—eahp

european association
of hospital pharmacists

EU Monitor
January 2010

Issue 36

EAHP Board of Directors and staff wish you all a fantastic new year

I. New funding opportunities in health offered by the European Commission..........cccceeeeiveeeeiiiieeeeecveeenn. 2
II. What does the Lisbon treaty change regarding EU health? ...........cccoiiiiiiiii e 2
[ll. WHO publication on hospital preparedness checklist for pandemic influenza........cccccocoveeeeciieeecnnn.n. 4
IV. WHO supports pharmacy practice development through its EuroPharm Forum observatory.................. 5
V. Presentation of John Dalli, Commissioner designate.........cccccueeiieciieiiciiiee ettt e e eeare e e 5
VI. Expensive healthcare is Not NeCesSarily DELLEr ........cii i 6
VII. NEWS TN DT sttt e b e sane e 7

1) EU Member States try to sell surplus stocks of A(HIN1) VaCCINe ......cccceeevuvieiieeeiieeeciee e eceee e 7

2)  Spain takes over rotating EU PreSid@NCY.......uiccuieiiiiecciee ettt eevte e sveeeeave e s bee e naeesavee s 8

3) More involvement of patients and consumers in the European Medicines Agency .........cccceeeveeenee. 8



I.  New funding opportunities in health offered by the European Commission
Source: European Commission

The European Commission has published the Work Plan for 2010 for
the implementation of the second Union action programme in the field
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The publication of the Work Plan was followed by calls for proposals.

The Executive Agency for Health and Consumers (EAHC) published calls

for proposal s f or projects, operating gr
actions”.

Joint actions are activities carried out by the Union AND one or more Member States or by the Union
and the competent authorities of other countries participating in the Programme together.

The financial contributions may, where appropriate, include joint financing by the Union and one or
more Member States or by the Union and the competent authorities of other participating countries.

The Calls present new funding opportunities for the European organisations active in the area of
public health. The total budget available for the execution of the 2010 Work Plan is 47.1 million euro.

All proposals should address important problems in European public health and be in line with the
Commission's priorities expressed in the Work Plan, which is part of the EU Health Strategy
(http://ec.europa.eu/health/ph_overview/Documents/strategy_wp_en.pdf)

Successful proposals should concentrate on aspects of public health that cannot be achieved on a
national level. They should ensure a significant impact across the EU.

The deadline for submission of proposals is 19 March 2010.

EU funding in the field of research is available through the 7" Framework Programme and the
Research Executive Agency (REA) which manages large parts of the Seventh Framework Programme
for Research, Technological Development and Demonstration Activities (FP7) and provides evaluation
services for FP7.

Interested parties who would need further information on EU funding mechanism are invited to read
the information available here: http://cordis.europa.eu/eu-funding-guide/home _en.html

Il.  What does the Lisbon treaty change regarding EU health?
Source: EPHA & EurActiv

The Lisbon Treaty came into force on 1 December 2009, thus ending several years of negotiation
about institutional issues.

The Lisbon Treaty amends the current EU and European Commission treaties, without replacing
them. It provides the Union with the legal framework. The new treaty strongly reasserts the principle
of subsidiarity in public health. The Union shall fully respect Member States’ responsibilities for the
definition of health policies; for providing and delivering health services and medical care, and for the
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management of health services and medical care and the allocation of the resources assigned to
them. The European Union generally acts as a coordination engine, rather than a regulator.

However, EU observers are noting important innovations that broaden the EU's remit in health,
which is perceived as a sensitive area.

1. “'" Well being” becomes a n eTveatyoob thee Furictioning of thé
European Union, TFEU).

This is a major development, as wellbeing is intrinsically linked to N % Y
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account their possible adverse effects on health and that proposals ey

should be changed if found problematic.
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2. The treaty (Art. 168, TFEU) strengthens cooperation and coordina
It encourages EU countries to establish guidelines, share best
practices, set benchmarks and monitor. This new tool is designed to
improve the complementarity of Member States' health services in
cross-border areas.

