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I.  WHO suspected of being influenced by big pharma

At a time when almost all EU Member States are trying to get rid of their
left over stock of A(H1IN1) vaccines the World Health Organisation (WHO)
is said to have been unduly influenced by the pharmaceutical industry to
allow big pharmaceutical companies to ratchet up production of a vaccine
for business reasons.

On January 25 the Parliamentary Assembly of the Council of Europe
(PACE) will launched an emergency inquiry regarding the influence of
pharmaceutical companies on the global A(H1IN1) campaign.

The inquiry will focus on the drug industry’s influence on the WHO. The
motion was introduced by Dr. Wolfgang Wodarg, head of health at the
Council of Europe, who has accused the makers of flu drugs and vaccines
of influencing the WHQ's decision to declare a pandemic.

The motion has now been signed by 14 members from 10 countries sitting on the EU’s Health
Committee, who are angry that nations all over the world, and particularly in Europe, have wasted
scarce health funds on a contrived “pandemic”.

The investigation is listed on the EU’s draft agenda as “Request for Debate Under Urgent Procedure
on ‘Faked Pandemics — A Threat for Health’.”

WHO is criticised on the definition of a pandemic with a suspicion that it watered down the criteria
to accommodate this outbreak. It is also blamed for overplaying the disease's effects.

The WHO defended itself with affirming it had always predicted this would be a mild pandemic, but
that since the definition of pandemic is the worldwide spread of a disease, it fitted the criteria. As to
charges that the organisation was influenced by the pharmaceutical industry, WHO acknowledged
that it reaches out to experts in situations like this, but has safeguards in place to guard against
conflicts of interest.

Only one country is known to have rejected the vaccines - Poland. There, 145 deaths have been
blamed on H1N1, but many Poles reportedly support the government's decision as a gesture against
big pharmaceuticals.
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Source: EuropeanVoice

EU presidency plans no more discussions of European Commission proposal for a Directive on
Information to Patient (see EUM 36 http://www.eahp.eu/EAHP-EU-Monitor/The-pharmaceutical-
industry-s-solution-to-changing-positions-on-the-Information-to-Patients-Directive)

The Spanish government, which is assuming the six-month presidency of the EU, has turned its back
on EU plans to provide the public with more information about prescription medicines. It is planning
no discussions of the European Commission proposal — now more than a year old — during its term of
office.
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A Spanish health ministry spokesman said it was not proper for information on such medicines to go
direct to patients without the filter of a health professional. He said the subject was not on any
presidency agenda, and that no Member State had asked for it to be discussed.

The Commission defends its proposal as a response to the
spread of information on the internet — mostly unofficial and
frequently misleading. One of the main aims is to create a
regulatory framework in which authorised information on
products can be provided — including information from drug
firms.
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But health campaign groups, including the European Public
Health Alliance, of which EAHP is a member, have accused
the Commission of offering pharmaceutical manufacturers an

open door to advertising.

Discussion was scheduled to start on 27 January 2010 in the European Parliament's committee on
industry and research, but has been delayed. Christofer Fjellner, a Swedish centre-right Member of
the European Parliament (MEP) who is responsible for the report for the environment and public
health committee is aiming to produce a draft in February.

By contrast, the Spanish presidency is moving ahead rapidly with the two other elements in the
pharmaceutical package — measures to improve monitoring of medicines on the market
(pharmacovigilance) and to combat counterfeiting. It has scheduled 17 meetings of the Council
working party for officials to examine these proposals.

Draft reports on both these aspects were discussed for the first time in the Parliament's Environment
and Public Health committee on 26 January, and both are scheduled for a committee vote in April.
Signs of compromise are already emerging on some of the points that have proved contentious until
now.

[ll.  PGEU releases three statements on the role of community pharmacists

To support the launch of The European Partnership for Action Against Cancer (See EUM 33
http://www.eahp.eu/EAHP-EU-Monitor/European-Commission-launches-a-European-partnership-
for-action-against-cancer ), the Pharmacy Group of the EU (PGEU), representing community
pharmacists released a statement on 31 January in which it identified cancer as a key public health
concern and highlighted action that can be taken by community pharmacists to fight it.

