this week
New rules will gag researchers
Health researchers and campaigners have
warned that a move by the UK government
to stop lobbying by taxpayer funded
bodies risks stifling research that questions
government policy.
Earlier this month the Cabinet Office
announced that from May this year a new
clause would be inserted into all grant
agreements requiring that organisations
that receive government grants spend their
money on “improving people’s lives and
good causes.”
The grants should not be spent on
campaigns to influence parliament,
government, or political parties, and
nor should they “influence legislative or
regulatory action,” said the guidance. Any
organisation that breached the clause may
have its grant cancelled.
Jeremy Taylor, chief executive of the
charity National Voices, a coalition of
health and social charities, has written to
England’s health secretary, Jeremy Hunt,
warning him of the consequences of the
“anti-influence clause.”
Taylor wrote, “We completely agree that
in relationships between government and
our sector there must be transparency
and accountability to taxpayers, but this
clause is the wrong mechanism. We believe

it would have a chilling effect on freedom
of expression, unwittingly undermine the
quality of the government’s own policy
making, and be of no benefit to taxpayers.”
Fiona Fox, chief executive of the Science
Media Centre, a body that promotes
scientific debate, said that scientists had
expressed their concern about the clause.
“There are thousands of government
funded scientists in the UK who we feel the
medical world and the wider public would
be better off hearing from,” she said. “They
are doing really important research into
e-cigarettes, statins, and vaccines, and I
think the message they will get from this is
that they should not speak out.”
Robin Ireland, chief executive of the
Health Equalities Group, a social enterprise
that targets health inequalities, said that
the government’s proposed rule change
would hit organisations campaigning on
public health issues.
“Some of the biggest impacts on people’s
health are to do with regulation and
legislative and fiscal arrangements. It’s our
role as a charity to advocate for healthier
policies. Any attempt to control that is a
cause for concern,” he said.
Anne Gulland, London
Cite this as: BMJ 2016;352:i1220

Robin Ireland (left), Fiona Fox,
and Jeremy Taylor have all
criticised the clause
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SEVEN DAYS IN
Most melanoma patients have few moles

JAMES STEVENSON/SPL

Patients with melanoma tend to have few moles, and these are rarely atypical, research published
in JAMA Dermatology has found. However, younger patients (aged under 60) with more numerous
atypical moles tended to have thicker tumours (>2.01 mm), which are considered an indicator of
poorer prognosis, even if they had few moles overall.
Previous studies have associated the number of total moles and atypical moles with the risk of
melanoma, but the relation of mole patterns to tumour thickness and cancer prognosis is complex.
US researchers looked at the mole patterns of 566 patients with melanoma. They found that two
thirds (66.4%) of the patients had 0-20 moles, 20.5% had 20-50, and 13.1% had more than 50.
Three quarters (73.3%) of patients had no atypical moles, while 14.5% had one to five and 12.2%
had more than five.
In patients under 60, having more than 50 moles was associated with lower odds of thick
melanoma (odds ratio 0.32 (95% confidence interval 0.12 to 0.81)), while having more than five
atypical moles was associated with thicker melanoma (2.43 (1.02 to 5.75)).
“Physicians and patients should not rely on the total nevus count as a sole reason to perform
skin examinations or to determine a patient’s at-risk status,” said the researchers.
Ingrid Torjesen, London Cite this as: BMJ 2016;352:i1255

Infectious diseases

UK nurse who contracted
Ebola is discharged from
hospital

Pauline Cafferkey, the Scottish
nurse who contracted Ebola
while working in Sierra Leone,
was discharged from hospital
after being readmitted with
symptoms relating to the disease
for a second time. Cafferkey

from 42 patients who had
Guillain-Barré syndrome (GBS)
diagnosed during the Zika virus
outbreak in French Polynesia
in 2013-14 provided the first
evidence that Zika virus may
cause GBS, said a study in the
Lancet. Most patients (88%)
reported symptoms of Zika
virus infection six days before
neurological symptoms. During
the outbreak the incidence of
GBS increased from 1-2 to 24
cases per 100 000 patients per
year (doi:10.1136/bmj.i1242).

Society, argued that there is no
credible case for the UK scientific
community to support leaving
the European Union. “This is
why it is frankly a no-brainer for
science. Science requires free
movement. We need
that permeability and
openness to Europe
to keep those
collaborations,” he
said (doi:10.1136/
bmj.i1221).

Politics

Pilots’ medical
centre closes

Preventive
health

spent almost a month in a special
isolation unit at the Royal Free
Hospital in London early last year
and was readmitted in October
after developing meningitis as an
unusual late complication. She
was readmitted again last week
“because of a late complication.”
(See The BMJ’s full story
doi:10.1136/bmj.i1134.)

Zika virus may cause
Guillain-Barré syndrome,
study finds
Analysis of blood samples
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Publication of the long awaited
childhood obesity strategy will
be delayed until the summer,
England’s Department of Health
confirmed. A spokesman for the
department told the Independent
newspaper that “there is still work
to be done to get it right.”

Brexit makes no
sense for science,
says leading
scientist
Paul Nurse (right),
director of the
Francis Crick
Institute and
former president
of the Royal

DAN CALLISTER/ALAMY

Child obesity strategy is
postponed

The Civil Aviation
Authority’s
Aeromedical Centre at
Gatwick Airport closed on 29
February. The centre opened after
a 1972 plane crash in Staines
was partly blamed on a pilot’s
heart condition.
Michael Joy, first
consultant at the centre,
told the BBC, “The
pool of expertise
built up over a
generation is going
to be dispersed, and
that cannot be in the
interest of aviation
safety.” However,
the CAA said that other
centres were available.

Fewer women opt for
breast screening

The proportion of women aged
50-70 who were screened
for breast cancer after their
first invitation fell to 63.3% in
2014-15, down from 65.8%
the previous year and from
70.1% in 2004-05, figures from
England’s Health and Social Care
Information Centre showed.

Junior doctors

Junior doctors will boycott
review into morale

The Academy Trainee Doctors’
Group, which represents
junior doctors from royal
colleges across the profession,
unanimously agreed not to
take part in a review into falling
morale among junior doctors, as
reported in the Independent.
The review is led by Sue
Bailey, chair of the Academy of
Medical Royal Colleges, and was
announced alongside the health
secretary’s decision to impose a
new contract.

Petition is delivered to
Downing Street

Junior doctors delivered a
petition, signed by over
50 000 members of the public,
to 10 Downing Street, to protest
against the imposition of the
junior doctors’ contract.
5 March 2016 | the bmj

MEDICINE

SIXTY
SECONDS
ON . . . THE
CONSULTANT
CONTRACT
WHAT IS CHANGING?
Where have you been? The BMA has been
holding road show events across England
and Northern Ireland over the past couple
of weeks to explain the proposed changes.
These involve scrapping the current clinical
excellence awards system and removing the
clause that allows consultants to opt out of
non-emergency out-of-hours work.

The deaths of dogs given the experimental
drug were to be expected, said the French
medical safety agency

HOW LONG HAS THIS BEEN GOING ON?
Negotiations started in 2012. Since then
the talks have stalled and restarted. Unlike
the junior doctors, the BMA Consultants
Committee is still in negotiations with the
government.