3. The EU now shares competence with Member States where common safety concerns in
public health are identified. In such cases, it can introduce legally-binding legislation.

For example, this may concern standards of quality and safety relating to organs and substances of
human origin, blood, blood derivatives, veterinary and phytosanitary standards, standards of quality
and safety for medicinal products and devices for medical use, analysts say.

4, The Lisbon Treaty will allow the EU to adopt incentives to safeguard human health.

Even if not legally binding, this option might help cooperation in the fight against major cross-border
health scourges and in the protection of public health regarding tobacco and the abuse of alcohol,
according to top-level experts.

However, the clear nature and scope of these incentive measures are not defined in the Treaty. Will
they be a totally new form of legislation or a reference to existing forms? Nonetheless, it seems
obvious that they would not be legally binding - like the Council Recommendations.

5. Finally, the Lisbon Treaty will make the Charter of Fundamental Rights legally binding on
those Member States that have not opted out of it, including the UK, Poland and the Czech Republic.
This implies that the right to preventive health care and to medical treatment is from now on clearly
recognised as a fundamental right of EU citizens, albeit only under the conditions established by
national laws and practices.

The process
Decisions on public health will still be adopted by ordinary legislative procedure* including those on

safety and quality of organs and blood, veterinary and phytosanitary fields, quality and safety of
medicinal products and devices



The reassertion of the subsidiarity principle and the ability of the Union to take action encouraging
cooperation and coordination totally exclude any enforced harmonization of public health laws or
Member State regulations.

More information:
The full treaty is available here: http://europa.eu/lisbon treaty/full text/index en.htm

* The ordinary legislative procedure (formerly referred to as co-decision) is the legislative procedure
based on the principle of parity and which means that neither European Parliament nor Council may
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Illl.  WHO publication on hospital preparedness checklist for pandemic influenza

The World Health Organisation (WHO) has drawn up and launched on 11 December 2008 a
document that will help hospitals assess their preparedness in case of pandemic influenza.

To improve the readiness of health facilities to cope with the challenges of an epidemic, a pandemic
or any other emergency or disaster, hospital managers need to make sure the relevant generic
priority action is initiated.

This document aims to provide a checklist of the key actions to be carried out in the context of a
continuing hospital emergency preparedness process.

Taking the form of a complete checklist, the 37-page T e ——————

document recommends actions in many aspects of including pharmaceuticals
pandemic management including:
Communication e T T e Pt
reading 6). Consider taking the following action.
9 Continuity of essential health services and patient
care

Surge capacity

Human resources

Essential support services

Infection prevention and control

Case management

Surveillance: early warning and monitoring
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Pharmaceutical products are part of the section 6 of the document which suggests actions such as:

9 Consult with authorities to ensure the continuing provision of essential medications and supplies

(e.g. institutional and central stockpiles, emergency agreements with local suppliers, donations).

Assess the quality of contingency items prior to purchase; request quality certification.

Establish contingency agreements (e.g. memorandum of understanding, mutual aid agreement)

with vendors to ensure the procurement and prompt delivery of equipment, supplies and other

resources in times of shortage.

9 Identify physical space within the hospital for the storage and stockpiling of additional supplies.
Factors to consider include accessibility, security, ambient temperature, ventilation, light
exposure and humidity. Ensure an uninterrupted cold chain for essential items requiring
refrigeration, for instance.

)l
)l

The whole document is available here: http://www.euro.who.int/Document/E93006.pdf
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IV. WHO supports pharmacy practice development through its EuroPharm Forum
observatory
Source: EuroPharm

The WHO European headquarters launched in September 2009 its
“ Ob s er wiich 8 & pJatform for knowledge and a search facility to
support pharmacy practice development.

The purpose of the EuroPharm Forum Observatory is to collect and display
information in order to develop pharmacy practice. People with an
interest in pharmacy should consult it and contribute to the information
on the Observatory.

