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Measuring and tackling health 
inequalities across Europe

This issue of Eurohealth is largely devoted to health 
inequalities, drawing on discussions of a seminar held in
May 2009 at the London School of Economics and 
Political Science and organised in conjunction with the
European Commission Directorate General for 
Employment, Social Affairs and Equal Opportunities. 

Many concerns over the extent and consequences of
health inequalities between and within Member States
have been raised by EU institutions, national 
governments and other stakeholders. We are delighted
that Ana Xavier, Charles Price and Fritz von Nordheim
provide a Commission perspective on the proposed 
actions and support for Member States that are set out in
a new Commission Communication Solidarity in Health: 
Reducing Health Inequalities in the EU. 

One critical way of strengthening the knowledge base is
through routine collection of data on inequalities. This is
far from straightforward: Masseria notes that the choice
of measure used will influence results. Articles by Allin
and Masseria and O’Donnell do suggest that method-
ological research is rising to meet the opportunities and
challenges created by increasingly rich survey European
datasets. These are not however universal developments:
Bobak warns that large data gaps remain in central and
eastern Europe. In the meantime, another area of limited
knowledge, Hennell argues, is in understanding of 
variation in the social construction of illness across 
countries and the implications for the use of health care
services.

Another challenge is to improve our understanding of
how EU and national policies actually impact on health
inequalities. Examples of national strategic approaches
now being developed to address inequalities in France,
Hungary and the Netherlands are featured in this issue.
Actions are of course not confined to the health system
alone: Lundberg reports that social welfare programmes
can promote health, but empirical analysis is needed to
look at their impact on inequalities in health status. 

Keeping health inequalities high on European and Mem-
ber State agendas at a time of great economic strain will
be no mean feat, but this challenge needs to be met if
both population health and social solidarity across 
Europe are to be protected. 

David McDaid Editor
Lucia Kossarova Assistant Editor
Azusa Sato Assistant Editor
Sherry Merkur Deputy Editor 
Philipa Mladovsky Deputy Editor
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scheme’s many shortcomings was its
inability to take account of comorbidities
due to its actuarial cell-based approach and
lack of regression analysis.

In the first four years following the intro-
duction of the open enrolment
requirement, the differences in the sickness
funds’ revenue and risk portfolios con-
tinued to grow, as evidenced by the
increasing proportion of SHI revenues
reallocated through the risk-adjustment
scheme.2 Data indicate that it was pre-
dominantly healthier, younger, higher-
earning individuals who were switching to
sickness funds with lower contribution
rates; at the same time, however, risk
adjustment was able to compensate for
much of these growing discrepancies, as
reflected by a considerable narrowing in
the range of contribution rates among the
sickness funds.2 In other words, risk
adjustment was failing to prevent risk
selection in the wake of the open
enrolment requirement, but was suc-
ceeding in preventing even larger
differences in contribution rates.

Planting the seeds for morbidity-based
risk adjustment
The Risk-Adjustment Scheme Reform Act
of 2001 introduced three measures to
address the situation: a risk pool for high-
cost cases; disease management
programmes (DMPs) for patients with
common chronic illnesses and the use of
DMP enrolment as a risk adjuster;7 and
preparations for the introduction in 2007
of a morbidity-based risk adjustment
scheme, which is  known in German as the
morbiditätsorientierter Risikostrukturaus-
gleich, or Morbi- RSA (literally,
‘morbidity-oriented risk structure com-
pensation’). To this effect, the German
Ministry of Health commissioned an
expert group to conduct an international
comparison of morbidity-based risk-
adjustment models.5

Out of the six models ultimately included
in its empirical analysis, the expert group
determined that the combined Inpatient
Hierarchical Condition Categories
(IPHCC) and RxGroups model, which
was developed in the United States and
relied on inpatient diagnoses and
pharmacy claims, had the highest pre-
dictive accuracy and was well-suited for
adaptation to the German context. The
expert group proposed applying the model
prospectively, dropping the use of DMP
enrolment as a risk adjustor, and elimi-
nating the risk pool altogether.8

Political gridlock and a difficult 
compromise
Although the expert report was supposed
to be completed by the end of 2003, it was
delayed by half a year due to poor data
availability. By then, political gridlock in
the Bundesrat and, subsequently, the
vagaries of the 2005 election season pre-
cluded any further progress in
implementing the third measure of the
2001 Reform Act.9

After the September 2005 elections,
political realities left the Christian Demo-
cratic Union and Social Democratic Party
with little choice but to form a so-called
grand coalition. In terms of health care
reform, this was a particularly awkward
situation, since the parties had advocated
fundamentally different approaches during
their election campaigns.10

Ultimately, the two coalition partners
decided that contributions would be
gathered in a central reallocation pool
called the Gesundheitsfonds to be intro-
duced in January 2009 and administered
by the German Federal Insurance
Authority (GFIA). For each of its insured
members, a sickness fund now receives
from the pool a lump-sum amount that has
been adjusted for risk using sociodemo-
graphic and morbidity-based criteria. In
addition, lawmakers agreed that the
sickness funds would no longer have the
authority to determine their own contri-
bution rates and that the government
would set a uniform contribution rate as of
January 2009.

As part of this political compromise, the
introduction of morbidity-based risk
adjustment was postponed from 2007 to
2009 to coincide with the introduction of
the central reallocation pool, and a Scien-
tific Advisory Board was appointed in
May 2007 to aid in choosing an appro-
priate risk-adjustment model based on the
proposals made by the earlier expert
group.9 The board was also assigned the
task of limiting the spectrum of morbidity
considered by the new model to fifty to
eighty cost-intensive chronic or severe dis-
eases to ensure, according to the relevant
act, ‘a smooth introduction of direct
measures of morbidity in the risk-
adjustment scheme’ and to provide ‘the
sickness funds with reliable basis for cal-
culations and planning’.12

By the time these and other compromises
had been reached as part of the 2007 Act
to Strengthen Competition in the
Statutory Health Insurance System and
related legislation, the recommendations
made by the expert group in 2004 were
several years old. It was thus unclear
whether the proposed IPHCC+RxGroups
model was still the best choice, especially
considering lawmakers’ new fifty-to-
eighty-disease requirement.11

In December 2007 the Scientific Advisory
Board submitted its report, recommending
an all-encounter hierarchical condition cat-
egories (HCC) model,13 which was also
one of the six models tested by the original
expert group. As its name implies, the all-
encounter HCC model* relies on both
inpatient and ambulatory-care diagnoses
and belongs to the same family of propri-
etary models as the IPHCC component of
the IPHCC+RxGroups model mentioned
above.4,18 The Board also presented in the
report its selection of 80 diseases for the
new scheme.14

The Board’s choice of diseases proved to
be highly controversial, leading the repre-
sentatives of the sickness funds and other
key players in the SHI system to jockey
for position in the months that followed.
The GFIA’s ultimate decision to give
greater weight to disease prevalence and
thus include several highly prevalent, but
low-cost or preventable diseases, led to the
resignation of the Board in March 2008.
The Board’s choice of the all-encounter
HCC model was less contentious,
however, and after performing a variety of
simulations, the GFIA adopted it while
adding a pharmacy-claim component to
validate certain diagnoses under certain
circumstances.11

How the morbidity-based risk-adjustment
scheme works
The GFIA first calculates a notional lump-
sum payment, which is the same for all
insured persons and equal to the average
per capita expenditure of all sickness
funds.15 This lump-sum payment is subse-
quently adjusted upwards or downwards
for each insured person depending on his
or her individual risk profile. 

The first risk adjusters to be applied are
gender and age. Based on these adjusters, a
quantity is either added to or subtracted

* The all-encounter HCC model is sometimes referred to in the literature and by its devel-
opers as the DCG/HCC model, presumably to emphasise its kinship with the DCG family
of models, first developed in the 1980s by researchers from Boston University and Harvard
Medical School.



from the lump-sum payment. With the
exception of newborns and the very
elderly, this step in the risk-adjustment
scheme results in a subtraction from the
lump-sum payment.

The second set of risk adjusters are based
directly on morbidity. For insured persons
with any of the eighty selected diseases, a
quantity is added to the lump-sum
payment. Because of the prospective
nature of the scheme, the quantity added
is not meant to cover current treatment
expenses, but rather the average expenses
caused by the disease during the subse-
quent year. Regression analysis is used to
ensure that only those expenses are con-
sidered that are caused by the disease in
question. Importantly, this also allows the
scheme to take comorbidities into account,
which had been impossible with the pre-
vious risk-adjustment mechanism. 

In addition to the upward adjustments for
insured persons with one or more of the
eighty selected diseases, additional upward
adjustments are made for insured persons
receiving invalidity benefits. These indi-
viduals are divided into six groups
according to age and gender. To be
included in one of these groups, the
insured person must have received inva-
lidity benefits for more than 183 days
during the previous year.

Altogether there are forty groups for age
and gender (in five-year age brackets), 106
hierarchical morbidity groups (some of the
eighty diseases are broken down into sep-
arate groups based on their severity,
whereas others are grouped together
because they require a similar level of care),
and six groups for insured persons with
invalidity benefits, leading to a total of 152
risk groups. It is important to note that the
upward adjustment for patients assigned to
several morbidity groups within the same
hierarchy – i.e. who have more than one
manifestation of the same disease – is based
on the group that is highest in that par-
ticular hierarchy.15

Criticism of the new scheme
As can be expected, a major change like the
switch to morbidity-based risk-adjustment
has not been without its critics. Examining
the many concerns voiced about the new
scheme would go beyond the scope of this
review; nevertheless, it may be helpful for
the international reader to touch upon
several of these concerns below.

The decision to limit the number of dis-
eases considered by the scheme to eighty

has been criticised frequently in the liter-
ature. Because this number clearly cannot
reflect the full spectrum of morbidity in
Germany, it also seems realistic to assume
that the new scheme will be unable to neu-
tralise the differences in the risk portfolios
of the various sickness funds and thus
prevent risk selection. 

The eighty-disease limit is also problematic
from the perspective of patients. Indi-
viduals who happen to have a chronic
disease that is not included in the new
scheme are still a bad risk for their sickness
fund. Although they are legally entitled to
coverage and to all of the benefits defined
in the statutory health benefits package,
their sickness fund will nevertheless have
little incentive to improve the quality of
their care .13

Finally, it is unclear why an arbitrary limit
placed on the spectrum of disease con-
sidered by the model should, in and of
itself, provide the sickness funds with a
more reliable basis for calculations and
planning, especially if this limit has the
potential to reduce the model’s predictive
accuracy.

Another concern is related to the potential
susceptibility of the scheme to manipu-
lation, in particular to the practice of
upcoding. There have already been spo-
radic reports in the German press of
ambulatory-care physicians receiving visits
from sickness fund representatives offering
to help them review their coding prac-
tices.16,17 Because the total funding amount
for the central reallocation pool is set in
advance for the year, it may be true that a
general trend towards upcoding would lead
to lower lump-sum payments for sickness
funds participating in this type of
practice.15 However, the payments they
receive would still be higher than those
made to the lone sickness funds that choose
not to jump on the upcoding bandwagon. 

