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bmj.com ©News: Serious errors and neglect in the NHS should be a criminal offence, says safety expert (BMJ 2013;347:f4973)

Improving the safety of patients in England
Berwick’s report should be required reading for everyone

Martin McKee professor of European public health,
London School of Hygiene and Tropical Medicine, London
WC1H 9SH, UK martin.mckee@lshtm.ac.uk

The health service in England has been subjected
to unprecedented scrutiny in recent years, with the
Francis report,' Keogh review,? and now a report
from a panel chaired by the American patient
safety guru, Don Berwick.’ Although all deal with
the same problem, the reports are quite different.
Whereas Francis, a lawyer, produced a document
stretching to more than 1700 pages, with 290 rec-
ommendations, Keogh and Berwick, both doctors,
wrote concise analyses, with Berwick’s amount-
ing to only 46 pages and 10 recommendations.
For those unwilling to read even that, Berwick
adds three letters, to senior government officials,
to NHS staff, and to the people of England. Each
emphasises four fundamental principles, that
quality and safety must be placed above all else,
that patients and carers must be empowered and
heard, that staff should be developed and sup-
ported, and that there should be thorough and
unequivocal transparency.

Unfortunately, despite its brevity, the immedi-
ate responses suggested that those commenting
on it had failed to read it thoroughly. The health
secretary claimed that it supported the govern-
ment’s reforms, whereas patient groups believed
that it ignored some of their key demands.”
Neither conclusion is justified. This is a report
whose every word requires careful study, not
superficial scanning.

Berwick recognises that healthcare is political,
and he was clearly aware of the current sustained
ideological campaign to denigrate the NHS.’ Thus,
he states unequivocally that it is a “world-leading
example of commitment to health and healthcare
as a human right” that should be emulated and
that, although the NHS does have patient safety
problems, so does “every other healthcare sys-
tem in the world.” He agrees that “big changes
are needed” but notes how its “achievements
are enormous” and catalogues ways in which it
continues to improve. No doubt mindful of how
“zombie statistics” were misused to attribute
13000 excess deaths to failings in the hospitals
Keogh reviewed,® Berwick suggests that “drama,
accusation, and overstatement” are best avoided.
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A powerful weapon in the fight against
those who seek to undermine the NHS
and denigrate its staff in pursuit of
ideology or profit

He shows his independence by challenging the
prime minister’s ambition of zero harm, noting
how patients must often balance the harms and
benefits of treatment. He understands that many
risks could be eliminated if resources were infi-
nite but knows that they are not. He calls for “con-
stant vigilance against reductions in resources”
but also a mature and open dialogue in which
trade-offs must be explicit when goals such as
cost savings are being pursued.

He is emphatic that most health profession-
als seek to do a good job and calls for them to
be spared the now too common “generalised
criticisms of their intentions, motivations, skill,
or dedication.” When things go wrong it may be
as a consequence of wilful or reckless neglect or
mistreatment, but this is extremely rare, and when
it happens he accepts the need for criminal sanc-
tions. Much more often the cause will be failings of
the system or human error and “it makes no sense
at all to punish a person who makes an error.”
Instead, the organisation should learn from it.

This view underpins his approach to regula-
tion, which “alone cannot solve the problems
highlighted by Mid Staffordshire” as “in the end,
culture will trump rules.” Describing the exist-
ing regulatory system as one of “bewildering
complexity,” he calls for a regime run by “true
experts” who can “apply thoughtful judgment,”
amodel that seems far removed from the tick box
culture that has characterised the Care Quality
Commission. It is unfortunate that many of the

public health professionals with skills in health-
care evaluation have been pushed out of the NHS
in the recent reforms. He also reflects widespread
concerns about lack of patient involvement,’ ask-
ing whether the concept of community health
councils should be revisited.