Research news

Dogs died in preclinical
studies of drug that killed
man in France

A number of dogs died during
preclinical studies of the
experimental drug that killed a
human volunteer in a French trial,
the French medical safety agency
ANSM confirmed. It said that this
was to be expected because,
as part of animal studies, “very
high doses are administered
to determine the maximum
tolerated doses, which can be
lethal in animals” (doi:10.1136/
bmj.i1228).

Drugs for mild diabetic
macular oedema are
equally effective

Three drugs
for treating
diabetic
macular
oedema—
aflibercept,
bevacizumab, and ranibizumab—
are equally effective in patients
with mild vision loss, a two year
trial funded by the US National
Institutes of Health showed.
However, in patients with
moderate or worse vision loss,
aflibercept produced the greatest
gains, the study published
in Ophthalmology found
(doi:10.1136/bmj.i1196).

Vitamin D supplements in
pregnancy do not increase
babies’ bone density

Taking vitamin D supplements
during pregnancy has no
significant effect on babies’ bone
density, a randomised controlled
trial in Lancet Diabetes and
Endocrinology found. However,
supplements may benefit babies
born in winter months, found the
study, in which 1134 women who
were 14-17 weeks pregnant with
low to normal levels of vitamin
D took 25 µg vitamin D daily or
placebo until delivery. Current
UK government guidelines
recommend that all pregnant
women take 10 µg vitamin D
supplements daily.

E-cigarettes may help 22 000
smokers quit each year
Electronic cigarettes helped
16 000 to 22 000 more people
quit smoking in England in 2014,
researchers wrote
in Addiction. Study
lead, Robert West,
said, “E-cigarettes
appear to be helping
a significant number of smokers
to stop who would not have
done otherwise—not as many
as some e-cigarette enthusiasts
claim, but a substantial number”
(doi:10.1136/bmj.i1243).

UNDER
AGE
11 year
olds
One in seven

in the
UK have had at
least one drink of
alcohol

IS IT GOING TO BE AS BAD AS THE
JUNIORS’ CONTRACT?
Well, the changes have been compared to
“a cup of cold sick” on social media. And
Keith Brent, chair of the BMA Consultants
Committee, has described them as “a pivotal
moment for the medical profession and the
BMA.” But the BMA has noted potential
benefits in the new contract, including a
faster pay progression scheme.
SO, CONSULTANTS ARE ALL FOR IT?
Reception has been mixed. However, there
was little support for the changes at a BMA
road show in London last week, where not a
single member of the audience raised a hand
in favour.
WHAT HAPPENS NEXT?
The BMA’s consultant conference on 2 March
was set to include a plenary session on the
“state of play” of the negotiations, and
consultants were due to vote on whether
they believed that the contract changes were
“intended to reduce medical staff’s pay and
not to improve patient care.”
Abi Rimmer, The BMJ
Cite this as: BMJ 2016;352:i1233

Cite this as: BMJ 2016;352:i1247
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WEEKEND MORTALITY

The BMJ paper and a case
of political interference?
Last year, The BMJ published a paper on the association between
day of admission and mortality. But the health secretary apparently
used the ﬁgures before publication. Abi Rimmer reports

O

n 16 July 2015, the
health secretary, Jeremy
Hunt, made a speech in
the House of Commons
attacking senior doctors
for resisting a new seven day contract.
“Around 6000 people lose their lives
every year because we do not have a
proper seven day service in hospitals.
You are 15% more likely to die if you
are admitted on a Sunday compared
to being admitted on a Wednesday,”
he said.

?

Where did the 6000 figure
come from?
Immediately after Hunt’s speech, the
source of the figures, particularly the
6000 excess deaths, was questioned.
There did not, however, seem to be a
clear answer.
An email from NHS England on
the day that Hunt gave his speech
seemed to confirm this view. The
email, released under a freedom of
information request, was sent to
Domenico Pagano, Nick Freemantle,
and Bruce Keogh, all authors of The
BMJ paper, by NHS England’s Seven

Day Services Forum project manager,
Deborah Williams.
In it she said, “We were challenged
to cite the source of the 6000 figure
and attempted to offer up the most
bland statement possible, that would
neither confirm nor contradict the
[health secretary’s] statement—he had
already given his speech and in follow
up interviews was saying that this was
a number endorsed by Bruce [Keogh].
“As you know, the ‘estimate’ was
made by Deloitte who had been
sighted on [sic] your forthcoming
paper in the course of their modelling
work. I’m copying our Head of Media
to ask what use has already been
made of the line and how we might
construct, with your help, a line that
supersedes and therefore reduces any
risk to your publication.”
However, in his reply to this email,
sent the same day, Pagano told
Williams that these messages from
NHS England were inaccurate.
Pagano said, “Our work does not
refer to 6000 deaths as a result of
increased mortality risk associated
with weekend hospital admission.”

“I have never
spoken to
Hunt in my
life. I have had
no contact
with him or
anyone in his
office”
– Nick
Freemantle

NHS England has confirmed that
the 6000 figure was actually derived
from an earlier paper published
in 2012. It said that the figure
had been discussed widely within
the organisation, and it had been
calculated both within NHS England
and by Deloitte as part of its work for
NHS England on seven day services.
Keogh told The BMJ, “It is a shame
there has been confusion because
that has detracted from a very
important debate about ambition
and improvement.”
On 13 August, the Department of
Health published an explanation
of how the 6000 figure could be
derived from the 2012 paper. It said,
“The estimated excess in-hospital
deaths associated with admission on
Saturday or Sunday compared with
Wednesday is 5745.”

HOW THE STORY EVOLVED

2012

2015

February:
“Weekend
hospitalization
and additional
risk of death:
an analysis of
inpatient data”
published in
Journal of
the Royal
Society of
Medicine

5 February: NHS
England asks the
authors to rerun the
analysis used in the
2012 paper on 201314 data
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March: Bruce Keogh
shares the
new top line
findings in
evidence to
Review Body
on Doctors’
and Dentists’
Remuneration

22 May: Article entitled
“Increased mortality
associated with weekend
hospital admission: a
case for expanded seven
day services?” submitted
to The BMJ
30 June: Dylan de Lange
returns peer review
comments to The BMJ
8 July: Massimo
Gallerani returns peer
review comments to
The BMJ

16 July: Jeremy Hunt
gives speech in House
of Commons saying:
“Around 6000 people
lose their lives every
year because we do not
have a proper seven day
service in hospitals. You
are 15% more likely to
die if you are admitted
on a Sunday compared
to being admitted on a
Wednesday”

16 July: BBC health
correspondent Jane Dreaper
tweets, “Answer now from @
DeptHealthPress—apparently
it relates to analysis of 13/14
HES data—being
published in
BMJ soon”
16 July:: Full Fact publish
article by Laura O’Brien which
says health department said
Keogh was the source of
the figures. O’Brien makes
a complaint to UK Statistics
Authority

16 July: NHS
England emails
Nick Freemantle
with possible
media statement:
“The 6000 figure
is an estimate of
additional deaths
in hospital, based
on an analysis of
2013/14 HES data
that is due to be
published in The
BMJ shortly”

5 March 2016 | the bmj

So according to NHS England the
6000 figure was derived from the
2012 paper, both by NHS England
and by Deloitte during its work for
NHS England.
NHS England says that it was
its figure that was shared with the
Department of Health. It remains
unclear, however, why the figure was
calculated more than once.
Freemantle, who was not involved
in the calculation of the figure or with
sharing it, told The BMJ he had “no
idea” where it had come from.

