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Cannabis “backlash” felt by doctors
The government and the drug industry
should act urgently to tackle “major gaps”
in the evidence base for use of medical
cannabis that are restricting availability
despite a rescheduling of the drugs last year,
a parliamentary inquiry has concluded.
MPs on the Health and Social Care
Committee noted in a report published
this week that although specialist doctors
have been able to prescribe cannabis since
November 2018, very few prescriptions
have been issued, as most forms of medical
cannabis are unlicensed and have not been
approved by NICE. Poor communication
about what the changes would mean in
practice have raised false hopes among
patients and meant that “doctors [were left]
handling the backlash,” the report said.
The committee’s chair, Sarah Wollaston,
said, “Expectations were unfairly raised
that these products would become widely
and readily available, and there needs to
be far clearer communication that this is
not the case. At present there are too many
gaps in the evidence to allow most forms of
medicinal cannabis to be licensed for use
and approved by NICE.”
The committee welcomed a call by the
National Institute for Health Research for
research proposals into medical cannabis

products, but said the government and
industry should show “a greater sense
of urgency.” Resources should be made
available immediately for clinical trials
focusing on the treatment of intractable
childhood epilepsy, it said. Without this
research, medical cannabis products would
remain unlicensed for many areas, and
patients and clinicians will struggle to
weigh up risks and benefits.
The MPs acknowledged that clinical trials
had been difficult to conduct before medical
cannabis was rescheduled, because of
restricted access to products, but they were
concerned some pharmaceutical companies
continued to resist making products
available. The Department of Health should
“name and shame” firms that were not
doing all they could to make their products
available. It should also set out a plan to
incentivise the industry to be more active in
research, the report added.
The report said that patients’ voices
should be listened to in the creation of
NICE’s guidelines. And clinicians should
receive targeted guidance explaining the
procedure for prescribing and supplying
cannabis products.
Gareth Iacobucci, The BMJ
Cite this as: BMJ 2019;366:l4502

Sarah Wollaston, chair of the
health select committee, said
the government had “unfairly
raised patients’ expectations”
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SEVEN DAYS IN
Invasive strep A outbreak in Essex leaves 12 elderly wound patients dead

A dozen people have died in Essex after an outbreak of invasive group A
streptococcal (iGAS) disease. NHS Mid Essex Clinical Commissioning Group has
reported 32 cases of iGAS, mostly among elderly people who had treatment for
wounds in care homes and their own homes. Public Health England has said it is an
“evolving situation” that is being monitored closely.
In board papers Mid Essex CCG said, “A full investigation is being carried out to
understand how the infection may have spread and any additional control measures
required. The incident management team has been keeping GPs, hospitals, and
community providers and care homes informed on iGAS and details of who they
should contact if they have worries.”
Jorg Hoffmann, from PHE East of England, said, “All those affected are in
vulnerable groups, which puts them at higher risk for what is normally a rarer form of
group A streptococcal infection. I would like to emphasise that the risk of contracting
iGAS is low for healthy people and treatment with antibiotics is effective, if started
early enough. This is still an evolving situation, and we are working hard to contain it.”
Elisabeth Mahase, The BMJ Cite this as: BMJ 2019;365:l4456

Integrated care

Most GPs in England join
a primary care network

Around 7000 practices in
England—over 99%—have
formed more than 1200
primary care networks and
met the 30 June deadline to
confirm their plans, said NHS
England. The agency says that
PCNs hold the key to creating
“fully integrated community
based healthcare” to provide
services such as extended GP
access, outpatient services,
diagnostics, physiotherapy, and
diabetes care. The networks will
attract extra funding backed by
extra investment from clinical
commissioning groups.

Wellbeing

Doctors need support after
a colleague’s suicide
A survey of 1400 anaesthetists in
the UK and Ireland who had lost
a department colleague through
suicide highlighted a need for
more support. The Association
of Anaesthetists found that
most respondents did not know
whether their workplace had
policies or guidance on mental
illness, addiction, or suicide.
Steve Yentis, a consultant
anaesthetist at Chelsea and
Westminster Hospital, who led
the research, said, “We want
2

to see more done to promote
discussion, awareness, and
support of mental health
issues, including work related
stress and alcohol or drug
misuse, throughout healthcare
workplaces and anaesthetic
departments.”

Cybersecurity

NHS must take steps
to deter hackers

NHS trusts need to employ
cybersecurity professionals in
their IT teams, build “fire breaks”
to isolate segments of their
systems if they are infected with
a computer virus, and ensure
that staff know where to get
help to improve cybersecurity,
said a white paper presented to
the House of Lords. It said that
scientists must build security
into new technologies used
in the health system, such as
robotics, artificial intelligence,
implantable medical devices, and
personalised medicines that are
based on a person’s genes.

Police

Knife crime is a public
health concern
Doctors at the BMA’s
annual representative
meeting in Belfast
voted overwhelmingly
for a motion to

support national charities and
projects aiming to tackle knife
crime as a public health issue.
The motion was proposed by
Adanna Anomneze-Collins
(below), a medical student at
Cardiff University and chair of
Medical Students Conference
2019, who noted that in 2018
deaths from stabbings in
England and Wales were at
the highest level since records
began. Representatives
unanimously agreed that
medical education should
include a session about the
effects of knife crime on local
communities.

Health inequalities

Support Gypsy, Roma, and
Traveller people, say MPs

MPs urged the UK government to
accept all recommendations of
an inquiry that found that Gypsy,
Roma, and Traveller (GRT) people
had the worst outcomes of any
ethnic group in health, education,
employment, criminal justice,
and hate crime. A report
from the parliamentary
Women and Equalities
Committee found that
services were “ill
equipped” to support
GRT communities,
who had a low
level

of trust in services, feeling
ignored and sometimes actively
discriminated against. The
government accepted some
recommendations but ignored
others, such as requiring clinical
commissioning groups to
consider GRT people’s specific
needs when applying for funding.

E-cigarettes

San Francisco will become
first US city to ban sales

London Breed, the mayor of
San Francisco, said she would
ban the sale of e-cigarettes,
citing a dramatic rise in youth
vaping. The city is home to the
e-cigarette manufacturer Juul,
which US health authorities
have accused of targeting young
people. The American Heart
Association declared its support
for the law, but several public
health experts asked why the city
would ban e-cigarettes while still
allowing the sale of cigarettes.
Singapore banned the sale and
public use of e-cigarettes earlier
this year.
6 July 2019 | the bmj

MEDICINE
Gambling

Lords ask for input
into new inquiry

The House of Lords select
committee on the social
and economic impact of the
gambling industry requested
evidence for its inquiry into
issues including the lack of
accurate estimates on problem
gambling, the industry’s
contribution towards educating
and treating problem gamblers,
and whether those who
need help have access to it.
Submit evidence to http://bit.
ly/2XnDYxN by 6 September.

BMA meeting

Rising homelessness is
public health emergency

Doctors at the BMA’s annual
representative meeting called
for medical schools to teach
about homelessness, for NHS
bodies to explore integrated
healthcare for homeless
people, and for governments
to ensure that no prisoners are
released into homelessness.
David Clayton, co-chair of BMA
Scotland’s medical students
committee, who proposed the
motion, said that as long as
homelessness exists in this
country “homeless patients
deserve inclusion in our system
with effective, integrated, and
dignified care.”