A third, more fundamental, concern with
the scheme is that incentives to attract
young and healthy individuals will always
remain because attracting people with dis-
eases is, by its nature, a risky business.
Indeed, the true risks of morbidity are
notoriously difficult to predict, as are
developments in medical treatment.
Attracting young, healthy, low-risk indi-
viduals will likely always be the safest bet
from the insurer’s point of view.13

Concluding remarks
The new risk-adjustment scheme repre-
sents a major reorganisation of the

financial flows in the Germany SHI
system, with almost half of the 168 billion
euros gathered in the central reallocation
pool in 2009 to be redistributed according
to morbidity-based criteria.13,18 Although
it is much too early to determine whether
the new scheme will be more effective than
its predecessor at preventing risk selection,
the concerns voiced by critics, especially
related to the eighty-disease limit, must be
taken seriously. Nevertheless, there is little
doubt among health economists that some
form of morbidity-based risk-adjustment
is necessary in SHI systems with multiple
sickness funds and an open enrolment
requirement. Even if the implementation
of the new morbidity-based risk-
adjustment scheme in Germany is
disputed, evidence from past experience in
this country’s SHI system indicates that
the fundamental switch from indirect to
direct measures of morbidity was the best
option available.
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Summary: This article discusses New Zealand’s present health system of publicly-
funded District Health Boards, created in 2000. The system has a number of fea-
tures that place it at the forefront of developed world nations. Yet, at the outset,
there were suggestions that it could be too unwieldy for a country of four million
people. Unfortunately, these suggestions have been borne out, with an increas-
ingly complex set of structures that have failed to perform well. Compounding
the complexity have been parallel developments such as introduction, from 2002,
of new Primary Health Organisations. A new centre-right coalition government,
elected in late-2008, faces several health policy challenges including health system
performance, quality, information technology and workforce sustainability.

Keywords: New Zealand, health policy, decentralisation, primary care 

Improving New Zealand’s
health system performance:
Challenges for the way forward

Robin Gauld

New Zealand’s health care system has
several commonalities with selected
European and Organisation for Economic
Co-operation and Development (OECD)
countries. Access to most services is uni-
versal and underwritten by government
funding drawn from general taxes. This
funding contributes almost 80% of total
health care expenditure. Public hospitals
dominate and are free of any patient
charges. Private hospitals provide mainly
elective procedures, occasionally on con-
tract to the public system. Public hospital
specialists are salaried, but most also work
in private practice. In contrast, general

practitioners (GPs), who serve as gate-
keepers within the system, are almost
entirely in private practice. Since the 1930s,
GPs have received substantial government
subsidies to reduce direct patient charges.
In 2008, health expenditure was around
9.2% of Gross Domestic Product (GDP).
Over the past decade, real expenditure
grew at 4.3% per annum, above the
OECD average of 4%.1

As discussed elsewhere, New Zealand’s
health system endured a succession of
reforms commencing in the late-1980s. An
unsuccessful attempt in the early-1990s to
create a market-based system of competing
purchasers and providers was followed,
after the 1996 election, by installation of a
single national purchaser. In 1999, a new
Labour-led coalition government sought
to distance itself from the market and cor-

Robin Gauld is Associate Professor of
Health Policy, Department of Preventive
and Social Medicine, University of Otago,
Dunedin, New Zealand. 
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porate hospital management structures of
the 1990s. In 2000, it created twenty-one
District Health Boards (DHBs), which are
devolved planning and purchasing bodies
and the nucleus of the present health
system. Each is governed by seven elected
and up to four appointed members and has
a chief executive and supporting staff.
DHB core funding is based on population
characteristics with adjustments for age,
ethnicity, disease prevalence and so forth.
Within this funding, each DHB is respon-
sible for planning and purchasing the full
range of services for their respective local
populations, from primary and disability
support services through to hospital care
(mostly from public hospitals which
DHBs own). Thus, DHBs must prioritise
expenditure. Underpinning DHB planning
is a series of national health goals set out in
the New Zealand Health Strategy.2

The DHB system, in many ways, sets New
Zealand apart from developed world coun-
terparts. First, it represents a genuine
attempt to plan and develop services aimed
to improve population health and reduce
inequalities in both service access and out-
comes. Second, concepts of local
participation and involvement are central
to the system, from the predominantly
elected boards through to requirements
that DHB meetings are open to the public
and that DHBs consult widely in planning
and decision making. Third, DHBs are
expected to collaborate with one other and
other sectors to improve community
health.

From the outset, there were questions
about the design of the DHB system, par-
ticularly the large number, for a small
country, of separate planning and pur-
chasing bodies.3 To reduce the impact of
restructuring, the DHBs were built around
existing hospital governance structures. As
such, they differ considerably in shape and
size. The largest serve populations of over
350,000, the smallest 30,000. Yet each is
required to maintain the same adminis-
trative structures, perform a common task
set and respond to national policy goals.
Due to this, and requirements for collabo-
ration, the DHBs swiftly created four
inter-regional ‘shared services’ agencies as
well as a national coordinating organi-
sation, District Health Boards New
Zealand (DHBNZ).

In 2001, compounding questions about
health system design, which are discussed
below, the Labour-led government intro-
duced its Primary Health Care Strategy.4

Key aims of this were to create new

Primary Health Organisations (PHOs)
designed to coordinate ongoing patient
care, plan for population health care needs
and reduce financial and other primary
care access barriers, particularly for the
most disadvantaged. Created between
2002-2006, and based on WHO Alma Ata
principles of ‘comprehensive primary
care’, PHOs are not-for-profit, multi-dis-
ciplinary organisations serving an enrolled
population. Creation followed a ‘let all the
flowers bloom’ model, whereby any entity
that fulfilled a set of minimum standards
was permitted to become a PHO. PHO
funding is capitation-based, although
many continue to reimburse general prac-
titioners (GPs) on fee-for-service basis.
Additional PHO funding is available for
developing ‘care plus’ programmes for
management of chronic disease patients,
for ‘services to improve access’, and for
health promotion. There are presently
some eighty PHOs with 97% of New
Zealanders enrolled.5

The primary care reforms were, in many
ways, a lost opportunity.6 They were an
attempt by a government, suspicious of
private medicine and medical dominance
of primary care, to subsume GPs and their
Independent Practitioner Associations
(IPAs) under PHOs rather than to work
with them. IPAs are GP groups that
developed through the 1990s and achieved
considerable clinical and organisational
gains.7 The IPAs vowed not to be undone,
but also had the infrastructural capacity
required by many PHOs and so grew in
power. Consequently, rather than resulting
in a uniform set of organisations, the
primary care landscape has become
increasingly complex. Like the DHB
sector there are large and small PHOs with
varying capacity, each required to fulfill
the same administrative and service devel-
opment functions. Reflecting this, and
again requirements for collaboration, at
least a half-dozen ‘representative’ bodies
have emerged in addition to sixteen IPAs
that provide management support services. 

Performance of the health system
With the DHB system and PHO struc-
tures now well-established, questions are
mounting about how well the New
Zealand health system is functioning and
whether it is capable of performing at a
higher level.

The core planning, purchasing and service
delivery structures have failed to perform
well. Despite considerable funding
increases through the 2000s (70% in real

terms), the DHBs continue to struggle.
Deficits (or insufficient funding for
services delivered) have been an ongoing
problem for various DHBs, creating con-
siderable challenges during funding
negotiations with the government. Some
DHBs have been placed under ‘intensive
monitoring’ by the government while they
have worked to reduce expenditure and
balance their budgets. This, of course, has
meant government intervention in DHB
activities. A cost control ethos has sur-
rounded the DHBs, restricting potential
for broadening the scope of activities to
include other sectors or new services;8 they
have remained mostly focused on main-
taining crucial hospital services. Some
DHBs have sought to contract out services
such as laboratory testing, or revoked a
tradition of providing free laboratory
services for private patients. 

The funding problems have been reflected
in elective service waiting lists. New
Zealand was among the first to implement
a scoring and booking system for non-
urgent treatments, which has remained
troubled. Elective service access has been
static since 2000 in spite of funding and
staff increases. Under government pressure
to meet treatment time targets, DHBs have
resorted to ‘dumping’ booked patients
from their lists. A 2008 investigation found
that eight patients had died due to
‘avoidable delays’ in heart surgery at one
DHB.9 Another showed vast regional
inequities in cardiac service access,
declining rates of intervention (37% below
England, 75% below Canada and 85%
below Australia) and inconsistent use of
prioritisation assessment tools and the
booking system.10

A 2005 Treasury analysis indicated that
DHB hospital efficiency had declined by
2.6% per annum from 2000/01 to 2003/04
but had increased by 1.1% percent per
annum in the prior three years when the
single purchasing agency (the former
Health Funding Authority) was in place.11

In its 2008 brief to the new government,
the Ministry of Health gave little reason to
believe DHB efficiency had improved.
Indeed, its advice was that better inte-
gration and planning of services was
needed, especially across the ‘four regions’
that represent the purchasing districts in
place in the early-1990s.12

The DHBs have produced mixed per-
formances in other areas. Performance, as
measured against population health targets
introduced in 2007, has improved. Life
expectancy, infant and cardiovascular mor-
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tality rates have improved in the 2000s,
although economic advancement may have
contributed to this. Inequalities between
Maori and other New Zealanders are
reducing, along with smoking rates and
incidence of obesity. This said, several
DHBs have failed to perform across
various population health indicators.13

As already indicated, PHOs were some-
thing of an afterthought. PHO
implementation was hasty and driven
largely by financial incentives, with detail
worked out through the implementation
process. The arrival of PHOs means there
are now two sets of organisations – PHOs
and DHBs – at different levels within the
New Zealand health system planning for a
common population. Probably only a
third of DHBs appreciate the potential
contribution of primary care to health
systems and public health and so in many
regions PHOs lack crucial support from
their funders. 

Patient fees have come down and access to
GPs has improved,5 although a quarter of
New Zealanders continue to experience
cost-related access difficulties.14 Fur-
thermore, it remains unclear how much the
government expects patients to pay to see
a GP (ideally, there should be no fee as
with public hospitals) or how it intends to
regulate fees in the longer-term. Similarly,
there is no clarity over whether PHOs
should manage extended patient care and
budgets; whether they might take on some
DHB purchasing functions; whether there
should be fewer, larger PHOs; and
whether or not these should be territorial
monopolies.

The DHB performances point to questions
about whether the governance model is
adequate. As noted, public involvement
was one of the rationales for the present
structures. Yet voter turnout at DHB elec-
tions has routinely been under 50%, while
the quality of elected board members has
sometimes been questionable.15 Fur-
thermore, DHB boards are required under
legislation to be accountable not to voters
but to the Minister of Health.

Issues for the new government
Late-2008 saw the election of a new
centre-right National-Party led coalition
government, which faces multiple health
policy challenges. The new government
has shifted the political focus from popu-
lation health to hospital waiting lists, ‘value
for money’, and clinical leadership con-
cepts as outlined in England’s ‘Darzi
report’.16 At the time of writing (August

2009), there have been a number of post-
election developments. 

Most importantly, the financial situation
for DHBs has deteriorated with only six
not in deficit. A third are considered ‘at
risk’, meaning remedial action has been
required to justify continued deficit
financing. This, of course, has added to
suspicions that the DHB system is
unwieldy, and underscores suggestions
that the DHBs might be more efficient if
some functions were centralised.17 The
new government’s initial response has not
only been to allocate to health an addi-
tional $750 million per annum (an extra
6% or so to the health budget) for the next
three years,18 but also to ask serious ques-
tions about the health system, with a
Ministerial Review Group commissioned
for this task. Other developments include
a pledge to build twenty elective surgery
‘super centres’, intended specifically to
improve access; suggestions that DHBs
could be sacked if they fail to improve
cancer waiting times; and that they should
work more closely together, e.g. for ‘back
office’ functions such as information tech-
nology and with shared clinical services,
especially in regions where access to spe-
cialist services is problematic. Many DHBs
had already been pursuing shared arrange-
ments. 