?

Did the Department of Health
commission the new analysis?
Back in 2015, Bruce Keogh was asked
by Simon Stevens, chief executive of
NHS England, to rerun the analysis
used in the 2012 paper but with the
latest data. “Simon asked me to . . . go
back and look at more recent figures
to see whether the mortality still
prevails,” Keogh said.
NHS England confirmed that it
requested the update in February 2015.
On 5 September 2015, The BMJ
published the analysis article by Keogh
and colleagues.
It had been submitted on 22
May 2015 and provisionally
accepted on 22 July. It was revised
and resubmitted on 9 August and
accepted on 18 August. The article
then underwent content and
technical editing before publication.
The study found that “the
relative risk of death within 30
days compared with admission on
a Wednesday was increased by 2%
for admission on a Friday, 10% for

16 July: Deborah Williams, NHS
England’s Seven Day Services
Forum project manager, emails
Domenico Pagano: “We are
challenged to cite the source of
the 6000 figure.” She added, “As
you know the ‘estimate’ was made
by Deloitte who had been sighted
[sic] on your forthcoming paper”

the bmj | 5 March 2016

admission on Saturday, 15% for
admission on a Sunday, and 5% for
admission on a Monday.”
The article does not refer to 6000
excess deaths. It says that 11 000
more people died each year “within
30 days of admission to hospital on
Friday, Saturday, Sunday, or Monday
compared with other days.”
The authors said it was “not
possible to ascertain the extent to
which these excess deaths may be
preventable; to assume that they
are avoidable would be rash and
misleading.”
The article does not state that it
was commissioned by NHS England,
but Fiona Godlee, editor in chief of
The BMJ, says the authors would not
have been required to include this.
Godlee says, “The fact that one of the
authors was NHS England’s medical
director would anyway indicate the
origin of the idea for the reanalysis.”

?

Were data from the new analysis
shared with the DH?
Both NHS England and the paper’s
authors have stated that it was
not shared with anyone in the
Department of Health before
publication. Freemantle told The
BMJ, “I’ve been asked a number
of times about whether the health
secretary had commissioned [the
results] and whether I had shared
them with him or briefed him.”
“He didn’t commission them. I have
never spoken to Hunt in my life. I had
no contact with him or anyone in his
office in between us undertaking the
analysis and publishing the results.”

16 July:
Pagano replies
to Williams,
“Unfortunately
this is not
accurate. Our
work does not
refer to 6000
deaths as a result
of increased
mortality risk
associated with
weekend hospital
admission”

20 July: Bruce Keogh and
Simon Stevens (above) give
evidence to Health Select
Committee
22 July: Article provisionally
accepted by The BMJ
23 July: Gary Collins returns
peer review comments to
The BMJ

The BBC has reported that NHS
England’s freedom of information
officer said in October last year,
“Sir Bruce Keogh did not discuss
the study’s findings with anyone
at the Department of Health at any
point before or after the publication
of this article.”
However NHS England
subsequently told the BBC that this
statement is “clearly a mistake,
and absurd.”
It says that top level findings,
including the finding that mortality
was 15% higher on a Sunday,
were shared by Keogh with policy
colleagues at NHS England, the
Department of Health, and Deloitte.
NHS England said that the top
level findings were also shared with
the Review Body on Doctors’ and
Dentists’ Remuneration by Keogh
in March 2015. Keogh was asked, it
said, to give evidence on the case for
improving seven day services.
A spokesperson from Deloitte
confirmed in an email sent to NHS
England on 11 January 2016, that it
“did not see the Freemantle paper,
final or draft, prior to publication.”
Keogh defends the decision to
share the 2015 article’s top level
findings before it was published.
“I am keen to promote transparent
evidence based policy making. This
debate has exposed a tension,”
Keogh says. “If the suggestion is
that we shouldn’t share emerging
information with our own policy
teams while we wait for the
information to go through a peer
review then delay means it would

“It is a
shame there
has been
confusion
because that
has detracted
from a very
important
debate”
– Bruce Keogh

24 July: Ed
9 August: Article is resubmitted to The BMJ
Humpherson, UK
Statistics Authority
18 August: Article is accepted by The BMJ
director general for
regulation writes to
5 September: Article published in The BMJ
Mark Svenson, head
of analytical services
at NHS England,
says “figures quoted
by Hunt came from
“medical research,
which you expect to
be published by the
researchers in the
British Medical Journal
in due course”
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become more difficult to publish in journals.
This will stifle informed debate, and that
becomes a very sad state of affairs.”
Tony Delamothe was the deputy editor at
The BMJ who handled the 2015 article. He
says it is not wrong for authors to share the top
line findings of a paper before it is published.
Nor was it unusual, Delamothe says. The
fact that Hunt mentioned figures from the
article before it was published would not have
broken any BMJ embargo, Delamothe says.
“‘You can give the headline finding but none
of that detail, because that’s why you’ve sent
the paper to us.’ Our intructions to authors
make that clear. In no way did [Hunt’s speech]
break a BMJ embargo on the paper.”

?

Was The BMJ ’s peer review process
and decision to publish influenced by
Hunt’s speech?
Delamothe says it was highly unlikely that
Hunt’s speech had any effect on the editorial
process. He says that the two peer reviewers
who looked at the paper for The BMJ received it
and returned their views before Hunt gave his
speech.
“I sent it to two referees. Massimo Gallerani,
who works in Ferrara, Italy; I sent it out for
his opinion on 30 June and he returned it
on 8 July. The second referee was Dylan
de Lange, who works in Utrecht in the
Netherlands. I sent it to him on 30 June and
he sent it back on 30 June,” Delamothe says.
The paper was then sent to a statistician,
Gary Collins, on 7 July. He submitted his
opinion on 23 July, seven days after Hunt’s
speech. Delamothe says that although there
may have been potential for Collins’s view to
have been influenced by Hunt’s speech, this
was highly unlikely.
“It doesn’t seem likely that some politician
that’s here today and gone tomorrow is going to
influence our statistician at a high powered unit
in Oxford,” Delamothe says.
By the time Hunt made his speech on 16 July,
Delamothe was the only person dealing with
the paper. He provisionally accepted the paper,
provided the authors would revise it in line with
the reviewers’ comments, on 22 July. “Was I
swayed by media coverage of Hunt’s speech? I
really don’t think I was,” he says.
Several commentators have asked to see the
peer review reports for the paper. In order to
do so, The BMJ needed to get the approval of
the two peer reviewers. Two of the peer review
reports have now been published and the third
is awaiting permission from the reviewer.
Abi Rimmer, reporter, BMJ Careers
arimmer@bmj.com
Cite this as: BMJ 2016;352:i1193