Ban suicide promotion and
anti-vax from social media
Doctors urged the government
to prevent social media from
sharing content that promotes
self harm or suicide. Gurdas
Singh, co-chair of the BMA
Medical Students Committee,
read out the names of people
whose suicides had been linked
to social media use. “As doctors
and medical students we don’t
want people to die by suicide,”
he said. “The only way to stop
this is by punishing the people
who let this continue for the
sake of profit.”
the bmj | 6 July 2019

IS THERE GOING TO BE A FIGHT?
Only if you mean fighting infection. Nurses
at Great Ormond Street Hospital have
started the “Gloves are off ” campaign to
encourage healthcare professionals to
reduce their use of non-sterile gloves and
instead wash their hands more regularly.

Peers on the
select committee
are calling for
evidence for their
gambling report

Climate emergency
needs tighter targets

The BMA should declare a
“climate emergency” and
campaign for carbon neutrality
by 2030, doctors agreed. It
should act on the UN report,
they said, which concluded that
a temperature rise of no more
than 1.5°C was still possible if
drastic cuts in emissions were
made. John Hyslop, a consultant
radiologist, who proposed the

SMOKING
The number of
adult cigarette
smokers in
England fell to 5.9
million in 2018—

14.4%

of
the population—
from 7.7 million
in 2013—

19.8%

Source: NHS Digital

motion, said, “Hybrid buses
(above) on Brixton high street are
a sticking plaster response to a
fungating tumour.”

Bullying

Third Sydney hospital unit
is banned from training

St George Hospital’s ICU in
Sydney had its accreditation to
train junior doctors withdrawn
after a routine inspection. Local
media reports said the move was
a result of “protracted allegations
of bullying and dysfunction.”
It followed the withdrawal of
training in intensive care at
Westmead Hospital and training
by registrars in the cardiothoracic
surgery department at the Royal
Prince Alfred Hospital.

SIXTY
SECONDS
ON . . .
GLOVES OFF

WHAT’S WRONG WITH WEARING
GLOVES?
Research has shown that non-sterile
gloves are associated with an increased
risk of cross contamination and
transmission of healthcare associated
infections, because they’re often used
when not needed or not changed when
they should be. They can also make
patients feel uncomfortable, by putting
a physical barrier between them and the
person caring for them.
I’LL NEVER WEAR GLOVES AGAIN . . .
The campaign motto is “no risk, no glove,”
so wearing gloves is still the right thing to
do when there is a risk.
WHAT DID THE CAMPAIGN INVOLVE?
Since May 2018 nurses have used various
approaches to encourage staff to review
their glove use, including educational
guidance on when gloves should be worn,
posters, screensavers, and talking to staff
about assessing the risk before wearing
gloves for giving medication.
DID IT WORK?
Absolutely, David Attenborough would
be proud. Great Ormond Street Hospital
ordered 3.7 million fewer non-sterile
gloves in the year after the campaign
launched than in 2017, saving over
£90 000 and avoiding the use of 18
tonnes of plastic. Also, staff reported hand
dermatitis less often.
WE SHOULD ALL BE DOING THIS . . .
That’s the plan. The campaign team
recently met NHS Improvement to discuss
rolling out the practice across the country.
The team hopes that the double benefit
of cost and environmental savings will
encourage other hospitals to take up
the challenge.
Elisabeth Mahase, The BMJ

Cite this as: BMJ 2019;366:l4498

Cite this as: BMJ 2019;366:l4484
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Many NHS consultants
fail to declare interest
in private hospitals
Many NHS consultants have financial interests in
private hospitals and many fail to declare them,
concludes a report from the Centre for Health and
Public Interest (CHPI) thinktank.

Financial incentives
The report, which looked at how private hospitals
use financial incentives to win the business of
doctors, said 546 NHS consultants own shares
and equipment in private hospitals, giving them a
potential financial incentive to refer patients there.
Private hospitals were also found to give
consultants who referred patients to them
“substantial amounts of corporate hospitality,”
with an estimated £1.5m
worth of gifts given by just
Pounds for Patients?
How private hospitals use financial
seven companies in 2017
incentives to win the business of
medical consultants
and 2018.
The CHPI said that such
conflicts of interests should
no longer just be “managed”
but prohibited, and serious
sanctions introduced for any
breaches of the law.
MORE
The report also found
PROCEDURES
that
some NHS trusts make
ARE CARRIED
substantial payments to
OUT WHERE
private hospitals where their
CONSULTANTS
consultants own shares.
OWN SHARES
June 2019

Consultants’ shares
Previous research has shown that the number of
healthcare procedures carried out among patients
is higher in facilities where consultants own
shares than in those where consultants do not
own shares. The same is also true for equipment
owned by consultants.
The report also found that some private hospital
companies do not comply with the law regarding
the disclosure of financial interests, suggesting
they are in breach of the Competition and Markets
Authority’s Order 2014. However, the authority
was unable to tell the CHPI what steps it had
taken to monitor compliance with the order, and
according to the law there are no sanctions for
failure to comply.
The report said, “This practice is problematic
from the perspective of patient care. Put simply, in
the worst case scenario, a patient could be given
treatment which is unnecessary or even harmful
because the consultant gains financially.”
Elisabeth Mahase, The BMJ
Cite this as: BMJ 2019;366:l4399
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Junior doctors end dispute
with government after
accepting contract changes

J

unior doctors in England have
voted to accept amendments
to their contract, after the
terms were agreed between the
BMA, NHS Employers, and the
Department of Health and Social Care.
Jeeves Wijesuriya, chair of the BMA’s
Junior Doctors Committee, announced
on 26 June that 82% of junior doctors
and final year medical students had
accepted the deal, which would see
changes leading to a total of £90m
worth of investment over four years
for junior doctors.
The agreement will end the dispute
between the BMA and the government
over the 2016 junior doctors contract.
Announcing the result of the vote
at the BMA’s annual representative
meeting in Belfast, Wijesuriya said,
Of the 41 116 BMA members who
were eligible to vote on the deal,

9449voted in favour of the
amended contract and 2139

voted against. Overall turnout
was

28.2%

The agreement also includes a
guaranteed 2% pay rise, every
year for the next four years
“The answer is yes. It’s a yes to safety,
to junior doctors no longer having
to choose between driving home
exhausted or paying to stay.
“It’s a yes to humanity, to
extended periods of leave when we
need it and time off when we need it
most. It’s a yes to new money, £90m
over four years.”

“Fair pay for weekends”
He continued, “It’s a yes to fair pay for
weekends and late shifts, something
the government told us three years ago
that it would never concede.
“It’s a yes to £1000 a year extra for
less than full time trainees and an
extra point on the pay scale for the
most senior registrars. It’s a yes to
using exception reporting when we
miss out on training.”
The agreement also includes a
guaranteed 2% pay rise, every year for
the next four years.
Responding to the announcement,
Matt Hancock, the secretary of

BMA ANNUAL REPRESENTATIVE MEETING

Call for legal advice on refusing
to work during system failures
Doctors have called on
the BMA to obtain legal
guidance for doctors
on whether they can
refuse to work when
system failures, such
as understaﬃng or IT
breakdowns, mean that
the safety of patients
cannot be guaranteed.
Representatives at
the association’s annual
meeting in Belfast voted
in favour of a motion
that also called for

guidance on doctors’
contractual and
regulatory position if
they refused to work in
such circumstances.

