EDITORIAL

Stop industry interference. It
is time to put an end to this danger-
ous trend. One major conclusion of
a recent French Senate report on
medicines is that conflicts of inter-
estare widespread andthattheroles
ofthe different players in the medico-
pharmaceutical field are becoming
increasingly confused (6). These
“medicine compliance programmes”
could only worsen this confusion:
how could anyone imagine that a
pharmaceutical company,inthe posi-
tion of both judge and jury, would
willingly explain to a patient that he
or she had better stop taking one of
its drugs, or switch toacompetitor’s
product?
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a- A similar article was published by the French daily
newspaper Le Monde on 28 September 2006, under the
title “Bigpharmanoussurveille” (“BigPharmais watch-
ing us”).
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rosimon BigPharma’s health
information: a growing danger

® According to the European Com-
mission, the way to maintain the com-
petitiveness of the pharmaceutical indus-
tryistolift the barriers that prevent phar-
maceutical companies from communi-
cating directly with the public.

@ After a first failed attempt to intro-
duce changes to EU legislation, the
Commission and drug manufacturers
are again determined to attain their goal
in 2007.

® Five European orinternational asso-
ciations have joined forces in order to
combat this initiative. They have pub-
lished a declaration outlining the fun-
damental principles for the provision
of reliable information on disease and
health for the benefit of all patients.

rug companies would very much like
D to advertise prescription-only drugs

directly to the public, but current
European legislation prevents them from
doing so. Only vaccine campaigns are
allowed. There are also a few national excep-
tions such as advertisements for products
for smoking cessation.

This existing legislative framework is
already interpreted in a flexible manner in
various European Union member states. In
addition, the European definition of drug
advertising does not cover “statements relat-
ing to human health or diseases, provided there
is no reference, even indirect, to medicinal prod-
ucts” (1,2).

As expected, drug companies and their
proxy organisations already exploit these
loopholes to their fullest. During the past
decade they have developed a plethora of
toolsand techniques, such asnewspaper arti-
clesthatfocuson specificsymptoms or health
conditions, often encouraging self-diagnosis,
and announce the arrival of a promising
new drug; radioand TV programmes show-
ingopinion leaders repeating the same mes-
sages overand over; campaignsin classrooms;
and multimedia prevention campaigns in
public spaces and even on the streets.

Inanever-endingattempt toimprove com-
petitiveness, the mostinfluential companies,
together with the European Commission,
decided in the late 1990s to rid themselves
ofthe remaining obstacles to unbridled mar-
keting in Europe, including regulatory bar-
riers that prevent them from addressing the

public directly. The principle stages in this
plan are described below.

2001: the “G10” masquerade
and the failed attempt to modify
the Directive on human
medicines

In March 2001 the European Commis-
sion (Directorate for Enterprise and Indus-
try, plus Health and Consumer Protection
Directorate) convened the G10 ‘high-level
group on innovation and the provision of
medicines’. The group had 13 members,
which included only one patient represen-
tative, sitting at the table with European Com-
missioners, Health Ministers of Member
States, and the President of GlaxoSmithKline,
for example...

The conclusions of this task force, pub-
lished in May 2002 after only 3 meetings,
reflected the industry’s priorities. It served
as a justification for the draft Directive on
human medicines that was submitted to the
EU Parliament in 2001 (3).

Apilotprojecttargeting 3 chronicdis-
eases. The memorandum on the proposal
to change the current Directive (2001/83/EC)
(including advertising), openly stated the
objectives: “(...) Itis proposed that there should
be public advertising of three classes of medicinal
products. This type of information would be sub-
Ject to the principles of good practice to be adopt-
ed by the Commission and to the drafting of a
code of conduct by the industry” (4). The three
health conditions targeted by the Commis-
sion’s pilot project were all chronic diseases:
asthma, diabetes and HIV infection.

A strong reaction by the European
Parliament. The Commission and drug
companies attempted to disguise thisadver-
tising as ‘information on diseases and treat-
ments’ through the use of euphemisms.
These efforts were in vain.

The European Parliament clearly per-
ceived this as an attempt to get a foot in the
regulatory door and to ensure that Europe
gradually allowed direct-to-consumer adver-
tising of prescription-only drugs. The disas-
trous results of direct-to-consumer adver-
tising in the United States and New Zealand
led EU parliamentarians to solidly reject the
Commission’s proposal to change article 88:
494 votes against versus 42 votes in favour
(5-7).
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Three years later,
the ‘Pharmaceutical Forum?’:
a new masquerade

Inlate 2005 the European Commission
replaced the G10 by a new group called
the ‘Pharmaceutical Forum’ (“a high-level
political platform”, no less...) in order to
continue “discussions” on three themes of
the ex-G10, including drug information
for patients (a).

Secrecy. This ‘forum’, far larger than the
ex-G10, includes two European commis-
sioners (Enterprise and Industry, plus Health

POSITION

and Consumer Protection), as well as mem-
ber state ministers, 3 representatives of the
European Parliament, representatives of 5
European pharmaceutical industry federa-
tions, and representatives of healthcare pro-
fessionals, patients, and health insurers.
However, the full list of participants in the
‘Pharmaceutical Forum’ has never been
made public, nor have the selection criteria,
the forum’s working methods, nor the man-
agement of conflicts of interest. Reports
made by several participants suggest thatsev-
eral dozen people travel to Brussels to par-
ticipate in each of the three working groups,
including the one on patient information.