Find this at: http://dx.doi.org/10.1136/bmj.i1193

342

EDITORIAL

A seven day NHS
Micromanagement has turned this idea into a battle

L

ittle could the
Conservative party
have imagined that
its manifesto promise
of a “truly seven day
NHS”1 would end up fuelling one
of the bitterest disputes between
a government and the medical
profession since the founding of the
NHS.
In the thick of this dispute is an
article published in The BMJ last
year showing excess mortality in
patients admitted at weekends.2
Did the health secretary, Jeremy
Hunt, in a speech attacking senior
doctors for resisting a new seven day
contract,3 use data from the article
before it was published? If so, how
did he get the data? And did the
subsequent media attention
subvert The BMJ’s editorial
process? These questions
have been put to the
journal and raised in
parliament.4 5 In order
to understand who knew
what and when, we asked our
reporter Abi Rimmer to investigate.
Rimmer concludes that the two
main numbers used in Hunt’s
speech probably came from different
sources.6 The figure of 6000 excess
deaths seems to have been derived
at NHS England from an analysis
published in 2012.7 The figure of
15% excess mortality in patients
admitted on Sundays appears in
the 2015 article in The BMJ.2
Should we be concerned that
the authors shared their main
findings with colleagues in
other departments before
publication? No, since
not to do so would
have meant either
abandoning
the academic
publication
process or
withholding
evidence

for policy making. The BMJ and
other journals long ago abandoned
the Ingelfinger rule, which forbade
prepublication discussion at
scientific meetings and with the
press. It was deemed unworkable
and against scientific debate.8 As for
whether The BMJ’s editorial process
was influenced by the media storm,
the peer review process was all but
complete by the time Hunt made his
speech.
So the problem was not in the
doing of the study, commissioned
as it was by NHS England, nor in the
sharing of the information before
publication. It was in what Hunt
chose to do next. Firstly, he used the
information publicly without being
clear about its source. In doing so he
may have breached the ministerial
code9 and certainly caused
damaging confusion. Secondly, he
repeatedly attributed the excess
deaths to doctors not being available
at weekends. The authors had clearly
warned that the study could not
show causation or to what extent the
excess deaths were avoidable.10
Hunt’s approach demonstrates
either extreme political arrogance
or an attempt to destabilise the
NHS. Whichever, NHS staff and
patients must deal with the fallout.
Further strikes are pending, and
doctors at all stages of their career
are desperately demoralised, with
many on the brink of leaving the
profession or the country.
Hunt was supposed
to keep the NHS
out of the
headlines.
His
particular
brand of
confrontational
micromanagement
has achieved exactly
the reverse.
Fiona Godlee, editor in chief,
The BMJ Cite this as: BMJ
2016;352:i1248
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EDITORIAL

Bivalirudin and the acute coronary syndrome
The drug is beginning to look like expensive dilute heparin

Stephen P Hoole, consultant cardiologist
s.hoole@nhs.net
Nick E J West, consultant cardiologist , Papworth
Hospital, Papworth Everard, Cambridge CB23 3RE, UK

of glycoprotein inhibitors (4.6%) and
demonstrated non-inferiority to treatment
with bivalirudin plus prasugrel.11

Follow the evidence
So where does this leave the interventional
community treating acute coronary
syndrome? Can PCI be more safely
achieved by simply reducing the bolus
dose of heparin without compromising
anti-ischaemic efficacy? Although the
anti-thrombotic dose response of heparin
is notoriously unpredictable because of
In for a penny?
its variable charge dependent binding of
plasma proteins and membranes, reducing
(reducing bleeding at the access site),6 and the dose does reduce the risk of bleeding.12
second and third generation drug eluting
A pragmatic and increasingly used
stents. The role of glycoprotein IIb IIIa
approach is to give heparin at 70-100 U/kg
inhibitors has diminished to become an
—a standard bolus dose of 5000 units for
infrequent bailout option.7
the average sized patient—and titrate further
This evolution in practice facilitated
doses to maintain the activated clotting time
trials that directly compared heparin with
above 250 seconds. In the unlikely event
bivalirudin in acute coronary syndrome,
that glycoprotein inhibitors are needed,
notably the HEAT-PPCI trial, in which
heparin is appropriately at low dose. The
glycoprotein inhibitors were used in 15%
cost savings without compromising patient
of patients in both arms.
safety or efficacy could be
A pragmatic approach astronomical in centres that
HEAT-PPCI confirmed the
is to give heparin
earlier suspicion of higher
exclusively use bivalirudin.
at 70-100 U/kg and
rates of stent thrombosis
However, an unresolved
with bivalirudin in patients
titrate further doses to problem is that those at
with ST elevation myocardial maintain the activated highest risk of bleeding, where
infarction (STEMI) but,
a moderate heparin dosing
clotting time above
interestingly, without
strategy would be particularly
250 seconds
the reduction in bleeding
desirable, are the same
previously observed.8 This study used a
patients at highest risk of ischaemic events.
moderate heparin dose of 70 U/kg.
We are almost back where we started.
The importance of continuing
The data suggest that modest heparin
bivalirudin infusion after PCI was further
anticoagulation for patients with acute
explored in the BRIGHT9 and MATRIX10
coronary syndrome treated by PCI is here to
trials with conflicting findings. BRIGHT
stay, with bivalirudin reserved for rare cases
showed fewer bleeds with bivalirudin
of heparin induced thrombocytopenia and
compared with heparin at 100 U/kg but
heparin resistance. The potential financial
found no excess stent thrombosis when
savings are appreciable, but further
bivalirudin was continued for a median of
comparative trials of lower dose heparin
three hours after the procedure. However,
in contemporary PCI are required before
MATRIX found no discernible benefit
such a strategy is endorsed and adopted.
from prolonging the bivalirudin infusion,
Hopefully, this time, with more enlightened
and with a more moderate heparin
trial design assessing a single variable—the
dosing strategy (70-100 U/kg), as used
anticoagulant—emerging data will make the
in HEAT-PPCI, bivalirudin had no net
choice for the clinician easier rather than
benefit over heparin. Similarly, BRAVE-4
further muddying the waters.
Cite this as: BMJ 2015;351:i86
assessed heparin dosed at 70-100 U/kg
Find this at: http://dx.doi.org/10.1136/bmj.i86
plus clopidogrel in STEMI with low use
ZEPHYR/SPL

B

ivalirudin was heralded as
the successor to heparin. It
is a direct thrombin inhibitor
with a more predictable dose
response than heparin, a short
half life of 22 minutes, and the ability to
bind circulating and clot bound thrombin.
But does it have genuine advantages over
heparin in patients having percutaneous
coronary interventions (PCI) for acute
coronary syndrome or is it just expensive
dilute heparin?
Bivalirudin is the market leader among
anticoagulants used in PCIs in the
United States and is endorsed with class
I recommendations by national society
guidelines.1 2 Global market revenues are
estimated to be worth billions of dollars,
with bivalirudin costs in the UK ranging
from £300 (€400; $440) to £1000 per
patient episode, depending on duration
of infusion. By comparison, heparin costs
only a few pounds.
Bivalirudin was established as the
anticoagulant of choice in PCI during an
era when glycoprotein IIb IIIa inhibitors
were often coadministered with heparin.
When compared with this combination,
large trials such as HORIZONS-AMI,
ACUITY, and EUROMAX confirmed
that patients treated with bivalirudin
experienced fewer bleeding complications
with equivalent reductions in ischaemic
endpoints.3‑5 However, a worrying signal
emerged that rates of stent thrombosis
were higher in patients treated with
bivalirudin. These early studies often used
relatively high heparin doses (100-140
units/kg), perhaps stacking the deck in
favour of a reduced bleeding rate with
bivalirudin. Nevertheless, the US and
wider interventional community followed
the Hippocratic mantra “first do no harm”
and erred on the side of caution, adopting
bivalirudin in preference to heparin.
PCI technique has since evolved,
becoming safer and more effective with the
use of more potent and rapidly acting oral
antiplatelet therapy, radial artery access
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Emergency services
simulate building
collapse response
Emergency services across London, including
NHS doctors, took part in an exercise that
simulated their response to a significant building
collapse, which involved heavy transport and
mass casualties.
Exercise Unified Response took place between
29 February and 3 March across four venues in
central and south east London as well as at a
disused power station near the Dartford river
crossing.
Abi Rimmer, BMJ Careers
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ONLINE HIGHLIGHTS FROM THEBMJ.COM
THEBMJ.COM POLL
Last week’s poll asked:
Is the UK healthier in the EU?