Berwick’s report has, however, attracted some
criticism. One relates to his reluctance to recom-
mend minimum nurse staffing levels. Yet, he
shows how the reality is more complex. He knows
that low staffing levels threaten patient safety,® not-
ing that a medical or surgical ward with fewer than
one trained nurse for every eight patients, plus
one in charge, is likely to increase risks substan-
tially. However, mindful of the potential for this
to become the norm, he notes how more nurses
will be needed if patients are sicker. He states that
staffing levels must be informed by a more sophis-
ticated real time system to ensure that they match
patient needs. This is a warning to those hospitals
saddled with large private finance initiative liabili-
ties that are currently shedding staff.

A second criticism is his rejection of a legally
enforceable duty of candour. Again, his words
require careful examination. He is clear that
patients have a right to have all their questions
answered and that professionals must notify all
serious incidents. However, he cautions against
the immense bureaucratic burden, as well as the
anxiety that would result, if patients had to be told
of every error, no matter how minor. He also calls
for research about how best to communicate these
matters to patients.

Berwick’s clarity of writing, logical flow, and at
times subtle phrasing might lead some to think
that he has said little that is new. But he has put
forward a clear vision for a new set of relation-
ships between patients and health professionals
to ensure continuing improvements in quality and
safety based on trust, not fear. He has given them
a powerful weapon in the fight against those who
seek to undermine the NHS and denigrate its staff
in pursuit of ideology or profit. It is now up to them
to seize it.
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As with maternal undernutrition, maternal overnutrition
and obesity are associated with definite changes in

the intrauterine milieu, which may lead to an increased
supply of nutrients to the developing fetus

Maternal obesity and heart disease in the offspring
Interventions may need to begin before pregnancy

Pam Factor-Litvak associate professor of epidemiology,
Department of Epidemiology, Mailman School of Public
Health, Columbia University, New York, NY 10032, USA
prfl@cumc.columbia.edu

The prevalence of overweight and obesity in
women of childbearing age and in pregnant
women has steadily increased over the past 20
years.! 2 Maternal obesity is associated with
a variety of adverse outcomes for the mother,
such as increased mortality, pre-eclampsia, and
gestational diabetes. It is also associated with
adverse outcomes for the child at birth (such as
large for gestational age babies and fetal dis-
tress) and in later life (such as increased risk
of later obesity, metabolic disorders including
insulin resistance and dyslipidaemia, hyperten-
sion, asthma, and behavioural problems).’ The
linked paper by Reynolds and colleagues is the
first to describe associations between maternal
obesity and risk of cardiovascular morbidity
and mortality in mid-life.

What are the possible explanations for such
associations? In 1992, Barker first proposed the
fetal origins hypothesis, which, briefly stated,
posits that an adverse intrauterine environment
is associated with lifelong consequences.’ In its
first application, low birth weight as a result of
maternal undernutrition was associated with
cardiovascular risk factors such as raised blood
pressure in the adult offspring.® This was prob-
ably due to a mismatch between programming
for a “thrifty phenotype” and overnutrition in
the postpartum period.

As with maternal undernutrition, maternal
overnutrition and obesity are associated with def-
inite changes in the intrauterine milieu, such as
increased circulating cytokines, glucose concen-
trations, and lipids, as well as increased insulin
resistance—all of which may lead to an increased
supply of nutrients to the developing fetus.?
Among the mechanisms of fetal adaptation to
overnutrition are epigenetic changes in response
to increased fetal exposure to glucose, lipids, and
inflammatory cytokines.’ Thus, offspring may
experience permanent or transient changes in
metabolic programming, leading to inappropri-
ate appetite regulation and behavioural problems
associated with obesity in adult life.