Beyond this, various other challenges,
sidelined over the years by the focus on
structural change, demand the new gov-
ernment’s attention. First, there has been
inadequate attention to quality, problems
with which are estimated to account for
around 30% of expenditure.19 A 2007
study highlighted widespread variations in
DHB capacity to ensure safe services and a
lack of a quality focus across public hos-
pitals.20 In 2007, the government created a
Quality Improvement Committee which
has since produced two sentinel event
reports. However, there remains no
national infrastructure for quality
improvement and a dire need for the gov-
ernment to bolster efforts.

Second, there is a need to sort out elec-
tronic information systems, the
foundations of which were developed in
the 1990s in the era of competition. While
New Zealand has comparatively high
levels of computerisation,21 PHO and
DHB systems lack interoperability. Simi-
larly, electronic patient records are widely
used by GPs, but portability is limited. In
late-2008, seven DHBs announced a joint
initiative to develop an ‘integrated, person-
centred’ system. Such developments need

to be emulated across the health sector and
there is a demand for central leadership in
this.

Third, New Zealand has a workforce crisis
induced partially by neglect for workforce
development in the 1990s and insufficient
attention since. Understaffing and the
requirement for hospitals to hire locums is
frequently cited as a reason for DHB over-
spending. New Zealand has the highest
proportion of foreign-born and foreign-
trained doctors in the OECD, similarly
high levels of nurses and some of the
highest expatriation rates. Meanwhile,
New Zealand is below the OECD average
when it comes to producing medical and
nursing graduates,22 and comparatively
low pay rates mean it is difficult to
compete in the international labour
market. The situation has not been assisted
by the fact that salary arrangements are an
individual DHB responsibility. Under
financial duress, they have routinely
resisted health professional requests for
salary increases, leading to a series of
unprecedented strikes. To be fair, public
hospital nurses received a 19% salary
increase in 2006 (supplied by additional
government funding). There has been a
gradual increase in the intake of medical
students, and a Medical Training Board has
been created to address shortages of senior
and junior doctors.23 The new government
has introduced a voluntary ‘bonding’
scheme for a range of health professionals,
with student loan write-offs for those
agreeing to work in under-served loca-
tions. There is a strong argument that
public hospital employees should be
treated in the same way as New Zealand’s
police and teachers, with national pay
scales and negotiations under direct central
government responsibility.

Finally, there is the question of whether
New Zealand’s present devolved health
system structures have the capacity to
deliver coordinated care. Efforts to
improve efficiency, quality and electronic
systems could alleviate some of the long-
standing gaps between primary and
hospital-based care, and public and private
providers. Building clinical networks that
traverse institutional boundaries could also
help.

Each of these issues was canvassed by the
Ministerial Review Group.24 Their report
is likely to induce a range of new structural
changes to the New Zealand health system.
Recommendations include: 

– Creating a new independent National
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Health Board to take over various DHB
and Ministry of Health purchasing
responsibilities, monitor the perform-
ances of DHBs and PHOs, and drive
national approaches to issues such as
information technology development. 

– Transforming the Quality Improvement
Committee into a new national quality
agency with increased capacity. 

– Creating a new health technology
assessment agency (possibly out of the
long-lived National Health Com-
mittee).

– Promoting a higher-level regional
approach to DHB planning, and
reducing the number of PHOs.

These recommendations are not, in them-
selves, unreasonable. Yet, if implemented,
they could be just as unwieldy as the
present situation: a smaller number of
regional planning bodies and PHOs could
be interacting with a larger number of
central agencies. The challenge for the gov-
ernment is to look beyond the one-agency,
one-function model that has dominated
contemporary administrative thought and
seek to integrate the inevitably inter-
twined functions of finance, quality and
health technology assessment within a
single body.
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Call for Abstracts

International Conference on Evidence-Based Policy in 
Long-term Care  

8–11th September 2010
London, UK

The submission of 
abstracts on evaluative
research in LTC policy 
is now welcome. 

Where possible,
highlight the 
international relevance 
of the research, either 
in terms of the evidence
used in the analysis
and/or of the topics 
and implications of the
work.

An international conference on long-term care (LTC)
policy organised by the Personal Social Services 
Research Unit and LSE Health and Social Care will 
be held at the London School of Economics and 
Political Science. 

The conference aims to provide a forum for 
exchanging the latest international evidence on 
key long-term care policy topics such as how to 
organise, deliver, fund and regulate services. 

The emphasis is therefore on evaluative research
with clear impact on policy. Topics covered will 
include: long-term care economics; service 
commissioning; regulation; institutional dynamics
and politics; workforce and informal carers; analysis
methods. 

Further details on the themes and requirements for submission can be accessed
through the conference website: 
www.lse.ac.uk/collections/PSSRU/events/ltc2010conf/ltc2010default.htm 
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Please contact Azusa Sato at
a.sato@lse.ac.uk to suggest web sites for

potential inclusion in future issues.

EU level consultation on 
Migration Health

www.migrant-health-
europe.org/ 

European Health Expectancy
Monitoring Unit

www.ehemu.eu/ 

European Forum for Good
Clinical Practice

www.efgcp.be/ 

EHEMU is a web site designed to provide European life and health expectancies by using a database
and information system and statistical software. An interpretation and calculation guide direct users
on methods to work out health expectancies, supplemented by presentations and reports, a bibliogra-
phy with a search engine, glossary and external links to related sites. Background information about
EHEMU, its team members, country reports and training material are all provided free of charge,
whereas the database requires a login. Further contacts and search boxes are also found on the site.

Swiss Health Observatory,
Observatoire Suisse de la
santé (Obsan)

www.obsan.admin.ch/bfs/
obsan/en/index/01.html 

Obsan monitors and reports on health related information in Switzerland. Five areas of competence
are focused upon: costs, financing and competition; demography and demand; health professions and
the supply of health care; mental health, illness and disability; and health promotion and prevention.
Further information on services offered and indicators are available, with links to free downloads of
health reports and databases given. An advanced search function and site map provide for a user-friendly
web site. Most content is available in English, German, French and Italian. 

European Public Health 
Outcome Research and 
Indicators Collection 
(Euphoric)

www.euphoric-project.eu/ 

Funded by the European Commission under the Public Health Programme, EUPHORIC aimed to
define a common set of outcome indicators in clinically relevant areas and test them within Europe
(Austria, Bulgaria, Finland, France, Germany, Greece, Israel, Italy, Slovak Republic, Spain and Swe-
den). The results of the project are outlined on the web site through a video, virtual table of discussion,
a report, a brochure and other information leaflets. Links to key partners and beneficiaries are provided,
in addition to details about the research. A list of disease indicators and project dissemination mate-
rial can be freely downloaded. The majority of the web site is written in English, but one report is
available in Italian.

The EFGCP is a non profit organisation which promotes good clinical practice and encourages the use
of common, high quality standards in biomedical research throughout Europe. The homepage gives de-
tails of forthcoming conferences and workshops, and EFGCP’s background, vision, missions and poli-
cies. Its structure, membership and current working parties are also outlined. There are detailed reports
on various European level biomedical studies available for free download and links to external publi-
cations and contacts. A photo gallery of EFGCP’s annual conference is available for perusal and a ded-
icated member’s area is offered. 

This web site provides information on an EU level consultation on migration health, ‘Better, Health
for All’, which took place in Lisbon on 24 and 25 September 2009. Organised by the Office of the Por-
tuguese High Commissioner for Health and the International Organisation for Migration (IOM), the
consultation’s programme of events, donors and partners and contact details can be found online. Fur-
thermore, presentations and background papers can be downloaded, on topics including ‘research on
migration health’; ‘capacity building’; ‘legal and policy framework’; ‘undocumented migrants’; ‘men-
tal health’; ‘maternal and child care’ and ‘health of adolescent migrants’. Briefings on current IOM proj-
ects are available and a search box allows users to navigate the site with ease. 

Ageing at Work

www.ageingatwork.eu/ 

Ageing at Work is a project funded by the Leonardo da Vinci programme of the European Commis-
sion and aims to develop, test and promote a training concept for human resource professionals on age
management. Specifically, it encourages integrated workplace health management to help retain work-
ers in the workforce for longer. The web site provides links to literature and information within the
resource centre, as well as a feed for current news and a members-only area. E-learning is encouraged
via courses, presentations and assignments upon registration. 

WEBwatch
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NEW PUBLICATIONS
Eurohealth aims to provide information on new publications that may be of 
interest to readers. Contact Azusa Sato at a.sato@lse.ac.uk if you wish to 
submit a publication for potential inclusion in a future issue.

Projecting the impact of demographic
change on the demand for and 
delivery of health care in Ireland 

Richard Layte et al

Dublin: Economic and Social Research 
Institute, 2009

178 pages

ISBN 978 0 7070 0289 7

Freely available online at:
http://www.esri.ie/ UserFiles/
publications/20091023164031/RS013.pdf

This report provides an overview of Irish demographic
changes in the past two decades and their impact on
health care demand and delivery.  Significant increases in
life expectancy, coupled with an influx of migration have
challenged policymakers who must deal with an ageing
and increasingly heterogeneous population.  In con-
junction, the downturns in the economic climate have
added pressure to already constrained resources.  The re-
port concedes that whilst the Irish health system is un-
likely to see an increase in investment in the medium
term, policymakers will be – or rather, must be – in-
volved in strategic planning and reorganisation to main-
tain an effective delivery of services.  Figures and hard
facts are presented on key indicators and trends to 2021,
including fertility and birth; mortality and death; mi-
gration; projected overall population change; day case
activity in acute public hospitals; GP utilisation; phar-
maceutical prescribing and long term care.  Finally, pol-
icy recommendations are outlined for all sectors of the
health system. 

Transforming pensions and health 
care in a rapidly ageing world: 
opportunities and collaborative 
strategies 

Chiemi Hayashi, Heli Olkkonen, 
Bernd Jan Sikken and Juan Yermo

Geneva: World Economic Forum, 2009

76 pages

Freely available online at 
http://www.weforum.org/pdf/scenarios/
Transforming-Pensions-Healthcare.pdf

This report was written as part of the World Scenarios
Series published by the World Economic Forum, and
seeks to outline the challenges and opportunities of age-
ing. It is recognised that there must be immediate col-
lective action to turn a ‘greying society’ into a ‘silver so-
ciety’, and as such, the report provides details for eleven
strategic options for stakeholders. Specifically, the report
tries to answer the question ‘how can stakeholders
strengthen the financial sustainability of, access to, and
quality of retirement and health care provisioning in a
rapidly ageing world’?  The authors argue that by en-
gaging effective multi-stakeholder collaboration, adapt-
ing a transformational change in thinking and employ-
ing retirement and health care solutions, there are viable
solutions to the ageing issue.  

The eleven strategic options are categorised into six ob-
jectives, which include ‘control and transform demand’;
‘stimulate consumer empowerment’; ‘strengthen fund-
ing and savings’; ‘optimise capital allocation’; ‘improve
efficiency and cost effectiveness’ and ‘enhance risk man-
agement and risk sharing’.  The report systematically
summarises the definition of each option, its impor-
tance, key barriers to its implementation and the role of
each stakeholder, provided alongside facts and figures in
a user-friendly format.  As such, this optimistic report
sets out practical solutions for policymakers, challeng-
ing them to collaborate in new and innovative ways. 
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MONITOR

NEWS FROM THE 
INSTITUTIONS

Outcomes of EU council meeting
The Council of the European
Union on Employment, Social
Policy, Health and Consumer
Affairs was held in Brussels on 30
November and 1 December.
Conclusions and updates were
provided on a number of dif-
ferent issues.

Healthy and dignified ageing

The Council adopted conclu-
sions  highlighting the import-
ance of improved cooperation
between the member states to
enhance dignity in the care of
older people in the EU. By
adopting the conclusions, the
Council invited member states to
make the issue of healthy and
dignified ageing one of their pri-
orities in coming years and to
shift their focus towards pre-
ventive measures in order to
reduce the burden of chronic dis-
eases, frailty and disability.