PGEU stated that one of the roles of community pharmacists in helping fight cancer is to be a
resource for supporting and improving health promotion. Community pharmacies are used by both
healthy individuals and people suffering from ill health, which creates an opportunity to
communicate preventive measures to healthy persons. PGEU invited community pharmacists to be
involved in early detection and population-based screening. Pharmacists can promote vaccines,
provide information and education to the public, and make referrals.

Community pharmacists can also play a bigger role in the treatment of cancer patients due to the
new design of chemotherapy regimens, the use of ambulatory pumps, and increased availability of
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oral chemotherapy. When properly trained, community pharmacists can become members of
palliative care teams and support patients receiving treatment at home.

In its statement, PGEU also committed to:

I promoting the rational and safe use of oral chemotherapy and supportive treatments;

9 encouraging training of pharmacists, and health professionals in general, in order to build
multidisciplinary teams for cancer care ;
promoting and sharing best professional practices ;
collaborating with the European Commission and Member States in the setup of systems to
ensure access to, and the quality delivery of, services for cancer prevention, screening and
care.
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The full PGEU statement contains best practices from different Member States and is available here:
http://www.epha.org/IMG/pdf/09 11 17E 06 PGEU Statement on Cancer APPROVED GA 17NO

V09.pdf

In a statement on the A(HIN1) outbreak, PGEU highlighted
the role community pharmacists play in advising patients,
educating the public and informing them when they should
see a doctor, as they are often the first point of contact for
the public. This can range from dispelling myths about
routine immunisations to communicating disease risk and
public hygiene measures during the pandemic. In many
countries, pharmacies have been key points for
disseminating messages prepared by national authorities
individually or in collaboration with National Pharmacy
Associations.

PGEU underlined that in a pandemic situation, antivirals need to be distributed to patients within
hours of the onset of symptoms. In many cases, patients infected with HIN1 need additional
medicines, such as for example non-prescription medicines to alleviate muscular pain, fever and
cough. Community pharmacists therefore play an important role in ensuring that patients are given
appropriate advice on the range of medicines they are taking, while allowing the identification of
possible adverse reactions associated with the antivirals.

Finally, where this is possible under national law, pharmacists are immunisers and assume an active
role in protecting vulnerable people (e.g. in Portugal, pharmacists are already involved in population
vaccination for seasonal influenza and in Ireland, pharmacists are being trained to provide HIN1
immunisation). Vaccine delivery by pharmacists is associated with higher immunisation rates among
those under 65 years of age receiving chronic drug therapy.

The full PGEU statement can be found here:
http://www.epha.org/IMG/pdf/09.11.17E PGEU Statement Pandemic Influenza APPROVED GA.p
df

In its third statement released 31 January, PGEU looks at ways of acting on antibiotic resistance.

The past decades have seen a significant rise in antimicrobial resistance in Europe. Each year,
approximately 25,000 patients die from an infection caused by multidrug-resistant bacteria. These
types of infections are estimated to result in extra healthcare costs and productivity losses of at least
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EUR 1.5 billion each year. Evidence shows that, as a consequence of the widespread use of these
medicines, resistance to antibiotics reaches 25% or more in several Member States.

The rise of this major public health challenge has spurred action from the European Institutions and
agencies, such as the European Commission’s strategy against antimicrobial resistance and the
Council Recommendation on the prudent use of antimicrobial agents in human medicines. More
recently, a European Antibiotics Awareness Day was established in 2008, and a joint report of ECDC
and EMA on ‘The Bacterial challenge: Time to React’ was published.

W PGEU highly recommends a change in the pattern of
. antibiotic use, with the involvement of both patients and
Genes

.. ' health professionals, insisting that it is crucial that antibiotics
g"\ are prescribed and dispensed responsibly and used correctly.

[ \. 3 PGEU states that pharmacists’ intervention in this area
S g includes not only best dispensing practices, but also
\ information about the importance of taking the antibiotic as
™ S — . . .
R prescribed, both in terms of regimen (e.g. every 12 hours)
and duration of treatment (e.g. for 7 days). Furthermore, by
monitoring and informing patients about possible side
effects, adverse reactions and drug interactions, pharmacists
contribute to the correct use of antibiotics and identify

possible causes for non-adherence.
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Beside the provision of information and promotion of health campaigns at pharmacy level, PGEU also
recommends health promotion in schools and in other community organisations as an effective way
of improving awareness of the rational and appropriate use of medicines, including antibiotics. In
some of the Member States, pharmacists visit schools and community support groups to convey
health messages, supported by their professional organisations.

