear and rdiable information reasons why people shou Id have information
on authorised pharmaceuticals’ should be made | 2bout their medicines.”
avaldble Information made available to petients in
Europe mugt be excdlusvey factud.

In addition, the EATG believes that regtricting the advertigng directive s liberdisation to three
indications is inequitdble  Spedficdly, those living with HIV/AIDS often auffer from
opportunigic infections. Why should petients be able to inform themsdlves about products for
HIV infection, and not about those available to treet Sde effects such as high cholesteral, for
example?



HAI Europe
DTCA Symposium report

Meansto ensurethat patients benefit from the proposal

This proposd should not be made smply to counter the fact that the Internet is a growing
source of hedth information. Its wording should be based upon positive reasons why people
should have information about their medicines. That iswhat should be driving the legidation.

It seems that there is very little means to have input into this process. EATG bdieves the
legidative process itsalf needs to become more trangparent and inviting, so that stakeholders can
play ared role

What information do patients want?

For patients to benefit, product information disseminated by companies must include:
- Advice on adverse events
- Information about risks and dangers
- The summary of product characteristics
- Information contained on product insert leaflets (in terms that are easy for the public to understand)
- A highly visible reminder that it is essential to discuss all treatment regimes with a doctor
- Any EMEA-led pharmacovigilance alerts
- Access to full study and trial results for reference
- Access to ongoing study protocols

It should not include:
- Photos of anything other than the product
- Studies other than those that have been published in a scientific journal or regulatory studies (part of
the legal product dossier). In both cases, these should specify whether the study has been funded by a
pharmaceutical company and/or the author of the study or the author’s institution has received funding
from the owner of the product
- Comparisons with other products other than those comparisons conducted within studies
- Statements which suggest that the effects of taking the medicine are guaranteed, or are
unaccompanied by side effects
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Presentation 7: Consumers medicine information needs

By Ms. Clara MacKay, Principal Policy Advisor, Consumers Association (CA), United
Kingdom

Consumers Association has studied the issue of direct-to-consumer advertising in great
detail and has published a number of reports and articles on the subject. In her
presentation, Clara MacKay emphasised what CA has learned about the kind of
information consumers and patients really want about medicines.

To begin, | think it is important to make a diginction

between consumers and patients when we tak about
information and medicines. There is no question thet
someone with a long-term disease or condition will
have a different perspective and different interests

“There is no question that someone with a
long-term disease or condition will have a
different  perspective and different
interests than someone who is prescribed
medicines on a short-term basis.”

than someone who is prescribed medicines on a
short-term beasgs. Certainly people with long-term conditions will dmost dways develop aleve
of expertise about ther illness and treatments that is well beyond thet of the day-to-day
consume.

On the other hand, | would caution againg the idea thet the “consumer’s’ information needs are
inggnificant. For example, when Consumers Association did some reseerch on patient
information ledflets that come with prescription drugs we found that mothers with young children
in particular have a sgnificant interest in information about the medicines that thar children are
taking. This is true even if these medicines were for minor episodes of illness, like colds and
coughs. They want to know about Sde effects and whether thisis the right drug and so on.

What consumer swant to know

In generd terms; | would say media coverage and public awareness of issues around things like
immunistion, antibiotic ressance, and even dlagies and dlergic reactions have made
consumers much more interested in accessing information about medicines.

Our research has told us alot about consumers needs

relding to information. Fraly, and this is where there
is common ground between patients and consumers,
consumers want information that alows them to put
prescription drugs into context. They do not want

“Consumers want information that allows
them to put prescription drugs into
context. They do not want information that
relates only to the very specific drug in
question.”

information that relates only to the very spedific drug
in question. By context, | mean that consumers want to know, for example, how doesthisdrug
compare to other drugs? Or in practicd terms, why is my neighbour teking a different kind of
antibiotic for exactly the same problem that | have? How comes she has a patch and | teke
tablets? People, naturdly want to know thet they are getting the best trestment possible and not
just any trestment. But, aso, consumers are increesingly interesed in doing more than just
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comparing one prescription drug with another. They want to compare prescription drugs with
other approaches to trestment.

Thisis especidly true in reation to prescription drugs and herbd remedies - or other dternative
trestiments. Even in the lagt couple of years we see more and more herbd remedies on the
market that are conddered treatments for stress, mild depression, circulation problems and o
on. Although not aways substantiated by the evidence, there is a growing view that “naturd” is
better than manufactured.

Taking one gep further back, I'd do like to suggest that consumers will increesingly want
information about the company that produces the medication and not just the medicine. We
have dready seen a growth in the number of people wanting to exert consumer power in
relaion to ethica investments and financid services. | preduct thet in the future more and more
people will become interested in the ethical agpects of the drug indudtry.

Once people pick up ther prescription from the pharmacy ther information needs become more
focused. They want to know how to take this medicine safdly and effectively. dist recently |
recaived a leter from a man complaining about the information provided with his medication.
His complaint reinforces everything mog participants in this room dready know. The labd and
patient informetion legflet on his medication were written in print too smdl for him to read
properly and gave too much information about the manufacturer upfront. He dso found it
confusing and difficult to underdand. It is crucid to remember thet consumers need information
thet is accessible in every sense of the word.

