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NHS staff planning is in disarray
MPs have urged the government to review
levels of NHS clinical staffing in England
after they found that there had been “no
coherent attempt” to assess the headcount
implications of the government’s proposal
for seven day services.
In a new report published on 11 May
the House of Commons Public Accounts
Committee raised serious concerns about
the NHS workforce with regards to supply,
budgeting, agency costs, and leadership.
The committee said that the Department
of Health and other national bodies had
failed to provide effective support to tackle
current and future workforce pressures, and
it urged them “to get a better grip” on the
supply of medical and nursing staff.
The report criticised the health
department for failing to provide separate
costing for seven day services and other
major policy initiatives and questioned
whether the extra £10bn in funding
pledged for the NHS from 2020 would
be enough to fund all the government’s
objectives. “We are therefore far from
convinced that the department has any
assurance that the increase in funding
will be sufficient to meet all of its policy
objectives,” the report said.
Meg Hillier, Labour MP and chair of the

committee, said that the government must
deal with the “serious flaws” in its approach
to staffing the NHS and improve its “poor
workforce planning.” On seven day
working, Hillier said, “Taxpayers are being
asked to accept uncosted plans for a seven
day NHS—plans which therefore present a
further serious risk to public money.”
She added, “It beggars belief that such
a major policy should be advanced with so
flimsy a notion of how it will be funded—
namely, from money earmarked to cover all
additional spending in the NHS to the end
of the decade.
“If the government hopes to reassure the
public it has credible plans for staffing and
service delivery we urge it to demonstrate
leadership in addressing the pressing
concerns detailed in our report.”
The committee said that unrealistic
efficiency targets for NHS trusts and
foundation trusts had led to staffing
shortfalls, which were exacerbated by poor
retention of clinical staff, the MPs said.
In 2014 there was a shortfall of 5.9%
between the clinical staff that organisations
said they needed and staff in post, equating
to a gap of 50 000 staff, said the report.
Gareth Iacobucci, The BMJ
Cite this as: BMJ 2016;353:i2664

Plans on seven day working
“present a serious risk to
public money,” said Meg
Hillier, chair of the Public
Accounts Committee
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SEVEN DAYS IN
Suboptimal care after MI is common

ZEPHYR/SPL

Nearly 33 000 deaths could have been avoided in England and Wales from 2003 to
2013 if patients had received better follow-up care after a myocardial infarction,
say researchers. The findings, published in the European Heart Journal: Acute
Cardiovascular Care, showed that most people hospitalised with non-ST elevation
myocardial infarction (NSTEMI) missed out on at least one recommended intervention.
Chris Gale, study leader from the Leeds Institute of Cardiovascular and Metabolic
Medicine, said, “What we’ve highlighted here is the unacceptable deficit in the care
being given to people after they’ve had an NSTEMI heart attack. We calculate that
roughly one patient per month per hospital in England and Wales is losing their life as a
direct consequence of this deficit.”
The researchers looked at 13 treatments recommended in the European Society of
Cardiology’s guidelines for patients who have had an NSTEMI. Only 13% of patients
received all of the interventions for which they were eligible. The most commonly
missed interventions were dietary advice (68%), smoking cessation advice (88%),
prescription of P2Y12 inhibitors at discharge (66%), and echocardiography to evaluate
left ventricular systolic function (50%). Other frequently missed interventions were
acute prescription of aspirin (45%) and coronary angiography (43%).
Jacqui Wise, London Cite this as: BMJ 2016;353:i2655

In the dock

GPs face manslaughter
charges

Two GPs are on trial for
manslaughter for not visiting or
summoning an ambulance to
a 12 year old boy, Ryan Morse,
who died from Addison’s disease
in 2012. Joanne Rudling and
Lindsey Thomas could have saved
Ryan’s life if they had acted in
response to phone calls from his
mother, Cardiff Crown Court was

the High Court to a new General
Medical Council rule for fitness
to practise tribunals. The rule
means that legally qualified
chairs could give advice to other
tribunal members during their
private deliberations without
disclosing it to the doctor facing
misconduct allegations. The
BMA said that this was unfair,
but the judge disagreed: if the
chair failed to ensure fairness,
then the resulting decision could
be challenged on appeal or by
judicial review, he said.

NHS news

London trust is fined
£180 000 for patient data
breach
told at the trial opening. John
Price QC, prosecution counsel,
told the jury that the doctors
could not have been expected
to diagnose Addison’s disease
but should have recognised that
Ryan needed immediate medical
treatment. The trial is expected
to last four weeks (full story
doi:10.1136/bmj.i2603).

BMA loses challenge to
“unfair” GMC rule

The BMA lost its challenge in
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Chelsea and Westminster
Hospital NHS Foundation Trust
was fined £180 000 after a
newsletter from one of its clinics
revealed email addresses of
more than 700 users of an HIV
service. Christopher
Graham (below),
the UK information
commissioner,
said, “It is clear that
this breach caused
a great deal of upset
to the people
affected. The
clinic served

a small area of London, and we
know that people recognised
other names on the list, and
feared their own name would
be recognised too.” A similar
problem had occurred in March
2010, said the commissioner’s
office.

Hospital discharges leave
many patients vulnerable

The parliamentary and health
service ombudsman warned that
more patients face “devastating
consequences” because of early
hospital discharge. The office
investigated 221 complaints
about hospital discharge in 201415—an increase of 36% on the
previous year. Over half of these
were partly or fully upheld in
2014-15, compared with 37% in
2013-14. In one case an 85 year
old woman with dementia was
sent home alone at 11 pm without
her family being informed. The
woman’s daughter found her the
next morning with no food, drink,
or bedding, unable to care for
herself or get to the toilet.

NICE guidance

Treatments for
hidradenitis
suppurativa

NICE recommended

adalimumab
for patients
with severe
hidradenitis
suppurativa
not
responding
to conventional systemic therapy,
after a deal with the manufacturer
to offer adalimumab at a
discounted price of £284 for a
40 mg prefilled pen or syringe,
rather than the list price of £352.

New drugs approved for
cholesterol disorders

The PCSK9 inhibitors
alirocumab and evolocumab
can be considered for
treating patients with primary
hypercholesterolaemia or
mixed dyslipidaemia that is
not controlled with statins,
the National Institute for
Health and Care Excellence
(NICE) recommended in final
draft guidance based on
manufacturers providing the
drugs at discounted prices. The
drugs, given by subcutaneous
injection, can be considered for
patients with uncontrolled high
LDL cholesterol that puts them
at extremely high risk of heart
attacks or strokes (full story
doi:10.1136/bmj.i2609).
14 May 2016 | the bmj

MEDICINE
Dementia

Results from playing Sea
Hero Quest will be fed
back to researchers

Game could track early
dementia symptoms

Researchers have created a game
that could help develop early
diagnostic tests for dementia.
Anyone who downloads and plays
the free Sea Hero Quest game
(www.seaheroquest.com) will
help scientists better understand
spatial awareness, the loss of
which is one of the early signs of
dementia. Players will undertake
a number of tasks in a two minute
session, and the results will be
sent back to the researchers.

Dementia patients in homes
get inadequate NHS care

Many of the 280 000 people
with dementia living in care
homes get a second rate service
from the NHS, an investigation
by the Alzheimer’s Society
and Care England found.
Almost half of the 285 care
home managers surveyed
said that the NHS did not give
residents adequate and timely
access to vital services such as
physiotherapy, continence, and
mental health services—leaving
them bedbound, incontinent,
and sedated. One in five care
homes pays general practices
as much as £36 000 a year for
services that should be free on
the NHS, the report said (full story
doi:10.1136/bmj.i2528).

