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Health protection within the EU mandate is more relevant than ever
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Austerity measures introduced in many European
countries as a consequence of the 2008-09 eco-
nomic crisis have had many adverse effects on
social determinants of health. These include fall-
ing incomes, high rates of unemployment, reduced
funding for education, and higher taxation. Many
people (particularly young ones) are out of work—
in Spain and Greece over half of under 25 year olds
are unemployed.' The combination of long term
unemployment, inappropriate skills, and high
entry barriers in rigid labour markets has created
fears of a “generation jobless.”> National austerity
packages that have cut health budgets and result-
ing health policy reforms are additional drivers for
adverse health outcomes, especially where health
systems were less resilient or weak.

Health effects are accumulating in countries that
were severely hit by the crisis, particularly Greece,
Portugal, and Spain.’ In a linked Analysis, Legido-
Quigley and colleagues explore in depth the con-
sequences of Spanish austerity on health policy.”
They discuss lack of evidence that austerity policies
work and the overall illogic of implementing seri-
ous health reforms in the current economic circum-
stances in Spain. Countries burdened by austerity
policies have higher rates of poor health, particu-
larly in the unemployed’; increased prevalence
of mental health problems (such as depression,
anxiety) and suicide attempts® “; and increased
incidence of infectious diseases, such as HIV.?
Although not enough data are yet available for a
comprehensive assessment of the impact of auster-
ity, further adverse effects can be expected given
the known effects of social determinants on health.

Health systems need to become more efficient
and “lean,” but governments must carefully con-
sider which policies to implement lest people’s
health suffers.® ” Reforms to promote generic drug
prescription and shift services from the inpatient
to the outpatient setting are thought to improve
efficiency and reduce costs, and many countries
have made such changes.®  However, at the same
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time, large cuts to hospital services have been made
without adequate outpatient capacity in place,’”
user charges have been introduced or increased,’
and labour costs of the health workforce have
been cut.’ ” Such measures lower the accessibil-
ity, efficiency, productivity, and quality of health
systems.®®
The number of operations performed fell by 6%
in the first half of 2011 in Catalonia, Spain. At the
same time, surgical waiting lists rose by 23%, with
almost 17 000 people being affected.’ In Latvia,
massive reductions in hospital infrastructure had
negative repercussions on planned hospital care.®
Moreover, the number of people on waiting lists in
Ireland increased by 9% from 2009 to 2010.° Wage
cuts and dismissals have led to a rising number of
health professionals emigrating, as indicated by
reports from Ireland, Latvia, and Romania.® Fur-
thermore, European governments have largely
failed to invest in health promotion, remove non-
cost effective services from publicly financed ben-
efit packages, or move to integrated care systems.”®
Should politicians be left to allow austerity poli-
cies to impinge on current and future health? The
member states of the World Health Organization
Regional Office for Europe agreed in Tallinn in
2008 on values and criteria for good governance
of European health systems. The Tallinn Charter
states that health policies should be based on
shared values such as solidarity and equity; they
should also foster investments in health, promote
transparency and accountability, and engage stake-
holders in developing and implementing policy. '
Measures taken in the economic crisis must be
weighed against their future implications. Some
policies that might save money in the short term
could lead to higher long term costs if healthcare
needs are unmet. These include policies that
cannot easily be reversed, such as privatisation
of healthcare systems and introduction of out-of-
pocket payments. Health policy decisions need to
take into account future demographic changes,
such as changes to the structure of the workforce
and increasing demands for chronic care services.
Importantly, well functioning social protection
systems can buffer the health effects of the finan-
cial crisis in the longer term.” ! The WHO Health
2020 policy framework and the European Union
Council conclusions on modern, responsive, and
sustainable health systems offer further strategic
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guidance."” > However, the emerging evidence
suggests that, in times of financial and economic
crisis, commitment to their objectives needs to be
strengthened to steer health policy making.

Up-to-date and relevant health information is
needed to improve governments’ stewardship and
the design and evaluation of the effects of health
policy. There is a need to improve national health
information systems and the speed of data avail-
ability, the selection of a key set of indicators for
timely monitoring, and linkage of health informa-
tion to social determinants of health. For proper
governance of health systems we need to know
what we are dealing with and have useful and use-
able information at our fingertips.

