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I.  Direct to patient information back on the agenda of the European Parliament

In December 2008 the European Commission (EC)
released its proposal for a Directive on direct-to-patient
information which triggered a heated debate that led to a
block for the Council of Ministers (Member States). The
Spanish government holding the 6 month rotating
presidency of the Union has clearly indicated that it will
not reopen the dossier during its term - see:
http://www.eahp.eu/News/EAHP-EU-Monitor/Debate-on-
information-to-patients-on-hold

In addition, earlier this year, during his hearing at the European Parliament, the new Commissioner
for Health and Consumer protection, John Dalli, stated that the proposals on patient “information”
needed to be reassessed.

Meanwhile the European Parliament is continuing its legislative work on the adoption of the
Directive, creating uncertainty. In response to this action from the Parliament, 29 healthcare
organisations signed a press release on 15 March 2010, calling on the Commissioner for Health to
start reassessing the proposal for a new Directive now. EAHP, as member of the European Public
Health Alliance (EPHA) supported this initiative. Below is an extract from the press release.

“The European Commission’s proposals on “‘information to the general public on medicinal products
subject to medical prescription” are based on an incomplete report that failed to fulfil the demand of
the European Parliament and the Council for a report on “the benefits and risks of information
currently available to the public”. Moreover, the proposals contradict the views of the wider health
community, as expressed in responses to the public consultations in 2007 and 2008, which stated
that the pharmaceutical industry cannot be considered a reliable source of unbiased information due
to an obvious and unavoidable conflict of interest. During the Council meetings and discussions on
this topic, Member States have also repeatedly echoed strong concerns.

Should Members of the European Parliament work on such inadequate proposals?

The current Commission proposals do not meet the needs of citizens for relevant, independent and
comparative health information tailored to users.

Moreover, the proposals endanger specific Treaty rules that aim to ensure a high level of health
protection. European citizens would be exposed to intensive promotion of new medicinal products,
and this would lead to increased public demand for medicinal products that they may not need or
that they should not take (contra-indications, drug interactions, etc.), thereby putting public health
at risk [1] [2].

The Commission proposals pose additional hurdles for Member States to put in place efficient and
affordable pharmaceutical policies. In fact, the burden of drug-induced harm and unwarranted
health spending created by increased consumption of medicines (notably the cost of managing
adverse drug reactions) would be borne by the States, ultimately jeopardising the long-term financial
viability of the Member States’ health systems.

The signatories of the press release therefore consider the current proposals on “information’ to the
general public on medicinal products subject to medical prescription” to be of no added value to
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European citizens. Their only rationale seems to be to benefit the commercial interests of
pharmaceutical companies by expanding their markets and helping them to build brand loyalty.

Europeans deserve better. Any compromise on such controversial proposals could in fact hamper
improved access to relevant patient information for European citizens in future.
Instead, the 29 organisations propose to:

1. Make the officially approved leaflet more useful and accessible for patients by ensuring that
pharmaceutical companies consistently abide by their obligations relative to drug packaging
and patient leaflets (i.e. consultations with target patient groups) (enforcement of article 59
of Directive 2001/83/EC modified by Directive 2004/27/CE) ;

2. Optimise communication between patients and health professionals : informing patients and
fulfilling their needs implies a relationship of trust and interpersonal dialogue, which are the
core responsibilities of the healthcare professions ;

3. Encourage national agencies to become proactive and more transparent providers of
information so as to guarantee full public access to data on the efficacy and safety of
medicines and other healthcare products both before and after a product is marketed ;

4. Develop and reinforce existing sources of comparative, unbiased information on treatment
choices ;

5. Put a rapid and permanent end to the confusion of roles between the pharmaceutical
companies and other actors in the healthcare sector: full implementation and enforcement
of the European regulation on Pharmaceutical promotion, including measures to ensure that
article 88 of Directive 2001/83/EC, is not weakened or undermined.

The press release concluded on urging the Commissioner for Health and Consumer protection to
start the reassessment of the current legislative proposals on patient “information” now, and to take
into account the concrete proposals put forward in order to ensure a better basis for the improved
provision of relevant, independent and comparative information to patients.”

[1] Kravitz et al. “Influence of patients requests for direct-to-consumer advertised antidepressants: a
randomized controlled trial” JAMA 2005 ; 293 : 1995-2002 ; Mintzes B et al. “How does direct-to-consumer
advertising (DTCA) affect prescribing ? A survey in primary care environments with and without legal DTCA”
CMAJ 2003 ; 169 (5) : 405-412.