They also noted that healthier
ageing would also allow the costs
of care to be reduced and could
partially offset the financial
impact of demography in the
health and social sectors. The
Commission will be invited to
consider coming forward with an
action plan for further activities
in 2011 to promote dignity,
health and quality of life for older
people.

Patients’ rights in cross-border
health care

Despite substantial progress, the
Council did not reach political
agreement on a draft directive
concerning the application of
patients’ rights in cross-border
health care. The discussions at
the Council meeting focused
mainly on the reimbursement of
costs with regard to non-con-
tractual health care providers. In
the search for a compromise, the
intention was to fully respect the
case law of the European Court
of Justice while preserving
member states’ rights to organise
their health care systems. The
incoming Spanish Presidency

undertook to continue the work
and try to reach an agreement.

Innovative incentives for
effective antibiotics

Recognising that the spread of
antibiotic resistance is a major
threat to public health security
worldwide, Council conclusions
recall the possible consequences
which a lack of effective antibi-
otics could have. In fact, without
access to effective antibiotics,
common infectious diseases may
again become lethal threats and
many medical and therapeutic
procedures, such as cancer treat-
ments and transplantations, will
carry high risks.

The conclusions include calls on
the member states and the Com-
mission to adopt measures to
diminish the development and
spread of antibiotic resistance
and to create incentives for the
research and development of new
effective antibiotics. In particular,
the Commission is asked to
develop a comprehensive action
plan with concrete proposals
concerning incentives to develop
new effective antibiotics within
24 months.

Safe and efficient health care
through eHealth

eHealth is considered to be no
longer merely a technical tool in
the hands of the healthcare oper-
ators, but a political instrument
to develop health policy. Council
conclusions aimed essentially to
recognise the need for further
political leadership and to inte-
grate eHealth into health policy;
invite the member states to
improve eHealth services and
develop their use; and invite the
member states and the Com-
mission to empower a high-level
mechanism of governance at EU
level which would coordinate
eHealth activities.

Pharmaceuticals package

On the basis of progress reports,
the Presidency informed the
Council of the state of play in
negotiations on two parts of the
‘pharmaceutical package’: pre-
venting falsified medicines from
entering into the legal supply

chain of medicinal products and
the strengthening and rational-
ising of the current pharmaco-
vigilance system.

Under the Swedish Presidency,
the preparatory bodies of the
Council pursued their work with
high priority on these two parts
of the package. Concerning the
draft directive on preventing the
entry into the legal supply chain
of falsified medicinal products,
the working group reached ten-
tative agreement on a number of
technical aspects, including the
definition of ‘falsified medicinal
products’ and the relationship
between the new provisions and
EU rules on intellectual property
rights. Other elements of the
proposal still need further dis-
cussion, notably with regard to
the strengthening of controls of
non-active substances used in
pharmaceuticals and the pro-
posed safety features aiming to
render falsification more difficult.

Concerning the proposals for a
regulation and a directive on
strengthening the EU system for
the safety monitoring of
medicinal products (‘pharma-
covigilance’), the working group
tentatively agreed notably on
strengthening the role of the
Pharmacovigilance Risk
Assessment Committee and its
composition. A number of issues
still require further examination,
such as the recording and
reporting of adverse reactions
and the proposed list of
medicinal products for human
use under intensive monitoring.

With regard to the third part of
the ‘pharmaceutical package’, the
proposals for a regulation and a
directive concerning information
for the general public on
medicinal products, the Presi-
dency recalled the strong
concerns of many member states.
The Commission made it clear
that it is prepared to show flexi-
bility in order to find a common
basis for the future negotiations.

All five proposals are based on
Article 95 of the Treaty (on the
internal market); qualified
majority required for a Council
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decision; and a co-decision procedure
with the vote of the European Par-
liament’s committee in charge of
environment, public health and food
safety expected for early April 2010.

Alcohol and Health

Council conclusions are designed to recall
the commitment the member states and
the Commission have made within the
EU alcohol strategy adopted in 2006 and
to invite them to increase their efforts to
reduce alcohol-related harm. Member
states and the Commission are, for
example, encouraged to engage actors in
the alcohol beverage chain to work proac-
tively in enforcing regulatory measures so
that their products are produced, dis-
tributed and marketed in a responsible
manner. The protection of unborn
children, children, adolescents and young
people is one of the main concerns of the
conclusions.

Pandemic A/H1/N1 influenza

The Council held an exchange of views on
recent developments in the EU and its
neighbouring countries on the current sit-
uation regarding  the A/H1/N1 influenza
outbreak. In general, ministers shared the
view that the coordinated approach taken
so far with regard to pandemic A/H1/N1
has proved highly successful. They called,
however, for further efforts to act against
widespread disinformation and to
strengthen the coherence of communi-
cation policy.

Ministers particularly underlined the
importance of vaccination. Authorised
vaccines were safe and effective, as they
had no unexpected side effects so far and
they offered protection even against
mutated viruses. Ministers broadly wel-
comed the Commission’s suggestion that
a virtual stockpile of vaccines and antiviral
products be created, in order to be pre-
pared for emergencies in member states or
third countries. They asked the Com-
mission to clarify the practical and legal
aspects of such a virtual stockpile.

Ministers supported the idea of sharing
surplus vaccines with each other, subject
to legal clarification. They called for a
reinforced global cooperation through the
World Health Organization (WHO) and
the United Nations. Furthermore, min-
isters asked for work on multi-sectoral
issues to be stepped up. They also wanted
preparedness to address similar threats in
the future to be strengthened.

Council conclusions can be accessed at

www.consilium.europa.eu/uedocs/cms_
data/docs/pressdata/en/lsa/111599.pdf

New study: 70% of deaths on European
roads occur in poorer countries. 
Two out of three road traffic deaths are in
low- and middle-income countries,
according to a new study from the WHO
Regional Office for Europe published on
19 November. Furthermore, the first
comprehensive assessment of road safety
in the WHO European Region finds that,
of 120,000 people who die in road traffic
crashes every year, almost 50,000 are
pedestrians, motorcyclists and cyclists.

The European Status Report on Road
Safety offers the first thorough analysis of
the road safety situation in 49 of 53
European countries, accounting for 99%
of the Region’s population. Comple-
menting the recent Global Status Report
on Road Safety, the study shows that
many European countries, especially in
the western part of Europe, have applied
effective inter-sectoral measures and
reduced the number of lives lost over
time. Yet achievements are uneven across
the Region.

Speaking at the launch of the report, Dr
Nata Menabde, Deputy Regional
Director, WHO Regional Office for
Europe, said that “whereas only 26% of
the Region’s vehicles are in low- and
middle-income countries, their death rate
is double that of high-income countries.
This situation is even less acceptable, now
we have compelling evidence that road
traffic injuries can be prevented. Coun-
tries need to make a stronger effort to
make roads safer for their citizens, and
international collaboration can help
address this challenge. Tackling road
safety is investing in a healthier and more
equitable future. By taking stock of what
has already been done, this new publi-
cation aims to step up efforts and action
in the whole Region.”

The report finds that up to 3% of a
country’s Gross Domestic Product
(GDP) is lost every year, through health
care costs, premature loss of life and time
off work. This is especially related to the
fact that many of the victims are young
and that 2.4 million non-fatal injuries are
a major cause of disability every year. Yet
the amount that countries spend on safety
is far less than the economic loss incurred
by road crashes. 

One third of countries do not have
effective speed control in urban areas,

while one in seven countries do not set
adequate blood alcohol concentration
limits as a measure to reduce drink–
driving or have laws for child car
restraints. Moreover there is no law for
compulsory rear-seat belts in 10% of
countries and under a third of countries
report seat-belt wearing rates over 90%.
A quarter of all countries do not have any
multi-sectoral strategy to address road
traffic injuries.

Pedestrians, motorcyclists and cyclists are
most at risk

The needs of vulnerable road users have
been ignored for too long, and this is
reflected in the statistic that 40% of
victims are pedestrians, motorcyclists and
cyclists. Measures such as building raised
crossings, pavements, and cycle lanes;
reducing drink–driving and excessive
speed; and increasing the use of helmets
and child car restraints could save tens of
thousands of lives every year. The report
finds that only a third of European coun-
tries assess their laws as adequate; and
even well designed legislation has no
effect if it is not properly enforced. For
example, only 19% of countries rate their
enforcement of speed limits as adequate;
for enforcement of drink–driving laws the
rating is 34%.

Greater political commitment to
addressing the needs of all road users is
needed, with well publicised enforcement
campaigns to raise people’s perceived cer-
tainty of being apprehended and severely
punished for violations. Investments in
public transport, as well as safer roads that
encourage walking and cycling, are critical
to creating the incentive for people to
choose healthy transport modes. The
report shows that 41% of countries have
national policies that promote walking
and/or cycling, and 63% for public
transport, indicating that this remains an
area where more progress could be made.

Sustainable transport policies are key to
public health and environment goals

More countries could reap the benefits of
investing in sustainable transport and
making roads safer. Policies that
encourage public transport use, walking
and cycling provide multiple health gains:
reducing injuries, decreasing respiratory
illness, preventing non-communicable
disease through physical activity and mit-
igating the negative effects of climate
change.

European countries can benefit from a
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unique instrument to integrate road safety
with environment and health concerns.
The Transport, Health and Environment
Pan-European Programme (THE PEP),
jointly managed by the WHO Regional
Office for Europe and the United Nations
Economic Commission for Europe, is a
platform to help countries pursue sus-
tainable and healthy transport. THE PEP
is one of the main achievements of the
European environment and health
process, which will be marked by the next
ministerial conference on environment
and health in Parma, Italy, on 10–12
March 2010.

The report is available at www.euro.
who.int/Document/E92789.pdf

Russia: First Global Ministerial 
Conference on Road Safety 
On 19-20 November 2009 the Gov-
ernment of the Russian Federation hosted
the First Global Ministerial Conference
on Road Safety in Moscow. Requested by
the UN General Assembly, the event rep-
resented a historic opportunity to assess
progress in tackling a leading cause of
death and disability. As many as 1,500
government ministers, representatives of
UN agencies, officials from civil society
organisations and leaders of private com-
panies attended the conference, which was
opened by President Dmitry Medvedev.
Participants called for action to address
the large and growing global impact of
road traffic crashes; reviewed progress on
implementation of the World Report on
Road Traffic Injury Prevention; and
shared information and good practices on
road safety. 

Chairman of the Commission for Global
Road Safety, Lord George Robertson said
that the “Moscow summit provides an
opportunity to rethink the links between
transport policy and development. We
need to reject the business model that
measures a nation’s progress in terms of
kilometres of road while turning a blind
eye to avoidable human suffering. And we
need to put road safety at the heart of the
international development agenda.” 

At the close of the conference, the min-
isters of transport and health adopted the
Moscow declaration, expressing their
strong commitment to reinforce govern-
mental leadership and guidance in road
safety by setting ambitious yet feasible
national road traffic casualty reduction
targets and mobilising the necessary
resources to enable effective and sus-
tainable implementation to achieve these

targets in the framework of a safe systems
approach. 

They also agreed to make particular
efforts to develop and implement policies
and infrastructure solutions to protect all
road users, in particular those who are
most vulnerable such as pedestrians,
cyclists, motorcyclists and users of unsafe
public transport, as well as children, older
people and those living with disabilities. 

The Moscow Declaration also invites the
UN General Assembly to declare a
Decade of Action for Road Safety 2011-
2020, with a goal to stabilise and then
reduce the forecast level of global road
deaths by 2020. 