Hobson’s choice
Proposing the motion,
James Murphy of the
BMA’s south central
regional council, said
that doctors faced “a
terrible Hobson’s choice”
when systems failed.
“Either we refuse to

work and face the threat
of a GMC investigation
or an NHS sanction for
breach of contract, [or]
the other option is battle
on and do our best in the
hope that, if patients do
come to harm, we will be
judged in the context of
the wider system.”
He added, “But, of
course we know how
Dr [Hadiza] Bawa-Garba
was judged in just this
sort of acute situation.
6 July 2019 | the bmj

MARK THOMAS/SPL

Risk of stillbirth
rises after 41 weeks

Key elements of the deal include:
Improvements in rest period entitlements and safer limits on working hours
Increases to rates of weekend pay
£1000 a year extra allowance for all trainees working less than full time
Enhanced pay rates for working shifts that finish after midnight and by 4 am
Recognition of training requirements in rostering, and
New and increased penalties for employers when trainees work beyond safety limits

state for health and social care for
England, said, “I am delighted that
we have successfully brought to an
end the junior doctors’ dispute with
this landmark agreement. Junior
doctors overwhelmingly backed our
multi-year deal, which recognises
their dedication to patients and our
nation’s health.
“Improved working conditions
and an 8.2% four year pay rise will
give junior doctors and current
medical students the support they
fully deserve.”
Danny Mortimer, chief executive

We know what happened
to her.”
Murphy said lessons
needed to be learnt from
the Bawa-Garba case and
that the BMA needed to
look at how to protect
members. “We need
legal opinion to guide
production of a framework
that each and every one
of us could draw upon
when faced with an acute
situation like Dr BawaGarba’s,” he said.
Gordon Matthews,
consultant orthopaedic
surgeon, supporting
the motion, said, “Clear

of NHS Employers, said, “This
agreement comes as a result of
incredibly hard work on all sides
to review and improve the contract
and to build a safe and constructive
way forward for this crucial part of
our workforce. This brings an end to
the BMA Junior Doctors Committee’s
long running dispute with the
government, and we look forward to
implementing the agreement and to
a positive long term relationship with
the committee.”
Abi Rimmer, The BMJ
Cite this as: BMJ 2019;365:l4447

guidance would be very
helpful so we understand
the consequences of our
actions.”

Reorganise GMC
Delegates also voted for
a motion calling for the
GMC to be “reorganised,
with independent senior
medical leaders overseeing
the reorganisation.”
Proposing the motion, GP
Kalindi Tumurugoti said
doctors no longer trusted
the GMC after the BawaGarba case.

We face the
threat of
sanctions or we
battle on in the
hope we will be
judged in the
context of the
wider system
James Murphy,
BMA

The risk of stillbirth increases with every week that
a pregnancy continues past 37 weeks, shows an
analysis of more than 15 million pregnancies.
Pregnancies that continued to 41 weeks—
considered normal term gestation—had a small but
significant increase in the risk of stillbirth when
compared with those delivered at 40 weeks.
More than 3000 babies are stillborn every year
in the UK, and a third are term babies who were
considered to be healthy before their death. Women
in the UK are routinely offered induction of labour
after 41 weeks.

High income countries
Thirteen studies covering 17 830 stillbirths and
2348 neonatal deaths were included in the analysis
published in PLOS Medicine. All the studies were
from high income countries.
The risk of stillbirth rose from 0.11 per 1000
pregnancies at 37 weeks to 3.18 per 1000 at 42
weeks. In pregnancies contined to 41 weeks, there
was a 64% increase in the risk of stillbirth compared
with those who delivered at 40 weeks.
The risk of neonatal death (death in the first 28
days of life) was constant between 38 and 41 weeks
but was 87% higher among births at 42 weeks than
at 41 weeks. A subgroup analysis found that black
women were 1.5 to 2 times as likely as white women
to have a stillbirth at all gestational ages.
Lead researcher Shakila Thangaratinam, from
Queen Mary University of London, said, “Women
who prefer not to have medical interventions may
acknowledge this small additional risk and choose
to wait until 41 weeks.
“Other women may prefer to have discussions
about induction after 40 weeks. This is all about
helping women make informed decisions.”
Jacqui Wise, London Cite this as: BMJ 2019;366:l4487

THE RISK
87%

of neonatal death

was
higher among deliveries
at 42 weeks than at 41 weeks

Abi Rimmer, Belfast
Cite this as: BMJ 2019;365:l4421
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Doctors can
lead change to
Northern Irish
abortion laws

T

he trusted voices of doctors
and medical staff are the key
to changing abortion laws in
Northern Ireland, a panel of
experts has concluded.
The panel—which met in Belfast on 23 June
to discuss access to safe abortions—shared
its experiences of caring for women and
seeing the effects of restrictive abortion laws.
In Northern Ireland, women can only have
an abortion under exceptional circumstances,
such as if the pregnancy poses a serious risk
to their life. Women who undergo an abortion
outside these criteria can face life in prison.

“Sticky situation”
Emma Campbell, co-chair of the campaign
group Alliance for Choice, said Department
of Health guidelines on abortion in Northern
Ireland, published in 2013, had left doctors
in a “sticky situation” because the guidelines
interpreted the law in a more conservative
way than was previously practised.
She said, “Until 2013 there were around
80 legal abortions performed in Northern
Ireland a year—last year it was around 12.
The interpretation, in terms of mental health,
was that the woman will need to have been
‘sectioned’ or have had at least two psychotic
episodes. That is a high bar. Or it will have
to be a condition which would mean her

Campaigners call for abortion law changes in Northern Ireland after the result of the Irish referendum

pregnancy would kill her or put her life at
risk. We have people going through cancer
treatment or with contraindicated illness that
is not ‘serious’ enough who have to travel.”
The guidelines also reiterated that criminal
sanctions can be imposed on medical staff
who know about someone accessing early
medical abortion and not reporting it.
Campbell added, “We now know there
is no legal reason why medical staff here
can’t provide information, and yet the health
department still has not put in any clear
pathways to the services provided by the
British Pregnancy Advisory Service [BPAS].
There is also a hangover from the terrorism law
which means we are obliged to report a crime
which has a sentence of more than five years.”
In the Republic of Ireland, the government
introduced the Regulation of Termination of
Pregnancy Act in January 2019, which permits
terminations to be carried out up to 12 weeks
of pregnancy, or under other circumstances
such as risk of life or serious harm to health.
This followed a referendum last year in which

UNTIL 2013
80

around

legal abortions were
performed in Northern Ireland a
year—last year it was around 12

66% of voters supported the repeal of the
eighth amendment of the constitution.
Marion Dyer, a Dublin GP who campaigned
for repeal, said the medical voice was
important in the campaign. “We found
through polling that the two most trusted
voices were women who had been through
the experience—and doctors.”