At the same time, it dso needs to be practicd. For example, one person taking part in afocus
group on this topic wanted to know whether or not he could have a couple of beers with his
mates while taking a particular medicine. The patient information legflet he hed received only
sad something very generd about interaction with dcohol. Other people want to know, for
example, when your prescription says teke a tablet every four hours, does that mean during the
night as well? So practicd information about how to take medication and about Sde effects is
redly important to consumers.

S0 in summation, | would say that consumers want information about medicines thet puts thet
medicine in context, thet is accessble and is practicd and relevant.
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Presentation 8: Providing prescription medicine information to consumers. is there a
rolefor direct-to-consumer promation: A WHO per spective

by Mr. Kees de Joncheere, Regional Adviser for Pharmaceuticals and Technology,
World Health Organization, Regional Officefor Europe, Denmark

The World Health Organization (WHO) has been involved in promoting the rational use
of drugs for years. Some of its specific activities in this field include the creation of the
WHO Ethicd Criteria for Medicind Drug Promotion In addition, there have been many
World Health Assembly resolutions on rational drug use, drug promotion and the role of
the Internet. It also published a guide for finding reliable medicines information on the
Internet. Most recently, WHO-Copenhagen organised a meeting in December 2001
bringing together the European heath authorities responsible for controlling drug
promotion. In his presentation for the seminar, Kees de Joncheere indicated that direct-
to-consumer advertising of prescription medicines is not in accordance with the principles
of the WHO Ethical Criteria and cautioned against changing legidation without strong
evidence that it will benefit public health.

Direct-to-consumer promotion raises concerns for
WHO. At pr@eﬂ there are onIy two countries that “... a medication is actually the product
. . D . . plus the information plus the culture in
ofﬁaa{ly dlow this kmq of EdVG’tISI'g. TWO other which it is being used. If we want to reap
countries, South Africa and Audrdia, have | the full benefits that drugs offer, we have
consdered it, but ultimatdy both decided against it. | to make sure they are being prescribed and
When we talk about advertisng and drug information | Used appropriately.”
we have to remember their impact on people's hedth.
It is good to emphadse that a medication is actudly the product plus the information plus the
culture in which it is being used. If we want to regp the full benfits that drugs offer, we have to
make sure they are being prescribed and used appropriately.

The Ethical Criteriaasaguide

The WHO Ethical Critiera were adopted by the Member States a the World Hedth
Asmbly held in 1988. In the document, promotion is defined as “dl informetional and
persuasve activities by manufacturers and didributors, the effect of which is to induce the
prescription, supply, purchase and/or use of medicind drugs.”

It goes on to say: “advertissments to the generd public...should not generdly be permitted for
preg:n ptlonn(;.ir.ugs Ol’htO promot;[g drugs edfOI‘ ?ertan “We cannot expect companies to provide
%’I(-)L%S conalitions, _t_ d cen treet On_y by information on all of the treatment
qudified hedth practitioners ... scheduled narcotic and | options.”

psychotropic drugs should not be advertised to the

generd public”
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Based on the Ethical Criteria, WHO bdieves the EU and any country must be cautious in
changing legidaion where there is congderable potentid for harm and little if any documented
evidence of bendfit.

How to optimisedrug infor mation
For improving drug information there are a number of actions to be taken, induding:

0 opediondigng definitions on promation, advertisng and information. There must be
more clarity on what congtitutes what.

0 examining the role of the Internet as a medium for information. While some see the
Internet as a problem or threat, it can aso provide an opportunity.

0 determining what information consumers need: about a disease, about a product, and
about comparative information on trestment options. Different people have different
needs. It is important for people to know about dl of their avallable options, but we
cannot expect companiesto provide information on dl of the trestment options

0 taking on amore pro-active role for hedth servicesin providing information to patients

o finding ways to use the media as sources of hedth information

Nationa hedth authorities need to get the right information out to the public. This is often not
happening. Problems are often rdaed to the fact that they are not generating enough qudity
information about medicines or thet they are prioritising other things

At the medting on drug promotion held late last year - participants from hedlth authorities
reviewed the EU legidation, but found that definitions of drug promation and information varied
by country. Implementation a te nationd leved can be quite difficult to implement or enforce.
This has led to subgtantialy different enforcement regimes. Most countries have different ways
of regulating and contralling promotion than their neighbouring Sates. They often dso have
different perceptions on priorities. Many are hindered by a lack of resources to carry out
vigorous implementation and regulation of exising laws governing promotion and advertiang.
Congderable difficulties were reported in deding with the often “hidden” advertisng (disease
symptomoriented maerid, TV news progranmes ec) and the tageting aess of
“undertreatment” of certain diseases.