Research news
Diet drinks in
pregnancy may
link to overweight
infants

A study in JAMA
Pediatrics found that pregnant
women who drink artificially
sweetened drinks every day
during pregnancy are twice as
likely to have an infant who is
overweight at age 1 as women
who drink none. The authors
concluded, “Given the current
epidemic of childhood obesity
and the widespread consumption
the bmj | 14 May 2016

SIXTY
SECONDS
ON . . .
MEASURING
BLOOD PRESSURE
EH? DON’T WE ALL KNOW HOW TO
MEASURE BLOOD PRESSURE? EVEN
PATIENTS DO IT THESE DAYS
You may think you’re doing it right, but are you
taking measurements from both arms?
BOTH ARMS?
It’s in NICE guidance CG34, issued in 2006,
but mostly ignored. A 2007 study found
that although 77% of GPs were aware of the
guidance, only 30% agreed with it and even
fewer, 13%, actually followed it.

of artificial sweeteners, further
research is warranted to confirm
our findings and investigate
the underlying biological
mechanisms.” An editorial said
that the results were intriguing
but preliminary (full story
doi:10.1136/bmj.i2625).

Probiotics have no effect
on gut microbiota

FOOD
LABELS
96

Last year
products were
removed from
supermarket
shelves in Britain
because they did
not list potential
allergens, up from

60

that were
withdrawn in
2014

Only one of seven randomised
trials on the effects of probiotic
supplementation in healthy
adults found that probiotics given
as milk based drinks, sachets,
capsules, or biscuits significantly
modified the structure and
diversity of faecal bacteria. The
researchers concluded, “While
there is some evidence from
previous reviews that probiotic
interventions may benefit
those with disease associated
imbalances of the gut microbiota,
there is little evidence of an effect
in healthy individuals.” Much
larger, more carefully designed
clinical trials of probiotics are
needed, they said (full story
doi:10.1136/bmj.i2617).
Cite this as: BMJ 2016;353:i2641

SHOCKING
Not especially. Guidance isn’t holy writ. But
there’s growing evidence that this particular
injunction ought to be followed more widely.
SUCH AS?
A new study led by Christopher Clark of the
University of Exeter Medical School found that
in healthy people with no pre-existing clinical
cardiovascular disease a difference of as little
as 5 mm Hg in systolic blood pressure between
the right and left arm was linked to an
increase in the risk of cardiovascular death
within 10 years (adjusted hazard ratio
1.44 (95% confidence interval 1.15 to 1.79)).
WHAT’S NEW?
Previous studies have shown associations in
people with pre-existing disease. And the NICE
guidance says that a difference of
10 mm Hg may be considered normal, that
15 mm Hg “may indicate increased risk of
vascular disease and that 20 mm Hg warrants
specialist investigation.” So the new work
backs the guidance and indicates that even
smaller arm differences may be important.
ANY WEAKNESS IN THE FINDINGS?
They aren’t wholly consistent—that is, there
isn’t a clear dose-response relation. And the
prevalence of inter-arm differences is high:
60% of the 2400 people in the study showed
a difference of 5 mm Hg or more. This was
probably because blood
pressure was measured
just once, one arm after the
other, and not repeated.
Simultaneous, automated, and
repeated measurements might
show a lower prevalence.
WILL THIS FINDING
CHANGE THE GUIDANCE?
It might. A review is due in
June.
Nigel Hawkes, London Cite this as: BMJ 2016;353:i2626
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Juniors will get chance
to vote on contract
proposals, says BMA
While the talks
took place
NHS trusts
were asked
to cease work
relating to the
introduction
of a new junior
doctor contract
for five days

Junior doctors in England will have the
chance to vote on proposals for a new
contract regardless of the outcome of
fresh talks, the BMA has said.
Commenting on the BMA’s
decision to re-enter negotiations with
the government, Johann Malawana,
chair of the association’s Junior
Doctors Committee, said that the
BMA would call for “any contract
offer—agreed or not—to be put to a
referendum of junior doctors.”
The BMA and the government
returned to talks on a new contract
for junior doctors in England on
9 May. The move came after the
government said that it would pause
the introduction of a new contract
for five days, and the BMA agreed to
re-enter discussions.

Agreement on talks
Ahead of the talks, the health
secretary, Jeremy Hunt, said that
the government would not go ahead
without an agreement from the BMA
that it would negotiate on unsocial
hours and Saturday pay.
After it agreed to re-enter talks,
the BMA said that it would seek
assurances that the contract would
not discriminate against women or
against trainees who worked less
than full time and that it would not
hamper recruitment.

While the talks took place NHS
trusts were asked to cease work
relating to the introduction of a
new junior doctor contract for five
days. NHS Improvement, the new
organisation that merges Monitor
and the NHS Trust Development
Authority, wrote to medical and
human resources directors of NHS
trusts on 9 May.

Trusts told to pause
It asked them to cease any work
on “rota redesign for any grade of
doctor related to the new contract,”
and “job offers to any F1 [foundation
year 1 trainee] doctor due to start in
your organisation in August.”

The renewed talks between the
BMA and the government took
place ahead of the association’s
conference of junior doctors on 14
May. A BMA spokeswoman said that
no date had been set for a ballot
on the proposed new contract but
that it was unlikely to happen at the
conference.
Delegates at the conference in
London on Saturday were due to
debate motions condemning the
imposition of a new junior doctor
contract in England. Junior doctors
will vote on a motion stating that
they were “appalled that changes
in the junior doctor contract will
disadvantage women, particularly

FIVE ADVANCES IN TOBACCO LEGISLATION AND REGULATION

1EUROPEAN
RULING

Last week
the European Court of Justice
ruled that the European
Tobacco Directive 2014,
which had been challenged
by several tobacco
companies, was lawful
(doi:10.1136/bmj.i2566).
The directive states that
health warnings must cover
65% of the front and back of
a cigarette pack. The court
also held that EU member
states can introduce extra
measures on packaging.
256

2UK DECISION 3PLAIN PACKS
A UK law, due to come
into force in May 2017,
will allow cigarettes to be
sold only in “plain” packs.
Tobacco companies have
challenged the law in
the High Court, claiming
that it deprives them of
the intellectual property
contained in their brands.
Campaigners believe that a
ruling, due on 18 May, will
come down in favour of the
government.

As well as carrying
health warnings, plain
packs in the UK will do
away with manufacturers’
trademark colours and
logos, showing the product
name in a standard font on
an olive green background.
All packs sold from 20 May
2017 must be plain.

14 May 2016 | the bmj

Junior doctors’ leader
Johann Malawana
said that any contract
offer would be put to a
referendum

those who are training part-time,
who are carers or lone parents.”
The motion also says that delegates
“believe that Jeremy Hunt has
destroyed morale amongst junior
doctors.”
Junior doctors will also vote on
proposals for the BMA to employ
a public relations firm to try to
increase public support for their
cause, amid concerns that public
interest in the imposed contract
was “waning.” They will also vote
on proposals for the BMA to “no
longer actively promote medicine as
a career.”

The motion
also says that
delegates
“believe that
Jeremy Hunt
has destroyed
morale
amongst junior
doctors”

Abi Rimmer, BMJ Careers
Cite this as: BMJ 2016;353:i2663

How can the junior doctors’
dispute be resolved?
The restart of negotiations in the contract dispute
prompted bloggers on thebmj.com to look to the future

NEENA MODI,
PRESIDENT OF
THE ROYAL
COLLEGE OF
PAEDIATRICS
AND CHILD
HEALTH

Australia introduced
plain packs in December
2012. A government report
said that plain packs
accounted for a quarter
of the 2.2% decline in the
prevalence since then, from
19.4% to 17.2%, or 18 000
fewer smokers.