More information on the conference and
the Moscow declaration is available at
http://www.who.int/roadsafety/
ministerial_conference/en/index.html

First European conference on Mental
Health and Well-being held
As a follow up to the launch of the
European Pact on Mental Health and
Well-being, the European Commission is
organising, in cooperation with Presi-
dencies and the member states, thematic
conferences on the five priority themes:
mental health in youth and education;
prevention of depression and suicide;
mental health in older people; combating
stigma and social exclusion; mental health
in workplace settings. 

On 29–30 September the first thematic
conference on mental health in youth and
education was held in Stockholm. It was
organised by the European Commission
and the Swedish Ministry of Health and
Social Affairs under the auspices of the
Swedish Presidency of the Council of the
European Union. 

Opening the conference, Swedish Min-
ister For Care of Older People and Public
Health, Maria Larsson, spoke of the
stigma and difficulties faced by young
people in talking about mental health
problems. Androulla Vassiliou, European
Commissioner for Health, in a video
message to the conference reminded par-
ticipants that children and young people
are our most precious assets. She also
highlighted the fact that suicide remains
the second most common cause of death
for young people.

The sub-themes discussed at the con-
ference were based on the factors which
can have an influence on mental health in
young people: Parents, family and early

years; the role of health services in pro-
moting mental health and preventing
mental disorders; the role of the com-
munity environment; the role of new
media technologies and the internet and
educational settings and learning.

Among the key messages of the con-
ference were the importance of
supporting parenting through adequate
parental leave and benefits packages,
ensuring access to high quality child care,
as well as targeted interventions for high
risk groups and families. There are also
opportunities for intervention, including
social and emotional learning pro-
grammes and life skill education in
pre-school and school settings. Incorpo-
rating mental health promotion in
educational settings into national action
plans can also act as a catalyst for action.

More information at http://ec.europa
.eu/health/ph_determinants/life_style/
mental/ev_20090929_en.htm

Enhanced responsibility for pharmaceu-
tical products/medical devices under
Health and Consumer Policy portfolio 
On 27 November Commission President
José Manuel Barroso announced the port-
folio responsibilities for the next
Commission. The new Health and Con-
sumer Policy portfolio will now include
responsibility for pharmaceutical
products and medical devices. These
changes will be reflected at the level of the
directorate generals, with the Pharmaceu-
tical Products and Cosmetics and Medical
Devices Units F.2 and F.3, and conse-
quently the European Medicines Agency,
moving from DG Enterprise and
Industry (ENTR) to DG Health and
Consumers (SANCO). This will give
responsibility for pharmaceuticals to the
incoming health commissioner, Malta’s
John Dalli.

The pharmaceutical industry have argued
against such a move and to date medicines
have been controlled by the enterprise
and industry wing of the EU executive,
even though medicines policy is the
responsibility of health departments in
almost all member states. Commenting on
the move Monika Kosinska, European
Public Health Alliance secretary-general,
said that “we are certain that this gover-
nance change puts public interests and the
health of Europeans at the centre of vital
decisions affecting our health. With the
responsibility for pharmaceutical and
medical devices policies and for the
European Medicines Agency too, the
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health and consumer policy commissioner
is now better equipped to lead a con-
sistent and coherent approach to public
health policy and more specifically to
ensure protection of patients and safety of
medicines throughout the European
Union”.

Europeans exposed to dangerous noise
levels
The European Environment Agency
(EEA) has launched the most compre-
hensive map of noise exposure to date,
revealing the extent to which European
citizens are exposed to excessive acoustic
pollution. Prolonged exposure to even
low levels of noise can trigger hyper-
tension and disrupt sleep. Noise is
ubiquitous but its role as a key form of
pollution with serious human health con-
sequences is still underestimated.
Prolonged exposure to even low levels of
noise can trigger hypertension and disrupt
sleep.

Lden is an indicator of the overall noise
level during the day, evening and night,
which is used to convey the annoyance
caused by noise exposure. It is estimated
than half of the population in urban areas
with more than 250, 000 inhabitants
endure levels above 55 dB Lden (the
lower EU benchmark for an average 24-
hour period) as a result of ambient road
noise. Just over forty-one million Euro-
peans are exposed to excessive noise from
road traffic alone in the largest cities.

Compiling information from nineteen of
the thirty-two EEA member countries,
the NOISE database represents a major
step towards a comprehensive pan-
European service. Following the adoption
of the Environmental Noise Directive
(END), Member States were given until
December 2007 to deliver relevant data.
Users of the NOISE database can view
the extent of data reported in accordance
with the directive on a colour-coded map.

Adopted in 2002, the END aims to mod-
erate noise exposure in built-up areas. The
Directive also covers noise in public parks
or other quiet areas in an agglomeration,
in quiet areas in open country, and near
schools, hospitals and other noise-sen-
sitive buildings and areas. It does not
apply to noise caused by residents or
noise from domestic activities, noise at
work places or inside means of transport.

The NOISE database can be accessed at
http://noise.eionet.europa.eu/

WHO introduces guidelines to protect
people’s health from night noise 
pollution
On October 8, the WHO Regional Office
for Europe launched its night noise guide-
lines for Europe. The book provides
ground-breaking evidence on how
exposure to night noise can damage
people’s health, and recommends
guideline levels to protect health. The
guidelines complement the recent EU
environmental noise directive; it requires
countries to map noise hotspots and
reduce human exposure, but stops short
of setting limits.

The new limit is an annual average night
exposure not exceeding 40 decibels (dB),
corresponding to the sound from a quiet
street in a residential area. 

Some groups are more vulnerable to noise.
As children spend more time in bed than
adults, they are more exposed to night
noise. Chronically ill and older people are
more sensitive to disturbance. Shift
workers are at increased risk because their
sleep structure is under stress. In addition,
the less affluent, who cannot afford to live
in quiet residential areas or have ade-
quately insulated homes, are likely to
suffer disproportionately.

Interventions combining reductions in
both noise events and sound levels are
most effective in reducing exposure to
excessive noise. Zoning can assist
planning authorities in keeping noise
away from sensitive areas through, for
example, routing traffic away from hos-
pitals and schools and erecting noise
barriers. Exposed areas could be good
sites for offices, where no people would
be present at night. Placing bedrooms on
the quiet side of a dwelling is a simple
measure. Sound insulation of bedroom
windows is another option, but care must
be taken to avoid reducing indoor air
quality.

The guidelines are available at
www.euro.who.int/InformationSources/
Publications/Catalogue/20090904_12

EU acts to limit health risks from 
exposure to noise from personal music
players
In recent years sales of personal music
players have soared, in particular those of
MP3 players. Overall, in the EU it is esti-
mated that roughly 50 to 100 million
people may be listening to portable music
players on a daily basis. In the last four
years, estimated units sales range between

184–246 million for all portable audio
devices and between 124–165 million for
MP3 players.  If individuals  use music
players  inappropriately they put them-
selves at risk of hearing damage.

Consumers will now benefit from new
default settings on personal music players
set at safe exposure levels, as well as clear
warnings on the adverse effects of
excessive exposure to high sound levels,
following a decision by the European
Commission on 28 September. In
October 2008, the EU Scientific Com-
mittee on Emerging and Newly Identified
Health Risks (SCENIHR) warned that
listening to personal music players at a
high volume over a sustained period can
lead to permanent hearing damage.
5–10% of listeners risk permanent hearing
loss. These are people typically listening
to music for over one hour a day at high
volume control settings. It is estimated
that up to ten million people in the EU
may be at risk. 

Existing EU standards do not set a
maximum sound limit but require that a
statement be put in the instruction manual
to warn of the adverse effects of exposure
to excessive sound level. The European
Commission has now sent a mandate to
CENELEC (the EU standardisation
body) requiring new technical safety stan-
dards to be drawn up. Safe exposure levels
shall be the ‘default’ settings on products.
The mandate does not prescribe specific
technical solutions in order not to stifle
the capacity of industry to innovate.
Instead it requires manufactures to
provide that the default settings for
normal usage meet safety requirements.
The mandate also makes it clear that safe
use depends on exposure time and volume
levels. At 80 dB(A), exposure should be
limited to forty hours/week. At 89 dB(A)
exposure should not exceed five
hours/week.

Higher exposure levels can be permitted,
provided that they have been inten-
tionally selected by the user and the
product incorporates a reliable means to
inform the user of the risks. Adequate
warnings for consumers on the risks
involved and on ways to avoid them
should be provided, including the situ-
ation when the original set of earphones
is replaced with another type and this
causes higher unsafe sound levels. The
mandate is not prescriptive in terms of
how this is done. Industry solutions could
include, for example, labels or digital
information on the screen.
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EU Consumer Affairs Commissioner
Meglena Kuneva, said, “it’s easy to push
up the sound levels on your MP3 player
to damagingly loud levels, especially on
busy streets or public transport. And the
evidence is that particularly young
people – who are listening to music at
high volumes sometimes for hours each
week – have no idea they can be putting
their hearing at risk. It can take years for
the hearing damage to show, and then it is
simply too late. These standards make
small technical changes to players so that
by default, normal use is safe. If con-
sumers chose to override the default
settings they can, but there will be clear
warnings so they know the risks they are
taking.”

Bridget Cosgrave, Director General of
DIGITALEUROPE, said, “consumers’
safety has the highest priority for the
digital technology industry. DIGI-
TALEUROPE welcomes the approach of
the European Commission by using a
science-driven process for development of
standards. It is important that users have
accurate information in order to make
informed choices about how they enjoy
personal music. DIGITALEUROPE
looks forward to working with the
European Commission and standards
bodies to serve consumer interests.” 

EU standards can take up to two years to
be drawn up by CENELEC, and while
not mandatory, if the new standard is
approved by the European Commission
and published in the Official Journal of
the European Union, it de facto becomes
the industry norm. Products meeting
those standards are presumed safe – oth-
erwise manufacturers have to go through
costly independent testing for products.
The new safety standards will apply only
to future products.

More information at http://ec.europa.eu/
health/opinions/en/hearing-loss-
personal-music-player-mp3/index.htm

NEWS FROM THE EUROPEAN COURT
OF JUSTICE

Judgment in GSK parallel trade case
On 6 October 2009, the ECJ issued its
judgment on joined cases C-501/06,
513/06, 515/06 and 519/06 better known
as GlaxoSmithKline Services (GSK) v
European Commission. The case referred
to an agreement between GSK and its

Spanish wholesalers in relation to the sale
of 82 medicines, eight of which were
prime targets for parallel trade. The
agreement provided lower prices for
wholesalers selling reimbursable drugs to
hospitals and pharmacies in Spain and
higher prices for those exporting the
drugs to other Member States.

GSK sought a negative clearance from the
Commission or an exemption pursuant to
Article 81(1) of the EC Treaty. The Com-
mission refused to grant an exemption on
the basis that the agreement had the pre-
vention of competition as its object. The
refusal was upheld by the Court of First
Instance (CFI). Both GSK and the Com-
mission, and several interveners, appealed
to the ECJ in relation to certain aspects of
the decision.

Article 81(1) prohibits agreements which
may affect trade between Member States
and which have as their object or effect
the prevention, restriction or distortion of
competition within the common market,
and in particular those which… ‘apply
dissimilar conditions to equivalent trans-
actions with other trading parties, thereby
placing them at a competitive disad-
vantage’.

Any agreements or decisions prohibited
by article 81(1) are automatically void
except in the case of article 81(3). This
covers agreements between undertakings
that contribute to improving the pro-
duction or distribution of goods or to
promoting technical or economic
progress, while allowing consumers a fair
share of the resulting benefit, and which
does not (a) impose on the under-
takings… restrictions which are not
indispensable to the attainment of these
objectives; or (b) afford such undertakings
the possibility of eliminating competition
in respect of a substantial part of the
products in question.