Data supporting such associations are
observational. The Nurses’ Health Study, for

example, found a J shaped association between
birth weight and later obesity’; this finding was
replicated in the Health Professionals’ Follow-
up study.® Two systematic reviews also support
this finding.” *°

While intriguing, Reynolds and colleagues’
study leaves at least two questions unanswered.
Firstly, what is the role of the early postnatal
environment? A recent study from the 1958
British birth cohort found associations between
parental body mass index and risk factors for
cardiovascular disease among the offspring
during mid-life. In that study, parental height
and weight were measured when the offspring
were 11 years of age.!! Associations remained
after adjustment for offspring lifestyle and
socioeconomic factors but were reduced after
adjustment for adult adiposity. These finding
suggest intergenerational transmission of obes-
ity, perhaps owing to postnatal circumstances
reflecting parental and childhood obesity.

Secondly, what is the role of parental obes-
ity? In the 1958 British birth cohort, results
were not stronger for maternal obesity than
for paternal obesity. Results were also simi-
lar when maternal prepregnancy weight was
substituted for maternal body mass index at
offspring age 11, suggesting a role for the post-
natal environment.

If Reynolds and colleagues’ findings are true,
what are the implications? The US Institute of
Medicine guidelines, adopted in 2009, recom-

Too little too late

mend weight gains of 15 1b (6.8 kg) to 25 1b
and 11-20 1b for overweight and obese preg-
nant women, respectively, with no more than
0.6-0.5 1b weight gain per week in the second
and third trimesters. These guidelines were
adopted by the American College of Obstetri-
cians and Gynecologists in 2013,'* with the
caveat that appropriate diet and exercise be
discussed throughout pregnancy. The goals
of such management are to balance the risks
of fetal growth, obstetric complications, and
maternal complications. However, the results
of studies of maternal obesity and offspring
outcomes suggest that interventions should
begin before pregnancy.
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The impact of the workplace on health
Job insecurity increases the risk of coronary heart disease
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In the continuing battle against coronary heart
disease, attention is usually focused on behav-
iours over which people have direct control, such
as regular exercise and diet. However, there are
other important risk factors over which people
often have little control. High on this list is the
potential impact of the workplace on health.

In an extensive study of 174 438 participants
followed for almost 10 years, Virtanen and col-
leagues provide persuasive evidence that one
workplace characteristic, job insecurity, increases
the risk of coronary heart disease (age adjusted
relative risk for high versus low job security 1.32,
95% confidence interval 1.09 to 1.59).! This
paper adds substantially to research reporting a
link between job insecurity and adverse health
events and negative behaviours,”* including a
recent paper by the same group that identified job
strain as a risk factor for coronary heart disease.’

In a meta-analysis of 485 studies of 267 995
people we found a strong correlation between
self reported measures of job satisfaction and
health.® Poor job satisfaction was particularly
associated with burnout, poor self esteem,
depression, and anxiety. Job satisfaction is a
multifactorial concept covering many aspects of
the work experience, including job strain and job
insecurity. Within this construct, a causal asso-
ciation is not difficult to hypothesise, because
feelings of job insecurity reduce job satisfaction
while increasing work behaviours and practices
that are known to harm health.”

The most pernicious of these is working long
hours, which persists despite initiatives such
as the European Union Working Time Directive
aimed at eliminating this practice. Employees who
think that their job is insecure try to make them-
selves indispensable by working longer hours than
contracted to do and by indulging in “presentee-
ism”®—coming in early and staying late so as to
be visibly working when the boss arrives and goes
home. The problem is more complex for part time
workers, who often feel pressured into working
hours that are not excessive legally but are longer
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More recently, the “zero hour contract”
has emerged, in which employees do
not know how many hours, if any, they
will be offered on any given day, a
practice that takes job insecurity to a
whole new level

than they wish to do and for which they are not
paid. A common complaint is that “I am employed
in a part time post but am doing a full time job.”
Such a situation is often tolerated because people
fear that they will lose their job if they protest.

Other forms of “presenteeism” include com-
ing to work when on annual leave or when ill
(lest sickness absences make them appear less
committed than their colleagues). In a dataset
of more than 39 000 workers in many different
occupations, 28% were found to have some form
of “sickness presenteeism.”” All of these behav-
iours are about showing “face time” and are per-
formed in a way that ensures the employee’s boss
knows about it. Analysis of a large series of stud-
ies from many occupational and geographical
settings showed conclusively that long working
hours equate to an increased risk of ill health and
damage to social relationships.'