The medting concluded tha there is a need for increased networking, communication and
information exchange among the hedth authorities They sad Minigries of Hedth and hedth
insurers must have an active policy on rationd drug use and consumer information. Governments
must aso address existing gaps in legidation (setting boundaries, monitoring phase 1V sudies,
and the levds of inducements). They mugt dso collaborate with the mass mediain a way thet
benefits public hedth and should raise awareness on the issue among the generd public and
hedth professonds. They should aso monitor the rdaionship between hedth professonas and
the industry and its consequences on rationd drug use.
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Presentation 9: Direct-to-consumer advertisng and patient information

By Mr. Willy Palm, Director, Association Internationale de la Mutualite (AIM),
Belgium

Social realth insurers in the European Union have great concerns about the impact of
direct-to-consumer advertisng in Europe. In this contribution, Willy Palm, director of a
large international network of insurers, explains how the introduction of this type of
advertising could damage public health while increasing costs for both consumers and
national health budgets.

AIM comprises 45 naiond federations of gatutory and voluntary hedth insurance funds. It
focuses on three dements of pharmaceuticas. The fird one is qudity, of the product (safety,
efficacy) but aso of its use and prescription. AIM aso consders financia access to medicines,
thet is, are they available & socidly affordable prices for patients and socid protection services?
Fndly, it exkamines drugs dinicd and economic effectiveness

Drug promotion and direct-to-consumer advertisng don't seem to bring any bendfit in these

three respects. On the contrary, they seem to hamper these objectives. For example, direct-to-

consumer advertisngislikdy to:

0 leadto inappropriate prescribing and use

0 provide mideading information (oversating the efficacy of the product and minimising or not
disclosing risks and Sde effects)

0 promote the use of newer, more expensve drugs tha often provide ro added therapeutic
vaue

0 increase the pharmaceuticd bill for patients and socid protection sysems (insurers).

DTCA aspart of alarger srategy

AIM bdieves tha direct-to-consumer advertisng is
part of_alarger ma[(aingstretegyaime_d a influa]drg advertising is part of a larger marketin
pr&ecnbers’ behaviour. For prescription druQs’ the strategy a?medpat influencingg prescribersgg
prescriber is the target. Although this type of | behaviour.”

advertisng is forbidden in Europe, direct influencing
of prescribing behaviour is dreedy operaing through different channds, such as the vigts that
manufacturers  representatives make to doctors and hospitals, their digpensing of free product
samples, companies  advertisng in the medicd press, and the indudry’s organisation of
“educationd” events.

“AIM believes that direct-to-consumer

It is difficult to know how much money is speart on these kinds of activities. According to the
pharmaceuticd trade journd Scrip, French pharmaceutica companies spent US$ 2.1 hillion in
1997 or 14% of sdes on this type of activity. In the US, research suggests that spending on
promationd activities represented goproximady 13.2% of totd sdes in 2000. And an
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international survey found that typical brand-based drug companies themsdves esimate that
they soend an average of 35% of sadles on promation around the world.

Soending such large amounts on promotion indicates that drug promotion is effective in
influencing prescribing behaviour. Since public polices, amed & rationdisng hedth care
delivery, are trying to produce incentives for prescribers to better monitor whet they prescribe,
direct-to-consumer advertisng isthe missing link to put further pressure on prescribers.

Many doctors in the US dam that their ability to practice evidence-based medicine is being
undermined by direct-to-consumer advertisng. A study carried out in 1999 arong primary
doctorsin the states of Ohio and Pennsylvaniafound that most felt under pressure by patients to
prescribe promoted drugs. Between 30-36% admitted that they gave in to this pressure.
Sgnificant in this respect is that prescriptions for the top 50 of the most heavily promoted drugs
in the US rose by 24.6% from 1999 to 2000, compared with the 4.3% increase for dl other
prescription drugs (Sx times the rate of the rest of the market). Another sudy by the Nationd
Centre for Hedth Statistics and Centre for Disease Control and Prevention found that between
1997 and 1999 80% of new and heavily promoted medicines gppeared among the top 20 most
prescribed drugs.

The effect on costs

This means that direct-to-consumer advertiang pays its way. Indeed, when looking a sdes
figures, these 50 most promoted drugs represented 31.3% of sdes in 2000 and were
reponsble for dmogt hdf of the sdles increase compared to 1999 (meaning that their sdes
increased 2.3 times the rate of dl other drugs). Consequently, 22 of the 50 most heavily
promoted drugs were dso found in the top 50 of the best-sold prescription drugsin 2000. It is
important to note when assessing the Commisson’s proposas on Article 88 that products for
tregting asthma and diabetes were found among the best represented productsin these ligts.

The US dudies cited here give a dear indication that direct-to-consumer advertising in Europe
would lead to a further increase in pharmaceuticd expenditure. Even without direct-to-
consumer advertigng, pharmaceuticas are among the fastest rising item in the hedlth care budget
of dl European countries.

Protecting health or pushing prescribing?