A possible best case scenario: the BMA and
government get back to the negotiating table; a
mediator is identified who is respected, neutral,
and acceptable to both sides; terms and conditions
are agreed, but trust has been damaged and
the underlying malaise that is at the heart of
plummeting morale remains unaddressed.
I can’t see any way that these talks can resolve
the bigger issues that the BMA wants to discuss
around gender equality, the medical workforce
crisis, or the NHS funding gap. I can imagine some
resolution over the plain time and Saturday pay,
and the unsocial hours issues.

DAVID OLIVER,
CONSULTANT
PHYSICIAN IN
GERIATRICS
AND GENERAL
MEDICINE,
AND BMJ
COLUMNIST

4E-CIGS IN US 5EVIDENCE
The US Food and Drug
Administration last week
said it would regulate all
tobacco products, including
e-cigarettes, cigars,
hookah tobacco, and pipe
tobacco (doi:10.1136/
bmj.i2594). The health
secretary, Sylvia Burwell,
said regulations would
protect “a new generation
of Americans who are at
risk of addiction.”

Paediatricians have always delivered a 24/7
service and the government’s equality assessment
shows that the new contract disadvantages
doctors who are parents and carers. But whatever
the litany of rights and wrongs of this dispute,
trust between junior doctors and government is
at rock bottom. It seems to be stretching credulity
to the limit to believe this is mere carelessness,
so what motive could there possibly be to destroy
the morale of a stable, home grown workforce,
committed and proud to serve in a publicly funded
healthcare system?

RACHEL
CLARKE,
JUNIOR
DOCTOR

If an agreement is made on pay, this would prove
a pyrrhic victory for the government. Once chaos
hits the service from unfilled posts, rota gaps, and
plummeting morale; once other NHS workforce
groups start to mobilise over similar issues; and
once it becomes apparent that a service already
facing huge workforce and funding gaps can’t
possibly be stretched further to deliver a vague
manifesto promise unaccompanied by any costed,
risk assessed implementation programme, the
government will be as big a loser as the BMA.
If Jeremy Hunt really wants to resolve this dispute,
he needs to confront why we actually oppose
his contract. He can continue pretending we’ve
all been brainwashed by the BMA, but the fact
is, we’ve reached the end of our tether. We are
overworked, exhausted, demoralised, and low.
We’re quitting the NHS with unprecedented
alacrity. And as much as we love our patients, we
detest with equal passion the working conditions
that make it almost impossible for us to safely
look after them. A contract that stretches us more
thinly still across seven days, not five, will serve
only to drive more of us away. A contract that
discriminates against women, fails to protect
us from excessive hours, and exacerbates the
recruitment and retention crisis will never be
tolerated.
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Vaccination: Medicine and the masses runs until 17th September at
the Hunterian Museum, London. Admission is free.

258

14 May 2016 | the bmj

Wax works
These wax models showing
the development of pustules
following vaccination for smallpox,
currently on show at the Royal
College of Surgeons’ Hunterian
Museum, represent a career high
for physician and immunologist
Edward Jenner.
The exhibition features a letter
in which Jenner described his
experiments to inoculate a boy
for smallpox using a pustule on
the hand of a young woman who
was infected with cowpox by her
master’s cow. He added: “I have
at length accomplished what I
have been so long waiting for, the
passing of the vaccine virus from
one human being to another by the
ordinary mode of inoculation.”
Zosia Kmietowicz, news editor, The BMJ
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EDITORIAL

The pressures on
general practice
A new King’s Fund report tries to
explain them

But why?
Although the reasons for doctors’
burnout have been identified before,
this report tries to analyse why it has
happened. It highlights pressures
on other parts of the system,
where reductions in funding may

260

The report
identifies the
attributes of
more stable
and resilient
practices

Veronica Wilkie
professor of primary
care, Institute
of Health and
Society, University
of Worcester,
Worcester
WR2 6AJ, UK
v.wilkie@worc.
ac.uk
Alwyn Ralphs
director of
postgraduate
programmes,
School of Medicine,
Keele University,
Staffordshire, UK

BURGER/PHANIE/ALAMY

H

ot on the heels of NHS
England’s General
Practice Forward View1 2
comes the King’s
Fund’s analysis of the
pressures affecting British general
practice.3 It seeks to explain the
burnout among GPs and their staff
and their accelerated departure from
primary care.
The exhaustive analysis reviewed
30 million patient contacts from
117 practices. More than 300 GPs
in training were surveyed, and 60
in-depth interviews were carried out
with practice staff. The findings are
consistent with other recent reports
of rising consultation rates.4
The King’s Fund’s report echoes
the Commonwealth Fund’s report
on UK general practice in 2015.5 6
GPs feel isolated from those who
commission them and stressed by
their inability to influence what they
regard as unnecessary workload.
At the same time, they’re expected
to provide continuity of care and
timely access. Meanwhile, they
have to manage variations in the
increasingly complex performance
indicators emanating from clinical
commissioning groups.
The report highlights how general
practice is having to deal with the
overflow and off-loading of work
from an overwhelmed secondary care
system. It is struggling to manage an
increasingly frail population with a
progressive reduction in funding—
from 8.4% of the NHS budget to 7.9%
over the past four years.7 8

have an accelerated effect on GPs.
Examples include the removal of
district nursing teams from practice
premises and the inaccessibility
of mental health services. Practice
managers are struggling to chase
payments from a confusing plurality
of sources, adding further to a
reduction in income and uncertainty
in maintaining staff salaries.
The King’s Fund report comes up
with similar solutions to the General
Practice Forward View3: recruiting
more GPs and other primary
care staff, cutting unnecessary
bureaucracy, widening the healthcare
team, enabling smarter use of IT,
and improved career design and
development. But it also adds new
insights. It identifies the attributes of
more stable and resilient practices—
for example, good team relationships
and clear leadership. It also identifies
that the wish for part time work is not
limited to women. Many men want
to work part time or in mixed work
patterns, with time away from the
front line.
What recent reports make light
of is the need to develop clinical
skills and careers as the population
changes. If GPs are to have a greater
role in professional teams managing
patients with more complex needs,
current development and training
will not necessarily fulfil 21st century
healthcare needs. Shared leadership
in healthcare is vital for all; validated
development of clinical skills is as
important in the middle and end of
a career as it is at the start. Too little
recognition is given to the need to
develop clinical knowledge and skills,

alongside leadership skills. A clinical
path needs to be valued as a career
choice for doctors as well as careers in
academic medicine or management.
Supervision and mentoring skills
will be vital in the multiprofessional
clinical teams of the future, and the
structure of the working day needs to
be able to factor this in. The demand
for ever increasing productivity and
unevidenced measurement is leading
to system collapse, and general
practice needs strong support for
change from those who commission
its services.
As Roland and Everington argued
recently in The BMJ,2 any rescue
package for general practice has to
be in conjunction with the rest of
the NHS. GPs cannot be separated
from their role as gatekeepers and
as the final common pathway after
discharge from other NHS care. The
NHS is recognising that it cannot
be right for the most complicated
part of a clinician’s role to be how to
navigate care for patients through a
fractured system.3
It is encouraging that the NHS is
beginning to acknowledge what has
led to the crisis in British general
practice, and that research is helping
us to understand the underlying
problems and identify potential
solutions. Integration is vital; proper
evaluation of changes must look at
workforce development and ensure it
is fit for the future. If general practice
fails, the whole NHS fails.2 We now
have the evidence, and it is time for
change.
Cite this as: BMJ 2016;353:i2580
Find this at: http://dx.doi.org/10.1136/bmj.i2580
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EDITORIAL