32%
32%
32%

POPULAR ONLINE
Reader responses to UK exit from EU would be
serious threat to science and healthcare,
experts warn
̻̻BMJ 2016;352:i1117
“An exit would certainly
be a highly inconvenient
situation at best, and a sad
situation at mind and heart
at worst. As most researchers
and academics say, there
are established networks
across Europe and the 3rd
Health Programme finances
those actions and projects
which bring most value for
money for European citizens
by 2020. I can speak from
the point of view of public

health projects which are
deeply embedded in Article
168 of the TFEU. Diseases
don’t have borders and
moreover, collaborative work
is efficient.”
Andreea Steriu, Isle of Man

“It is essential that the UK
continues to be an integral
part of. . . the EU and other
economic and apolitical
groups in the world. It goes
without saying that the United

SEE ALSO ON THEBMJ.COM
Staying in EU is “no brainer” for UK science, says
Francis Crick Institute director Paul Nurse
̻̻BMJ 2016;352:i1221

Kingdom is much stronger in
the groups than on its own
and it can positively and
rationally influence various
outcomes in the field of
science and research.”

Yes

68%

Yes

No

Yes

No

Yes

No

Total votes:
Yes: 600
No: 287

68%
No68%

Vote in UK

29%

Saleem Khwaja, Greater
32%
Manchester

“Equal employment rights in 68%
Britain due to free European
mobility of all those dubious
university graduates and
researchers from the EU,
poses great risks to UK
academic meritocracy and
efficiency.
29%
As regards student mobility
schemes, most applicants
71%
want to come and study
in UK universities, and
only a few British students
apply to study in foreign
departments.”

29%
29%

71%
71%
71%

Total votes:
Yes: 368
No: 152

Vote in EU member states
35%
(excluding UK)

35%
35%

65%
65%
65%

Total votes:
Yes: 100
No: 54

Stavros Saripanidis,
Thessaloniki, Greece

35%
65%
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ZIKA VIRUS

Brazil struggles to cope with Zika epidemic
Tom Hennigan visits Recife, the Brazilian city at the centre of what is now a global health emergency

LIANNE MILTON/PANOS

S

ilvana Nascimento
was already into her
third trimester before
doctors noticed that
her fetus probably had
microcephaly. And even then the
warning signs were picked up only
after she was transferred 170 km
from her rural Brazilian village to a
public hospital in the city of Recife
because of complications associated
with her diabetes.
The 23 year old mother of three
was not aware of the risk associated
with the mosquito borne Zika virus
until after she became pregnant but
was not unduly concerned. “No one
in our area was giving birth to babies
with small heads, and if I caught
Zika I definitely didn’t notice it,” she
says from her bed in Dom Pedro II
maternity hospital.
She says a government programme
to provide free insect repellent to
expectant mothers never reached her
community. In a poor agricultural
region of Pernambuco state,
Nascimento’s village has a public
health clinic “but it’s closed more
often than it’s open,” and with the
nearest maternity unit 20 km away
she had had only one obstetric
ultrasound examination.
Though she praises the care she
has received at what is a reference
centre for maternity care across the
country’s poor north eastern region,
Nascimento’s story highlights the
problems Brazil’s public health system
faces in tackling the Zika epidemic.
It was only September last year that
doctors began to report an alarming
rise in the number of babies being
born with microcephaly. As of 23
February, 4107 cases of microcephaly
had been reported for investigation,
with 583 cases already confirmed as
associated with Zika virus, according
to health ministry figures. A severe
financial crisis meant that the public
health system was already under
severe stress.

A paediatric doctor with baby with microcephaly, Recife

ABORTION RISKS
Though doctors and women’s rights campaigners in
Brazil agree that the Zika epidemic has yet to provoke an
identifiable increase in the number of illegal abortions in
Brazil they expect it is only a matter of time.
Already the epidemic has sparked a battle between proabortion and anti-abortion campaigners in the country,
where the procedure is permitted only in cases of rape, when
the mother’s life is at risk, or for anencephaly. Nevertheless
abortion is common, with estimates ranging from 100 000
to over one million each year. Fearing mothers will seek to
abort fetuses that might have microcephaly, conservatives
in Congress are trying to increase penalties for women who
have terminations. Women convicted of having an abortion
face one to three years in jail, with doctors facing up to
four years. Meanwhile women’s rights campaigners are
petitioning the Supreme Court to allow abortion for women
displaying symptoms of Zika infection.

“Because of
Zika what I
thought were
the worst
conditions
possible have
become even
worse”

Overstretched services
“Within the SUS [the country’s
version of the NHS] there are islands
of excellence in teaching hospitals
like Dom Pedro II and those linked to
universities. But in general it leaves
a lot to be desired for those in need,”
says Adriana Scavuzzi, women’s
health coordinator at IMIP.
Even in the relatively well equipped
Dom Pedro II, medics report a system
straining under the extra demands
now placed on it. “The demand for
ultrasounds is now greater than we
can meet but we are trying to do as
much as possible,” says Alex Souza
of IMIP’s fetal health unit.
As part of the problem Souza
highlights the delay in getting results
of Zika tests. “We do not have the speed
and agility we need. Ultrasound results

are immediate, but blood and urine
tests can take 15 days to a month.”
The uneven distribution of limited
resources in Brazil’s public health
service is not just an urban-rural
divide. Recife’s Agamenon Magalhães
hospital does not qualify as one of
Scavuzzi’s islands of excellence. A
walk through the hospital makes clear
why Pernambuco’s health authorities
direct visiting press elsewhere.
At Agamenon Magalhães, outpatient
waiting areas are thronged from early
morning while one of the maternity
wards’ corridors is crowded with
heavily pregnant women on trolleys
and in wheelchairs, some attached to
drips. Health professionals speaking
off the record, because they were not
authorised to talk to media, told of a
lack of staff and resources.
“The situation now is very
demanding,” says Scavuzzi. “Because
of Zika what I thought were the worst
conditions possible have become even
worse. But as a frontline doctor you
cannot just give up.” She fears that
if extra funding is not found, some
doctors may leave for the private sector.
Brazil’s failure in recent years
to halt the spread of dengue virus,
which infected 1.6 million people
last year killing over 800, does not
bode well for the battle to contain
the spread of Zika despite the
deployment of 200 000 military
personnel on the streets.
The virus continues to spread
into new regions, and WHO predicts
that 1.5 million Brazilians will be
infected with Zika virus this year.
With a vaccine still some way off, the
country is left tackling the legacy from
decades of underinvestment in public
sanitation—the pools of standing water
endemic in poor neighbourhoods
where the mosquito thrives.
Tom Hennigan, freelance journalist, São
Paulo, Brazil
hennigantom@gmail.com
Cite this as: BMJ 2016;352:i1226
Find this at: http://dx.doi.org/10.1136/bmj.I1226
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OPEN DATA