To conclude, AIM’s members bdieve that direct-to-
consumer E:d\/G'tISﬂg isnot in the [lJb|IC interest and | “The EC Treaty states in Article 152 that all
does not help inform the petient The idea of hedth Community policies should ensure a high level
. ... . . . . .. of health protection. We do not think the
lltaaeqtl_zas’ maklng informed ChO|C€S, IS.Id@ but current Commission’s proposal on Article 88
not redidic, a least not for the vast mgority of the | meets this standard.”

population. It seems quite obvious that most patients
will continue to rely upon secondary sources to help them make choices about the best
trestment, in which medicines are only a part of the possible solution. Cutting out the advice of
the “middlemen” (the doctor and pharmacist) raises the prospect of inappropriate use.
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Information to patients (and prescribers) should be independent, objective and comparative.
We would prefer that the Commisson take on initiaives to promote and fund such information
SOUrcCes.

The EC Treaty daes in Artide 152 that dl Community policies should ersure ahigh levd of

hedth protection. We do not think the current Commission’s proposa on Article 88 meets this
sandard.
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Presentation 10: Therole of health professonalsin providing infor mation on medicines
By Flora Giorgio, Secretary-General, Fharmaceutical Group of the European Union
(PGEU), Bdgium

As health information becomes more available from a variety of sources, Flora Giorgio
emphasised the continuing need for local health professionals to provide solid advice and
counseling about medicines and health directly to patients. Unlike advertising or Internet
information, health professionals can use their training and patient knowledge to offer a
broader spectrum of possible treatments and explain their consequences.

What is information on medicnes from a hedth
ofessond’s int of view? Informi indudes “Informing includes advising patients about
pr o . pol ) S e rg the availability of new medical treatments. It
adwsng petlents about the a/ald]“ty of new also means advising not to take any medicine
medicd trestments. It aso means advigng Not t0 | but rather to follow another course of action,

take any medicine but rahe to follow another | such asalifestyle change, if necessary.
course of action. such as a Iifestyle change, if Informing also means explaining why one
necessary. Informing dso means explaining why
one medicine would be more gppropriate than another. But much more often, informing means
enauring that the patient understands how and when to take a particular medicine and why, with
certain restments, precautions are very important. In every case, however, the find objectiveis
adways to enqure that patients have confidence in their trestment and have dl the necessary
information to comply with it.

Information on medicines covers savera agpects of the duties of a hedth professond. As a
pharmacig mysdlf, and representing community pharmadids, | have to underline the spedific role
my professon plays in informing ctizens about medicines. This specid role is made possble
through the combination of the training we recaive and the wdl digributed network of
community pharmacies Community phamaciss are readily accessble, can be consulted
without an agppointment, and they have easy access to rdiable and regularly updated
information.

As asupplier of medicines the pharmacist is the find link between the patient and the drug. This
is a privileged and important pogtion. The day-to-day interaction with the patient is a the core
of dl hedth professonds attivities And | am convinced thet this direct interaction is the most
appropriate way to guarantee a successful trestment - and to best respond to the needs of
citizens. Through our day-to-day contact, in a rddivey informa environment, pharmeciss can
build a direct rdationship with petients that enables them to respond well to their needs and
particularly to provide the information they seek

However, during the past few years, these needs have changed. Petients and dl citizens seek
more information about their hedlth. How should we respond to these changes? One of the most
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often suggested “solutions’ is the Internet. The chdlenge hedth professonds now face is how
to combine direct, persond interaction with the new “globd media” More and more
pharmecigts, hedth care providers and professond bodies are addressing this new chdlenge
and, in my view, handling it rather successfully.

There are a number of information projects teking place with the PGEU thet illudtrate this. The
fira project is cdled sundhead.dk (health.denmark). It is a hedth porta developed by the
Danish Pharmacids Association in collaboration with other professond bodies and patient
organisations. The portd is set up to provide only authorised information, be independent from
advertiang, guerantee high quality and security of services.

A second example is a hedth portal developed by the
Spanish Pharmacists Association. Caled “Portafarma’, | “When we are sick, and have a cold,
it shares Smilar principles with the Danish moadd. In this :ﬁ:izcr:suct);ra.r;yngihlie:];?ﬂep;?Jt:liur:g
case, the project I_S tOtdly owned by pharrrpasts who choice contact when seeking advice or
guarantee the quality of the information provided. Some | counseling.”

of its savices indude hedth news information on
medicines, and pharmaceutica publications. These are only two examples of the trend of
devel oping additiona meansto provide information about hedlth and medicinesto consumers.

When we are Sck, and have a cold, heedache or any other hedlth problem, our computer is not
likdy to be our firg choice contact when seeking advice or counsding. The vitd network of
hedth professonas on the ground, around the corner, is there to respond to the needs of sick
people, by proposing solutions to their problem and seeking to ensure a high qudity treatment
outcome.