In the statement PGEU gives a call to action, encouraging EU Institutions and Member States to:

9 Further promote EU-wide information campaigns to influence the expectations of the public
regarding the prescribing of antibiotics (in particular, that they are ineffective for the treatment
of viral infections such as simple coughs and colds) by reinforcing the involvement of health
professionals in the European Antibiotics Awareness Day (both in the design and implementation
phases).

9 Support national coordinated action by organisations representing health professionals and
patients to promote rational and appropriate prescribing, dispensing and use of antibiotics.

9 Support practice-oriented research targeting adherence to antibiotic therapies and the
development of educational tools for health professionals and patients.

9 Finally, PGEU calls on all health professionals to engage with the issue of antibiotic resistance and
examine - and if necessary revise - prescribing and dispensing practices accordingly.

The Medical Devices Exploratory Process concludes on a good note

The European Commission Directorate General Industry and Enterprise set up in November 2009 an
exploratory process on the future of the medical devices sector, to map the existing public health



and industrial challenges in the sector and investigate possible topics of reflection at the European
level (see EUM http://www.eahp.eu/EAHP-EU-Monitor/EU-launches-a-consultation-on-the-revision-
of-the-Clinical-Trials-Directive ). This process was intended for industry, users and consumers of

medical devices with an opportunity to share existing challenges.

The objective of the exploratory process on the future of the medical devices sector was to gather at
the end of the process an overview of existing public health and industrial challenges, to identify
current dynamics of the industry and highlight key topics of interest at the European level which has
resulted in a set of suggested themes of potential further reflection adopted by the members of the
exploratory process.

EAHP had three experts participating in the process.

In order to steer the process, the heads of the stakeholders
organisations involved were invited twice, to open and close
the exploratory process.

The process was organised around two discussion sessions
with representatives of the stakeholders organisations and
experts. In addition to a plenary session, participants explored
more in-depth challenges covered within three distinct work
streams.

9 Future challenges and opportunities for public health and
the development of medical technologies

Balance between the patients' needs and financial sustainability
Competitiveness and Innovation in the medical devices industry
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Sehematic pf pacemaker system.

In their final report published 28 January 2010, the members of the exploratory process identified
the following issues as needing further consideration at the European level:

1.

Promoting innovation for the benefit of patients, healthcare professionals, industry and

Develop tools and mechanisms to evaluate the impact of innovation

Promote common and innovation-oriented criteria, collection of data and
predictability for market and patient access (HTA, reimbursement, procurement
mechanisms and smart regulation)

Reduce barriers to interaction and involvement of patients, healthcare professionals
and providers, users, payers and industry in innovation and decision-making
processes for access to patients

Develop a shared understanding of future education, new skills, curricula and training
needs for innovative products and services in the medical devices sector.

Supporting the competitiveness of the EU medical devices sector (e.g. research &
development, clusters, intellectual property, regulatory and trade aspects) with particular
emphasis on creating a favourable environment and practical support for SMEs;

Developing an EU vision on the contribution of medical devices to new patient-centred
models for healthcare delivery and health promotion and management, including
transparency and better information to patients.
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The members of the exploratory process strongly endorsed the need for a clear political vision of the
role of the medical device sector in the health of citizens and the economy.

The group agreed that the European Union should act to make Europe the global leader for medical
devices by promoting innovation, efficiency and sustainable health outcomes. A strong medical
device sector in Europe will play a central role in supporting the broader EU aspiration that citizens
live a longer and healthier life.

The  full report is available here:  http://ec.europa.eu/enterprise/sectors/medical-
devices/files/exploratory process/final report en.pdf

Please note that EAHP is not responsible for the content of sites or publications mentioned in this
publication.

The EAHP EU Monitor is distributed to EAHP members and is produced for the internal use of
organisations, institutions, authorities and departments interested in developing hospital pharmacy
and to establish a common pharmaceutical policy in Europe. It is entirely produced by EAHP, without
external financial support.

Comments and suggestions are welcome: ed@eahp.eu

EAHP, 3 February 2010
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