Data too important to share?
Hydroxyethyl starch solutions for fluid resuscitation fell from grace in 2013 after European and
American regulators issued severe warnings about their safety. But the academic investigators that led
a landmark trial that helped precipitate this downfall are refusing to share their data. Is this acceptable?
Peter Doshi reports

Y

ale cardiologist Harlan
Krumholz has scored
some notable successes
in his advocacy of
liberalising access
to clinical trial data. Last year he
embarked on a collaboration with
one of the world’s largest drug
companies—Johnson and Johnson—
to open its vaults and begin sharing
data with independent researchers.1
This feat followed a highly
publicised reanalysis of a Medtronic
spinal treatment that had come
under fire for being unsafe.2 3
But Krumholz, always excited about
the idea of applying his Yale open
data access (YODA) model to new
situations, admits defeat in his latest
attempt at uncovering raw trial data.
It’s an important case because
it flips the usual narrative of
industry refusing to share data
with academics. It involves a
large randomised controlled trial
comparing saline and hydroxyethyl
starch (HES) to replace lost blood
volume in critically ill patients
(the CHEST trial) and a group of
academics that refuse to share their
data with an industry sponsor.
At the centre is John Myburgh,
a well known figure in intensive
care medicine, and the principal
investigator of the CHEST trial, which
included 7000 patients.4 In 2012,
Myburgh and colleagues from the
George Institute for Global Health in
Australia published their findings in
the New England Journal of Medicine,5
raising safety concerns that helped
seal the fate of starch solutions across
much of the world.
In 2013 the US Food and Drug
Administration added boxed
warnings to HES products noting
an increased risk of death and need
for renal replacement therapy.6 The
348

“The era of
researchers
and sponsors
feeling
entitled to
conduct secret
analyses
in private,
without any
wider scrutiny
from the
academic
and clinical
community, is
coming to an
end”
– Ben Goldacre

European Medicines Agency (EMA)
recommended suspension of infusion
solutions containing HES and the UK
recalled the drugs.7 8 However, at the
end of 2013, the EMA changed its
findings, concluding that although
HES solutions were contraindicated in
critically ill patients or patients with
sepsis or burns, they could be used to
treat acute blood loss when treatment
with crystalloids alone is insufficient.
Fresenius Kabi, one of the major
manufacturers of HES products and
a major funder of the CHEST trial
(£2.4m), questions the trial’s reporting
in the NEJM and wants to verify the
data. However, it has signed away all
rights to the data, a decision that now
haunts the German manufacturer.
“We have many specific concerns
about the publication, all of which
could be resolved if we were in a
position to verify the reported results
against raw data of the study,”
Fresenius Kabi senior vice president,
Hrishikesh Kulkarni, told The BMJ.
The company says sales of HES
dropped in 2013 but have recovered
over the past two years.

No more secret analyses
“This case exemplifies the broader
cultural shift in medicine,” says
physician, author, and transparency
advocate Ben Goldacre. “The era of
researchers and sponsors feeling
entitled to conduct secret analyses
in private, without any wider
scrutiny from the academic and
clinical community, is coming to an
end. The researchers should hand
these data over, and if they want
to be taken seriously, the sponsors
[Fresenius Kabi] should set out their
protocol for analysing it before they
receive the files.”
After Myburgh turned down
requests for data from Fresenius Kabi,

the company approached The BMJ
and is calling for an independent
reanalysis. At The BMJ’s suggestion,
YODA agreed to serve as an
independent intermediary between the
CHEST investigators and the yet to be
determined reanalysis team. Fresenius
Kabi would fund Yale’s efforts but
otherwise not influence the process.
Krumholz approached Myburgh to
discuss releasing the data to Yale.

The answer is no
But after a flurry of emails, the CHEST
investigators formally refused YODA’s
request.
“The conclusion is that we cannot
provide data for an analysis funded
or otherwise supported by Fresenius,
given their conflict of interest and
repeated efforts to discredit the
CHEST trial in an effort to protect their
commercial interests,” wrote Vlado
Perkovic, executive director of the
George Institute.
After denying access to the CHEST
trial, Perkovic wrote that they
“would consider a pilot process
involving a less commerciallysensitive trial.”
Krumholz wrote in reply. “The
funding by Fresenius provides us the
support to distribute the data—but
they have no involvement in any
aspect of the release. It seems, in
the end, that you do not trust our
independence.”
“We want restrictions on who could do
the analyses”
Myburgh said there was never
any question of Krumholz’s
independence. Rather, it was a
“concern that this was a way for
Fresenius to get the data once they
were in the public domain. We want
restrictions on who could do the
analyses.”
5 March 2016 | the bmj

THE GREAT COLLOIDS VERSUS CRYSTALLOIDS DEBATE
The debate over choice of
fluid to treat hypovolaemia
has waxed and waned for
decades,13 particularly since
synthetic colloids such as
hydroxyethyl starch came
to market in the 1960s and
1970s. Proponents of colloids
solutions have argued that
despite their higher price,
their effects last longer
and less fluid is required.
Reviews of the evidence have
led to highly contrasting
conclusions, suggesting at
various times that crystalloid
solutions14 and colloids15
should be nearing their
demise, only to remain in

use as the evidence was
challenged, and the debate
continued. Today, choice
of resuscitation fluid varies
widely across the world.16
Despite their ubiquity
in medicine, the evidence
base for fluid resuscitation
options has been complicated
by a bewildering number
of factors each of which
has been argued to affect
the results. The first is the
product itself. Crystalloids
and colloids are both families
of products, with each new
product created with the
belief that its effects would
be better than previously

Under the YODA model, the data
would be reanalysed by independent
parties before being made more
broadly available.
“We have no issue with the
concept of data sharing,” Myburgh
said. “The concerns we have come
down to the people with ulterior
motives which contradict or do not
adhere to the scientific principles
we adhere to. He added “I’ve heard
some of the protagonists of starch.
Senior figures wanted to make a
point. We do research to answer a
question. They do analyses to prove
a point.”