In its judgment, the Court found that the
Court of First Instance (CFI) committed
an error of law in its assessment of the
anti-competitive object of the agreement.
The CFI had said that, although the
agreement was by its “object” anti-com-
petitive, the Commission had to go on to
look at the effect. As expected, the Com-
mission’s appeal on this ground succeeded
- an agreement may be anti-competitive
by object or effect. The conditions are not
cumulative but alternative in nature. 

With respect to parallel trade, agreements
aimed at prohibiting or limiting parallel
trade have as their object the prevention

of competition. This remains the case for
the pharmaceutical sector. However, the
judgment of the CFI was well founded on
other grounds, namely relating to Article
81(3). 

In this regard, the ECJ found that the
Commission had indeed failed to
properly assess the agreement under
Article 81(3) and that the CFI had made
no error in its assessment of the Com-
mission’s decision, including where it said
that it is sufficient for the Commission, on
the basis of the arguments and evidence in
its possession to arrive at the conviction
that the occurrence of an appreciable
objective advantage is “sufficiently likely”
in order to presume that the agreement
entails such an advantage, including in
relation to encouraging innovation.
Moreover, the CFI had not erred in
requiring the Commission to consider the
specific nature of the pharmaceutical
sector - this did not entail, as the Com-
mission argued, the reversing of the
burden of proof. 

Ruling on generic product market 
authorisations
On 18 June 2009, the European Court of
Justice (ECJ) issued a judgment on case
C-527/07, the proceedings concerning a
preliminary ruling on the interpretation
of the provisions of Directive 2001/83/EC
relating to market authorisations (MAs)
for generic products. 

The UK licensing authority, the Medi-
cines and Healthcare Products Regulatory
Agency (MHRA) rejected an application
submitted by a pharmaceutical company,
Generics (UK) Ltd, for a UK MA for a
generic product, as the reference
medicinal product was authorised in
Austria in 1963 and its dossiers had never
been updated to comply with the require-
ments of EC law that had become
applicable in Austria following the
accession of Austria to the EC.

The company challenged the MHRA’s
decision to reject its application before the
High Court of England and Wales, which
decided to stay proceedings and to refer
to the ECJ for a preliminary ruling on the
interpretation of EC rules concerning
MAs for generics in cases where the ref-
erence medicinal product has been
authorised according to local laws and not
updated for compliance with EC appli-
cable legislation.

In coming to its judgement, as a general
rule, the ECJ noted that applications for
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MAs should be accompanied by physico-
chemical and biological test data, as well
as pre-clinical and clinical trial results. By
way of derogation to this general rule, an
applicant will not be required to provide
the results of pre-clinical tests and clinical
trials if it can demonstrate that the
medicinal product in question is a generic
version of a reference medicinal product
which is, or has been, authorised
according to EC law for at least eight
years in a Member State or in the EU.

Based on the above principles, the ECJ
clarified that the abridged procedure
related to generics aims to avoid the rep-
etition of tests on humans or animals
where they are not absolutely necessary.
However, these rules cannot be inter-
preted in such a way that the abridged
procedure overrides the requirements of
safety and efficacy that medicinal
products must meet.

Therefore, the ECJ held that only those
medicinal products benefiting from an
MA issued in accordance with the
Directive could be considered to be ref-
erence medicinal products. Therefore, in
order to benefit from the abridged pro-
cedure, an applicant must demonstrate
that the reference medicinal product was
authorised in accordance with the appli-
cable EC law in force at the time the MA
application was made for the reference
medicinal product.

Consequently, in the case in question, the
MA for the generic product could not be
issued since (i) the reference medicinal
product was not authorised in accordance
with EC law before being placed on the
market and (ii) its MA has never been
updated according to EC rules. Thus fol-
lowing the ruling of the ECJ on the
interpretation of the provision of the
Directive, EU Member States are not
allowed to grant an MA for a generic
product if the reference medicinal product
was not authorised in accordance with EC
law before being placed on the market and
its MA has never been updated according
to EC rules.

More information at http://eur-
lex.europa.eu/LexUriServ/LexUriServ.d
o?uri=CELEX:62007J0527:EN:HTML

Commission takes action to guarantee
UK benefits for citizens residing abroad
The European Commission has decided
to take legal action against the United
Kingdom for not paying certain benefits
to EU citizens residing abroad. Under EU

rules, Disability Living Allowance, Atten-
dance Allowance and Carer’s Allowance
are considered ‘sickness cash benefits’,
meaning people covered by the UK
system residing in another EU country
are also entitled to receive them. On 9
October 2009, the Commission addressed
a Letter of Formal Notice to the UK
authorities. The British authorities have
two months to respond. This is the first
stage of an infringement procedure.

In the UK system, these three benefits are
provided to people who need help with
personal care and to the people who look
after them. The ECJ has ruled (in case C-
299/05 on 18 October 2007) that these
benefits count as ‘sickness cash benefits’.
They are therefore exportable according to
EU provisions on coordination of social
security (Regulation 1408/71). In other
words, according to EU rules, people
covered by the UK social security system
are entitled to receive these benefits even
if they live in another EU country.

Now, to receive these benefits, the UK
authorities require the claimant to have
spent twenty-six of the previous fifty-two
weeks in the UK (past presence test). This
requirement goes against the European
rules coordinating social security benefits
and justifies the Commission’s decision to
start an infringement procedure.

NEWS FROM THE EUROPEAN COURT
OF HUMAN RIGHTS

Challenge to Irish law on abortion
Three women living in the Irish Republic
challenged the country’s strict abortion
law at the European Court of Human
Rights on 9 December, claiming that their
rights had been violated. The three, two
Irish nationals and a Lithuanian, all left
their homes in Ireland to have abortions
in Great Britain (restrictions on abortion
also apply in Northern Ireland). Iden-
tified only by the letters A, B and C
because of the risk of imprisonment in
Ireland, they are supported in their case
by the British Pregnancy Advisory
Service and the Irish Family Planning
Association. 

Ireland’s abortion law dates from 1861,
and bans the procedure except where
there is a risk to the life of the mother,
including that of suicide. The Irish con-
stitution was also amended in 1983 to
include a pro-life clause, which asserted

that the unborn child had an explicit right
to life from conception. An estimated
140,000 women have crossed the Irish Sea
for abortions in the past thirty years, with
the number presently running at an
average of 6,000 a year

The case is the first challenge to Ireland’s
abortion laws in more than fifteen years.
The Irish Family Planning Association
welcomed the challenge to the laws,
which it described as “draconian”. It said
they violated international human rights
norms “because they inflict such grievous
harm to women’s health and well-being”.

But Johanna Higgins, co-founder of the
Association of Catholic Lawyers of
Ireland, speaking to the BBC’s World
Today programme argued that a ruling
against Ireland would be an infringement
of its ability to decide its own laws.
“Whatever the human rights aspects are
of this, abortion is illegal in Ireland
because it is a criminal offence,” she said.”

The Irish government has engaged a
strong eight member legal team, including
two leading constitutional lawyers, to
argue its case that the country has a sov-
ereign right to protect the life of the
unborn. Addressing the court, Irish
Attorney General Paul Gallagher said the
protection of the right to life of the
unborn was based on moral values deeply
embedded in Irish society and democrat-
ically endorsed over three separate
referenda. He said that in 1992 it was
recognised by the EU in a protocol
attached to the Maastricht Treaty, and
later in 2008 and 2009 by twenty-six EU
member states as part of the guarantees
offered Ireland in order to re-run the
Lisbon Treaty referendum. He also stated
that the European Convention on Human
Rights recognised over sixty years the
diversity of traditions and values of the
contracting states, and that Article 2 of the
Convention also extended protections to
foetal life.

Mr Gallagher said that since the last major
court challenge (the X case) in 1992, the
Government had not let matters rest.
There had been a constitutional review, a
Parliamentary Committee and a refer-
endum, all charged with trying to identify
the issues raised by the X Case and to
look at the options. He said the sug-
gestion that the women’s health and
human rights under Article 8 of the Con-
vention were denied was ‘a significant
attack’ on the Irish health system and its
treatment, advice and support. He also
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contended that the claims made by the
individual women over how they were
treated when they became pregnant were
not substantiated by evidence from
doctors.

Julie Kay, representing the three women,
said that they had to borrow money from
friends or a money lender to travel to
Great Britain, something which conflicted
with the minimum protection afforded
under Articles 8 and 14 of the European
Convention on Human Rights. Ms Kay
said none of the committees and green
papers had changed the legal status of
abortion in Ireland since the X Case. She
said the Government’s claim that abortion
was technically available in Ireland in
extreme life-saving cases was bogus when
it was realised that a doctor would lose his
licence or face potential life imprisonment
if a termination was later found to be
unnecessary. 

Moreover she argued that there was no
effective remedy in the Irish courts since
the requirement for a losing party to pay
the State’s costs was prohibitive and that
the Government’s reference to the Lisbon
Treaty was irrelevant. All three women
had faced indignity, stigmatisation and ill-
health as a result of having to travel
abroad for their abortions. The court is
expected to deliver a verdict within a few
months. In 2007, it ordered Poland to pay
compensation to a woman who nearly
went blind after being denied an abortion.

European Court of Human Rights hears
social care institution case
On 10 November 2009 two cases con-
cerning applications by two Bulgarian
nationals, Roussi Stanev and the late Mr
Dimitar Ivanov Mitev were brought
before the Court. By court orders and at
the request of certain members of their
respective families, the first applicant was
placed under trusteeship, the second
under guardianship. Both were subse-
quently placed in social care homes for
individuals with psychiatric problems, Mr
Stanev in the Pastra care home and Mr
Mitev in a care home in Pravda. They
requested the lifting of the measures
imposed on them, but without success.

Under Article 3 (prohibition of inhuman
and degrading treatment) of the European
Convention on Human Rights, Mr Stanev
is complaining about living conditions in
the Pastra care home. Both applicants rely
on Article 5 §§ 1, 4 and 5 (right to liberty
and security) in complaining of the
unlawful and arbitrary deprivation of

liberty on account of their placement in
care homes against their will, the impossi-
bility under Bulgarian law of having the
lawfulness of those measures examined
and the absence of a judicial procedure to
seek compensation. Relying on Article 6
(right to a fair hearing) they further com-
plain that they did not have access to a
court to request the restoration of their
legal capacity. Under Article 8 (right to
respect for private and family life) they
complain about the trusteeship and
guardianship systems and allege that those
measures were not subject to any periodic
review. Finally, they complain that no
effective remedy exists under Bulgarian
law to complain of the alleged violations,
as required by Article 13 (right to an
effective remedy).

The two applications were lodged with
the European Court of Human Rights on
8 September 2006 and 19 September 2007
respectively. Mr Stanev’s trip to Stras-
bourg was the first time he had left
Bulgaria. His travel was funded through
legal aid from the European Court. The
Court’s judgment is expected in several
months.

More information at
http://tinyurl.com/ybam2v5

COUNTRY NEWS

Sweden: sales of some over-the-counter
pharmaceuticals to be permitted outside
pharmacies 
In Sweden, it is in principle prohibited to
sell pharmaceutical products to con-
sumers outside of pharmacies. However,
the Swedish parliament adopted new leg-
islation which made it possible, from 1
November 2009, to sell certain over-the-
counter pharmaceutical products in
regular stores. The aim is to increase cus-
tomer accessibility to pharmaceutical
products and thus improve service.