What role should the EU play in protecting the
health of European populations? European auster-
ity policies infringe population health and health
system organisation at the national level. The EU
has linked emergency loans (bail-out packages)
to requirements to reduce public expenditure and
gained tighter oversight on national budgets in the
framework of the European Semester. This has led
to detailed demands for health system reforms for
some countries by European bodies.'* With the EU
playing a stronger role in member states’ health
policy reforms, good governance criteria that are
relevant at the national level must now also hold
true at the EU level. Good governance requires,
among other things, that health needs are rigor-
ously assessed and the performance of health
systems carefully evaluated when pushing for
structural and financial reforms in times of auster-
ity. The expert panel on health investments at EU
level is a new source of advice for member states
undertaking healthcare reforms."

Owing to the growing relevance of EU decisions
on national health policies, experts at a conference
on the 20th anniversary of the Maastricht Treaty
(and the introduction of a health mandate) empha-
sised the need for a real commitment to consider
health matters across all EU policy areas. The EU
mandate to protect the health of the European

population becomes more relevant than ever.'®
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For patients on general medical wards, the well documented
risks of multidrug resistant infections, and the adverse
effects and costs of antibiotic use, are not worthwhile

Antibiotic prophylaxis after urinary catheter removal
Could be considered for patients who have had urological procedures but not for all
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For patients in hospital, catheter-associated
urinary tract infection (CAUTI) is common and
preventable. The most effective strategies for
reducing such infections are to limit catheter
insertion or promptly remove catheters when
they are no longer indicated. Automatic stop
orders have been used to reduce unnecessary
catheterisations." Nitrofurazone coated cath-
eters could reduce the rate of CAUTI and be cost
effective in the United Kingdom’s health sys-
tem,”* but current international guidelines do
not recommend the routine use of prophylactic
antibiotics to prevent CAUTI at the time of cath-
eter removal.’

The linked paper by Marschall and colleagues
is a meta-analysis of antibiotic prophylaxis
for CAUTI prevention after urinary catheter
removal.® This meta-analysis evaluated data
from six randomised controlled trials (five pub-
lished, one unpublished) and one compara-
tive study of two urologists’ practices. Overall,
patients receiving antibiotics had an absolute
reduction in CAUTI of 5.8%, and 17 patients
were needed to receive antibiotics to prevent
one CAUTI. Although these results suggest that
antibiotic prophylaxis has a benefit, they need
to be viewed in the context of the following limi-
tations.

Firstly, the comparative study of two urolo-
gists’ practices in men after radical prostatec-
tomy by Pinochet and colleagues’ contributed
47% of patients (713 of 1520) to the meta-
analysis. Men receiving a radical prostatectomy
represent a unique subset of patients in hospital
who are catheterised. Marschall and colleagues
appropriately repeated the analyses without
the comparative study. The risk ratio remained
the same as in the main analyses, suggesting
that the overall results are not biased by this
one study. However, the next largest study
(n=288) was the unpublished randomised con-
trolled trial by Brandenburg and colleagues,
of patients undergoing general surgery. This
unpublished trial was vulnerable to selection,
performance, and attrition bias as judged by

No need for antibiotics on catheter removal

two authors. In addition, the median duration
of catheterisation was much higher in the con-
trol group than in the antibiotics group (33 days
v 3 days). Marschall and colleagues should be
commended for repeating the analyses without
the patients from the Brandenburg study, and
for showing that a benefit towards antibiotic
prophylaxis persisted. However, they did not
present the results of analyses if both the Pino-
chet and Brandenberg studies were removed.
These two studies contributed the most patients
to this meta-analysis, who were all at the post-
surgical stage. When the analyses were limited
to surgical patients only, the risk ratio remained
unchanged, suggesting that these results might
be generalisable for postsurgical populations.

Secondly, only two studies® ° comprised
mixed patients in hospital, and evaluating
these two studies alone showed no significant
advantage of the intervention. There is signifi-
cant heterogeneity in the population of patients
in hospital who require short term catheterisa-
tion. Patients at the postsurgical stage, par-
ticularly those having undergone a urological
procedure, do not share the same risk of CAUTI
as patients on general medical wards who may
be catheterised. These data do not provide suf-
ficient evidence to support the use of antibiotic
prophylaxis at the time of catheter removal for
patients on general medical wards.