Dissecting the study
Myburgh is confident about the
conclusions that can be drawn from
his trial.
On the primary outcome of 90
day all cause mortality, he said,“We
showed that there was a 6% relative
increase in the risk of death associated
with the use of hydroxyethyl starch
compared to saline, although this
result was not statistically significant”
(95% confidence interval −4% to 18%,
P=0.26).
Myburgh said that CHEST was
“specifically designed” to look at two
endpoints: death and use of renal
replacement therapy. The investigators
reported a significant (P=0.04)
increase in use of renal replacement
therapy in the HES group.
The NEJM paper, however, gives
12 other secondary outcomes, two of

available
solutions.
The second is
the diversity
of patients,
which
includes
burn victims,
trauma
patients, those with
sepsis, and patients
having elective
surgery. The safety and
efficacy profile of fluids
may differ by type of
patient.17 18 Other factors
have included the lack
of high quality randomised
trials in conditions that

which were statistically significant
in favour of HES.
Myburgh argued that renal
replacement therapy is a clinical
outcome and more relevant than other
renal outcomes reported in the paper.
But another CHEST study
investigator who was not a coauthor
of the NEJM article told The BMJ
on condition of anonymity: “I was
uncomfortable with the way the
renal complications were interpreted
[in the NEJM paper]. We found two
opposite effects: more use of renal
replacement therapy in the HES
group but more renal risk and injury
according to the RIFLE criteria in the
saline group.”
“We don’t know what has caused
this discrepancy, and we shouldn’t
jump to the most convenient
conclusion,” the investigator said.

Adverse events
Fresenius’s concerns are broader, and
the company is reluctant to trust any of
the study results because of problems it
claims to have discovered in the CHEST
investigators’ handling of adverse
event data. In the NEJM abstract
Myburgh and colleagues state that
HES is associated with “significantly
more adverse events (5.3% v 2.8%,
P<0.001).” But Kulkarni told The BMJ:
“It must have been derived by shifting
between numerators, a number of
patients from saline over to the HES
group.” A correct analysis, of the
intention to treat population, the

mimic usual care and
the dearth of large
trials. The difficulty
was only compounded
when one of the most
prolific advocates of
colloids—Joachim
Boldt—was stripped
of his professorship as
dozens of his publications
were withdrawn from the
scientific literature.19

company suggests, would not show a
significant difference.
A document obtained by The BMJ
under a freedom of information
request shows that the number
of adverse events that occurred
in patients randomly assigned to
saline but counted in the HES group
was 29. Adverse events in patients
randomly assigned to saline but who
received HES before randomisation
were counted under the HES tally.
Fresenius raised concerns
with the NEJM which sought
Myburgh’s opinion. He responded
that the paper had reported
incorrect denominators owing to a
“typographical transcription error.”
Furnishing a new P value of 0.006,
Myburgh wrote that the error does
not change conclusions. He did not
explain why CHEST investigators
attributed adverse events to HES for
patients who received HES before or
after randomisation but did not to do
the same for saline. The NEJM told
Fresenius: “We do not find that there
has been any breach of scientific
protocol and thus consider the
matter closed.”

The case of
HES solutions
highlights
the degree to
which current
scientific
publishing
practices and
regulatory
decisions
are based on
blind trust and
strengthens
the call for a
shift to open
data

Even regulators must trust the
messenger
The case of HES solutions highlights
the degree to which current scientific
publishing practices and regulatory
decisions are based on blind trust
and strengthens the call for a shift to
open data.
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MIRROR IMAGES—THE STORY
OF THE 6S TRIAL
The data vacuum in which all
regulatory decisions and systematic
reviews are taking place extends
beyond CHEST and also includes
the 6S study.12 Like CHEST, the 6S
trial compared a HES product versus
a crystalloid (Ringer’s acetate).
Like CHEST, 6S was published
in the NEJM, and also in 2012.
Like CHEST, the 6S investigators
concluded HES inferior, and
reported a statistically significant
increase in risk of death on HES.
And like CHEST, the manufacturer
of the tested HES solution—B
Braun—has concerns about 6S, but
the academic investigators have
thus far refused access.
B Braun senior vice president
medical scientific affairs, Ute Brauer,
told The BMJ that her company
thought that there were “open
questions” about the study conduct
and interpretation “that could
potentially be solved when the full
data set is made available.”
6S lead investigator Anders Perner
sees it differently. “In general we
support sharing of data, but models
have to be developed ensuring
protection of patients’ anonymity
and investigators’ intellectual
rights. In addition we’re concerned
about biased and less valid post
hoc analyses, eg, data fishing.”
He said that his group intends to
publish the final dataset “as it was
analysed by the statistician with the
potential modifications to ensure full
anonymity.”
Although the 6S study was
substantially smaller than CHEST,
its 800 patients were sicker than
those in the Australian study and
had a much higher rate of events
such as death. Collectively, the two
studies have driven the results of
systematic reviewers, contributing
80% of the weight to the Cochrane
meta-analysis.

When
regulators
issued
public
warnings
about HES
products,
they did so
without any
access to
the CHEST
trial’s
underlying
data

When regulators issued public
warnings about HES products,
they did so without any access to
the CHEST trial’s underlying data.
A spokesperson for the Australian
Therapeutic Goods Administration
told The BMJ: “The TGA has not
requested the CHEST study data.”
The FDA did not have raw data for
at least two of the three randomised
trials underlying its 2013 warnings
over HES solutions:6 CHEST and the 6S
Study (see box).

Nothing will be shared, including the
protocol
It is not just the CHEST study data
that are out of public sight. The
trial’s original protocol is also not
available, even though NEJM has
been posting them electronically
alongside trials since 2011.10 As a
result, the reported study design,
aims, and outcome definitions
cannot be compared against those at
the start of the study.
Myburgh refused a request by The
BMJ for these documents: “we do not
consider that there is a convincing case
that such release is in the best interests
of patients, investigators, and the
sponsor alike.”
The CHEST study investigators
also refused to disclose a copy of a
sample patient consent form, which
Myburgh says includes provisions that
“specifically preclude” releasing data.
However, a copy of the patient consent
form seen by The BMJ simply promises
to keep “identifiable information”
confidential, an almost universal
provision in clinical trials, and as
such seems fully consistent with
the release of de-identified data (see
supplementary data on thebmj.com).
In secrecy we trust
As well as the regulatory decisions
being made without full data, two
major systematic reviews of HES
have been conducted based on
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journal publications alone.
Ian Roberts is coauthor of a
Cochrane review on colloids versus
crystalloids for fluid resuscitation
in critically ill patients. His review
concluded that colloids (including
HES) did not increase the chances of
survival and starches, in particular,
“might increase the risk of death.”
He described Fresenius’s efforts
as one of protecting its financial
interests, not a pursuit of the truth.
But on the question of whether
the data should be shared, Roberts
was unequivocal. “I don’t think it
should be John Myburgh’s decision.
If a public funder pays for a clinical
trial, they have a public responsibility
to make the data available.” CHEST’s
other major funder (£1.1m) was
the Australian National Health and
Medical Research Council.
“I think the CHEST investigators are
shooting themselves in the foot. They
have valid concerns, but it would be
better if they made [the data] open.”