In pursuit of truly independent data
monitoring committees in research
Here the drug industry leads the way, with academia coming a poor second

I

ndependent data monitoring
committees’ duty of care towards
trial participants should not
be affected by conflicting
interests. Many agencies
overseeing medical research have
drawn up guidance on the topic.
The International Conference on
Harmonisation states: “All staff
involved in the conduct of the trial
should remain blind to the results
of [interim] analyses, because of
the possibility that their attitudes to
the trial will be modified and cause
changes in the characteristics of
patients to be recruited or biases in
treatment comparisons.”1 2
Neither the US Food and Drug
Administration nor the European
Medicines Agency requires the
statistician performing the interim
analyses to be independent or different
from those involved in managing
the trial and performing the final
analyses.3 4 However, the FDA states:
“The integrity of the trial may be
best protected when the statisticians
preparing unblinded data for the
DMC [data monitoring committee] are
external to the sponsor and uninvolved
in discussions regarding potential
changes in trial design while the
trial is ongoing.”3 Industry routinely
implements this FDA guidance;
publicly funded trials rarely do.

Inside knowledge
The risk of conflicts of interest when
industry develops drugs is obvious,
but conflicts may be less clear in
academia. Academics have an interest
Louise Marston senior research statistician
l.marston@ucl.ac.uk
Nick Freemantle professor of clinical
epidemiology and biostatistics,
Department of Primary Care and Population
Health and Priment Clinical Trials Unit, UCL,
London NW3 2PF, UK
David R McKenzie senior director, Covance,
Princeton, NJ, USA

in the success of their trials, which
may lead to career advancement. Trial
statisticians in UK and US government
funded trials are often responsible
for creating unblinded reports for
data monitoring committees and
attending closed sections of meetings.
This undermines the principle of the
committee’s independence because
interim results from ongoing trials
are known by at least one of the
management team. Many statisticians
working on academic trials do not
perceive this to be bias, and some are
reluctant to relinquish their informed
status.
Whether the allocations are
explicit or data are analysed blind,
the statistician knows the potential
treatments. In our experience, the
statisticians and other members of
the data monitoring committee can
usually deduce treatment group.5
When trial statisticians present
interim results to data monitoring
committees, they cannot avoid

Academics have
an interest in
the success
of their trials,
which may
lead to career
advancement

contributing to the interpretation.
They are party to discussions among
the committee and will exert influence
despite being conflicted by their
knowledge. Furthermore, when the
trial management group, of which
the statisticians are also members,
considers changing some aspect of the
trial, trial statisticians cannot put aside
their knowledge. They may know from
the emerging data the implications for
the trial.6
In 2005, the DAMOCLES group
published a charter for data
monitoring committees.8 It did not give
guidance on who should undertake
interim analyses or present them to
the data monitoring committee.9 The
group presented three models, with
the most widely seen using the trial
statistician to present data to the data
monitoring committee as well as being
involved with trial management.

As simple as 1, 2, 3
This charter has been widely adopted
in UK publicly funded trials despite
not complying with best practice.
However, many clinical trials units
include two statisticians in their grant
applications. This would allow a
compromise to include (at least) two
statisticians in all trials. One could
attend trial management meetings
and perform the final analysis, with
the other performing the interim
analyses, attending the meetings of
the data monitoring committees as a
non-voting member, and confirming
the final analysis. The second
statistician would forfeit any trial
management responsibilities from
the point of first interim analysis.3‑11
A third independent, qualified,
and experienced statistician from a
different centre would sit on the data
monitoring committees as a voting
member.
Cite this as: BMJ 2016;353:i2309
Find this at: http://dx.doi.org/10.1136/bmj.i2309
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THE DEBATE ONLINE AT THEBMJ.COM

Be the ﬁrst to know
what is happening in
your specialty

Follow
us

A digital debate about medical error—
the third leading cause of death in the US
Causes of death, US, 2013

Based on our estimate,
medical error is the
3rd most common
cause of death in the US

Cancer

Medical
error

585k

251k

Heart
disease

All causes

COPD

2,597k

149 k

611k

Suicide
41k

Motor
vehicles

Firearms
34 k

34k

However, we’re not even counting
this - medical error is not recorded
on US death certificates

© 2016 BMJ Publishing group Ltd.
Data source:
http://www.cdc.gov/nchs/data/
nvsr/nvsr64/nvsr64_02.pdf

Our article about medical error has received more than 87 500
visits since it was published on thebmj.com last week. Authors
Martin Makary and Michael Daniel assessed medical error’s
contribution to mortality in the US (where it is not included on
death certificates, nor in rankings of cause of death), and called
for better reporting. Their paper attracted international media
coverage and triggered a lively online debate:
“We must be much more careful about undertaking preventive
and diagnostic activities that will likely lead patients down
a cascade of interventions that will open the patient to risk.
Examples such as cancer and cardiovascular screening tests
readily come to mind.”
James A Dickinson, Calgary

journals.bmj.com/twitter

“The risk of death for a patient in a Western Medical Hospital is
about the same per admission as a soldier per tour of duty in
Afghanistan/Iraq/Middle East.”
Ron Law, Auckland
“It is important not to cause unnecessary alarm and to unfairly
malign the quality of hospital care by using such questionable,
speculative estimates of harm.”
Robert Goulden, Liverpool
“This isn’t a message about bad doctors and bad nurses. It’s
about bad process control. The article needs to be required
reading in every medical school.”
John Collins, Birmingham

FIND OUT MORE
̻̻Read the article at bmj.co/error
̻̻Read the media coverage at bmj.co/errormedia
̻̻Join the online debate at bmj.co/errordebate
̻̻Listen to a podcast interview bmj.co/errortalk
̻̻Download our infographic at bmj.co/errorgraphic
262

14 May 2016 | the bmj

ANALYSIS

MALCOLM WILLETT

Bariatric
surgery:
the UK
should
do more
The number of people getting bariatric surgery is falling despite rising rates of
obesity and diabetes. Richard Welbourn and colleagues argue that better
access has potential to reduce long term costs of care

A

s the epidemic of
severe and complex
obesity worsens,
availability of the
most successful
treatment, bariatric surgery, is
limited. Less than 1% of those who
could benefit get treatment. By
contrast, people with other lifestyle
health problems such as alcohol
related liver disease are treated.
We explore the clinical and cost
effectiveness of bariatric surgery and
examine the barriers to access.