Hedth professonds are continuoudy developing their role as providers d informetion on
medicines and on hedth usang al gppropriate media However, | bdieve it is important thet the
possihility of having a “traditiond” face-to-face consultation with a hedthcare professond
should not be placed & risk in the name of trendy e-fashion.
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Closng Remarks
By Dr. Anita Hardon, Department of Medical Anthropology, Univer sty of Amsterdam,
The Netherlands

In her summation about the meeting’ s themes and conclusions, Anita Hardon emphasised
that support for the Commission’s proposal was thin, if not non-existent among most of
the stakeholders attending the symposium. She pointed out the positive and negative
aspects of direct-to-consumer advertisng mentioned during the day. Her summary also
highlighted concerns associated with the proposal and suggested future steps for action
to advocate for better drug information for the public.

One of the reasons HAI-Europe and EPHA decided to organise this meeting was because of
many peopleés growing concarn about the US experience with prescription medicine
advertisng. Many public hedlth advocates fear that Europe will inherit a Smilar Stuetion if the
EU's advertiang regulation is relaxed to dlow drug companies to provide consumers with
information about medicines for three specific hedth conditions.

Reasonsto favour the Commission’s proposal

Proponents of the Commisson’'s proposd say tha this kind of advertisng could benefit
consumers. They point out thet in fact, US-originated, direct-to-consumer advertiang is areedy
avalable on US-based webstes. They say that European consumers should have information
about medicinesin their own languages and directly from manufecturers so thet they do not have
to rey on foreign Stes or unscrupulous sources. Some say that direct-to-corsumer advertisng
can raise awareness about diseases and can increase treetment compliance. Proponents believe
that this kind of advertisng can complement other information methods, and because the doctor
must dill prescribe medicines, the risk of possible ham islimited.

Objectionsto DTCA

Many opponents of the current proposd believe it is just the firgt gep, a “foot in the door” to
change the advertisng ban and eventudly bring in US-gtyle, direct-to-consumer advertisng in
Europe. Speakers at tis symposum have suggested thet this kind of advertisng will lead to
increased drug costs and threaten equitable access to medicines. They dso pointed out that
consumers areill equipped to judge the vaue of the information given in drug promotion and say
that such promotion can midead the public about the potentia harm of such potent medicines.

We have heard that there is little if any documented evidence of benefit from this kind of
advertisng and growing evidence of possble harm. Speskers have dso highlighted the fact thet
advertisng dways plays up benefit and minimises risk, which is not the baanced type of
information that patients need. Presenters stated that companies cannot be expected to provide
a full range of treetment options in their information to consumers. In addition, the EFPIA
representative and others suggested that companies may fight the Commisson’s proposd to
limit this type of “information provison” to only three hedlth conditions due to unfair competition
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if, in fact, the proposd is adopted. Findly, the representative from the WHO clearly Sated that
direct-to-consumer advertiang is in violaion of the WHO's Ethical Criteria for Medicinal
Drug Promotion, adocument endorsed in 1988 by al Member States.

Direct-to-consumer advertisng was described as part of comprehensve marketing plans now
being advanced by the indudtry. Participants at the symposium related how direct-to-consumer
advertisng is dready common practice in a number of EU Member States and Canada as part
of larger promotion campaigns despite the fact thet it is prohibited. Currently, there ssemsto be
a lack of mechaniams and paliticd will to ensure adherence to exising legidaion. And
companies that do breek the law hardly receive any sanctionsfor ther infractions.

Who wants DTCA?
Today, no one, except the representative from DG-
Enteprise  actudly defended the Commisson's | “Today, no one, except the
G ; representative  from  DG-Enterprise
gmmt?nt:;:i\iﬂstﬁrﬁgggg ﬁ;% acfually defended the Commiss?gn’s
proposed changes to the advertising
made in response to “ expectations expressed by patient | regulation.”
groups’, patient groups represented at the symposum
sad they had not been consulted about the proposal. The representative from the European
researchbased pharmaceutical industry stated during the discussion that his association has no
postion on the issue. In addition, nationd hedth policy-makers sad they want to strengthen EU
legidation rather than weeken it and the Dutch government representative dated that his
government plans to vote agang the proposd in its present form. Even the representative from
the G10 spesking today sad that that group was not involved & dl in the drefting of the
proposd. All of the different organisations and sectors represented at the meeting appeared to
oppose the proposal. Because there was no red conflict among expressed opinons, the meeting
moved on to the next step: what to do next?

The next steps

Consumers and patients want and need information about medicines and hedth. The public
needs access to balanced, relevant, up-to-date, accurate and unbiased information about drug
and non-drug trestments. As we heard from patient advocates a this symposum, they want
informetion on dl trestment options, induding normedica interventions. This information must
be presented in aredidic way thet is rdevant to their daily lives. The evidence suggedts that an
insufficient amount of thistype of information is now available to the public.

There is an obvious need to address gaps in legidaion on advertisng to cover new “gray areas’
such as prescription-medicine advertisng to the public, post-marketing phase 1V gudies, and
the levels of inducements offered to prescribers.