The Medical Products Agency (Sw.
Läkemedelsverket) has been commis-
sioned to decide exactly which products
will be allowed to be sold in this way. The
basic requirements are that the pharma-
ceutical products are: (a) suitable for
self-care; (b) rarely associated with serious
side effects; (c) appropriate, taking into
account the safety of the patients and the
protection of the public health. The
Medical Products Agency was not able to
decide exactly which products would be

allowed to be sold outside of pharmacies
prior to the new legislation entering into
force on 1 November. However a prelim-
inary list including painkillers and nasal
sprays was published. It was also con-
firmed that only those over eighteen
would be able to purchase these products
outside pharmacies. 

The new legislation regarding over-the-
counter pharmaceutical products is the
last of four steps in the full re-regulation
procedure of the Swedish pharmacy
market. The three previous steps were:
permission for nicotine replacement
products to be sold outside pharmacies
(March 2008); altered provisions on the
supply of medicinal products to hospitals
(September 2008); and the establishment
of private pharmacies on the Swedish
market (July 2009). 

England: NHS Strategy 2010–2015
published 
On 10 December Minister of Health in
England Andy Burnham set out his
strategy for the NHS to put patients first
and improve the quality of care as it enters
an unprecedented era of reform. The
strategy, NHS 2010–2015: from good to
great. Preventative, people-centred, pro-
ductive, explains the need to accelerate the
pace of NHS reform to make the system
more productive and hasten improve-
ments in quality of care – protecting
patients, supporting staff, shifting
resources to the frontline and slashing
back office waste and bureaucracy.

Minister Burnham said that “for the NHS
to become truly great, it must become
more preventative and people-centred.
This means top quality care is our goal
and patient safety our top priority. This is
right for our times. Quality care is not
always about spending more money, but
about spending it in the right places.
Moving care from hospitals into homes
and communities is better for patients and
more efficient”.

He added that “with an ageing population
and the increased prevalence of lifestyle
diseases, preventing illness and keeping
people healthy is our best long term
insurance policy for the nation’s health
and managing the financial challenges
ahead. The NHS should intervene earlier
to help people lead healthier lives and
prevent more disease.”

Measures outlined in the strategy include
a new payment system, which puts
patients first – hospital income will
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increasingly be linked to patient satis-
faction, rising to 10% of their payments
over time, meaning hospitals will work
harder for their patients. Primary care
practice boundaries will also be abolished
thus improving access to a GP in the
evenings and weekends and more services
at home or in the community.

New rights to high quality care including
consulting on the right for patients
nearing the end of their life to choose
where they wish to spend their final days
and new rights to high quality standards
of service and care that will be clearly set
out in the new NHS Constitution.

There are also plans for more access to
personal care plans that allow patients to
choose the right care tailored to their indi-
vidual needs, while greater focus on
personal health budgets will give millions
of patients the right to more control over
their care and the services they can ask for,
as well as more options to receive care at
or closer to home.

The strategy confirms that from 1 April
2010 patients will have a legal right to
maximum waiting times to start treatment
by a consultant and to being seen by a
cancer specialist. In addition, the Prime
Minister Gordon Brown announced in
September plans to offer all patients in
England access to tests that can confirm
or exclude cancer within one week to help
save thousands of lives every year.

From April 2012, the government also
want everyone between 40 and 74 to have
the legal right to an NHS Health Check
every five years to assess their risk of heart
disease, stroke, diabetes and kidney
disease. Regular free health checks they
estimate could prevent up to 1,600 heart
attacks and strokes each year.

The strategy is available at
http://www.dh.gov.uk/en/Publication-
sandstatistics/Publications/PublicationsP
olicyAndGuidance/DH_109876

England: Recession sparks mental
health crisis
Demand for mental health services has
increased over the past twelve months as
people struggle to cope with unem-
ployment, debt, home repossession and
threat of redundancy, according to a new
study. The report by the London School
of Economics, the Royal College of Psy-
chiatrists in the UK and the NHS
Confederation’s Mental Health Network
says the psychological impact of the
recession is heaping pressure on health

services at a time when public spending is
being cut. 

Experts warn that stress means more
people are seeking help, but health and
social service waiting lists are growing.
Cutbacks in social care are causing delays
in discharge from psychiatric hospitals,
according to the report, meaning doctors
cannot see new patients.

The tension between the need to curb
public spending and respond to rising
demand for services is likely to become
ever more of an issue as governments
struggle to balance budgets in the wake of
the financial crisis. In October EU Health
Commissioner Androulla Vassiliou
warned governments against cutting
health services and urged them to step up
investment in new health technologies
instead. 

Martin Knapp, professor of social policy
at LSE and co-author of the report, said
slashing health spending now might be
attractive in the short-term but will lead
to problems in the long-term. “Unem-
ployment, debt and poverty cause
enormous stress. This would be
absolutely the worst time to cut pre-
vention budgets or treatment services,” he
said. 

Knapp called on public health services to
find ways to prevent, as well as to treat,
growing needs. The report suggests that
mental health services can be made more
efficient by a radical redesign of care
services led by health  care staff and man-
agers. Avoiding situations where
individuals are repeatedly assessed by dif-
ferent professionals is one area that could
be addressed, it says. The authors also call
on governments to provide support for
employers to keep people with mental
health problems in work. 

The report is available at
www.lse.ac.uk/collections/PSSRU/pdf/
mental_health_downturn121109.pdf

England: Hospital patients’ right to 
private medical care
In order to reduce patient waiting times
from referral to treatment, new rules will
allow patients to opt to switch to private
care if the National Health System (NHS)
cannot see them within a given time
period. The new policy, announced on 10
November, gives patients the legal right to
obtain treatment within eighteen weeks of
referral by their general practitioner and
to be seen by a specialist within two
weeks if they have suspected cancer. It is

one of several new rights enshrined in the
NHS constitution which comes into force
in April 2010. 

Prime Minister Gordon Brown said:
“every single person who has to go into
hospital or go through the difficulty of
cancer will have clear rights and real
power guaranteeing them quick access to
care, or the offer of going private or to
another NHS provider if these standards
are not met.” The Labour government
believes that this will empower patients to
hold the health service to the shorter
waiting times which have now been
achieved for some forms of care.

The Liberal Democrat party agree with
“the right to private treatment, paid for by
the NHS” if a local hospital is unable to
provide treatment within the target time
period. However, they draw attention to a
“gaping hole” in the policy for those
patients whose condition does not have a
designated target, such as mental health
patients. 

Concerns have also been raised by the
largest opposition party, the Conserva-
tives, who would rather focus on
outcomes, such as deaths, and would do
away with targets (and waiting times) all
together. Moreover, the shadow health
secretary, Andrew Lansley, has called the
new plans an “unaffordable and
uncosted” pledge.

France: National vigilance system for
food supplements launched
The French Act on Hospitals, Patients,
Health and Territories, or Loi Bachelot,
was adopted on 21 July 2009 and entrusts
the French Food Safety Agency (Agence
Francaise de Sécurité Sanitaire des Ali-
ments – AFSSA) with the implementation
of a vigilance plan to cover new foods,
foods containing additives for nutritional
or physiological purposes and food
products intended for special uses. A
Decree regarding the conditions of imple-
mentation is expected to be published in
the course of the first quarter of 2010. The
AFSSA’s first task for this mission is to
undertake a pilot phase on food sup-
plement vigilance, in order to better
identify any possible adverse effects due
to their consumption. The plan will then
be extended in 2010 to all foodstuffs
covered by the Act.

The national vigilance system, officially
launched on 29 October 2009, may be
accessed on AFSSA’s website. It requires
that health care professionals send decla-
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rations to AFSSA of any adverse effects
observed in people who have taken food
supplements. These declarations, which
will protect consumer anonymity, can be
addressed to AFSSA via the Internet or
regular mail. Members of the public
wishing to make a declaration of adverse
effects individually are invited to contact
a health care professional. The system will
be based on cooperation with health care
professionals and will enable the clear
communication and identification of
adverse reactions reported to be related to
the consumption of certain food supple-
ments, fortified foods or novel foods. 

More information at www.afssa.fr/

Germany: IQWiG publishes method for
assessing relationship between costs
and benefits
On 30 November 2009, after nearly two
years of development and extensive dis-
cussion in the scientific community, the
Institute for Quality and Efficiency in
Health Care (IQWiG) published its
methods for evaluating the relationship
between costs and benefits. The Institute
can now apply these methods when
working on certain commissions awarded
by the Federal Joint Committee (G-BA).
The method developed by IQWiG is
suitable for passing on recommendations
to the GKV-Spitzenverband [National
Association of Health Insurance Funds]
for establishing maximum reimbursable
prices. Moreover, in line with legislation,
it ensures that medically necessary inter-
ventions will not be withheld from
patients for financial reasons.

As the Institute’s director, Peter Sawicki,
explained, “the ‘analysis of the efficiency
frontier’ is the most suitable method for
the German system. During the various
submissions of comments on procedures,
no participants came up with a better
alternative proposal. Contrary to what
some critics maintain, we are not fol-
lowing a different course to other
countries. While our procedure is quite
different to that in the UK, there are a lot
of similarities with Australia.” 

In Australia the Pharmaceutical Benefits
Advisory Committee (PBAC), has been
recommending maximum reimbursable
prices for drugs based on the relation
between cost and benefit since 1993. Sim-
ilarly IQWiG will present the costs of
achieving a particular additional benefit
from a new therapy compared to existing
alternatives. Like IQWiG, PBAC also
uses clinical outcomes such as mortality

or quality of life rather than relying solely
on QALYs (Quality Adjusted Life Years). 

Unlike the situation with the National
Institute of Health and Clinical Excel-
lence in England and Wales, there is no
general use of thresholds above which an
intervention is less likely to be deemed
cost effective. Such a threshold would not
be in keeping with the German Social
Code Book. Moreover, in IQWiG’s view
there is a fundamental cultural difference
between the two countries. 

Benefit always comes before cost

The method selected by IQWiG should
enable the GKV-Spitzenverband in par-
ticular to establish a maximum
reimbursable price, up to which the health
insurance funds can reimburse the cost of
new drugs. In order to avoid a situation
where patients are burdened with addi-
tional costs for actual improvements in
therapies, these maximum reimbursable
prices may only be set under two condi-
tions in accordance with the legislation:

(1) The drugs must have an additional
benefit compared to other therapies;

(2) Drugs that have no real alternative are
excluded from the assessment.

In order to ensure that these conditions
are met, IQWiG selected a two-step pro-
cedure. The first stage is the analysis of
the medical benefit of a drug compared to
therapy alternatives using evidence-based
medicine (EBM) methods. Only when an
additional benefit is identified in this
benefit assessment, should a health eco-
nomic evaluation be carried out,
comparing costs and benefits. IQWiG
provides recommendations for appro-
priate maximum reimbursable prices. It is
however up to GKV-Spitzenverband to
set the actual maximum reimbursable
price. In doing so, it must also take into
consideration the manufacturer’s research
and development costs. In addition, it can
include other aspects such as the severity
or frequency of the disease.

Even if the price for a new health tech-
nology is “appropriate”, this does not
mean that it can be paid by the SHI com-
munity and thus be considered
reasonable. Consequently, IQWiG will
also carry out a budget impact analysis to
estimate the impact that a given maximum
reimbursable price might have on the total
expenditure of the SHI community.

The methods document can be down-
loaded at http://tinyurl.com/ya6aaev

Georgia publishes health system 
performance assessment

On 17 November 2009 Georgia marked
an important milestone in the devel-
opment of its health care system: the
publication of its first Health System Per-
formance Assessment (HSPA). The
HSPA has been developed to help the
Government set strategic priorities for the
health system. It is part of Georgia’s com-
mitment to the Tallinn Charter on Health
Systems, adopted by countries in the
WHO European Region in 2008.