Effectiveness of surgery
A Cochrane review of 22 randomised
controlled trials of bariatric surgery
found that it is more effective and
cost effective for the treatment of
severe obesity than non-surgical
measures after two years.1 Longer
term trial data also favour surgery.2
Non-randomised data from the

Swedish Obese Subjects study (SOS),
a long running cohort study of 2000
patients who received surgery and
2000 matched controls, shows
weight loss being maintained for
20 years,3 with glycaemic control
improved for at least 10 years after
surgery. Patients having surgery were
also more likely to go into glycaemic
remission of diabetes than those
having non-surgical approaches,
and fewer patients progressed from
prediabetes to diabetes.3
In the UK a national registry of over
3000 patients with diabetes operated
on between 2011 and 2013 shows
that 65% had acceptable glycaemic
control without medication after
surgery.4 In all the surgical series
the average weight loss is 25-35% of
body weight (usually at least 15 kg)
after one year for patients who are
severely obese and 15-25% after 20
years.3 This is much greater than the

KEY MESSAGES
•   Bariatric surgery associated with careful follow-up is cost effective
for severe obesity and type 2 diabetes

•   Despite clear NICE guidance it is provided for much less than 1%
of people who could benefit in the UK and the rate is decreasing

•   Men and minority ethnic groups are less likely to access bariatric
surgery

•   Increasing the rate of surgery to 50 000 cases a year would bring

the UK in line with other western European countries with similar
healthcare systems
•   Closer coordination of surgical, medical, and primary care obesity
services is needed to select and support patients for surgery and
provide follow-up

Less than 1% of those
who could benefit get
treatment
average 7% weight loss achieved by
patients attending intensive lifestyle
weight management programmes or
taking state of the art drugs.6 7
Bariatric surgery is also cost
effective compared with non-surgical
treatments. A UK health technology
assessment found that for patients
with a body mass index (BMI) ≥40,
the incremental cost effectiveness
ratios for surgery ranged between
£2000 and £4000 per quality
adjusted life year (QALY) gained
over 20 years.8 This is well below
the £20 000 per QALY threshold
for cost effectiveness used by the
National Institute for Health and
Care Excellence (NICE). For patients
with diabetes and a BMI of 30-39 the
incremental cost effective ratio fell to
£1367 per QALY gained. If a decision
maker is willing to pay £20 000 for
an additional QALY, the probability
of surgery being cost effective over 20
years was reported as 100%.8 These
figures are in line with those for other
public health interventions such as
smoking cessation and statins for
primary prevention of cardiovascular
disease.9
Economic analysis for NICE
confirms that the financial outlay
for surgery is justified for the NHS.10
In patients with diabetes, for
example, the cost of surgery will be
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Tiered pathway to bariatric surgery and barriers to access
Tier

Intervention

Barriers

1

Societal interventions to enhance weight loss
(eg, food tax, encouraging walking)
Primary care provision of advice or referral to
community groups for lifestyle interventions
(eg, dieting)
Secondary care based medical management
(eg, dietary advice, medication)

Easy access to high calorie, inexpensive food
Sedentary lifestyle accepted
Patients reluctant to ask GPs for help for multiple
reasons
GPs don’t like to mention weight
Services not commissioned
Patients disengage with long referral pathway
Patients not referred for surgery
Insufficient operations commissioned
Inadequate follow-up provided

2
3
4

Multidisciplinary team selection for bariatric
surgery with follow-up for 2 years

recouped within three years through
reduced prescriptions.11 Surgery
also has indirect cost benefits. For
example, state disability allowances
are reduced if improved activity
levels allow patients to return to paid
employment.12

Who is eligible for bariatric surgery?
NICE guidance recommends that
surgery is considered for people with
severe obesity in whom all nonsurgical measures have been tried
without achieving or maintaining
adequate weight loss.10 13 The person
must be committed to long term
follow-up and behaviour change.
In the UK, 1.6 million people have a
BMI of at least 40.14 There are at least
half a million people with diabetes
and other obesity related disease
with a BMI ≥35, and lowering the
BMI threshold to 30 for recent onset
diabetes increases this number to
about a million. Therefore at least
2.6 million people meet NICE criteria
for surgery.15 16 NICE estimated that
about 80% of patients above the BMI
thresholds would be medically and
psychologically suitable for surgery.
About 10% of them might wish to
pursue this option.17
The pool of eligible people
continues to escalate as an extra
60 000 people a year reach a BMI of
40. The number of people with type
2 diabetes has
also increased by
60% over the past
decade (to 3.3
million or 5% of the
adult population),
and 9.5% of adults
are predicted to
have the condition
by 2030 (190 000
new patients each
year).18 19
264

Rates of surgery in the UK and
elsewhere
Despite obesity levels increasing, and
bariatric surgery being shown to be
clinically effective and cost effective,
NHS bariatric procedures are falling.
Between 2011-12 and 2014-15 the
number of operations fell by 31%,
from 8794 to 6032.14 20 Provision of
surgery in the NHS therefore meets
much less than 1% of the need. This
is in stark contrast to provision in
many European Union countries.
The UK has the second highest rate
of obesity in Europe, and ranks
sixth internationally, with 25% of
adults being obese and 62% being
overweight (BMI> 25) or obese.14 21
However, it ranks 13th out of 17 for
countries for rates of bariatric surgery
(about 9/100 000) and sixth in the
G8 countries.22 23 Sweden, which
has a similar health service but
lower obesity rates, performs 70-80
procedures per 100 000 people.24 25 In
North America the rate of surgery is
around 40-50/100 000, with most of
this being in the US.22
Rates of surgery also vary within
the UK, with no NHS operations in
Northern Ireland and few in Wales
and Scotland. Given the severity of the
problem, it seems urgent to consider
the potential barriers to surgery.

In patients
with diabetes
the cost of
surgery will
be recouped
within three
years through
reduced
prescriptions

What are the barriers to surgery?
One reason for the low rates of surgery
in the UK is that general practitioners
are unable to refer directly to surgical
services. Instead, there is a tiered
pathway (table). At the population
level (tier 1), low calorie foods and
exercise are recommended. Most
patients, however, will have been
dieting for years, with cyclical loss,
reaching a plateau and then regaining
weight. They may be reticent to ask
for professional help (tier 2) because
of previous negative responses from
health professionals, low self esteem,
or embarrassment.26 Empathetic
engagement at primary care level
may unintentionally promote these
problems, with unsolicited advice
such as “eat less and exercise more”
being harmful.27 Although GPs receive
financial incentives to measure the
prevalence of obesity, there are no
rewards or targets for giving treatment
or referring on for specialist help.
If a GP does refer for weight
management this may initially be
to a community programme rather
than specialist medical or surgical
assessment in secondary care (tiers
3 and 4). Tier 3 is a secondary care
multidisciplinary team approach.
Patients must receive care from a
secondary care team for 12 to 24
months before referral for surgery,
and the clinics are not available
widely.28 29 The interventions offered
within secondary care vary and
outcomes are not routinely assessed.
Thresholds for referral on to surgery
are unclear and BMI acceptance
criteria also vary between regions.20 30
Some clinics mandate weight loss
before surgery, although evidence
for this is absent.31 32 This prolonged
pathway may create inertia and
put patients off accessing effective
surgical treatment.28‑31
There are no contractual mandates
to fund secondary care clinics, and
from April 2016 local commissioning
groups will be free to pursue other
obesity treatment strategies (and GPs
will still not be able to refer directly
to surgical services). Without a clear
pathway access to surgery may stop.
Commissioners have also restricted
the number of bariatric operations
they will fund, despite the evidence
of cost saving. This may be because
14 May 2016 | the bmj

it is an upfront cost, with savings
being recouped in subsequent
financial years. Indicative numbers of
procedures set in each region do not
seem to reflect any estimate of clinical
need or benefit, and funding has
not increased despite considerable
advocacy from patients and surgeons.
Another barrier is the perception
among patients, healthcare workers,
and the media that surgery is
high risk. This is despite Hospital
Episode Statistics showing a 30 day
mortality of 1.7 per 1000 patients,
lower than for many more common
gastrointestinal operations.33
Prejudice may also affect provision
of services. One study from the US
showed that changing the name
of a bariatric clinic to “metabolic
and diabetes surgery” increased
the number of male patients.34
Some healthcare workers share
societal implicit beliefs that patients
with obesity are lazy and bad.35 If
encouragement to diet and exercise
fails they may assume that patients
are to blame for their predicament
and do not deserve surgery. Those
opposed to surgery often argue that
it will detract from prevention, but
treating a disease does not prohibit
prevention activities. Good examples
include the widespread provision of
complex and expensive treatments
for smoking related disease and
traffic collisions, without any
detriment to effective prevention
programmes.