[2] See informative examples of misleading messages provided by pharmaceutical companies in Barbara
Mintzes’ presentation at the European Parliament expert meeting chaired by MEP Dr Thomas Ulmer (EPP,
Germany) and MEP Carl Schlyter (Greens, Sweden) the 3 December 2010 : www.aim-mutual.org/index.php
?page=17&id=200.

Il.  Health expenditure in the United States is far higher than in other developed countries
Source: OECD

Char - Health expendire o o have of GDP, OECD commien, 207 As the American congress recently adopted the most
important healthcare reform ever presented to the
o | citizens of the USA, the Organisation for Economic
M (T rr T R Development and Cooperation (OECD) presents its reports
‘ on health spending and points out that American citizens
‘ """""I"" spend more of their national income on health than
T anywhere else even though the United States has not yet
P o i achieved full insurance coverage.

The United States spent 16% of its national income (GDP) on health in 2007. This is by far the highest
share in the OECD and more than seven percentage points higher than the average of 8.9% in OECD
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countries. Even France, Switzerland and Germany, the countries which, apart from the United States,
spend the greatest proportion of national income on health, spent over 5 percentage points of GDP
less: respectively 11.0%, 10.8% and 10.4% of their GDP. However, almost all OECD countries, with the
exception of the US, and the middle-income countries Mexico and Turkey, have full insurance
coverage for their people.

The United States is, other than Mexico, the OECD country where the government plays the smallest
role in financing health spending.

However, such is the level of health spending in the United States that public (i.e. government)
spending on health per capita in the United States is greater than in all other OECD countries,
excepting only Norway and Luxembourg. For this amount of public expenditure in the United States,
government provides insurance coverage only for elderly and disabled people (through Medicare)
and some of the poor (through Medicaid and the State Children’s Health Insurance Program, SCHIP),
whereas in most other OECD countries this is enough for government to provide universal primary
health insurance. Public spending on health in the United States has been growing more rapidly than
private spending since 1990, largely due to expansions in coverage.

Where does the money go?

The stand-out difference in spending in the United States compared with other OECD countries is in
elective interventions on a same day basis. These accounted for a quarter of the growth in US health
spending between 2003 and 2006, compared with just 4% of the growth in Canadian spending. Such
services are an important innovation in health care delivery, often being preferred, when possible, by
patients to staying overnight in a hospital. Estimates of spending on same-day surgery performed by
independent physicians for 2003 and 2006 suggest that this has been the fastest growing area of
health care over this period (Mckinsey Global Institute, 2008).

Administration of the US health system is expensive: the 7% share of total spending going on
administration is twice the average of OECD countries. This is on a par with a few other systems such
as France, Germany and Belgium which also have multipayer systems (even if in some of them there
is no or little competition across payers). In comparison, Canada and Japan devote around 2-4% of
total health spending on administration.

The pace of growth in administrative spending in the US has slowed in recent years, but is high in
part because of lack of investment in health Information Communication and Technologies (ICTs).
New OECD analysis shows that such investments will help — eventually — reducing costs. Up to now,
use of ICT in the US health sector has been little short of woeful in comparison with the best
performing countries. Australia, the Netherlands, New Zealand, the UK and the Nordic countries have
near-universal use of electronic health records (EHR) by General Practitioners (GPs) which, along with
the potential benefits for quality of care, also reduces administrative costs.

The average price of 181 pharmaceutical drugs in the United States in 2005 was 30% higher than the
average in other OECD. Other studies (e.g. Mckinsey Global Institute, 2008) suggest that this is an
underestimate, and the true difference in price is as much as 50%. Most studies find that prices of
generic drugs were cheaper in the United States (and indeed use of generics is higher in the US than
in most countries), so all of this difference in prices between the US and elsewhere is due to very
high prices of branded drugs.

An OECD study (OECD, 2007) found that prices in US hospitals in 2005 were higher than in other
OECD countries. But again, it seems that the real difference in costs was underestimated. A more
detailed study is currently underway at the OECD, and preliminary results from this work shows US
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price levels of hospital services to be nearly twice as high as the average of 12 other countries (the
old 2005 study suggested that prices were about 40% higher than in the same 12 countries).