Thirdly, meta-analyses are limited by the
variability in protocols used in the contributing
studies. The Centers for Disease Control and Pre-
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vention attribute infections that occur up to two
calendar days after catheter removal as CAUTI';
however, the observation period for develop-
ment of CAUTI in these seven studies ranged
from four days to six weeks. Variable time win-
dows for attribution of an infection to a catheter
could affect CAUTI rates. The catheterisation
period is a known risk factor for CAUTI, and the
median period of catheterisation ranged from
1.9 days to 11 days in the antibiotic group, and
from 1.8 days to 33 days in the control group,
thereby inherently increasing the risk of CAUTI
in the control group. Choice of antibiotic and
duration of treatment also varied between stud-
ies. Antibiotics used for prophylaxis included
ciprofloxacin, trimethoprim/sulfamethoxazole
(TMP/SMX), nitrofurantoin, and cefotaxime.
Duration of treatment ranged from one dose to
three days. Lastly, other infection control meas-
ures that might affect the development of CAUTI
(for example, use of antibiotic coated catheters
or routine stop orders) could not be controlled
for, to determine the individual contribution of
antibiotics alone.

These findings suggest that although anti-
biotic prophylaxis could have a role in prevent-
ing CAUTI, there is insufficient evidence to
suggest its widespread use at the time of cath-
eter removal. For the patients on general medi-
cal wards, there is also insufficient evidence to
warrant antibiotic use at the time of catheter
removal. Without demonstrable benefit, the well
documented risks of multidrug resistant organ-
isms, such as Clostridium difficile infection, and
adverse effects and costs from antibiotic use are
not worthwhile. On the other hand, for postsur-
gical patients—particularly those undergoing
urological procedures—use of antibiotics at the
time of removal may be considered. This meta-
analysis provides further evidence for consider-
ing antibiotics at the time of catheter removal in
surgical patients. Future randomised controlled
trials of antibiotic prophylaxis in populations at
high risk of CAUTI are warranted.

Competing interests: None declared.

Provenance and peer review: Commissioned; not externally
peer reviewed.

References are in the version on bmj.com.
Cite this as: BM/ 2013;346:f3938

O RESEARCH, p 12

BMJ | 29 JUNE 2013 | VOLUME 346



bmj.com

© Analysis: Strengthening primary healthcare in India: white paper
on opportunities for partnership (BM/ 2012;344:e3151)

The strength of primary care systems
Stronger systems improve population health but require higher levels of spending
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A recent article in Health Affairs by Kringos and
colleagues seems destined to take its place with
other seminal studies that support the importance
of investing in a strong system of primary care fora
well functioning health system, better population
health, and maybe even greater health equity."?

The team of researchers from the Netherlands
Institute for Health Research used statistical data-
bases and government reports from 31 European
countries to measure the strength of five primary
care dimensions—structure, access, coordination,
continuity, and comprehensiveness. They looked
at the association between each dimension and
healthcare spending, patient perceived quality of
care, potentially avoidable admissions to hospital,
population health, and health inequality accord-
ing to socioeconomic status.

They found that population health was better in
countries that had a strong primary care structure
and robust mechanisms to support coordination
and comprehensiveness. The strength of primary
care systems was measured by the density of pri-
mary care providers and the quality of their work
environment. Stronger systems were associated
with lower rates of avoidable admissions to hos-
pital and fewer potential years of life lost for most
of the conditions studied. These benefits were
also linked to gatekeeping with other healthcare
professionals (coordination) and a mix of primary
care practitioners who deliver a broad range of
services (comprehensiveness). These findings
confirm the hypothesised effects of a strong pri-
mary care system.