Which patients should be offered
surgery?
It is not possible to operate on every
patient fulfilling the NICE criteria
and so it seems sensible to target
treatment at those with the greatest
potential for improved health.
Patients who have obesity related
diseases that are expensive to treat
and who are likely to need less
medication afterwards, such as those
with recent type 2 diabetes, are an
obvious priority.4 10 Alternatively,
priority might be given to people
with established microvascular
complications because despite
best pharmacological care many
will become increasingly unwell
and require more expensive
treatment.36 Another option is for

the multidisciplinary team to decide
based on individual need—for
instance, a patient with sleep apnoea
falling asleep at work or needing
urgent weight loss before kidney
transplantation.28

How can we increase rates of bariatric
surgery?
Increasing surgery rates to 50 000 a
year, which is closer to the European
average, could have major benefits
for patient health and reduce direct
healthcare expenditure within two
years, in addition to cost savings in
the future from reduced treatment
costs.36 37 To achieve this health
workers need to leave prejudice
behind, promote bariatric surgery,
and offer it to people who are unable
to succeed with non-operative
measures. We recommend initiatives
to overcome the barriers such as
communication skills workshops
for staff, increased dietetic services,
investment in multidisciplinary team
working, and creation of metrics for
quality assessment with external peer
review panels (as seen in the NHS
Cancer Plan). Adopting the phrase
“metabolic surgery” might enable
society and patients to talk about
it and begin to establish a culture
change.
In addition, GPs and commissioners
need to recognise the health benefits
gained from bariatric surgery (and the
cost savings). This will facilitate better
provision of secondary care services.
We recommend combining provision
of secondary care medical and
surgical management so that patients
have access to surgical assessment
earlier.28
Provision of more surgery also
requires better long term support
and nutritional follow-up (key to the
success of surgery). Development of
obesity or metabolic care services for
surgical follow-up in general practice
could also improve care for people
not wanting surgery. Given resource
limitations, provision of such services
may require disinvestment from other
conditions such as low risk gall stone
disease, inguinal and hiatus hernias.
However, a renewed active focus on
this large group of patients could limit
future costs of treating complications
related to obesity and diabetes.

SUMMARY OF UPDATED NICE GUIDANCE ON BARIATRIC
SURGERY13
• Bariatric surgery is a treatment option for anyone with a
BMI≥40
• Offer an expedited assessment for people with a BMI≥35
with onset of type 2 diabetes in past 10 years
• Consider an assessment for people with a BMI of 30-34.9
with onset of type 2 diabetes within 10 years
• Consider an assessment for people of Asian origin
with onset of type 2 diabetes at a lower BMI than other
populations
• Bariatric surgery is the option of choice for adults with BMI
>50 when other interventions have not been effective
• People fitting the above criteria are also required to be
receiving or to receive assessment in a specialist weight
management service before referral to a surgical team
Richard Welbourn, consultant surgeon,
Department of Upper Gastrointestinal and
Bariatric Surgery, Musgrove Park Hospital,
Taunton
Carel W le Roux, professor of metabolic
medicine, Diabetes Complications Research
Centre, Conway Institute, University College
Dublin, Ireland
Amanda Owen-Smith, lecturer in social
medicine, School of Social and Community
Medicine, University of Bristol
Sarah Wordsworth, associate professor of
health economics, Nuffield Department of
Population Health, University of Oxford
Jane M Blazeby, professor of surgery, Centre
for Surgical Research, School of Social and
Community Medicine, University of Bristol
Correspondence to: R Welbourn
Richard.Welbourn@tst.nhs.uk
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Commissioners have
restricted the number of
bariatric operations they
will fund, despite the
evidence of cost saving
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INFECTIOUS DISEASE

Can genetically modified
mosquitoes stop Zika?
With vaccines years from being developed, alternative options
are being explored. Michael Brooks reports

M

osquitoes kill
hundreds of
thousands of people
each year through
transmission of
diseases such as malaria, dengue
fever, and yellow fever. However,
in the last year, death has been
displaced as the greatest fear in the
public consciousness.
The spread of the Zika virus,
which causes devastating defects in
developing fetuses, has created a new
urgency in dealing with mosquitoborne disease.
For the first time, the World Health
Organization has recommended
“carefully planned pilot deployment”
for a genetically modified mosquito
that has proved effective in small
scale field trials.1
The mosquito in question has
been developed by researchers at
Oxitec, a company based in Oxford.
Oxitec inserts a gene into the male
Aedes aegypti mosquito, thought to
be the primary vector in the current
Zika outbreak. The gene prevents
expression of certain other genes
and results in over 95% of the altered
males’ offspring dying before they
reach maturity.
When Oxitec releases these
modified mosquitoes into the wild,
they mate with wild females. The
offspring die before being able to
reproduce and the local population
collapses.2 “We have seen 90%
suppression of A aegypti in every field
trial we’ve run,” says Simon Warner,
chief scientific officer of Oxitec. “If
you’re going to use insecticide, the
best you get is 50% suppression.”
In Brazil, the company has now
moved beyond field trials. Having
received approval from the National
Technical Biosafety Commission,
Oxitec’s technology is now being
deployed in Piracicaba, a city in the
266

south east of the country, where
the company is building a factory
that will produce enough modified
mosquitoes to protect 300 000 people
from mosquito-borne diseases. The
Pan American Health Organization,
WHO’s regional office for the
Americas, has also offered technical
support for other countries that wish
to use the modified mosquitoes.3

Promising technology
Other researchers, using newer
gene modification techniques yet to
make it out of the laboratory, are also
raising new hopes of defeating the
mosquito menace. They are using
clustered, regularly interspaced,
short palindromic repeat (CRISPR)
with the enzyme Cas9, which evolved
in bacteria as a tool for fighting
off viruses. Cas9 is an RNA guided
nuclease that excises the DNA that
a virus inserts into a bacterium.
Researchers can design their own RNA
to tell the enzyme where to cut the
genome. They put their customised
RNA, Cas9, and a section of
replacement DNA into a virus, which is
then allowed to infect the cell nucleus
to be edited. Once the Cas9 and RNA
have done their work, the cell’s repair
mechanism inserts the new strand of
DNA.
Though it is very early days for
CRISPR, with techniques still being
explored and refined, there are
several ways that it could eventually
be put to work to suppress mosquito
populations.
One, published this year by Austin
Burt, professor of evolutionary
genetics at Imperial College London,
and colleagues, involves turning
off genes that direct the production
of eggs in females of the species
Anopheles gambiae, which transmits
malaria in sub-Saharan Africa.4
Another technique, just beginning

EPA/ALAMY

ANDREW TESTA/PANOS

Oxitec staff working with mosquito larvae at a lab in Abingdon,
Oxfordshire (bottom left) and (above left and main image)
inspecting and releasing mosquitos in Piracicaba, Sao Paolo, Brazil