“Kitchen table” conversations
Dyer said doctors could have an influence
in different ways, not just by speaking at
public meetings but by having “kitchen table”
conversations with families or colleagues.
“It’s about opening a door to ask a question,
and to gently encourage colleagues to identify
themselves as being unhappy with the lack of
provision of care,” she said.
Belfast midwife Ciara McHugh spoke about
her experiences working at the Marie Stopes
centre in London, which provides abortion
services and treats women, including those
from the republic and Northern Ireland.
She emphasised the importance of not just
changing the law but overcoming cultural
and mental barriers facing clinicians and
women, something she tried to do every day
while treating women from Ireland who had
travelled to London.
“Even if just one woman walked out of
that clinic realising she didn’t do anything

HPV vaccine could wipe out cervical cancer “in decades”
HPV vaccination schemes
for adolescent girls
have led to a dramatic
reduction in HPV
infections, precancerous
cervical lesions (CIN2+),
and anogenital warts in
countries that offer them,
a meta-analysis published
in the Lancet shows.
Rates of HPV infection
have also fallen in older
women and men as a
6

consequence of herd
immunity.
Marc Brisson of Laval
University in Quebec
City, a study coauthor,
told a press conference
last week that WHO’s
call to eliminate cervical
cancer as a public
health problem might be
possible within decades
if vaccination coverage
were sufficiently high. He

said, “In countries like
the UK, Australia, and
Canada there has been
dramatic reduction in
HPV related infections
and diseases, while in
countries with very low
coverage there has been
little impact.” Uptake has
plunged in Denmark and
Japan, and most low and
middle income countries
do not offer the vaccine.

The meta-analysis
included 65 studies
in 14 high income
countries and pooled
data on 60 million people
followed up for at least
nine years.
Vaccination was
also associated with a
significant decrease in the
prevalence of HPV31, 33,
and 45 infections in 13-19
year old girls and women.
6 July 2019 | the bmj

The two most trusted voices in our campaign were women who had
been through the experience—and doctors Marion Dyer, Dublin GP

Revealed: unhealthiest
places to live in UK

wrong, that she wasn’t a criminal or a
murderer, and had a right to her own
body then I’m happy we did a good
job, but it’s still not good enough,”
she said.
McHugh recently moved back to
Belfast, having trained and worked
in England and seen at first hand
the difference in the way women are
treated. “When you book an initial
midwife appointment in England,
you ask her if she’s happy about her
pregnancy. You do not ask that here.
When I asked why we didn’t, I was told,
‘Of course they’re happy about their
wee babies,’” she explained.

Researchers from the University of Liverpool
examined lifestyle and environmental measures
to identify the healthiest and unhealthiest
neighbourhoods in the UK.

Women deserve better
McHugh also recounted the case of
a woman whose waters broke in her
22nd week, making her pregnancy
“very unlikely to make it to the point
of viability.” The woman was refused a
medical abortion and a few days later
passed the pregnancy in the back of
her car, while her neighbour drove.
“She went through that because in
this jurisdiction we will not entertain
humanity. She could have delivered
in a hospital setting, with dignity and
privacy. Our women deserve better,”
McHugh said.
Although there seems to be a desire
for change, the Northern Irish political
situation makes this difficult. It has
had no government for more than two
years after a power sharing agreement
between the Democratic Unionist Party
and Sinn Fein broke down.

These five types of HPV
are responsible for
around 90% of cervical
cancer diagnoses.
The longer follow-up
period also allowed the
impact of vaccination
on precancerous lesions
(CIN2+) to be looked at
for the first time. After

Katherine O’Brien, from BPAS, said,
“The government has previously said
abortion is a devolved matter and
Westminster should not act, but that
is not holding with MPs any longer.
Recently the Commons women and
equalities committee recommended
Westminster legislate for abortion law
reform in Northern Ireland.”
Dyer called for doctors and the public
in Northern Ireland to voice their views
to local politicians, as many did during
the republic’s pro-choice campaign.
She said, “The population are
way ahead of the politicians on this.
Email your politicians. What you need
to say is, ‘I live in your constituency
and I vote pro-choice.’ Once they
become convinced that their seat may
be affected by a pro-choice vote—it
was amazing to see how many of our
politicians went on a journey.”
This panel was convened just ahead
of the BMA’s annual representative
meeting, which took place in Belfast
between 23 and 27 June. At the
meeting doctors voted for a motion
calling on the UK government to repeal
sections 58 (offence of using drugs or
instruments to procure abortion) and
59 (offence of supplying or procuring
poison or instruments for the purpose
of criminal abortion) of the 1861
Offences Against the Person Act, as well
as section 25 (punishment for child
destruction) of the Criminal Justice Act
(Northern Ireland) 1945.
Elisabeth Mahase, The BMJ
Cite this as: BMJ 2019;365:l4463

vaccination these were
significantly lower in
younger women: by 51%
among screened girls
and women aged 15-19
and by 31% among
women aged 20-24.
Brisson said that
reductions in cervical
cancers in the 20-30 year

age group were expected
within the next 10 years.
In the UK the vaccine
has been available to
12 and 13 year old girls
since 2008 and was also
offered to girls aged up to
18 in the first two years.
Ingrid Torjesen, London
Cite this as: BMJ 2019;365:l4450

The meta-analysis showed a decrease in HPV16 and 18 infections

of

83%

among girls and young women aged 13–19 years and

66%

among women aged 20–24 years

Soho in
central
London is
the unhealthiest
neighbourhood
to live, the
researchers found.
This is because it
had the greatest
concentration of
“unhealthy opportunities” such as takeaways,
pubs, and off licences, combined with high levels
of air pollution and few parks and green spaces.
The healthiest place to live was Great
Torrington, a small market town in
north Devon. The town has low levels of
pollution, good access to parks and green space,
few retail outlets that may encourage poor
health related behaviours, and good access to
health services.
The remaining top 10 healthiest
places to live in the UK were all in
Scotland, including Lochwinnoch in
Renfrewshire, Fauldhouse in West Lothian,
Foxbar in Renfrewshire, and Marnoch in
North Lanarkshire.
Six of the 10 unhealthiest neighbourhoods
were in inner London, including St Giles
in the borough of Camden, Bank in the
City of London, Spitalfields in Tower Hamlets,
and Farringdon in Islington. Also in the top 10
unhealthiest were Shotley Gate near Ipswich,
Suffolk, North Killingholme in North Lincolnshire,
and Ottringham in the East Riding of Yorkshire.
Rural areas generally had poor access
to many health services, while services
seen as damaging to health were often
concentrated in poorer areas. For example,
of people who live in the
most
deprived areas are within 1 km of a fast food
outlet, whereas in the
least
deprived areas the proportion is
.

62%

10%

10%

24%

The data are available at http://maps.cdrc.ac.uk, part of the Consumer
Data Research Centre.
Gareth Iacobucci, The BMJ
Cite this as: BMJ 2019;366:l4480
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THE BIG PICTURE

Health down
to a fine art
Falling Leaves by Sian Tucker
hangs in the atrium of Chelsea
and Westminster Hospital and is
just one of the more than 2000
works of art provided by the arts
in health project that has been
run by the hospital’s charity
CW+ for more than 25 years.
The project has brought
music, performance, and the
visual arts into the central
London hospital to create
an environment that aims to
transform the experience of
countless patients, visitors, and
members of staff.
To celebrate the project’s
quarter century, the Chelsea and
Westminster Hospital Trust last
week published a collection of
essays—The Healing Arts—that
explore its past success and
future promise.
Trystan Hawkins, arts director
of CW+, said, “The Healing
Arts celebrates the legacy of
the arts programme founders,
demonstrating how their
vision allows us to continue
to innovate by commissioning
ambitious, bold, and daring
contemporary art and design
that has profoundly positive
impacts on patients, staff,
and visitors.
“We are incredibly grateful to
our community of supporters,
who make our work possible.”
Alison Shepherd, The BMJ
Cite this as: BMJ 2019;366:l4488
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EDITORIAL