The same may be true of the ‘price’ of physicians. Remuneration of US GPs exceeds those of doctors
in other countries (being $25,000 to $40,000 more than in UK, Germany and Canada, and $60,000
more than in France, though the data is old, coming from 2003-5). The gap was even larger for
specialists (Fujusawa and Lafortune, 2008). Income levels reflect both fees and activity — physicians
are often remunerated on a fee for- service basis, so the high rates of income of US doctors might
reflect both higher fees and higher activity than in other countries. On balance, however, it seems
likely that at least some part of the high rates of remuneration are due to high prices rather than to
high volume of activity.

The full report: http://www.oecd.org/dataoecd/5/34/43800977.pdf

lll. EU to spend 18 Million Euro on flu ¢ MEPs call for an inquiry into the handling of the
H1N1 pandemic
Source: EurActiv

” The European Commission has unveiled plans to pour €18 million into
N research projects on influenza. The news comes as MEPs from across the
political spectrum call for a European Parliament inquiry into the
handling of the HIN1 flu pandemic.

The EU executive has shortlisted four collaborative projects for funding.
These involve 52 research institutes and SMEs from 18 European
countries and three international partners — Israel, China and the US.

This latest series of projects bring the total Commission funding for flu research to over €100 million
since 2001.

Two consortia will focus their research on influenza in pigs while the two others will develop
innovative drugs against influenza in humans.

A new European surveillance network for influenza in pigs aims to increase knowledge of the
epidemiology and evolution of the swine flu virus in European pigs.

Meanwhile, Members of the European Parliament (MEPs) are demanding an inquiry into how
European public health authorities handled the flu pandemic. In a statement, the parliamentarians
said the credibility of the EU institutions had been undermined in the wake of the outbreak.

"The inadequate appraisal of risk in view of the data available and the marketing authorisations
granted to various pandemic vaccines, which the European public health authorities declared safe
without proper prior investigation, force us, as members of the European Parliament, to ask a
number of questions," they said.

Speaking in Strasbourg, they said the public and media were not provided with "good objective, up-
to-date communication" when scientific data suggested the flu pandemic was not as potent as first
feared.

"Is there any justification for the allegations that certain experts within the European public health
authorities had undeclared conflicts of interest?" said the cross-party group of MEPs.
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V.

Any action taken by the European Parliament should not seek to "name and shame," said French
Green MEP Michele Rivasi, who wants a parliamentary committee to probe the EU's response to the
flu pandemic.

The inquiry would shed light on the precise timeline of events, the decision-making process and the
manner in which expert opinion was sought and EU recommendations on the pandemic were made,
the MEPs added.

WHO announces review of the HIN1 outbreak handling by independent experts
Source: Reuters

The H1IN1 influenza outbreak, which began in April 2009,
was marked by controversies over whether the World
Health Organisation (WHO) and public health authorities
o had exaggerated the risks of HIN1 and created unnecessary
¥, alarm by declaring it a 'pandemic'.

The WHO has also been criticised for its pandemic alert
@ system that focuses on geographical spread of the outbreak
rather than its severity, and on alleged conflicts of interests

between health officials and experts and vaccine makers.

Reacting to these criticisms, WHO announced it will conduct a review that will examine how well the
WHO and its 193 Member States prepared for and responded to the HIN1 outbreak, whether the
risks were fully understood or exaggerated and poor countries' access to vaccines.

About 17,000 people have died from laboratory-confirmed cases of HIN1 but the WHO together
with other experts say the real death toll is many times higher and it is unlikely that the pandemic
declared in June 2009 is over.

It remains unclear whether HIN1 has been more deadly than seasonal flu, which kills thousands of
people each year, but it is clearly milder than some of the 20th century pandemics in which millions
died.

The virus has subsided in North America, where it originated last year, and in Europe, but there is
increased activity in Southeast Asia, West Africa, and Central and South America as the southern
hemisphere enters its winter.

The WHO is continuing to ship donated vaccines to poor states in a complex operation, and has now
reached 25 developing countries.

The review, starting in April 2010, will be conducted by 29 experts, drawn by WHO regional offices
from a pool of scientists and public health officials nominated by Member States.

WHO Director-General Margaret Chan will report their preliminary findings to the WHQ's annual
World Health Assembly in May, with the final report due to be ready for the 2011 World Health
Assembly.



V.