The gene
prevents
expression of
certain other
genes and
results in over

95%

of
the altered
males’
offspring
dying before
they reach
maturity

to be successfully implemented
in the laboratory, is to make
mosquitoes resistant to infection by
the Plasmodium parasite that causes
malaria.5
A third prospect, raised by Zach
Adelman of Virginia Tech is to isolate
the “M factor,” the set of genes that has
an important role in determining the
sex of a mosquito’s offspring.6 Though
challenging, it opens up the possibility
of using CRISPR to skew the sex ratio
of a mosquito population towards
male dominance. Since the females
bite (and thus transmit parasites) and
lay eggs, this could drastically reduce
the transmission of disease. “It is being
tested, but there is still a way to go,”
Adelman says. “Time will tell how
hard it will be to utilise the M Factor
in a genetically engineered mosquito
strain effectively.”
The effectiveness of these
modifications can be radically
14 May 2016 | the bmj
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geneticaly modified mosquitoes
are released in Piracicaba weekly

improved through an innovation
known as a “gene drive.” Engineer a
change in DNA and it will appear in
only one of the pair of chromosomes
involved in reproduction. That means
it normally has only a 50-50 chance of
being taken up in the next generation.
Last year, however, Ethan Bier and
Valentino Gantz of the University of
California, San Diego, worked out
how to use CRISPR-Cas9 to copy that
change into the second chromosome in
fruit flies.7 This means that almost all
offspring will inherit the change.
A team led by Anthony James at
the University of California, Irvine,
has now engineered a gene drive for
mosquitoes.8 Their studies rendered
99% of offspring in a mosquito
population resistant to infection with
the Plasmodium parasite. Although
James’s primary focus is dengue
and malaria, the same techniques
could be used to help stem the Zika
outbreak. “What we have developed is
a blueprint for how to do it that could
be applied to a number of mosquito
vectors and pathogens,” James says.
the bmj | 14 May 2016

Public acceptability
Despite the substantial progress
towards controlling a range of
mosquito-borne diseases, we
are unlikely to see CRISPR based
solutions outside the lab in the near
future, James warns. “The timetable
is contingent on regulatory and
community engagement activities,”
he says. “I have no basis for
estimating how long this would take
or if it would be successful.”
CRISPR’s strength may also be
its downfall. Once released, the
modified mosquitoes will become
dominant. That means having
genetically modified organisms
as a permanent fixture in the
environment—or wiping out the
species altogether. Such large
interventions have traditionally made
the public nervous, but there are
indications of a changing
mood. Purdue University
researchers have found the US
public overwhelmingly in favour
of controlling the spread of the Zika
through the use of genetically

We have seen

90%

suppression
of A aegypti
in every field
trial we’ve
run. If you’re
going to use
insecticide,
the best you
get is

50%

suppression.

engineered mosquitoes. 9 “The fact that
Zika is receiving such intensive press,
and the fact that there are hardly any
weapons to fight the disease besides
vector control, does help tilt public
opinion,” says Marcelo Jacobs-Lorena,
a professor at Johns Hopkins School of
Public Health.
Despite the best efforts of public
health programmes, it has so far proved
almost impossible to control mosquito
populations. Female mosquitoes will
seize on any body of water, such as a
rain flooded disused oil drum as a site
to lay eggs. Encouraging the use of nets
over beds has had some effect, as has
the use of insecticide spray. None of this
has halted the advance of Zika, however.
That said, it has yet to be proved that
genetic modification with CRISPR can
do better. While the Zika outbreak in
the Americas has helped speed parts of
the research process along, increased
interest, and stimulated new funding
initiatives, it hasn’t accelerated approval
for trials, which have to be carried
out with due process. Field trials for
CRISPR are probably at least five years
away, Burt says. Although the Oxitec
mosquito is further along, some have
raised doubts about whether Oxitec’s
approach can be deployed fast enough,
and at a sufficiently large scale, to make
a substantial impact on Zika.10
WHO has said the number of cases
of Zika in Latin America is falling,
probably because of seasonal factors.
However, as Europe warms, the
virus may spread to new locations.
Researchers also face the prospect of
a new vector: there are unconfirmed
suggestions that mosquito species other
than A aegypti may be able to carry
the Zika virus.11 12 If that is the case,
not only will the disease spread more
easily, genetic modification techniques
may have to broaden to other species,
creating another regulatory hurdle.
Michael Brooks, science journalist, London
mb@michaelbrooks.org
Cite this as: BMJ 2016;353:i2548
Find this at: http://dx.doi.org/10.1136/bmj.i2548

 Free Zika virus resources from BMJ
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EU REFERENDUM AND HEALTH

What “Brexit” would mean for
the pharmaceutical industry
Big UK based drug companies have said they want Britain to
remain in the EU, but would exit aﬀect access to medicines?
Anne Gulland examines the key questions

The UK is an
important
market. It’s a
high spender
on drugs, and
in a strong
position to
negotiate

Will new drugs take longer to reach the
British market?
This depends how the UK negotiates its exit
from the EU. The UK could become part of
the European Economic Area, like Norway,
Liechtenstein, and Iceland. These countries
are covered by the European Medicines
Agency (EMA) and still have access to the
single marketing authorisation, meaning
that companies only have to go through one
approval process before launching their
drugs throughout Europe. However, they
have no influence over the operations of the
EMA, unlike EU member states.
If the relationship became more
distant the UK may lose access to the
single authorisation, meaning an extra
regulatory hurdle for drug companies.
The BioIndustry Association (BIA), which
represents UK biotechnology companies,
told the House of Commons inquiry into
EU regulation of life sciences that new
drugs would probably be launched first in
the EU and then in the UK.1 The UK makes
up just 3% of the global market for the
biomedical industry, compared with 27%
for the EU as a whole, meaning a risk that
patients may not get fast access to new
medicines

According to the Association of the
British Pharmaceutical Industry (ABPI)
the UK has an important role in initiatives
such as the early access to medicines
scheme and the adaptive pathways pilot,
which allow for early and progressive
access to medicines. The UK has chaired
all discussions on this—a role it would
probably have to give up if it left the EU.

Would it matter if the European Medicines
Agency was no longer in London?
In its submission to the science and
technology committee the ABPI said
that the agency’s presence in London
gives the UK’s Medicines and Healthcare
Products Regulatory Agency more
clout over regulatory development,
both in Europe and around the world.2
“Colocation with the MHRA has reinforced
and further enhanced the engagement
and thought leadership that the MHRA
plays in European and global regulatory
development,” the submission said.
Denmark and Sweden are reportedly
vying with each other to become the
agency’s home in the event of Brexit—
evidence of the benefits of hosting the
agency, according to the BIA. The MHRA

Less than full time trainees undermined in workplace
More than half of surgical
trainees who have taken
up flexible training have
experienced “undermining
behaviour” in the workplace as
a result, a study has found.
The reported problems included
bullying and harassment by
consultants and colleagues and
discrimination in allocating
jobs. Researchers are calling for
“cultural change” to counter
“unacceptable” behaviours and
damaging perceptions and for
flexible training to be made easier
to access.
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Rhiannon Harries, study
leader, said that the findings
were a cause for alarm. She told
BMJ Careers, “The attitude to
people undertaking flexible
training within surgery is still
very negative. We need to
address the mindset of trainers,
managers within the hospital
setting, trainees, and medical
students themselves so that it’s
seen as possible to do flexible
training, and it should be
recognised as a growing need.”
Researchers surveyed the
experiences of LTFT among 876

surgical trainees in the UK and
the Republic of Ireland.
Despite a reported need
for LTFT among men and
women the study found that it
remained “difficult to organise”
and that access to useful
information was “poor.”
Of those who had previously
undertaken flexible training,
53.8% (86/160) reported
that they had experienced
undermining behaviour from
staff in the workplace as a
direct result.
When respondents were

asked to comment on their
experiences, 46 described
undermining or bullying
behaviour by consultants, and
17 described undermining
or bullying behaviour by
colleagues in relation to taking
flexible training.
Further qualitative analysis
found issues relating to on-call
rotas, receiving less operative
exposure relative to time
worked, and a negative impact
on job rotations.
Matthew Limb, BMJ Careers
limb@btinternet.com
14 May 2016 | the bmj

conducts 30% of approvals for the EMA,
making the UK an attractive place for global
players to conduct a clinical trial.
“You would look to place that investment
where you’re going to do the majority of your
work. If you’re flying in from Boston you would
want to fly into just London, not London then
Frankfurt,” says BIA CEO Steve Bates.