However, and contrary to hypotheses, countries
with stronger primary care structures also had
higher levels of healthcare spending, after adjust-
ing for gross domestic product per person. It had
been expected that primary healthcare would
deliver similar services at a lower cost than special-
ist services and would reduce overall costs through
avoidable admissions to hospital and preventive
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care. This study suggests that health dividends
cannot be obtained without financial investment,
but the good news is that increased comprehen-
siveness is associated with a lower rate of growth
in healthcare spending. Comprehensiveness was
measured by the diagnostic and therapeutic tech-
nologies available to permit problem solving at the
primary care level, and by the availability of nurses
and other healthcare professionals to promote and
maintain self care. Although investing in robust pri-
mary care systems rather than specialist care might
not save money in the short term, it buys good out-
comes at a population level and slows the rise in
healthcare costs.

One of the study’s intriguing findings comes
from the analyses of health inequality by socio-
economic status. Contrary to the researchers’
hypothesis and many reports,’  the strength of the
healthcare structure, access to healthcare, coordi-
nation, or comprehensiveness could not explain
why poor health is concentrated in

affiliation between patients and providers. Again
though, this suggests a link to structure and com-
prehensiveness rather than continuity.

Alternatively, the association with continu-
ity might reflect the cumulative effect of long
or strong clinician-patient relationships. Many
studies have shown that strong relations between
patients and their doctors are associated with
better compliance with recommendations, more
preventive care, fewer emergency admissions to
hospital, and lower costs.®

No studies have shown that continuity can
reduce inequality in perceived health, although
analysis of aggregate data (across and within
countries) suggests that such an association
might exist.” ® They posit that one mechanism
for the negative health effects of being in a lower
socioeconomic group stems from the psycho-
logical anxiety that comes from being perceived
by others as lower status: devalued, looked
down on, powerless. Respectful

L ) ) .. Giving patients an S .
ower socioeconomic groups. This ? clinician-patient interactions
runs contrary to the common belief experience of respect, might therefore result in better
that the needs of poorer groups are validation, and self perceived health, if not dis-
covered by community based pri- ~ €mpowerment may ease prevalence.

mary care, whereas specialistcare ~ translate into lower A mountain of evidence shows
tends to be used by higher socio-  health inequality that low socioeconomic status is

economic classes.’

However, the exception was continuity of care.
Countries with a more formal affiliation between
practitioners and their patients, in which more-
patients were highly satisfied with interpersonal
dimensions of care, had more equality of self rated
health (although not the prevalence of asthma or
diabetes). Most advocates of the power of primary
care to improve the equity of healthcare would
have expected a link to the structure of primary
care and access, rather than the continuity of care
between doctors and their patients.” * To interpret
this finding, it must be remembered that health
systems, not individual clinicians and patients,
were the unit of analysis in this study.

A plausible explanation at the system level
is that more egalitarian societies invest more
in primary care and that relationships between
providers and patients are more equal in such
societies. Reasons for investments in primary
care, more than just the size of such investments,
might relate to deep rooted cultural factors that
make such investments possible and also support

one of the highest risk factors in
those presenting to primary care. It is therefore
possible that health systems that support and
value high quality clinician-patient relationships
may give patients—most of whom are in a lower
social class than their clinicians—an experience
of respect, validation, and empowerment that
translates into lower health inequality.

Although Kringos and colleagues’ findings per-
tain mainly to health system design and invest-
ment, they depend on a strong foundation of well
trained and competent clinicians. When com-
bined with sufficient resources and technologi-
cal platforms, the result is improved population
health outcomes and reduced avoidable hospital
admissions. The combination of a whole person
approach, respectfulness, and continuity of per-
sonal care serves to counter the burden of health
inequality.
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How not to reduce uncertainties in care
US Office for Human Research Protections messes up
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The randomised controlled trial has justifiably
been embraced as necessary to the delivery of evi-
dence based medicine. Randomisation reduces
confounding by unknown factors, ensures every
patient has a fair and equal chance of receiving
the best (as yet unknown) treatment option, and is
the gold standard approach to identifying effective
treatments for future patients. In an ideal world
every treatment uncertainty would be dealt with
in this way. Recent experience in the United States
highlights the unexpected barriers to doing this.
Most uncertainties in healthcare relate not to
new experimental treatments but to those already
in wide use. The administration of oxygen to
premature babies is an example of this. A long-
standing uncertainty about the treatment—the
optimum saturation target—was put to the test
of a randomised controlled trial. Preterm babies
with respiratory immaturity often need additional
oxygen, but too much oxygen is associated with
a proliferative retinal vasculopathy—retinopathy
of prematurity—a cardinal cause of lifelong visual
impairment and blindness. For this reason, the
accepted standard of care oxy-
gen saturation range of 85-95%
is used to avoid levels that are
too low or too high.
Investigators in the United

lllogical regulation and
poor integration of
research with day to day
clinical practice delay the