The report summarises the main findings
of the WHO assessment of the per-
formance of the health system according
to key dimensions, including the health of
the population, equity and financial pro-
tection, and the effective allocation of
resources. It was carried out between July
and September 2009 by the Ministry of
Labour, Health and Social Affairs of
Georgia, with technical and financial
support from the WHO Regional Office
for Europe and the World Bank. 

Georgia’s health system faces many chal-
lenges including the significant underuse
of health care services, with only around
40% of beds occupied at any one time.
The government is introducing strategies
to address this, including the ‘100 new
hospitals’ policy – which aims to
streamline the country’s hospital system.
‘Catastrophic’ private spending on
healthcare is also a major concern. In
2009, only one in three people were
covered by any form of health insurance.

Attending the publication launch,
Georgia’s Minister of Health, Mr Alek-
sandre Kvitashvili, said the information
provided in the HSPA is vital for the
development and proper functioning of
Georgia’s health care system. He added
that the government plans to implement
its recommendations as soon as possible.

The report is available at www.euro.
who.int/document/E92960.pdf

Russian Federation: Restrictions on the
advertising of medicines and interaction
with health care professionals
Amendments have been introduced into
the Russian Parliament with regards to
the Federal Law on Advertising. These
suggest a new version of the provision
that governs the advertising of medicines
(Article 24). The proposal is to extend the
regulatory regime currently applicable
only to prescription medicines to all med-
icines. This would prohibit the advertising
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of medicines with the exception of spe-
cialised printed publications (intended for
medical and pharmaceutical professionals
only) and places where medical or phar-
maceutical events (exhibitions, seminars
and conferences) take place.

Further draft amendments to Russian leg-
islation have been distributed by the
Russian Federal Antimonopoly Service
(FAS). The FAS intends to significantly
restrict the interaction between pharma-
ceutical companies and Russian health
care professionals through new regula-
tions. They propose providing detailed
rules regarding conflicts of interest of
health care professionals; prohibiting
pharmaceutical reps to visit medical pro-
fessionals at their workplaces during
working hours; creating further restric-
tions on events, gifts and donations from
pharmaceutical companies; and imple-
menting new rules regulating
‘post-clinical’ trials of medicines
(occurring after market authorisation).
These amendments are currently the
subject of extensive discussion between
FAS and representatives of the pharma-
ceutical industry in Russia. 

Kiev Resolution on intellectual property
and access to medicines
Access to medicine, in particular for
people living with HIV, is one of the latest
casualties of the global economic crisis. At
a time of shrinking national health
budgets, declining grant funding and high
prices for medicine, the number of indi-
viduals in the WHO European region in
need of treatment remains large. The issue
has both a human and long-term devel-
opment dimension.

In response, representatives from the
United Nations Development Pro-
gramme and the Open Society Institute
organised a two-day meeting in Kiev on
September 21-22 bringing together gov-
ernment and non-governmental
representatives from six countries,
Armenia, Georgia, Kazakhstan, Russia,
Tajikistan and Ukraine, as well as interna-
tional experts. The meeting centred on
how countries in Eastern Europe and
Central Asia can apply the flexibilities
contained in multilateral trade agreements
to reduce the prices of essential medicines
for people living with HIV.

Antiretroviral (ARV) therapy is typically
a combination of drugs used in the
treatment of HIV to interfere with the
virus’ ability to replicate itself and
therefore slow down the progression of

the disease. The costs of medicines,
however, can be prohibitive, particularly
when production is restricted by interna-
tional patents. In Russia for instance, six
months of treatment can cost as much as
$12,500. On the other hand, it is
important to ensure access to ARV
therapy since it provides people living
with HIV with the option of longer and
healthier lives. ARV therapy is considered
a lifetime commitment whereby each
failure to provide that treatment and care
is a matter of life and death.

As of 2008, only 17% of the 320,000 in
need of ARV therapy in Eastern Europe
and Central Asia received treatment. The
coverage is half the global rate. At the
same time, the number of people living
with HIV in the region has doubled in
seven years. Eastern Europe and Central
Asia are home to approximately 1.5
million people living with HIV and 90%
of all new cases are from Russia and
Ukraine. Globally, for every three people
who receive treatment five become
infected, joining the 33 million people
living with HIV worldwide.

In addition to human and health concerns
related to HIV, countries with larger
numbers of people living with HIV also
face economic concerns. Higher need for
health services can further strain health
care systems. The envisaged impact of the
crisis leading to budget cuts for HIV
could result in the collapse of health care
systems and availability of ARV
treatment. Cuts in treatment can also
prove dangerous since those who stop
treatment became far more infectious and
disrupted treatment diminishes drug
effectiveness, requiring use of costly
second-line drugs, placing additional
demands on health systems.

Finally, one of the key outcomes of the
meeting was the development of a reso-
lution by participants highlighting issues
to be considered during the negotiation
and implementation of trade agreements,
especially those involving intellectual
property rights.

More on the meeting and the Kiev 
Resolution can be downloaded at
http://tinyurl.com/ybghqbw

Ireland: Multi-annual capital pro-
gramme for mental health announced
In severe economic circumstances the Irish
Budget for 2010, published on 9
December, has provided for a multi-
annual programme of capital investment

in high priority mental health projects
consistent with the national strategy for
mental health reform A Vision for Change. 

The value of mental health assets signifi-
cantly counterbalances the cost of the new
mental health infrastructure requirement
as outlined in A Vision for Change. In
2010 the Health Service Executive (HSE)
will proceed to dispose of such assets and
invest an initial sum of €43m in the
mental health capital programme. Pro-
vision for continued funding of the
programme will be made in the 2011
Budget estimates and subsequent years, in
the light of the previous year’s pro-
gramme of asset sales. The mental health
capital programme will provide a range of
facilities across the entire spectrum of
mental health care facilities including
acute psychiatric units, child and ado-
lescent units, day hospitals, community
nursing units and high support hostels,
and will provide the infrastructure nec-
essary to enable its transformation into a
patient-centred, flexible and community
based mental health service, where the
need for hospital admission is greatly
reduced, whilst still providing in-patient
care when appropriate.

Innovation Funding of €3m has also been
provided in the 2010 HSE Vote in respect
of disability and mental health. This
funding will be allocated to The Person
Centre, a non-profit organisation which
has established a fund with support from
The Atlantic Philanthropies to support
transition from institutional to person-
centred models of care in disability and
mental health services. This allocation is a
reflection of the important partnership
which has developed in recent years
between government and philanthropy in
driving the reform of disability and mental
health services. The service reforms which
will be facilitated by this fund are fully in
line with the objectives of government
policy as set out in A Vision for Change
and with the objectives of the National
Disability Strategy. Proposals will be
invited jointly by The Person Centre and
the HSE from service providers who can
deliver a quantified transition of service
users from institutional to community set-
tings on a cost-neutral basis, after the
initial transitional period. All projects
selected for funding will be subject to a
full evaluation at the end of the transition
period, thus maximising the learning for
the system as a whole.

More information at http://www.dohc.
ie/press/releases/2009/20091209b.html
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MEPs want joint EU action on 
neurodegenerative diseases
On 13 November the European Parlia-
ment adopted a resolution calling for
pan-European coordination of research
on neurodegenerative diseases including
Alzheimer's and Parkinson's. MEPs
called on national governments to estab-
lish a common research agenda in the
field of neurodegenerative diseases and
to strengthen epidemiological data on
Alzheimer's and related dementia disor-
ders. Required actions include a need to
carry out early diagnostic tests, conduct
research into risk factors (for example,
environment) and identify criteria for
early diagnosis.

More information at
http://tinyurl.com/yaza55h

New report highlights danger of 
second-hand tobacco smoke
Exposure to second-hand tobacco smoke
is estimated to kill about 600,000 people
every year. Smoke-free environments are
the only way to prevent these deaths. A
new WHO report launched on 9
December in Istanbul provides a com-
prehensive overview of the evidence base
for protecting people from the harms of
second-hand tobacco smoke through
legislation and enforcement. There is a
special focus on the status of implemen-
tation of smoke-free policies, with
detailed data collected for the first time
on a global basis at both the national
level and for large sub-national jurisdic-
tions. Additional analyses of smoke-free
legislation were performed, allowing a
more detailed understanding of progress
and future challenges in this area.

The report is available at
www.who.int/tobacco/mpower/2009/en/

Scotland adds data to WHO 
European Health for All Database
NHS Scotland has produced a 2009
update to the European Health for All
Database. The database allows time
trend and international comparisons for
600 health and health-related indicators,
from 1970 to 2007 (where available)
across the 53 Member States of the
WHO European Region, plus averages
such as the EU.

The database can be accessed at
http://www.euro.who.int/HFADB

Call for abstracts for EHMA annual
conference 2010
The European Health Management
Association (EHMA) has issued a call
for proposals for papers at its annual
conference, taking place in Lahti, 
Finland from June 30 to July 2 2010, that
explore managing radical change in
health with a particular focus on raising
quality, improving efficiency and safe-
guarding equity. In particular EHMA is
hoping to tackle these issues in more
depth through both research papers 
presenting the findings and evaluation
studies and practice papers presenting
the results of management projects and
initiatives.

More information at http://www.ehma.
org/index.php?q=node/285

Examining eating habits among 
Europeans
Food and nutrition policies across the
EU have been collected in the European
Nutrition and Health Report (ENHR)
2009, produced by the University of
Vienna with support from the European
Commission. The report describes
trends in food supply across different
regions, and compares average daily
individual food availability at household
level as well as looking at data on diet-
related health indicators and status. The
findings emphasise the importance of
food and nutrition policies and their
potential impact on the nutritional and
health status of European citizens, as
well as drawing attention to the related
socioeconomic components of over-
weight and obesity, both of which
remain major health threats.

The report is available at
http://www.univie.ac.at/enhr/

Connecting climate change and 
social justice
The King Baudouin Foundation in 
Belgium has launched a project which
brings together European stakeholders
in climate change and social justice to
consider how to develop a joint
approach to these issues. A series of 
recommendations, based on the links
between social justice and climate
change mitigation policies, are to be sub-
mitted by the Foundation to the Belgian
Government in the framework of the
Belgian EU Presidency in 2010 and to a

number of EU authorities, including the
Parliamentary Committee on the 
Environment, Public Health and Food
Safety. These recommendations will now
go through a consultation process via an
online interactive platform which will be
live from 18 January 2010.

More information at
http://tinyurl.com/ybjhv2h

NICE launches new database to 
inform the prioritisation of European
cancer research
On 3 December the National Institute
for Health and Clinical Excellence
(NICE) in England and Wales launched
a Database of Cancer Uncertainties to
help in the identification and prioritisa-
tion of future cancer research across
Europe. Hosted by NICE, the database
has been developed through the 16
partner, 11 country Coordination of
Cancer Clinical Practice Guidelines in
Europe CoCanCPG) initiative and is
funded by the European Commission.

Uncertainties around the evidence base
used in guideline development are
common; it is rare that all aspects of 
the management of a condition are 
supported by high-quality research 
evidence. In some circumstances, the
research has not been done and even
where it has been done it may be
methodologically flawed or inconclu-
sive. The new database will provide a
tool to bring these uncertainties
together. Prioritised uncertainties can
then be promoted to research funders
and researchers across the EU. Tracking
mechanisms will be developed to avoid
duplication of effort and highlight 
relevant clinical trials that patients can
participate in. Coordination will help to
ensure that available research funds are
spent against identified priorities.

More information at http://www.nice.
org.uk/aboutnice/howwework/researcha
nddevelopment/cocancpg.jsp
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