The EU resumes work on working time
Source: EU Business

The European Commission requested on 25" of March the views
of workers' and employers' representatives on the options for
reviewing EU rules on working time. The first stage consultation
asks the European social partners whether action is needed at EU
level on the Working Time Directive (2003/88/EC) and what scope
it should take. This represents the first step towards a
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Directive comprehensive review of the Directive and comes after previous
' attempts to revisit the existing legislation reached an impasse in
x . XK April 2009.

In 2004, the Commission put forward a proposal to amend Directive 2003/88/EC, following wide
consultations. The proposal aimed to tackle a series of problems left unsolved by the existing
legislation and case law of the Court of Justice, namely to clarify the Directive's application to on-call
time in certain sectors of work, to give more flexibility in calculating weekly working time, and to
review the individual opt-out from the 48-hour limit. However, in April 2009, government
representatives and the European Parliament concluded they could not reach agreement on the
proposal, despite lengthy negotiations.

In the meantime, other issues have been added to the debate, reflecting fundamental changes in the
world of work over the past twenty years. For example, average weekly working hours in the EU have
fallen from 39 hours in 1990 to 37.8 hours in 2006 and the proportion of part-time workers in the
workforce increased from 14% in 1992 to 18.8% in 2009.

As a result, the Commission is planning a comprehensive review of the existing working time rules,
starting with a thorough evaluation of the current provisions and issues in their application, before
considering the different options to address these issues. The review will be shaped by a set of policy
objectives, including protecting workers' health and safety, improving balance between work and
private life, giving businesses and workers flexibility without adding unnecessary administrative
burdens for enterprises, especially Small and Medium Enterprises (SMEs).

The first stage consultation of social partners is an important first step towards such a
comprehensive review of the Working Time Directive. The social partners have six weeks to make
their views known to the Commission. In parallel to the consultations, the Commission will carry out
an extensive impact assessment, including an examination of the legal application of the Directive in
the Member States and a study of the social and economic aspects that are pertinent to a
comprehensive review of the Directive.

The Commission will examine the views expressed during this first phase and will then decide
whether EU action is advisable. If the Commission decides that it is, it will launch a second-phase
consultation of the social partners at EU level. That phase will cover the content of any proposal for
action.

But unions contend that there is unfinished business in protecting workers' rights. “Although the
world of work has changed, [the] evidence has not changed since the first legislation on working
time, nor since we last discussed the revision of the working time directive,” said John Monks, the
general secretary of the European Trade Union Confederation (ETUC).

“Protection of the health and safety of workers must therefore remain the primary goal of any
review of the working time directive.”
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VI.

The ETUC also accuses the Commission of allowing the law to become weaker, by failing to take
national governments to court for shortcomings in implementing ECJ rulings on on-call work.

The communication from the European Commission reviewing the working time directive
(first-phase consultation of the social partners at European union level under article 154 of the
Treaty):

http://www.ipex.eu/ipex/cms/home/Documents/doc_ COM20100106FIN;jsessionid=7D4CFF7D15B6
EDD5BD6866C8720636D8

Poorest children to receive vaccines provided at a fraction of the price normally
charged
Source: GAVI Alliance

T —— GlaxoSmithKline (GSK) and Pfizer Inc. undertook on 23 March 2010

to provide life-saving vaccines that help protect against

M cningitis pneumococcal disease, including pneumonia the world’s biggest
childhood killer, at an “affordable” price where they are urgently

Elood poisoning needed. Supply will start as soon as possible and at a fraction of the

. price charged in industrialised countries.
p neumonia

Ea, infoctions The supply agreements were made possible thanks to the Advance

Market Commitment (AMC) for pneumococcal disease, an
innovative financing mechanism piloted by the GAVI Alliance (www.gavialliance.org). The
governments of ltaly, the United Kingdom, Canada, Russia, Norway and the Bill & Melinda Gates
Foundation committed US$1.5 billion to launch the programme.

Pneumococcal disease takes the lives of 1.6 million people each year — including approximately
800,000 children before their fifth birthday. More than 90 percent of these deaths occur in
developing countries. Pneumonia, the most common form of serious pneumococcal disease,
accounts for one in every four child deaths, making it the leading cause of death among young
children.

GAVI estimates that the introduction of suitable and affordable vaccines against the disease could
save approximately 900,000 lives by 2015 and up to seven million lives by 2030.