In recent years, working practices have been
changing in ways that can only increase feelings
of job insecurity. The “job for life” has long gone;
fixed term contracts are the norm; employees
are having contracts terminated and then being
invited to reapply for their jobs at inferior grades/
conditions; graduates are being advised that they
may have to re-train several times during their
working life. More recently, the “zero hour con-
tract” has emerged, in which employees do not
know how many hours, if any, they will be offered
on any given day, a practice that takes job insecu-
rity to a whole new level.

Against this background, Virtanen and col-
leagues’ conclusions may be overcautious.
Although they found slightly higher job insecu-
rity levels in two groups with a known raised risk
of coronary heart disease (people in lower socio-
economic groups and those with low physical
activity levels), both differences were too small for
the association between job insecurity and raised
risk of heart disease to be dismissed simply as the
result of confounding.

Job insecurity is no longer something that
employees might experience occasionally but
something that many now perceive as being ever
present. This trend is being felt across all occupa-
tional and socioeconomic groups. The association
between job insecurity and increased risk of heart
disease cannot easily be dismissed as an artefact;
the available evidence suggests that the link is
causal.

To a large extent, the battle against the effects
of a world recession and the problems of fragile
economies are being fought in the workplace.
Politicians and employers have difficult balances
to achieve as they grapple with the decisions that
need to be taken to protect jobs. Paradoxically,
however, many of the practices being introduced
to achieve this increase feelings of job insecurity
while reducing real incomes. Employees are reluc-
tant to fight against these changes for fear of losing
their income and the stigmatisation that is increas-
ingly being levelled at the unemployed.

Virtanen and colleagues’ paper is a timely
reminder that workplace practices have health
as well as economic consequences, and that the
wellbeing of the individual employee also needs
to be weighed in the balance. Work, the activity
most people still spend most time engaged in, is
increasingly the source of harmful stresses that
are outside the control of individuals but poten-
tially within the control of those who manage our
workplaces. The failure of politicians and employ-
ers to deal with this problem adequately could be
storing up serious population health problems in
the future.
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Most people would probably consider that two or
three systematic reviews on the same topic with
similar eligibility criteria and outcomes is reasonable,
whereas four or more would definitely be too many

The problem of duplicate systematic reviews
Systematic reviewers should identify existing reviews as a compulsory first step

David Moher senior scientist, Clinical Epidemiology
Program, Ottawa Hospital Research Institute, Ottawa
Hospital, Ottawa, Canada ON K1H 8L6
dmoher@ohri.ca

Systematic reviews occupy a central position in
evidence based medicine. They are the starting
point of a well developed practice guideline.
Some funders of randomised trials ask investi-
gators for a strong rationale for their proposed
trial, indicating that the best evidence is likely
to be a well conducted and completely reported
systematic review." These reasons, and others,
probably explain the popularity and publica-
tion trajectory of systematic reviews.” Does this
translate into duplication of effort and waste? In
a linked paper, using sound methodology and
complete and transparent reporting, Siontis and
colleagues examined this question.’

Having selected 73 meta-analyses published
during 2010, the authors identified two thirds
of them as having at least one overlapping meta-
analysis. The good news is that duplication
does not seem to have been a major problem.
The authors report a median of two overlapping
meta-analyses per topic. However, for several
clinical topics there were multiple duplicates,
and in 17 instances at least one author was
involved in more than one overlapping meta-
analysis. These findings provide another oppor-
tunity to pause and reflect on the development of
systematic reviews and meta-analyses.