Engaging NHS staff in research
Wider participation is vital to improve patient care

T

Barriers to expansion
A report by RAND Europe,4
commissioned by the Healthcare
Improvement Studies (THIS)
Institute, recently identified the
barriers to expanding research
activity within the NHS. They
include failure to recognise research
contributions in job plans, appraisals
systems, and career pathways; lack
of individual capacity, research
knowledge, and skills; poor access
to relevant training; no dedicated
time for research; and a perception
that research is a specialist activity
outside the domains of some
healthcare professions.
Currently, there is no real
expectation for nurses and midwives
to lead research,5 yet as the largest
workforce, they are a valuable and
underused resource.
The report highlights a neglect of
NHS staff involvement in research
compared with patient and public
involvement (PPI).4 PPI in research
has attracted major policy support,
10

The RCP and CQC announcements
are a start, but will not by themselves
remove barriers to widespread staff
involvement in research. Real and
sustained progress will require a fresh
approach, and citizen science10 could
provide the new tools necessary.11
Crowdsourcing, for example, draws
on a large pool of people to gather
ideas, funding, or labour. It can be
used in research projects where
citizens (clinicians, patients, and the
public) help collect and analyse data,
allowing research at much greater
scale and increasing efficiency in
terms of speed, throughput, and cost.

MARK THOMAS

he recent Royal College
of Physicians (RCP)
statement Delivering
Research for All1 says
every NHS clinician
should be supported to take part
in research. Highlighting evidence
that research active trusts have
better patient outcomes, the college
calls for protected time for doctors,
nurses, and other clinicians to
undertake research.
The CQC will add questions to the
leadership inspection framework for
providers (the well led framework)
that recognise the role of research
in high quality patient care and
strengthen the assessment of
research activity.2 3
An increase in research capacity
is welcome, but there are serious
challenges to implementation.
Substantial change, some might say a
revolution, will be required in the way
research is conducted in the NHS.

Systems must
change
fundamentally
to make
engagement
in research
an important
part of career
progression
for all staff

Jill Maben, professor
of health services
research and
nursing, School of
Health Sciences,
University of
Surrey, Guildford
j.maben@surrey.
ac.uk
Angela King, patient
advocate and carer,
London

and ongoing studies and evaluations
provide us with useful learning.
Those who have contributed to this
learning could share their valuable
work and experience with NHS
staff groups to avoid “research
wastage”7 and foster a better
understanding of shared values and
priorities for research.
Evidence of the effects of engaging
NHS staff in research is scarce. Boaz
and colleagues conducted a three
stage review of studies on research
engagement in 20159 and found
that most (28 out of 33) suggested
an improvement in healthcare
performance was associated with
greater staff engagement in research.
However, only seven of these 28
studies reported improved health
outcomes; the rest reported only
improved (usually more evidence
based) processes of care.
The authors conclude that
involvement in research helps
improve healthcare performance
through several mechanisms,
so multiple parallel strategies to
enhance engagement are required.

Citizen scientists
One recent example, Cell Slider, had
100 000 citizen scientists analysing
180 000 breast tissue samples for
oestrogen receptor data.12 Benefits
for contributors include increased
understanding of research processes
and opportunities for both
informal learning and more formal
professional development. These
methods also draw on a greater
diversity of perspectives and can
involve non-researchers, including
a wider range of NHS staff, patients,
and the public.
The RAND Europe report
suggests that systems must
change fundamentally to allow
more training opportunities for
NHS staff and make engagement
in research an important part of
career progression for all staff,
not only doctors. The passion and
energy that fuel the best research
can be harnessed to bring about
greater inclusion and ultimately
a more reliable evidence base
for healthcare. This is a perfect
opportunity for all royal colleges and
academies to produce a collective
statement detailing what they will
do to help make research in the NHS
the best it can be.
Cite this as: BMJ 2019;365:l4040
Find the full version with references at
http://dx.doi.org/10.1136/bmj.l4040
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EDITORIAL

Hospital associated venous thromboembolism
An NHS success story that should be exported globally

O

ver 10% of deaths in
hospital are related
to pulmonary emboli,
and autopsy studies
show that many (two
thirds in one study) are missed.2
Thus the latest figures on prevention
of venous thromboembolism
from NHS England are to be
celebrated. They show that, since a
systematic approach to preventing
hospital associated venous
thromboembolism was introduced
in 2010, there has been a 15.4%
reduction in deaths within 90 days
after discharge.3

Mandatory reporting
In 2010, NHS England mandated
reporting of risk of venous
thromboembolism with a target of
90% of adult admissions (increased
later to 95%).3 This systematic
approach to risk assessment
resulted from concerted lobbying by
health professions, patient groups,
and politicians about the poor
uptake of thromboprophylaxis. An
emergency government health select
committee in 2004-054 demanded
that each hospital had a thrombosis
committee to oversee prevention,
requested that the National Institute
for Health and Care Excellence
(NICE) produce comprehensive
guidelines on preventing venous
thromboembolism, and asked
NHS England to develop a risk
assessment tool.
The spectre of financial sanctions
meant that hospitals developed
infrastructure to deliver prevention.
By 2019, risk assessment, adherence
to the NICE thromboprophylaxis
guidance, and root cause analysis
of cases of hospital associated
venous thromboembolism had been
embedded in hospital contracts.
Beverley J Hunt, professor of thrombosis
and haemostasis, Guy’s and St Thomas’ NHS
Trust, King’s College, London
Beverley.hunt@gstt.nhs.uk

It is time to
roll out risk
assessment
for all
hospital
patients
globally

NICE updated its thromboprophylaxis
guidance in 2018 and indicated that
prevention of venous thromboembolism
was cost effective.5 The update has
proved controversial, with perhaps the
biggest rebellion over the request for
preventive treatment to be given for a
week rather than for “length of stay,” as
recommended in the 2012 guidelines.
However, the average length of stay is
much shorter than this. To comply with
the new guidance hospitals must ask
patients to inject themselves with low
molecular weight heparin at home after
discharge or incur the costs associated
with visits from a district nurse.
Although NICE judges that one
week’s treatment is cost effective, most
English trusts have pragmatically
elected not to apply these changes to
avoid higher costs for cash strapped
trusts and extra work for district nurses.
A trial comparing treatment for a week
with treatment during hospital stay
only is urgently required to provide
better evidence for policy and practice.
Rates of venous thromboembolism
after surgery have fallen over the past
50 years in high income countries,
partly because of thromboprophylaxis
but largely because of improved surgery
and anaesthesia, earlier mobilisation,
and shorter hospital stays.6
One unanswered question is the
effectiveness of mechanical methods of

thromboprophylaxis. Despite NHS
England spending tens of millions
of pounds each year on antiembolic
stockings, evidence to support
their use is limited. Evidence for
intermittent pneumatic compression
is more solid, but more research is
required to evaluate the variable
short term use that often occurs in
real world perioperative settings.8