“...There is a clear need to develop

N . . . European consumer information initatives
The Commission’s proposd on Article 83 is a serious and to strengthen legislation controlling

one and should be consdered as such despite the fact | drug promotion and empowering  its
thet public support for its provisonsisnot easy to find. | implementation at the national level.”
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On the short term, public hedlth groups should encourage nationd level debates on the proposa
and its possble repercussons. Groups should aso contribute to an informed European
Parliament and European Hedth Council debate. On the longer term, there is a clear need to
develop European consumer information initatives and to strengthen legidaion controlling drug
promotion and empowering itsimplementation & the nationd leve. In addition, this proposa has
a0 raised serious questions about the Commisson’slack of trangparency in decisort making.
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Annexes:

Programme

9.30- 940

Ms. Margaret Ewen, Co-ordinator Hedth Action Intenationd (HAI) Europe, and Ms. Genon Jensen, Generd
Secretary European Public Hedth Alliance (EPHA)

Wecome on behdf of the orgenisers

9.40- 945

Ms. Danielle Bardelay, Co-editor New Drug Section, La revue Prescrire, France, and representative of the
Internationa Society of Drug Bulletins (ISDB)

Introduction

Keynote speakers

945-10.10

Mr. CharlesMedawar , Director Socid Audit Ltd., United Kingdom
The palitics of direct-to-consumer promation of prescription medicines

10.10- 10.35
Ms. Barbara Mintzes, Centre for Hedth Services and Policy Research, University of British Columbia, Canada
Direct-to-consumer prescription drug advertising: Isthere evidence of hedth bendfits?

10.35- 11.00
Coffeeand tea

1100-11.25
Prof. Angela Coulter, Chief Executive Picker Inditute, United Kingdom, and member of G10 Medicines group
Informetion for shared decison-meking in medidne-teking

1125- 1150

Mr. Leon Wever, L.L.M., Director Pharmeceuticd Affars and Medica Technology, Minidry of Hedth, Welfareand
Sport, The Netherlands

Direct-to-consumer advertising or direct-to-consumer information on pharmeceuticas?

12.00- 12.30
Discussion
Lunch

13.30- 1640

PANEL DISCUSSION
Fadilitetor: Dr Philip Brown , Publisher, SCRIP, United Kingdom

13.30- 15.15
5 minute presentations by pand members:
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Mr. Brian Ager, Director Generd Europesn Federation of Pharmaceutical Industries and Associdions (EFPIA),
Bruss

The pharmaceutica industry’ s perspective on providing prescription drug information directly to EU consumers

Mr. Rob Camp, European AIDS Trestment Group, Germany

Patients medicineinformation needs

Ms. Clara MacK ay, Principa Policy Advisor Consumers Association, United Kingdom

Consumers medicine informetion nesds

Mr Kees de Joncheere, Regiond Adviser for Pharmaceuticas and Technology, World Hedth Organistion, Regiond
Officefor Europe, Denmeark

Providing prescription medicine information to consumers. |s there arole for direct -to-consumer promation: A WHO
perspective

Mr. Willy Palm, Director Association Internationde delaMutudité (AIM), Belgium

Direct-to-consumer advertising and patient information

Ms. Flora Gior gio, Secretary-Generd Pharmaceutica Group of the European Union (PGEU), Belgium

Therole of hedlth professondsin providing information on medicines

15.15- 1540
Coffeeand tea

1540- 1640
PANEL DISCUSSION continued

1640- 16.55
Prof. dr. AnitaHardon, Department of Medicd Anthropology, Universty of Amsterdam, The Netherlands
Clogng remarks

1655- 1700

Ms Danidle Bardday
Closing of the day
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Commission’ s proposed change to Article 88

Artide 88 is replaced by the following:

"Artides3
1. Member Sates shdl prohibit the advertisng to the genera public of medicind products
which:

(@) are available on medica prescription only, in accordance with Title VI,

(b) contain substances defined as psychaotropic or narcatic by internationa convention, such as
the United Nations Conventions of 1961 and 1971.

2. The communication of information on certain medicina products is authorised under drict
conditions in the interest of patients in order to respond to ther legitimate needs. This provision
applies to product information appended to the marketing authorisation as well as to additiond
related information.

By way of derogation from the prohibition in paragraph 1(a), Member States shdl authorise the
dissamination of informetion rdaing to cartain medicina products authorised in the framework
of the afections set out below, in order to respond to the expectations expressed by the

patients groups.

This dissemination of information shal beis carried out on the following conditions:

a) themedicind product shdl be authorised and prescribed for the treetment of any of the
following conditions
- acquired immune defidency syndrome
- asthmaand chronic broncopulmonary disorders,
- digbetes,

b) theinformation disseminated complieswith the prindples set out in this Title;

c) implementation of this paragraph shall be conditioned by the setting-up of sdf-regulatory
procedures by the pharmaceuticd industry & Member State leve;

d) theinformation and its disseminaion shal bein conformity with the principles of good
practice which are adopted, after consultation with interested parties, in conformity with
the procedure set out in Article 121(2).