Not all duplication is bad. Indeed, replication
is essential and has uncovered some unfortu-
nate behaviour by scientists.” * With a judicious
amount of duplication, clinicians—and other
decision makers—can be more confident in the
consistency, or lack thereof, of initially reported
results. Regulators often require two randomised
trials conducted in different jurisdictions as part
of a drug’s approval process. In the context of
systematic reviews and meta-analyses, there
is no magic number regarding the “correct”
amount of replication: most people would
probably consider that two or three systematic
reviews on the same topic with similar eligibil-
ity criteria and outcomes is reasonable, whereas
four or more would definitely be too many. The
question that needs clarification is: when does
replication become unnecessary duplication?
Unnecessary duplication is usually associated

with waste,® a big problem, particularly when
funding comes from a shrinking public purse.
One factor that contributes to duplication is
that systematic reviewers may not be aware of
what their colleagues are planning. Until recently,
there was no single source from which systematic
reviewers (and others) could identify existing
protocols of ongoing systematic reviews. How-
ever, an international prospective register
for systematic review protocols
now exists (PROSPERO; www.
crd.york.ac.uk/PROSPERO/),
funded by the National Institute
of Health Research and admin-
istered through the Centre for
Reviews and Dissemination.
The database contains 18
mandatory items and 22 discre-
tionary ones.” ® This information
can be used to search for existing
systematic review protocols. At
the time of writing, 1871 records
of review protocols exist from 65
countries and duplication seems to
be rare. This number will probably
increase substantially later this year
when Cochrane protocols are added to the
register. With increasing international endorse-
ment of the register by journals and funders,” it
is likely to help reduce unnecessary duplication.
Another factor contributing to duplication is
the relentless pressure on academics to publish.
Many institutions still use the archaic system of
publication quantity, rather than quality, as a
measure for promotion and tenure. When income
and professional advancement may ultimately
depend on publication output, systematic review-
ers may be unwilling to forgo publication, regard-
less of whether the review has already been done.
Unnecessary duplication will be reduced only
when researchers are evaluated on quality, and
academic institutions come together, globally, to
promote a policy whereby quality trumps quantity.
Expert peer reviewers of content might also be
expected to help identify unnecessary duplica-
tion. However, in a fast moving clinical field, con-
tent experts may have a hard time keeping abreast
of their own literature.'® Better training for peer
reviewers on ways to identify duplicate reports
might help reduce the problem.

The best way to reduce unnecessary duplication
of systematic reviews may be to make it compul-
sory for systematic reviewers to identify existing
reviews, either protocols or completed reviews,
before conducting their own review. This could
form the first step of the review process. After
the question has been clearly and precisely for-
mulated,'! systematic reviewers should search

for existing systematic review protocols and
completed reviews. PROSPERO is a good
place to identify existing protocols
and the Cochrane Library is an
excellent place to identify high
quality completed reviews."”

If existing protocols are iden-
tified, the review team should
review the eligibility criteria and
outcomes to see whether they
meet their interest or whether
there are relevant nuances,
such as different patient sub-
groups or outcomes, that might
warrant continuation of the
review. Sometimes duplicate
reviews are completed to sat-

isfy sensitive political and juris-

dictional needs. Even if completed

duplicate reviews exist, their methodology might
be weak, " and a new review might be conducted
to overcome these deficiencies. Open access pub-
lication (or web posting of unpublished reports)
will probably help reviewers examine identified
protocols and completed reviews more thoroughly.

The PRISMA statement, which aims to help
authors improve the reporting of systematic
reviews and meta-analyses, does not specifi-
cally ask authors to report on existing dupli-
cate reviews. However, item 3 (rationale) of
the checklist asks authors to “describe the
rationale for the review in the context of what
is already known.”** The PRISMA checklist and
its background paper could be more compre-
hensive, flagging up the problem of unnecessary
duplication in its guidance to authors."
Competinginterests: None declared.

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

References are in the version on bmj.com.
Cite this as: BMJ 2013;347:f5040
O RESEARCH, p 12

BM]J | 17 AUGUST 2013 | VOLUME 347