What’s his optimal oxygen saturation?

yet in March 2013 the lead investigators for the
SUPPORT trial received a letter from the Office for
Human Research Protections informing them that
they were “in violation of the regulatory require-
ments for informed consent, stemming from the
failure to describe the reasonably foreseeable risks
of blindness, neurological damage, and death.” A
commentary in the New England Journal of Medi-
cine pointed out that the SUPPORT consent form,
approved by no less than 23
US institutional review boards,
explained the prevalent equi-
poise and state of knowledge
“fairly and reasonably.” The

Kingdom, Australia, New incremental advances higher risk of death at the lower
Zealand, and the US set about  that are essential to saturation range would never
designing a randomised con-  jmprove care have been recognised had it

trolled trial to refine this range
and determine whether targeting the lower end
of the accepted range (85-89%), rather than the
upper end (91-95%), reduced the incidence of
retinopathy of prematurity. The US SUPPORT
trial found that babies given oxygen at the higher
end of the recommended range did have a greater
incidence of retinopathy of prematurity, but, unex-
pectedly, babies at the lower end had a higher risk
of death.! The data monitoring committees of the
UK, Australian, and New Zealand BOOST?2 trials
reviewed interim data, confirmed the higher risk of
death in babies randomised to the lower saturation
range, and stopped further recruitment.”

These trials recruited thousands of babies
and advanced knowledge and preterm care,

10

not been for the SUPPORT trial.
Finding researchers at fault for not foreseeing an
unexpected outcome and suggesting that babies
were at greater risk from randomisation when
they received oxygen within accepted standard
of care limits has led to confusion and mistrust
among parents and the public. It has also set back
attempts to reduce treatment uncertainties.’
Aswith all sciences, there are no absolute truths
in medicine, only a progressive reduction in uncer-
tainty with each null hypothesis rejected. Illogical
regulation, as reflected in this response, and poor
integration of research with day to day clinical
practice delay the incremental advances that are
essential to improve care. To redress this, a para-
digm shift is needed, involving acceptance of ran-

domised allocation of treatments already widely
used as a standard of care, an approach that has
been used successfully in developing treatment
protocols in oncology. Continuing uncertainty will
ultimately result in many more patients being dis-
advantaged or harmed by receiving the (unknown)
worse treatment. It is also noteworthy that infants
in both higher and lower saturation target arms of
the SUPPORT trial had a lower rate of death than
infants who were not enrolled. It is time to be hon-
est and tell patients and parents that the fairest
chance of receiving the (unknown) best treatment
is through randomisation because the choice of
treatment is not affected by clinician bias. There
is also likely to be benefit, regardless of allocation
arm, from participating in methodologically rigor-
ous comparisons of standard treatments, because
care will be delivered along a closely monitored
pathway.

In adopting this approach, peer review and
explanation would remain unchanged. The
involvement of patients can help ensure that the
design of comparisons is acceptable and explained
clearly, and regulatory approval should be pro-
portionate. The key difference is that randomi-
sation would be the recommended default and
that patients would be offered the opportunity to
opt out, rather than invited to opt in. This would
reduce the burden of decision making at difficult
and stressful times. It would also reduce the risk
of “injurious misconception,” where participation
is inappropriately rejected because of an exagger-
ated and disproportionate perception of risk,® and
speed up trial completion. Data can increasingly be
extracted from electronic clinical records, reducing
costs and the burden on busy clinical teams.” This
approach would fulfil the four cardinal principles
of research ethics—autonomy, justice, beneficence,
and non-maleficence—and uphold the responsi-
bility enshrined in General Medical Committee
guidance that doctors must “strive to reduce uncer-
tainties in care.”®
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