€) inorder to monitor the implementation of the principles of good practice referred to
above:
- the additiond information related to the medicind products shall be notifi ed to the
Agency. If the Agency does nat object within thirty days following this natification, the
information shal be deemed to be accepted,
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- the Agency shdl coordinate of the monitoring of the information on the medicind
products authorised in conformity with this Directive, in particular through the stting-up
of adata base;
- on ayearly bads, the Agency shdl prepare areport on the gpplication of these
principles of good practice;

f) implementation of this paragraph shdl be the subject of an evauation and adetalled
report no later than [dete]. The Commission shdl propose any changes required to
improve itsimplementation.

3. Medicind products may be advertised to the generd public which, by virtue of their
composition and purpose, are intended and designed for use without the intervention of a
medica practitioner for diagnogtic purposes or for the prescription or monitoring of trestment,
with the advice of the pharmacig, if necessary

4. Member States shdl be able to ban, on their territory, advertisng to the generd public of
medicind products the cogt of which may be rembursad.

5. The prohibition contained in paragrgph 1 shdl not gpply to vaccination campaigns carried out
by the industry and gpproved by the competent authorities of the Member States.

6. The prohibition referred to in paragrgph 1 shal goply without prgudice to Article 14 of
Directive 89/552/EEC.

7. Member States shdl prohibit the direct digtribution of medicina products to the public by the
industry for promatioral purposes.”



HAI Europe
DTCA Symposium report

HEALTH ACTION INTERNATIONAL (HAI) EUROPE
and the
EUROPEAN PUBLIC HEALTH ALLIANCE (EPHA)

JOINT STATEMENT ON THE

PROPOSED RELAXATION OF THE EU BAN ON
DIRECT-TO-CONSUMER ADVERTISING OF PRESCRIPTION MEDICINES

February 4, 2002

Background: On January 10, 2002, researchers, consumer, patient, WHO and pharmaceutical

industry representatives, drug regulators, hedth professonds, insurers and others met to discuss
the quegtion: Providing Prescription Medicine Information to Consumers. Istherearole
for Direct-to-Consumer Advertisng (DTCA)? This medting was hdd to discuss the
European Commission's proposed amendment to Article 88 of the Directive on the Community
Code rdaing to Medicind Products for Human Use. This propasa will, for a five-yeer trid

period, permit pharmaceutical companies to provide consumers with promotiond information on
prescription only medicines authorised to treet HIV/AIDS, asthma and digbetes. The concern is
that this proposd will likdy invite ful-scde DTCA in the EU. DTCA of prescription medicines
is currently banned in every indudtridised country in the world, with the exception of the United
States and New Zedland.

Thismeseting clarified a number of points:

1. PEOPLE WANT OBJECTIVE INFORMATION ON PRESCRIPTION
MEDICINES. Everyone emphaticdly agreed that the public needs access to baanced,
comparative, relevant, up-to-date, accurate and unbiased information on pharmaceuticas
and non-pharmaceuticad trestments but only DG Enterprise defended their proposdl.

2. NO ONE CLAIMSRESPONSIBILITY FOR THE COMMISSION'S
PROPOSAL. No onecould say who exactly isdriving this proposd. Spedificdly at this
Symposun.

DG Enterprise said that this proposal was based on expectations expressed by patient
groups but it could not name a single patient group supporting this proposd. Patient groups
attending said that they had not been consulted, did not support this proposa and
promotional information provided by the drug industry would not meet their information
needs.
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The director of the European Federation of Pharmaceutical Industries and Associations
(EFPIA) damed thet they have no podition on DTCA and representatives from
AdraZeneca, Novartis and Merck Sharp & Dohme who attended offered no comment.

It became clear that some nationd hedlth policy makers (such asthe Dutch Minigtry of
Hedth) rgect DTCA but want to improve the qudity and accessihility of information about
medicines (which does not require any changein legidation).

1. THEREISNO EVIDENCE THAT THE COMMISSION'S PROPOSAL ON
ARTICLE 88WILL BENEFIT PUBLIC HEALTH. Consumer advocates and public
hedth officids dl gooke strongly that they bdlieve that the proposal to dlow promationa
information will not result in the provision of qudity information to consumers. It was
emphadsad that the likely outcome of this proposd will encourage unsafe or unnecessary
use of medicines and lead to aUS-gyle spird of unsugtainable hedth care spending. This
proposal does not adhere to the EU’ s precautionary principle of firg “doing no harm”.

2. THEREISEVIDENCE THAT DIRECT TO CONSUMER ADVERTISING OF
PRESCRIPTION MEDICINES THREATENS PUBLIC HEALTH. Based onthe
experience of DTCA inthe US and New Zedand, advertisng of prescription medicinesisa
grave threat to public hedlth and puts the profits of the pharmaceutical industry aheed of
public hedth. Congdering nearly 20 years experience of DTCA inthe US it dearly places
undue stress on public hedth budgets, increases the amount of mideading and unhdpful
hedth information and increases the inappropriate and unnecessary use of medicines.
Experience in the US has shown that enforcement of regulations controlling DTCA of
pharmaceuticas is difficult and codtly, and that violations are common mogtly due to
advertisers minimising risk information and exaggerating benefits

RECOMMENDATIONSTO THE EU PARLIAMENT/COUNCIL/COMMISSION:

1. Reect thisproposal in itscurrent form, asit does not uphold the Community’s
Treaty obligation to ensure a high leve of public health in all of itsactivities as set
out in article 152 of the EU Treaty. Neither doesit conform to the WHO's Ethical
Criteriafor Medicinal Drug Promotion as agreed on by all WHO member satesin
1988. It isnot necessary to change Article 88 to ensurethat people get quality
information on medicines. The changes proposed to thisarticle will likely invite
full -scale DT CA for prescription medicnesin Europe with potentially devagtating
public health consequences. Thiswill have a global impact that threatensto strain
health sysems and budgetsin Eastern and Central Europe, and developing
countries.