The two participating firms have committed to supply 30 million doses each per year, for a ten year
period. These vaccines will be made available at USS 3.50 per dose to be paid by GAVI and the
developing country governments that introduce the vaccines.

For approximately 20% of the doses, companies will also receive an additional payment of US $ 3.50
for each dose they provide, which is paid with donor commitments (AMC funds). In total, this is a
fraction of the current cost of pneumococcal vaccines in many industrialised countries.

The aim of this AMC is to stimulate the late-stage development and manufacture of appropriate
vaccines at affordable prices.

Through the AMC, donors commit money to guarantee the price of vaccines once they have been
developed. These commitments help provide vaccine makers with the incentive to invest the
considerable sums required to finalise development of vaccines and build adequate manufacturing
capacity to serve developing countries.
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Firms can still make offers under the AMC as new calls for supply offers will be issued over time. In
addition to GSK and Pfizer Inc., Panacea Biotec Ltd and the Serum Institute of India Ltd. are among
the firms that have already registered with the programme and other companies have expressed
interest in the pilot.

As more companies participate in the AMC, the long term vaccine price could drop further.

To provide the new vaccines to countries, GSK and Pfizer Inc. have committed to scale up their
manufacturing capacity to appropriate levels.

Before introduction can begin, the vaccines must be prequalified by the World Health Organisation
and approved by the AMC’s Independent Assessment Committee. Approval is expected sometime
this year.

VII. News in brief

1) International migration of health workers
Source: the OECD

In a Policy Brief released on 15™ March 2010 the OECD and WHO provide new insights into recent
migration trends for doctors and nurses and discuss the main causes and consequences for
destination and origin countries. Possible policy responses stressing the importance of
improved international co-operation to address the global health workforce crisis are
presented along with new updated data up to 2008.

The Brief is available here: http://www.oecd.org/dataocecd/8/1/44783473.pdf

2) Preventing needle-stick injuries in the health sector
Source: European Parliament

An agreement to prevent needle-stick injuries in hospitals,
one of the most widespread and serious risks to health
workers across the EU, was welcomed by an overwhelming
majority in Parliament on 11 February 2010. The deal was
drawn up by EU representatives of hospital employers and
workers.
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In the EU, there are more than one million needle-stick injuries every year, says a resolution drafted
by Member of the European Parliament (MEP) Elisabeth Lynne (UK) and MEO Pervenche Béres (FR)
on behalf of the European Parliament Employment and Social Affairs Committee. A resolution
welcoming the agreement was approved by a show of hands.

Parliament has been calling since July 2006 for legislation to protect Europe's healthcare workers
from potentially dangerous infections due to injuries with needles and other sharp medical
instruments.


http://www.oecd.org/dataoecd/8/1/44783473.pdf

The Commission issued a proposal for a Council Directive implementing the agreement signed by the
European Hospital and Healthcare Employers' Association (HOSPEEM) and the European Federation
of Public Services Union (EPSU).

MEPs recommend adopting and implementing the measures set out in the legislative proposal. "The
framework agreement between the Commission and European social partners will represent an
important contribution to the protection of the health and safety of workers active in the hospital
sector", says the resolution. "However, Member States and social partners should be free to adopt
additional measures more favourable to workers", it adds.

3) European Commission launches consultation on Interoperability Solutions for Public
Administrations (ISA)
Source: European Commission

In order to address cross-border interoperability, the European Commission worked in 2009 with
representatives from the Member States towards a European Interoperability Strategy (EIS). The
purpose of this work was to identify commonalities and areas of shared interest at Member State
and EU level and to establish consensus around a strategic action plan for interoperability, to be
implemented in the coming years by both the Member States and the Commission.

The EIS elaboration focused first on the definition of a common vision, related priorities and
objectives and then on the definition of possible actions at EU and Member State level that will
contribute to making this vision a reality.

The EIS document for public consultation presents the background, the overall strategic approach
and the next steps in the EIS. Its annex describes the approach by which the EIS has been elaborated.
In so doing, these documents intend not only to present the results of the EIS but also to be an
invitation to further collaboration with the community of interoperability-related stakeholders within
the European Union.

Everyone interested in interoperability within the context of public service delivery is cordially
invited to send suggestions for implementing the European Interoperability Strategy.

Suggestions should mainly target the higher levels of interoperability (semantic, organisational, and
legal).

The EIS document for public consultation: http://ec.europa.eu/idabc/servlets/Doc?id=32595

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, 31 March 2010
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