Read and pass along the joint declaration

The joint declaration by Health Action International (HAI) Europe, the International Society
of Drug Bulletins (ISDB), the Association Internationale de la Mutualité (AIM), the European con-
sumers’ organisation (BEUC) and the Medicines in Europe Forum, published on 3 October 2006,
is available in French at www.prescrire.org (9 pages) and in English at www.isdbweb.org (8 pages).
It was also included with the December 2006 issue of Prescrire International.
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RELEVANT HEALTH INFORMATION

FOR EMPOWERED CITIZENS

Joint Declaration

of HAI Europe, ISDB, AIM, BEUC, Medicines in Europe Forum

H aalth information is & fundaman-
tal and necessary part of health-
care. However, the development of direct
to consumer advertising, of disease
awareness {or “disease maongering’)
campaigns, “compliance programs”,
and direct and indirect pharmaceutical
industry support of patient's organiza-
tions have blurred the boundaries
between drug promotion and health
information. If patients are to be able to
make informed choices about their
heallh, there needs 1o be a clear dis-

Executive summary

vation syndroma”existsin Eurcpe s not
true. Specific tool:

Pharmacautical companias do have

to assess and rate the quality of health
information. The aim of these tools is
to help both information providars and
users 1o ensure acouracy, quality and
relevance to health care choices. This

10 play: by law, they must
provida wall labeliad drugs, including
patient information leafiets. Directive
2004/27/CE requires package leaflet
evaluation by patients. This is an impor-
tant and much-needed step. Informa-

) i
quality assessment tools and infarma-
i idéxd b health auth

tive ing and patient information
leaflats are likely to contribute to better
e o Bl T

ities, medical product agencies, health-
care assessmentagencies, health care
providers, health professionals, con-
sumers’

lising that is disguised as “information’”.

Relevant healthinformation should be:
= reliable: evidenca based (listing data
sources), unbiased, and up-lo-date,

patient groups.

The role of pharmaceutical compa-
nles Is strictly limited because of their
inherent conflicts of interest. Recom-
on traatment choica must

financing (enabling rejection of infor-
mation influancad by canflicts of intar-
ests);

- comparative: presenting benafits
and harms of the full range of available
treatmant options (including, where
appropriate, the option not to treat),
togathar with an axplanation of tha nat-
ural history of the disease,or condition;
and

e independent both of individual com-
panies that have a product for sale, and
the industry as a whole. The statement
by industry lobbyists that *Ct

Proposals for improvement of Euro-
pean cilizens access to relevant infor-
mation include:
~ ensuring transparency of medical
products agenciesto guarantea full pub-
licaccess to pre-markel studies of drug
salaty and effectivaness, and pharma-
covigilance data;

- requiring pharmaceuticalcompanies
lofulfltheir obligalions concerning pack-
aging:

— developing and reinforcing sources
of i i tion

and palients are effectively excluded
from racaiving information about thair
medieine and its comparative effects
[bacausa of the] ban Jfor] drug daval-
apers from informing patients [ even
on \mal

on trealment choices;
- optimising communication betwaen
patients and health professionals;

- diractly including patients in report-
ing of side effects of drugs;

— putti conft

- adapted 1o users:
accessible, and culturally sensitive.

Currently, there are many sources of
relevant healih information for the pub-
lic both in Europe and internationally.
Thera is room for improvemant but to
state that a “patient information depri-

no sense.
and all “partners® financed by pharma-
cautical companies, cannot provide
unbiased i s

between pl
and other aclors;
~ fullimplemantation and enforcament

P on
avallable drug and non-drug treatmant
alternatives.

HAI & £2 -

of nondrugpro-
motion. B
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They also report that the working group’s
methods are poorly defined and its objec-
tives unclear. Two flimsy reports released by
the committee responsible for leading the
“forum”, as well as a very vague interim
report, are available on the European Com-
mission’s website, but they contain little con-
crete information (8,9).

Untruths. On 29 September 2006, at the
first meeting of the ‘Pharmaceutical Forum’
(convened after preliminary work), aspeech
by the European Enterprise Commissioner
nevertheless clearly stated its objectives (10).
According to the Commissioner, the status
of health information in Europe is “unsatis-
factory, and even unacceptable”. He described
accesstoinformation asinadequate forthose
with no internet access and for non-English
speakers. Access to ‘information” should
therefore be improved, and efforts should
be made to “create confidence of citizens and
health professionals in the quality of any infor-
mation provided by industry”.

The Commissioner described the phar-
maceutical industry as the source of ‘infor-
mation’, having the “knowledge, skills and
resources (...)” necessary toprovideit (b) (10).
The Commissioner responsible for Health
and Consumer Protection declared that
“Industry can help to provide information that is
trusted. It wants to be able to play a legitimate
role in communication about its own products.”
(11).