The Observatory can be used in many ways: wi t h tsdarehes allSceneRsGrHAe t ha't

entire Observatory or via the sections and pages:

9 Discussions on Pharmacy Practice: create your own discussions on topics of interest and invite
others to contribute

1 Pharmacy Practice Documents: retrieve or provide links to documents of importance to
pharmacy practice

1 EuroPharm Forum Practice Domains: follow and contribute to discussions within professional
practice domains

9 Pharmacy Practice Research: retrieve research within pharmacy practice and contribute with
your own research

9 Pharmacy Practice Events: Find here information on conferences, seminars, meetings, etc., and
list your own

The EuroPharm Forum Observatory is organised as a wiki. Anyone with an interest in the
development of pharmacy practice may use and contribute to the site. In order to contribute and
add comments, you must be a registered user. Activate RSS feeds to receive automatic alerts of
changes to the Observatory. A wiki (pronounced /“w&i/ WIK-ee) is a website that allows the easy
creation and editing of any number of interlinked web pages via a web browser using a simplified
markup language or a WYSIWYG text editor. Wikis are typically powered by wiki software and are
often used to create collaborative websites, to power Union websites, for personal note taking, in
corporate intranets, and in knowledge management systems.

The observatory is available here: http://europharm.pbworks.com/

V. Presentation of John Dalli, Commissioner designate
Source: EPHA

On 24 November 2009, LaMantet a’ s P
Gonzi nominated John Dalli, the current Minister for Social
Policy, a s refrebeetative within the Buropgan

Commission.

On 27 November 2009, the President of the European

Commission José Manuel Barroso presented the distribution
‘ of portfolios in the next European Commission, in which

Mr. Dalli is allocated responsibility for Health and Consumer Policy.
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As this portfolio will encompass pharmaceutical and medical devices policy, significant changes are
made to the organisation of the Directorate-General for Health and Consumers (DG Sanco), with the
transfer of Pharmaceutical Products and Cosmetics Units and Biotechnology, Pesticides and Health
Unit.

The Commissioner for Health and Consumer Policy will now be responsible for
DG Health and Consumers (DG Sanco)

the Community Plant Variety office,

the European Centre for Disease Prevention and Control,

the European Food Safety Authority,

the European Medicines Agency and

the Executive Agency for Health and Consumers.
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Mr. Dalli is currently the Minister for Social Policy of Malta. This portfolio includes family policy,
social services, health and equality. In Malta, Mr. Dalli is known for trying to build consensus on
health issues. At the moment, Mr. Dalli is working on Healthcare Reform in Malta.

John Dalli is a trained accountant and is a member of several professional representation
organisations. He has previously lived in Brussels in 1977-79, working for Blue Bell Malta Limited, a
textiles company.

John Dalli became involved in politics in 1971 with the Nationalist Party youth movement. He
organised the movement at the grassroots level and served on its executive committee.

Before taking his new post, Mr. Dalli, like the other designated Commissioners, will have to face a
hearing before the European Parliament, which will send him a series of written questions.

On the basis of written answers, parliamentary committees covering the area of competence of each
Commissioner will hold hearings between 11 and 19 January 2010.

A final plenary parliamentary vote will take place on 26 January 2010, and the new college of
Commissioners is expected to take office on 1 February 2010.

Expensive healthcare is not necessarily better
Source: OECD

New internationally comparable indicators on quality of care

revealed on 8 December 2009 b the Organisation for Economic
Health at a Glance . . .
2009 Cooperation and Development (OECD) show progress in treating
oECRImICATORS serious conditions such as cancer. However, despite increasing
rates of chronic diseases such as asthma and diabetes, care for
these conditions falls short of good practice in too many
countries, resulting in deteriorating health and higher medical
costs.

The United States and Canada have good cancer care, screening
more people than most other countries and saving the lives of a
greater number of cancer patients. Japan also has higher survival
rates for people with cancer than most countries.




VII.

The Netherlands, Italy, Switzerland and Germany provide good primary care, reducing costly hospital
treatment for chronic conditions such as asthma or diabetes. But not one OECD country provides
high quality care in all areas.
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General Angel Gurria.

