PETITION TO MEMBERS OF THE EUROPEAN PARLIAMENT

Putting European drugs policy back on tracks

It is vital to restore European pharmaceutical policy to its rightful public health context,
for the individual and collective henefit of European citizens, by restoring independence

and transparency throughout the system.

If the pharmaceutical industry is to remain dynamic and efficient in the long term, it must be
actively re-directed towards true public health needs and therapeutic advance, both in Europe

and throughout the world.

We call on members of the European Parliament, ministers of the European Council, and
European Commissioners to reconsider the policies outlined in the draft Directive and Regulation
on medicinal drugs prepared by the European Commission’s Enterprise Directorate-General.

In the interests of public health, we call them to adopt new priorities.

Our demands are the following:

Public health before industry. Medications being a cornerstone of
any health policy, national and European regulatory bodies in charge of
authorising new drugs and postmarketing surveillance must be directly
accountable to national and EU health authorities.

Thus,

e European Union health ministers, and not industry ministers,
must, in conjunction with the European Parliament, decide
European pharmaceutical policy and all relevant Directives and
Regulations;

¢ The European Medicines Evaluation Agency (EMEA) must
depend on the Health and Consumer Protection Directorate-
General instead of the Enterprise Directorate-General.

Financial independence. Given the massive economic stakes, it is
essential that the structures and personnel in charge of drug registration
and control be financially independent from pharmaceutical companies.
Thus,

¢ The budgets of EC Member States and of the European Union
itself must rapidly be increased to cover the full operating costs of
national and European medicines agencies;

e Fees paid by drug companies for marketing applications must
be attributed to Member State and EU coffers, and not directly to
the medicines agencies concerned, in order to avoid conflicts of
interest;

e These fees must be re-adjusted in such a way as to encourage
manufacturers to choose the European centralised marketing
procedure for products they wish to sell throughout the
European Union;

e All conflicts of interest of agency personnel and outside
experts must be declared regularly, accessible on the Internet,
and be taken into account in practice.

Free access to scientific data. Drug-related matters must not be an
exception to the obligation of transparency in national and European insti-
tutions. Indeed, this information is required to ensure optimal use of drug
therapy prescribed to European citizens. It is also a moral duty to render
public the results of clinical research in which thousands of citizens volun-
teer to participate.

Thus,

¢ National and European medicines agencies must be re-organ-
ised to ensure that the public and health professionals have
access to detailed and referenced reports of the scientific infor-
mation on which their decisions are based, whether positive or
negative. This must apply not only to national, centralised and
mutual recognition procedures, but also to postmarketing data

(pharmacovigilance, comparative studies of drug benefits, drug
€rrors, etc.).

Strict and transparent centralised procedure. The measures
taken since 1995 to harmonise and concentrate resources through the
creation of the European Medicines Evaluation Agency (EMEA) and the
European centralised marketing authorisation procedure must be con-
tinued and amplified.

Thus,

¢ The mutual recognition procedure must be phased out as rap-
idly as possible, in favour of an efficient and transparent cen-
tralised procedure for all drugs intended to be marketed in more
than one European Union Member State;

e The European Medicines Evaluation Agency budget must be
considerably increased, so that this cornerstone of European phar-
maceutical policy has the means to fulfil its responsibilities in terms
of expertise, independence, transparency and surveillance;

e The time allocated to examine marketing applications (both
national and European) must not be systematically shortened.
Agencies must have the time necessary for thorough critical
assessment of these applications, with the overriding aim of pro-
tecting patients. This time should only be shortened in strictly
defined situations involving serious diseases for which no treat-
ment is available;

e Periodic re-examination of marketing authorisations, both
national and European, must be strengthened and actually
applied. This re-assessment must focus not only on efficacy and
side effects, but also on the overall value of individual drugs in
light of new data and new therapeutic options (drug and no drug).

Quality information for rational use. Rational drug use, espe-
cially the prevention of side effects and medication errors, requires that
citizens and health professionals be adequately informed.

Thus,

¢ National and European authorities must take all the necessary
measures to ensure that European citizens and health profes-
sionals have access to reliable information. That means informa-
tion independent of drug companies, well documented and ref-
erenced, comparative, and designed in transparent manner, on
diseases and available treatments, together with preventive,
diagnostic and screening tools, and their correct use;

¢ International nonproprietary names rather than trade names
must be adopted as the main medicine identifiers throughout the
European Union, by regulators, patients and health professionals;



¢ Drug companies must be strongly encouraged to improve the
information in patient leaflets and on drug packaging;

e Drug advertising must be tightly regulated in all Member
States: advertisements for non prescription drugs must be
approved before their release; direct-to-consumer advertising of
prescription-only drugs must be banned; advertisements target-
ing health professionals must be controlled retrospectively; and
effective sanctions must be applied rapidly to all offenders.

Transparency in drug cost. Drugs can serve a public-health ori-
ented policy only if they are universally accessible and if their prices are
compatible with health budgets.

Thus, in order to deal with the current spectacular increase in
drug prices,

¢ National and European policy-makers must undertake strict
studies of drug production costs, and particularly the true cost of
biomedical research and development;

¢ The European Union, and its individual Member States, must
create adequately funded bodies capable of sponsoring, co-ordi-
nating and stimulating clinical research aimed at answering the
numerous questions that are left pending by industry-sponsored
studies;

¢ They must also create institutional structures designed to pro-
vide patients, health professionals, organisations paying for med-
icines with clear, synthetic, referenced, up-to-date comparative
drug information on which to base rational choices among avail-
able therapeutic options.

These proposals are not unrealistic but several years of sustained
effort are required.

©PI

Should you need further information,
contact la revue Prescrire
(Medicines in Europe Forum)

Phone: 33 (0)1 4923 7280
E-mail : revue @prescrire.org
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Sign up to the attached petition “Putting European drugs
policy back on tracks”.

| would appreciate it if you could pay attention to this
major issue.
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Signature:

To be filled in and signed, then sent by post or fax to
any member of the European Parliament you might
consider helpful, notably in the Environment and
Health Commission of the EU Parliament.
Addresses of MEPs are available at: www.europarl.eu.int

Preferably before August 15