Patient safety
Hospital acquired venous
thromboembolism is a global
problem. In a major study sponsored
by the World Health Organization,
it accounted for more deaths
and disability than nosocomial
pneumonia, catheter related
bloodstream infections, or adverse
drug events in low and middle
income countries.9
Widespread adoption of NHS
England’s systematic approach
to thromboprophylaxis would be
of huge benefit to WHO’s poorly
progressing plan of reducing
premature mortality from noncommunicable disease by 25%
by 2025.10 WHO currently has
no programme or data to help
reduce hospital associated venous
thromboembolism globally, but the
International Society for Thrombosis
and Haemostasis is working with
WHO’s patient safety group to meet
this challenge.
Patients have a right to expect
that their hospital stay is safe and
that the risk of adverse events such
as venous thromboembolism is
minimised. It is time to roll out risk
assessment for all hospital patients
globally, to guide the use of
appropriate thromboprophylaxis.
Such an approach will save lives,
reduce morbidity, and reduce
the incremental costs of venous
thromboembolism to healthcare
systems.11
Cite this as: BMJ 2019;365:l4239
Find the full version with references at
http://dx.doi.org/10.1136/bmj.l4239
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yes

Legalisation would enable the state to
regulate the industry, supplying herbal
cannabis with balanced THC and CBD

Molly Meacher, co-chair, All-Party Parliamentary
Group for Drug Policy Reform, House of Lords,
London meachermc@parliament.uk
David Nutt, director, Neuropsychopharmacology
Unit, Imperial College London
Jonathan Liebling, director, Cannabis Patient
Advocacy and Support Services, Reading

Opponents of legalisation and regulation of the
supply of cannabis raise legitimate fears that it
could lead to more use and therefore increased
mental health harms. However, recent research
in the US, where some states have legalised
cannabis supply for adult social use, suggests
that consumption has increased irrespective of
its legal status in each state.
Legalising and regulating cannabis confers
many benefits over the current illegal and
unregulated supply. Here we focus on benefits
that directly affect mental and physical health.

Making consumption safer
The priority for drug policy must be to protect
the mental and physical health of teenagers by
discouraging cannabis use among them and,
in particular, consumption of cannabis with
high concentrations of tetrahydrocannabinol
(THC)—skunk—or contaminated products.
We can expect that a proportion of teenagers
who use skunk now will access the regulated
product, just as they access alcohol now. A
strong educational campaign will be important
to warn of the risks associated with use. In US
states with legal, regulated cannabis sales the
number of teenagers taking cannabis has not
risen, and in Colorado it has fallen.
States that legalise cannabis supply can
provide a safer environment, but this will
depend on the regulatory environment. For
example, smoking cannabis with tobacco
should be discouraged to reduce lung damage.
A key health issue is the composition of
cannabis products. The drug can contain up
to 140 cannabinoids in varying proportions.
The two main ones are THC—often called the
active ingredient—and CBD (cannabidiol),
a non-intoxicating, possibly antipsychotic
cannabinoid. A recent study has shown just
how important the composition is in reducing
health risks to the consumer.
Cannabis supply remains illegal for social
use in the UK but cannabis is nevertheless
used by an estimated 2.1 million people in
England and Wales aged 16-59. They buy it
from drug dealers operating illegally, who
12

want to maximise profits without concern for
customers’ health. Products with high THC
concentrations yield the biggest profits and are
therefore the dealers’ favoured offering.
Skunk is associated with psychotic
episodes, particularly in young people with a
family history of psychosis. It may also inhibit
teenagers’ brain development. The crucial
question is whether low potency cannabis can
be consumed safely. Di Forti and colleagues
concluded that “individuals who mostly used
low-potency (hash-like) cannabis occasionally,
at weekends or daily had no increased
likelihood of psychotic disorders compared
with those who never used cannabis.” On
the other hand, people who used skunk daily
were more than five times as likely to have a
psychotic disorder diagnosed.
Legalisation would enable the state to
regulate the industry, with legal outlets
supplying only herbal cannabis with balanced
THC and CBD. Regulations would include an
age threshold of 18 or 20 for purchase, and
campaigns would have to clarify that, although
such cannabis is much safer for adults than
alcohol or tobacco, it may carry risks for young
people whose brains are still developing.

HEAD TO HEAD

Should the
supply of
cannabis be
legalised now?
Strict regulation would allow
for healthier consumption of
the drug, say Molly Meacher,
David Nutt, and Jonathan
Liebling. But Robin Murray
and Adam Gridley fear law
change could increase use—and
associated psychiatric disorders

Benefits of a regulated market
A regulated market could have other health
benefits. Regulation would ensure labelling:
users would know the strength of the cannabis
they were buying and could be sure the product
was free from adulterants, pesticides, and other
harmful substances. Alcohol consumption
would likely decline.
Currently, the only access to cannabis is
through dealers operating illegally (apart
from the few patients who have a private
prescription for medical cannabis). Dealers
also offer crack cocaine and heroin, risking a
gateway effect to class A drugs. To maximise
profits dealers promote these more dangerous
drugs to children despite the health risks, so
legalisation could cut the use of more harmful
illegal drugs. We await research evidence that
this logical benefit of legalisation has occurred
in those states that have introduced reforms.
Finally, cannabis sale could be taxed and the
income invested in the NHS, in drug disorder
treatment, and in drug education in schools.
In conclusion, legalisation and regulation
of cannabis supply for adult social use would
create a safer environment for young people
and would reduce the health risks.
6 July 2019 | the bmj

no

The best option is to adopt the Portuguese
model, where cannabis use is
decriminalised but supply is not legalised

Robin M Murray, professor of psychiatric research,
King’s College, London robin.murray@kcl.ac.uk
Adam Gridley, mental health writer and recovered
cannabis user, London

A huge pharmacological experiment is
currently under way with the brains of young
Americans. It would be wise to watch how
the results unfold before deciding whether to
follow their example.
The UK’s legalisation of medicinal
cannabis means that cannabis based
products can be prescribed to some people
who may benefit from them. Furthermore,
recreational cannabis use has in practice
been decriminalised in most of the UK. But
what would happen if recreational cannabis
markets were legalised and its supply and
sale were legally regulated? This would take
part of the trade out of the hands of some
criminals—but not all, as no one is proposing
to make cannabis available to 15 year olds,
and experience in North America is that the
illicit market continues to flourish.
Legalisation holds the promise of tax
revenues, and it will certainly make investors
rich. A recent report projected annual legal
sales of cannabis at $66.3bn (£52.4bn)
by 2025. Tobacco and alcohol companies
are jumping on board. Altria, the owner
of Marlboro cigarettes, bought a $1.8bn
share in a Canadian cannabis company in
2018, while Anheuser-Busch, the world’s
largest beer company, is investing $50m in
researching drinks infused with cannabis.