The Commission regretted that its “last
attempttomodernise the legislation failed” [refer-
ring to the massive rejection of its 2001 pro-
posal], and announced thatin 2007 it would
present a report to the Council and to the
European Parliament aimed at modifying
the framework of patient information (10).

‘Patient representatives’
curiously in line with industry
claims

According to the vague description of the
‘Pharmaceutical Forum'’ posted on the Euro-
pean Commission’s website, patients are
represented by the ‘European Patients’
Forum’.

Big pharmaspokespeople. This organ-
isation, created in 2003, is referred to in the
report of a survey published in July 2005 by
Health Action International, as “a model of
secrecy and conflict of interest” (12). The evi-
dence is overwhelming: this organisation’s
activities are funded by drug companies;
events are held jointly with organisations
representing drug companies; and when the
European Patients’ Forum represented
patients on the Board of the European Med-
icines Agency (EMEA), sources of funding
were not disclosed (c). Yet the European
Commission chooses to give this organisa-
tion a central role each time patients’ inter-



ests are to be represented, including in dis-
cussions of patient health information.

Industry funding. ‘Friends of Europe’
also provided their opinion on patient infor-
mation in Europe. Claiming to be a think-
tank independent of European institutions,
‘Friends of Europe’ published a report on
patientinformationin September 2006. This
report was based on interviews with 15 rep-
resentatives of the various sectors affected,
and was entirely funded by Pfizer (d)(13).

Thereportmentions the European Patients’
Forum (see above), and the conclusions of
the Cambridge University ‘Informed Patient
Project’ (funded by Johnson & Johnson),
and concluded that thereisinsufficienthealth
information in Europe. One “promising
approach” was the distinction between unso-
licited direct-to-consumer advertising which
should be banned, and “information, even
with some promotional content, provided at the
request of consumers (...)” which should be
allowed (13).

These few examples suffice to demonstrate
theartificialnature of the dialogue on patient
information organised by the European
Commission.

2007: a crucial year. After this prepara-
tory phase, the European Commission and
the pharmaceuticalindustry are determined
to make 2007 a decisive year in the dereg-
ulation of industry ‘communication” with
the public. In France, ‘treatment compliance
programmes’ run by pharmaceutical com-
panies (see page 32), are part of the same
offensive (14), asis the ‘dialogue” organised
by the French Health Ministry on patient
information (15).

At the European Health Forum held in
October 2006 in Gastein (Austria), drug
companies clearly reiterated their desire to
be able to advertise all their products direct-
ly to the public, even if the European Fed-
eration of Pharmaceutical Industries and
Associations (EFPIA) continues to use the
term “informationsources” that patientsshould
receive and that would not constitute adver-
tising (16,17).

A group of European parliamentarians,
the ‘Patient Information Network’ (PIN),
has also appealed for the ban on direct-to-
consumer advertising to be lifted (18). It is
likely that the conclusions of the ‘Pharma-
ceutical Forum’ will form the basis for draft
legislation.

A reorientation to defend public
interests

It is against this backdrop that Prescrire (a
member of the International Society of Drug
Bulletins) and the Medicines in Europe
Forum decided, in collaboration with Health
Action International, the European con-
sumers’ organisation and Association Inter-

nationale de la Mutualité, to publish a joint
declaration entitled ‘Relevant health infor-
mation for empowered citizens’ (attached
to Prescrire International December 2006
issue). This declaration is also posted in
French on the Prescrire website at www.
prescrire.org, and in English on the ISDB
website (isdbweb.org).

This declaration stresses the simple prin-
ciple that relevant, comparative and appro-
priate information on health issues, i.e. the
information that patients need, cannot be
provided by drug companies. In a compet-
itive marketplace, pharmaceutical compa-
nies must present their own products in a
more favourable light than other preven-
tive or therapeutic options. The declaration
also reminds readers that Europe is not the
information desert decried by drug compa-
niesand the European Commission, describ-
ing many positive examples of available
independent, reliable information.

This joint declaration will serve as a tool
for those who, in the comingbattle, will take
action to ensure that patients continue to
receive health information that is indepen-
dent of the vested interests of those who
have medicines for sale. Watch this space.
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emes are drug prices and relative effi-
cacy (ref 19).

b- A French example puts these claims into perspective. A
survey done in 2003 by the Centre de recherche pour 'étude
et I’observation des conditions de vie (Credoc), at the health
authorities’ request, based on a representative sample of
2007 persons, showed that 76% of respondents “easily”
found answers to their questions on health issues, and that
only 4% found it “very difficult”. The respondents said
their main sources of information were doctors (94 %) and
pharmacists (30%), the internet appeared only in 7" place
(4%) (ref 20).

¢- This infringement of article 63 of Regulation 726/2004,
on the functioning of the European Medicines Agency, was
reported to the President of the EU Parliament (who is con-
sulted during the nomination procedure to the EMEA steer-
ing committee), with no significant repercussions (ref 12).
d- Among other activities, Friends of Europe’s debate on
the REACH Directive (concerning chemical products) was
funded by Unilever (ref 21).
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