2. Vigoroudy enfor cethe present legidation with review, sanctions, and thorough
monitoring of promation to health professonalsand the general public. Better
enfor cement mechanismsincluding strong inter-jurisdictional co-operation on the
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monitoring of all means of promotion of medicines will prevent abuses and improve
the overall quality of medicine information for consumersand prescribers.

3. Develop arobus consumer information and education strategy to ensurethat
people receive and can use quality, objective infor mation on medicines.
Specifically,

Improvethe quality of patient information leaflets to make them more reader-
friendly, comprehensive, and under sandable.

Encourage the provison of independent and compar ative infor mation about
medicinesfor health professonalsand the public. Furthermore, promoteregular
independent testing of the effectiveness of medicine information in educating and
informing professonalsand the public.

In thelong term develop ways of teaching people the basic principles underlying
rational therapies, and critical appraisal skills

EUROPE

Hedth Action Internationd - Europe

European Public Hedth Alliance [this satement is made on behdf of EPHA but doesn't
necessaxily reflect the podition of al memberg

Act Up Paris

Act Up Toulouse, France

AIDES, asociation de lutte contre le SIDA, Pantin, France
AGIHAS (PLWHA Support Graup), Latvia

Asociaion Mieux Prescrire, France

Boletin Tergpéutico Andduz, Spain

BUKO Pharma-Kampagne, Germany

Consumers Associaion, United Kingdom

Der Arnzeimittebrief, Germany

Drug Information Centre, State Medicines Control Agency, Minigry of Hedth,
Lithuenia

European Federation of Ashmaand Allergy (Patient) Associations
Farmacologiche "Mario Negri®, Milan, Itay

Farmakoterapeutice informace bulletin, Czech Republic

Fundacis Inditut Catdla de Farmacologia, Spain

Groupe de Recherche et dAction pour la Santé, Roux, Belgium
The Insulin Dependent Digbetes Trugst (IDDT) United Kingdom
Internationd Sodiety of Drug Bulletins

KILEN - Consumer Indtitute for Medicines and Hedlth, Siveden
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Projekt Farmaka, Belgium

Larevue Prescrire, France

Sdalnfo Senice, France

Socid Audit Ltd, United Kingdom

Standing Committee of European Doctors

TRT-5 (collective of 8 AIDS organizations), France

Professor Bjorn Beermann, MDPhDMPA, Swveden

Professsor Albano Dl Favero, Itay

Dr Markus Fritz, Head, Swiss Drug Information Centre, SDIC/SMI, Switzerland
Professor Dr. Anita Hardon, Universty of Amgerdam, The Netherlands

Dr Andrew Herxheimer, DIPEX (Database of Individud Petients Experiences of
[lIness), United Kingdom

Dr Gianni Tognoni, Dept. of Cardiovascular Research, Igtituto di Ricerche, Itdy
Professor Giampeaolo Vo, Idituto Di Farmacologia, Itay

Corinne Zara, Span

OTHER REGIONS

Breast Cancer Action, USA

Nationad Women's Hedlth Network, USA

Prevention Firgt Cadition, USA

Public Citizen's Hedth Research Group, Washington, USA

The Center for Medicd Consumers, New York, USA

Warren Bell, BA MD CM CCFP, British Columbia, Canada

Breast Cancer Action Montrea, Canada

Alan Casss, co-Chair, PharmaWetch, Canada

Centre of Excellence in Women's Hedth, Dahousie University, Hdifax, Canada
Consumers Association, Canada

Asoc. Professor Jodl Lexchin MD, Schoal of Hedlth Policy and Management, Y ork
Univergty, Toronto, Canada

Barbara Mintzes, Centre for Hedlth Services and Policy Research, University of British
Columbia, Canada

Working Group on Women and Hedlth Protection, Montredl, Canada

Sharon Batt, Elizabeth May Char in Women's Hedlth and the Environment, Maritime,
Canada

Accion Internaciond parala Sdud, America Lainay d Caribe

Hedth Action Internationd - AsalPacific

Hedthy Skepticiam, Audrdia

Linda Curling, QA Manager (Pharmacist), Triomed (Pty) Ltd, Pindands, South Africa
Andy Gray, Senior Lecturer, Dept. of Experimentd & Clinica Pharmacology. Nelson
Mandela School of Medicine, Natal, South Africa

P. Randles, Link Hills Pharmacy, Waterfdl, South Africa