Increased risk of psychosis
Cannabis is reasonably safe in terms of
physical health: smoking it can damage
the lungs, but this is mostly a result of the
tobacco it’s commonly mixed with. However,
about one in 10 users becomes dependent,
and numerous prospective studies have
shown that cannabis use carries an increased
risk of later, schizophrenia-like psychosis.
In the heaviest users this risk increases by
five to nine times, so 10% of heavy users of
high potency cannabis are likely to develop
psychosis. Cannabis use also increases the
risk of depression and suicide, although the
effect is not as strong as that for psychosis.
The adverse effects of tobacco and alcohol
track the extent of their use. Lung cancer
reached epidemic proportions after cigarette
smoking spread, and liver disease increases

in proportion to alcohol consumption.
Similarly, with cannabis, Di Forti and
colleagues showed that the incidence of
psychosis throughout 11 areas in Europe
correlated highly (r=0.8) with the prevalence
of daily cannabis use in the general
population in the different sites. Indeed, if
no one smoked high potency cannabis, 30%
of cases of psychosis would be prevented in
London, and 50% would be prevented in
Amsterdam, where Nederhash—containing
up to 60% tetrahydrocannabinol (THC) —can
be lawfully smoked in “coffee” shops.
Throughout the US, cannabis use and
dependence have risen among adults in
states that have legalised cannabis for
medicinal use. These states also show higher
rates of cannabis use disorders and serious
mental illness. It’s too early to see the effects
of legalising recreational cannabis. However,
Colorado, the first state to legalislate for
recreational use, has five times as many “pot
shops” as McDonald’s outlets, its use is 85%
higher than in the rest of the US, and potency
has rocketed.

Driving up potency
In the UK we consider skunk to be high
potency, but on average it contains only
14% THC. In Colorado, “shatter” and “wax
dabs” concentrates are widely available,
containing as much as 90% THC. It’s clear
that legalisation has driven up potency.
Cannabis related visits to the University of
Colorado Hospital’s emergency department
trebled in the five years after legalisation from
under 250 to more than 800, and the share
of drivers involved in fatal crashes who tested
positive for cannabis increased from 11% in
2013 to 21% (n=139) in 2017.
It’s often said that alcohol and tobacco are
more harmful to society than cannabis, but
their heavy use is far more common because
they are legal. Is it inevitable that legalisation
would result in more dependence and
psychosis? In theory it should be possible to
legalise without a rise in use and potency,
but the US precedents aren’t encouraging. In
our opinion, the best option is to adopt the
Portuguese model, where cannabis use is
decriminalised but supply is not legalised,
and police refer persistent users to treatment.
Molly Meacher and Robin Murray debated this question at the
Royal College of Psychiatrists’ international congress on 2 July
Cite this as: BMJ 2019;366:l4473
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The whistleblowing drama
behind Astellas’s suspension
from pharma’s trade body
The drug company was censured by the APBI four times in less than three
years. Now Deborah Cohen, Piotr Ozieranski and Shai Mulinari reveal
a former employee’s claims of mistreatment after raising concerns

W

hen Astellas was
reprimanded by
the Association
of the British
Pharmaceutical
Industry (ABPI) in June 2016, for
“deception on a grand scale which was
appalling and shocking,” it received
the harshest punishment ever levied
by the membership organisation: two
non-concurrent one year suspensions
(see box on bmj.com).
The Japanese drug company’s
offences included off-label marketing,
a subsequent cover-up when the
company was investigated, and a
failure to mention certain adverse
reactions in promotional material.
In the words of the Prescription
Medicines Code of Practice Authority
(PMCPA)—the self regulatory body
that administers the ABPI’s code of
practice—this was “one of the worst
cases it had ever had to consider.”
Astellas had prioritised “the bottom
14

line” above all else, said the PMCPA.
The case provides evidence of how
Astellas used ostensibly scientific
advisory boards to co-opt key
opinion leaders in attempts to shape
clinical decisions.
Now The BMJ can reveal new
allegations that an employee who
had raised an issue about off-label
marketing was excluded and ignored,
eventually leaving the company. If
true, the claims raise wider questions
about the role and protection of
whistleblowers in investigating cases
of corporate misconduct in Europe (see
box on bmj.com).
Since the June 2016 reprimand
Astellas has been the subject of
three more adverse rulings by the
PMCPA for serious misconduct
in the UK (see box). The latest,
announced last December, concerned
an inappropriate educational or
service hospital payment for the use
of Advagraf (tacrolimus) in kidney

Deception
on a grand
scale . . . was
appalling and
shocking
ABPI report

transplantation. As such, the case
also raises questions about the
effectiveness of the UK drug industry’s
self regulatory system.
Astellas was readmitted to the ABPI
on 25 June 2018 and has recently
been audited in “a very demanding
process,” the ABPI tells The BMJ.
The findings are expected in the
coming months. Despite the PMCPA
recommending a five year suspension
in its most recent ruling in 2018, the
ABPI said that patient safety had
not been put at risk in the latest case
and that the company had “made
significant strides in improving the
culture and processes within the
organisation.”
A spokesperson for Astellas said,
“We acknowledge that the mistakes
in the past were not acceptable or
reflective of our corporate culture, and
we accepted the sanctions imposed
upon us by the ABPI. Astellas has
worked hard to improve the way we
do business, and we continuously
strive towards the highest standards of
integrity and compliance.”

“Advisory” meeting
One former employee has spoken to
The BMJ on the condition of anonymity
because they still work in the
pharmaceutical industry. They had just
started their job at Astellas Europe—
whose headquarters are in the UK—
when they were asked to attend a
meeting in Milan in February 2014.
More than 100 oncologists and
urologists from EU countries, as
6 July 2019 | the bmj

well as Turkey, Russia, and South
Africa, had been invited to attend
Astellas’s “Pan-European Urooncology Advisory Board Meeting.”
All attendees were paid €1000 (£894)
except for those from southeastern
Europe, who were paid €500, and two
speakers who were each paid €1500.
The employee, who had worked
in the drug industry for some time,
quickly realised that all was not quite
right. Astellas used the meeting to
promote to prescribers the off-label
use, for an additional indication, of
its prostate cancer drug enzalutamide
(Xtandi) and to assess the impact of
potential promotional claims—despite
the meeting’s purportedly scientific
nature (see box, p 16).
Internal emails show that, far from
looking simply at “clinical expertise,”
the company’s local affiliates selected
participants who would fit Astellas’s
“customer criteria.” These included a
UK doctor they wanted to convert from
prescribing Janssen’s abiraterone,
who had a reputation for being an “abi
[abiraterone] man”; someone else who
was a high prescriber of enzalutamide
and would “respond well to such a
meeting”; and another who they said
would become nationally known
“with time.”

Raising concerns
Initially, the employee claims to have
raised concerns verbally, suggesting
ways to become more compliant with
the various codes and regulations
governing the drug industry. These
were ignored, they say.
Aware that the PMCPA had received
a complaint about the enzalutamide
promotion at the Milan meeting from
a UK healthcare professional who
had attended, the employee then put
their concerns in writing to a senior
director at Astellas in Europe because
“nothing had moved on or [been]
taken seriously.”
They wrote that the Milan meeting
had been “highly suspicious and at
the very least bordering on pre-licence
promotional activity [marketing before
marketing authorisation], which as
you know is strictly banned by the
MHRA [Medicines and Healthcare
Products Regulatory Agency].”
The employee also expressed
concern that Astellas would try to

“deceive” the PMCPA by providing
misleading and incomplete
information about the true,
promotional purpose of the Milan
meeting in “an attempt to cover up
the company’s activities.”
Soon after, the employee claims,
they were excluded from further
meetings and were sent home.
The BMJ put all of the employee’s
allegations to Astellas, but it did
not respond directly to those about
the exclusion from meetings. An
Astellas spokesperson says that the
UK and European senior leadership
has changed since the events the
whistleblower describes. It now
uses an externally run website for
employees to lodge concerns.