Health at a Glance 2009, the OECD report with quality of care indicators looks at acute care for life-
threatening conditions such as heart attack and stroke, showing that fewer than 5% of people
hospitalised after a heart attack die within 30 days of being admitted to hospital. Iceland, Denmark,
Sweden and Norway do best, with death rates of only around 3%. Health care is improving at an
astonishing speed in some areas: over the past 5 years, for example, many more people are surviving
after a stroke.
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“Health at a Glance 2009” shows t-TR2USDbpehcapitaUni t ed

in 2007 - than any other country. This is almost two and a half times more than the OECD average of
2984 USD, adjusted for purchasing power parity. Luxembourg, Norway and Switzerland also spend
far more than the OECD average. At the other end of the scale, in Turkey and Mexico health
expenditure was less than one-third the OECD average.

Key indicators presented in “Health at a GI

determinants of health, including the growing rates of child and adult obesity, which are likely to
drive health spending higher in the coming decades. This edition also has new data on access to care,
showing that all OECD countries provide universal or near-universal coverage for a core set of health
services, except the United States, Mexico and Turkey.

More information is available at www.oecd.org/health/healthataglance.

News in brief

1) EU Member States try to sell surplus stocks of A(HLN1) vaccine
Source: EurActiv

In January 2010, governments in Western Europe are selling off surplus stocks of the HIN1
flu vaccine and cancelling orders for additional supplies amid low public demand. But
the World Health Organisation is warning that flu transmission is still on the rise in Central
and Eastern Europe.

France is looking to sell large volumes of surplus vaccine after ordering millions more doses
than it needed. Germany hopes to back out of on a large order of drugs placed during the
early phase of the pandemic, while Spain wants drug companies to buy back its excess
vaccine stocks.

A similar picture is emerging in the Netherlands and the UK, where demand has fallen well
short of expectations, partly due to the relatively mild impact of the virus and partly due to
public unease over mass vaccination.

ance
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At present, the most active areas of flu transmission include Greece, Poland, Bulgaria,
Serbia, Ukraine and the Urals region of the Russian Federation, the WHO said in its weekly
pandemic update.

According to the European Centre for Disease Prevention and Control (ECDC), just over 1,700
fatal cases of HIN1 influenza had been recorded in the EU and European Free Trade
Association (EFTA) countries to date.

The European Medicines Agency (EMEA) said that while most deaths have been in Western
Europe, there are increasing numbers of deaths being reported from Central and Eastern
Europe.

"However, because of lack of laboratory confirmation and underreporting, among other
factors, this is likely to be a gross underestimation of the true number of fatalities associated
with the pandemic," it said.

More information: http://ecdc.europa.eu/en/healthtopics/H1IN1/Pages/home.aspx and
http://www.euro.who.int/influenza/AH1IN1

2) Spain takes over rotating EU Presidency
Spain took up the EU Presidency 1° January 2010, which it keeps until the end of June 2010.

The country holding the Presidency leads the meetings of the European Council (the summits where

the heads of state me et ) . |t al so acts as the driving forec
work, mainly functioning as an adviser between Member States to reach compromises. The

Presidency rotates every six months between EU Member States.

The Prime Minister of Spain announcedthecou nt r y’' s Pr e s ireg@dnghgalthrsthepr i or i t i
Presidency will focus on

9 e-Health,

1 health inequalities,

9 organ donations and

9 the implications of the ageing population.

More information on the official programme of the Spanish EU Presidency and details regarding the
main events are available at: www.eu2010.es

3) More involvement of patients and consumers in the European Medicines Agency
Source: EMEA

The Agency’s management board endorsed a new str
patients and consumers in the work of the EMEA. The new plan makes a number of proposals that
considerably widen the scopenobrfi patitedudessd thed A0
1 consultation during benefit-risk evaluation of medicines,

9 participation as observers in meetings of the Pharmacovigilance Working Party and

T contribution to the Agency’'s safety communicat
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It also provides financial support to facilitate the participation of patient and consumer
representatives.

More information: http://www.emea.europa.eu/pdfs/human/pcwp/1072309en.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, 6 January 2010
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