Legacy of Joachim Boldt
The inaccessibility of data, lack
of interest in raw data among
systematic reviewers and regulators,
and trust in publications in the
story of HES solutions is particularly
striking considering that it occurs
in a specialty marked by one of the
most prolific cases of research fraud
under Joachim Boldt. At the latest
count, the website Retraction Watch
lists 94 papers, making the German
anaesthesiologist the second most
retracted author ever.
But perhaps the ultimate irony in
the story of the CHEST trial comes
from Myburgh himself. Commenting
on the fraud of Joachim Boldt,
Myburgh stated in an editorial that
“journals have a key role in verifying
that appropriate ethics review
processes have been completed and
ensuring that only studies of the
highest levels of internal and external
scientific validity are published.”11
In his own study, however,
Myburgh has prevented this journal
from engaging in the very scrutiny
he calls for.
Peter Doshi, associate editor, The BMJ
pdoshi@bmj.com
Cite this as: BMJ 2016;352:i1027
Find this at: http://dx.doi.org/10.1136/bmj.i1027
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Seven day services: how are trusts doing
against Keogh’s clinical standards?
Some trusts are already meeting the clinical standards outlined by NHS England. Anne Gulland reports

BROWNIE HARRIS/CORBIS

A

clinical standards that were similar
to the national ones. To ensure seven
day access to intervention, the trusts
dicussed sharing services.
“We had a discussion about
whether trusts could share services,”
he said. “If you’re doing it you have
to have the pathway. You also need
the theatre staff and the porters. If
Bruce Keogh wants these standards
to be met there has to be a lot of
work done to ensure the investment
is there to make these services
work.”
Rob Dyer, medical director at
Torbay and South Devon NHS
Foundation Trust, said that
investment was crucial to making
seven day services work. His trust
was not an early adopter site but
it did meet the top four clinical
standards. He was keen to stress
that this was not just about
doctors. “The inefficiencies that
occur at weekends are about
the whole system,” he said. “If
I’m a consultant going round
seeing patients on the ward
the fact that my secretary isn’t
there will reduce my ability
to access appointments. We
can’t contact GP practices
at the weekend and find out
about people’s medication.
It’s a whole system problem,”
he said.

Seven day
access to
diagnostics is
one of the four
standards set
out by Bruce
Keogh

TONY BUCKINGHAM/REX

s part of the
implementation of seven
day services, trusts are
expected to meet 10
clinical standards.
The standards were drawn up by
national medical director, Bruce
Keogh, and his colleagues at NHS
England in 2013. Trusts are expected
to meet four of these standards by the
end of this financial year:
•   Time to first consultant review—
patients should be seen as soon as
possible but within 14 hours at the
latest
•   Inpatients should have seven day
access to a range of diagnostics
•   Inpatients should have access to a
range of key interventions
•   All acute patients must be seen
and reviewed by a consultant,
twice daily.
In a brief snapshot of how trusts
were performing around the country,
The BMJ found that many were
already meeting these standards.
James Paget University Hospitals
NHS Foundation Trust in Norfolk was
one of the 13 “early adopter” pilot
sites for seven day working and it
offers weekend access to diagnostics
in 11 out of 14 specialties, as well
as full access to key interventions. It
is currently auditing its time to first
consultant review and looking into
its compliance with the standard on
twice daily consultant visits.
Stephen Gulliford is consultant
physician and clinical director for
unscheduled care at Wrightington,
Wigan, and Leigh NHS Foundation
Trust, another early adopter. He said
that more than 90% of patients were
seen within two hours of arrival,
usually by a consultant.
“You should aspire for it to be a
consultant seeing every patient,” he
said. “You just don’t get quite the same
level of decision making or movement
when it’s someone more junior.”
The trust was one of the many
partners in Healthier Together Greater
Manchester, which adopted regional

Salisbury NHS Foundation Trust has
provided seven day imaging services
for CT, MRI, and ultrasound since
2011—a move led by the consultants
long before the national conversation
turned to seven day services.
Consultant radiologists provided
an extended service that included
evening and weekend working.
Overnight CT scans were outsourced
to a private company and MRI scans
are performed from 8 am to 8 pm,
seven days a week, replacing the
on-call system.
The trust did some elective work at
weekends but consultant radiologist
Katie Johnson did not believe that
this could be expanded too far.
“There is an emphasis on doing more
routine work at weekends, but the
only way you can do that is if you
employ a lot more staff,” she said.
“We have had three unfilled posts
for the last three years as there aren’t
enough radiologists being trained.”
“There’s real value in having
diagnostic capacity at the
weekends, but there’s no point
doing it just for the sake of it and
it doesn’t make a difference to the
patients,” she said.
Anne Gulland, freelance journalist, BMJ
Careers
agulland@bmj.com
Cite this as: BMJ 2016;352:i1258
Find this at: http://dx.doi.org/10.1136/bmj.i1258
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Graeme Catto
Resilient, realistic, interested
DUNCAN SMITH

What was your earliest ambition?
To discover what my father was doing in the GP surgery attached to our home. The
smell, the steriliser, and the instruments were fascinating.
Who has been your biggest inspiration?
John Merrill, my boss at Harvard, was a good clinician who had a wonderful way
with people, patients, and colleagues alike. While not a great scientist, he created
a happy and successful team that attracted talented people from around the
world, who were encouraged to develop their own research ideas. It worked.

Graeme Catto, 70, is living disproof
of PG Wodehouse’s dictum that it’s
never hard to tell the difference
between a Scotsman with a grievance
and a ray of sunshine. It takes a
man of true urbanity and wit to
survive long service in the General
Medical Council—where he was
president and then chair—with sense
of humour intact. An Aberdonian,
Catto specialised in kidney disease
and transplantation, with a strong
interest in medical education, and in
2000 he became dean of Guy’s, King’s
and St Thomas’ School of Medicine
in London. In 2009 he was founder
president of the College of Medicine,
which raised eyebrows, as it was seen
as the heir to the Prince’s Foundation
for Integrated Health. He is a patron
and former chair of Dignity in Dying.

What was the worst mistake in your career?
Not foreseeing the widespread impact of Harold Shipman’s murderous activities.
I’ve been constantly reminded of that mistake as the GMC’s plans were delayed by
the innumerable inquiries and reports that followed.
What was your best career move?
Becoming vice principal at King’s College, London. I was not only able to work
with outstanding colleagues but allowed to enjoy London life.
Who is the person you would most like to thank, and why?
Stuart Douglas, regius professor, and I, as a lowly research fellow, joined the
Aberdeen Department of Medicine on the same day in 1970. Although our
specialty interests differed, he quietly guided my clinical and research interests.
To whom would you most like to apologise?
My family. Joan and I married when I was a medical student, and our children
were born when I was a junior doctor, on call for renal and general medicine wards
and setting up my research project. The many phone calls left little time for home
life. With Joan’s help, I thrived on it all.
If you were given £1m what would you spend it on?
An independent commission to consider future funding options for the NHS.
Someone needs to break the current impasse on thinking ahead.
Where are or were you happiest?
At our cottage in Glenbuchat, part of the Cairngorms National Park.
What single unheralded change has made the most difference in your field?
The introduction of ciclosporin in the 1980s greatly improved transplant results.
Do you support doctor assisted suicide?
Yes, for terminally ill people, if that’s their settled wish.
What book should every doctor read?
The Man Without Qualities, by Robert Musil, says much about adapting to change,
albeit in a different era. It will also aid concentration.
What poem, song, or passage of prose would you like at your funeral?
“Sheenagh’s Air,” a song with a haunting, plaintive, Scottish melody.
What is your guiltiest pleasure?
Listening to audio novels while walking the dogs.
What television programmes do you like?
Political dramas such as House of Cards, and other series you can watch at will.
Summarise your personality in three words
Resilient, realistic, interested.
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