Would drugs in the UK cost more?
The pharmaceutical price regulation scheme, a
voluntary agreement between the industry and
government, sets the price of drugs generally
about five years ahead.
“It’s a separate negotiation and not
influenced by membership of the EU. Every
country sets its own price,” says Karen Taylor,
director of the Centre for Health Solutions at
consultants Deloitte.
The most common pricing policy in
Europe is external reference pricing,
whereby countries benchmark each other’s
prices. But the UK is also a cosignatory
of the EU Joint Procurement Agreement,
which enables countries to cooperate
over procurement in the event of a crossborder health emergency—to stop one
country buying up all the relevant vaccines,
for example. Some commentators are
wondering if it could also be used to
negotiate better prices for high cost drugs.4
However, Taylor believes that the UK, with its
large population, probably does not need joint
procurement. “The UK is an important market.
It’s a high spender on drugs, and it’s in a strong
position to negotiate already,” she says.
Anne Gulland journalist, London, UK
agulland@bmj.com
Cite this as: BMJ 2016;353:i2615

̻̻Find out more at bmj.com/brexit

The reported problems included
bullying and harassment by
consultants and colleagues and
discrimination in allocating jobs

FIVE MINUTES WITH . . .

Atul Gawande
Professor of surgery at Harvard Medical School, founder of the Safe
Surgery Checklist, and chair of the Lifebox Foundation, talks about
a new programme to cut surgical site infections that currently cause
complications in 30% of surgery in low income countries

“W

hy do some
medical
innovations
spread like wild
fire while others
are resisted? In 1846, anaesthesia spread
to every capital in Europe within weeks of
the first public demonstration in a Boston
hospital in 1846 that a gas could render
patients insensible to pain. But it took
decades for antisepsis to combat surgical
site infection, the other great scourge of
surgery, to become mandatory in operating
theatres in Europe and the United States.
And today infection remains a major
threat for postoperative patients, causing
unnecessary morbidity and mortality,
and straining systems in hospitals that
see the worst road traffic incidents, the
most delayed patient presentations, and
the widest margins between wealth and
health access.

NOT SO EASY
Both innovations save patients’ lives
and improve the efficacy of surgery. Both
are difficult to provide, and both require
effort by the practitioners. But while
anaesthesia results in an immediate and
visible benefit, antiseptic surgery has a
delayed and invisible benefit—infections
don’t appear until a few days after surgery.
So the link between action and benefit is
less clear. Plus while both are good for the
patient, only anaesthesia was good for the
doctor—it was a relief to operate without
patients thrashing with pain. But Lister’s
antiseptic solution—dilute carbolic acid—
was literally painful for the doctor.

Fortunately, that’s no longer the case.
But the discipline of antiseptic surgery,
wearing sterile gloves and gowns, using
sterile equipment, and the timely use
of antibiotics remains a low priority
in many countries. In the absence of
consistent local and national guidelines,
surgical units may still use a single set
of instruments, often old, and simply
washed or inadequately sterilised
between cases.

KEEP IT SIMPLE
Clean Cut (checklist expansion for
antisepsis and infection control—
customisation, use, and training) is a
new programme building on the success
of the WHO Safer Surgery Checklist
introduced in 2009 and the Lifebox safe
anaesthesia programme launched in
2011. As with these other initiatives, it
will take time and effort to bring about
cultural change to encourage genuine
collaboration between members
of teams who are willing to take
responsibility to eliminate
the gap between practice and optimal
practice.
Sometimes this kind of change can
seem impossible: it’s thorny, it’s messy,
it feels like you can’t do it. But then
you break it down to simple parts—to
a checklist. And by supporting people
who champion the implementation of a
checklist, the idea slowly spreads—until
eventually everyone owns it.”
This is an extract of Atul Gawande’s address at the launch
of Lifebox Clean Cut programme in London on 19 April.
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Tony Redmond
Still hoping to play the blues
What was your earliest ambition?
I suppose I’ve always wanted to be a doctor, but my father and brother studied for
the priesthood at one point, and I also considered holy orders. Once at medical
school I reconsidered religion. My life as a doctor, and life and death in wars and
disasters, have combined to show me that the unfettered human spirit has an
immense capacity for altruism, love, and forgiveness.

Tony Redmond, 64, is founder and
chair of UK-Med, a body established
in 1995 to coordinate and train UK
health workers volunteering to help
in wars and natural disasters. Its
most recent deployment was in Nepal
after the earthquake, and it ran a
programme in Sierra Leone, working
in Ebola treatment centres. After
he trained in emergency medicine,
Redmond’s first medical aid trips—to
Armenia in 1988 after the earthquake
and to Lockerbie after the Pan Am
bombing—convinced him that good
intentions without better organisation
were not enough. Manchester
born and bred, he is professor of
international emergency medicine at
the university.

Who has been your biggest inspiration?
The late Neil Kessel, professor of psychiatry at the University of Manchester.
Intelligent, compassionate, and widely read, he showed faith in me at crucial
stages in my development.
What was the worst mistake in your career?
I’ve always adopted a “no regrets” approach to jobs, and I immediately made the
best of it once the decision was irrevocable.
What was your best career move?
Getting the post of lecturer in A&E at the University of Manchester. This was split
between clinical work in the pioneering emergency department in Salford and
research in the MRC Trauma Unit at the university.
Bevan or Lansley? Who has been the best and the worst health secretary?
Although politically led, the NHS is also a social phenomenon that works best
when politicians, the public, and those who deliver the service feel a joint
ownership. In my professional lifetime I’ve seen a progressive loosening of this
covenant, not helped by the NHS being treated at times solely as a business. It’s
not. It needs to be paid for, obviously, but the clue is in the name: it’s a service.
To whom would you most like to apologise?
My wife, for all of the stress she’s had to bear while I’ve wandered back into
danger, time and again, even when our children were small.
If you were given £1m what would you spend it on?
International fellowships in international emergency medicine.
Where are or were you happiest?
With my wife, our three daughters, their partners, and our three grandchildren.
What single unheralded change has made the most difference in your field?
The recent classification and standards of foreign medical teams by the World
Health Organization, as well as its global registry, training, and mentoring. This
brings quality assurance and accountability to an area that’s seen some doctors
respond to disasters despite being uninvited by host governments, unauthorised
to practise in that country, and ill equipped, while carrying out procedures for
which they’re not licensed and even without proper patient consent.
Do you support doctor assisted suicide?
In a terminal condition, the adequate relief of pain may hasten the inevitable.
What personal ambition do you still have?
To be a famous blues guitarist.
What would be on the menu for your last supper?
The crazy Christmas Eve meal my family has when we all pre-order whatever we
want for each course (from beef Wellington through fish and chips to Devonshire
cream tea) and the table looks like a scene from the Beano.
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