We continuously
strive towards
the highest
standards of
integrity and
compliance
Astellas spokesman

Whistleblower worries
The two parties reached a financial
settlement, but the former employee’s
experience raises wider questions.
The employee told The BMJ that there
is “no incentive for whistleblowers to
come forward” in Europe. “It would
take a very ballsy and courageous

FOUR RULINGS AGAINST ASTELLAS
June 2016 for organising a meeting that was not a genuine
advisory board and for paying UK health professionals
to attend that meeting where Xtandi (enzalutamide) was
promoted for an unlicensed indication, and for providing
false information to the PMCPA
May 2017 for, among other things, its “wholly
unsatisfactory oversight and control” over two patient
support programmes that displayed “a lamentable lack of
concern for patient safety”
June 2017 for producing a large number of promotional
materials, which had been used for a number of years, that
did not include the required prescribing information related
to some serious or common adverse reactions, warnings, and
precautions, for a total of eight drugs;
December 2018 for a payment to a hospital in 2010 as a
medical educational good or service, which did not meet
the requirements of the code because it was inappropriately
linked to the use of Advagraf (tacrolimus), and for providing
incomplete and misleading information to the PMCPA.

person . . . to potentially jeopardise
their career, and hence the public
could be less safe as a result.”
In the US, whistleblowers are
entitled to a percentage of settlements
and fines levied against a defrauding
company. Settlements and fines
can run into billions of dollars.
This money helps the US’s publicly
funded health system—Medicare
or Medicaid—to claw back money
erroneously spent on drugs.
For example, in 2014 Astellas
agreed to pay back $7.3m (£5.7m)
for off-label promotion of Mycamine,
an antifungal drug, for paediatric
use. The federal government
received $4.2m, and state Medicaid
programmes received $3.1m.

UK protection?
MHRA maintains that whistleblowers
are also vital in the UK, saying that
it recognises “the importance of
whistleblowers and the role they
can play in identifying and detecting
wrongdoing.”
The agency told The BMJ that
it set up a dedicated, anonymous
whistleblower service in 2014 and
has received 318 reports since then.
Only one of these related to promotion
of medicines. A spokesperson says
that “the relatively low levels of
complaints that we receive suggest
that this system is overall effective.”
But a low number of complaints
may reflect that people are unwilling
or feel unable to report, are
unaware of what is happening, or do
not trust the MHRA will do anything
or protect them. Evidence from the US
shows that people do not complain
about complex cases to the federal
Food and Drug Administration
(FDA): most corporate activities
uncovered by whistleblowers in
the US were unknown to the FDA,
having instead been reported to the
Department of Justice.
The number of complaints to the
PMCPA, however, increased from
54 in 2015 to 76 in 2016, but the
former Astellas employee approached
the PMCPA about their experience
and now questions its ability to
investigate serious allegations.
“These are not the people to take
on big pharma,” said the employee.
“The culture of the PMCPA is, ‘Send us
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complaints, we will investigate them,
we’ll put a report online and that’s
fine,’—that’s our self regulatory
system. It doesn’t go any further
than that.
“It’s time for a different
approach, because it’s got to the
point where both the volume and the
complexity of the cases being brought
to the [PMCPA] are unmanageable.”
Heather Simmonds, PMPCA
director, tells The BMJ that the
authority recommended the expulsion
of Astellas from the ABPI in its fourth
ruling against the company (see box,
p 15), for a minimum of five years.
However, the ABPI board decided that
the previous two non-concurrent one
year suspensions for the enzalutamide
case were sufficient and that
compliance was “an ongoing journey.”

Insufficient penalty
Despite evidence of unethical and
potentially unlawful activities that
could jeopardise patient safety, and
which Astellas has acknowledged,
neither the MHRA nor any other
European governmental drug
regulatory authority has intervened in
the case. The harshest punishment the
company has faced is its temporary
suspension from the ABPI.
Aside from “administrative charges”
imposed on companies in breach—
which for ABPI members can range
from £3500 to £12 000 —the PMCPA
says that the most important sanction
available to it is adverse publicity (see
box on bmj.com). The ABPI similarly

These are not
the people to
take on big
pharma . . .
It’s time for
a different
approach
Former Astellas
employee

told The BMJ that the “Astellas case
has resulted in high profile negative
media coverage for the company.”
The suspension did receive
media coverage, particularly in
the trade press, and Astellas was
ordered to pay for adverts in The
BMJ, the Pharmaceutical Journal,
and Nursing Standard saying that
it had “brought discredit” on the
pharmaceutical industry.
An ABPI spokesperson said, “We
expect all companies to adhere to
the highest standards of professional
conduct, and our code of practice
reflects and extends beyond UK law.
Sanctions under the ABPI code include
publication of detailed case reports in
every case. Additional sanctions are
imposed in serious cases.”
Astellas also had to send letters to
the five UK healthcare professionals
who attended the meeting in Milan,
saying that “the arrangements
did not meet the criteria for an
advisory board and that UK health
professionals had received payment
to attend the meeting, which
promoted Xtandi [enzalutamide] for
an unlicensed indication.”
However, the reputational
damage seemed not to translate
into decreased sales or profits. In
January 2016—coinciding with
the PMCPA’s announcement that
Astellas had provided “false and
incomplete information regarding
the selection criteria for attendees”
at the Milan meeting to the PMCPA—
enzalutamide was recommended by

WHAT THE MEETING IN MILAN WAS REALLY ABOUT
When first investigated by
the PMCPA, Astellas said
the Milan meeting had been
“non-promotional, scientific/
medical-led . . . with an
agenda focused on legitimate
scientific exchange about the
treatment of mCRPC [metastatic
castration resistant prostate
cancer]” and that doctors had
been selected solely for their
personal experience of treating
patients with mCRPC and not for
marketing purposes.
However, an internal
document produced before
the meeting detailed the
“objectives for meeting.” These
were clearly promotional:
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“Objectives for meeting
• Increase Astellas’s profile in the
field of oncology
• Communicate Astellas’s
strategy and oncology pipeline
to key target customers
• Communicate Xtandi
[enzalutamide] and tivozanib
[an unlicensed drug] data and
common set of messages to EU
affiliates’ [national company
branches’] key target customers
• Gain an increased
understanding of the current
landscape in RCC [renal cell
carcinoma] and prostate cancer,
and the challenges Astellas will
face when launching Xtandi and
tivozanib in the EU.”

The document also detailed the
target audience for the meeting:
“Target audience for meeting
• Mid-top level product OLs
[opinion leaders]—those with
the potential to be local product
champions within the relevant
EU markets
• Data-naive customers, ie those
who have not been involved
in any APEL [Astellas Pharma
Europe Ltd] or national/local
advisory board meetings prior
to the pan EU ad board [advisory
board] meeting
• 10 per affiliate [eg, Astellas UK]:
five prostate/Xtandi and five
RCC/tivozanib.”

NICE for NHS use in England.
Nor is there evidence that the
PMCPA’s rulings and the suspension
had any impact on Astellas’s stock
price. Indeed, in the weeks after the
ABPI suspension in 2016 it increased
steadily, reaching its fiscal year’s
peak on 1 August, which coincided
with the announcement of its
financial results for the first quarter.

Lack of action in Europe
Although many European countries
were targeted at the Milan meeting,
only the PMCPA and ABPI took any
action. The Dutch drug industry body
is the only other authority that found
Astellas guilty of off-label promotion,
on the basis of the PMCPA’s report.
However, it decided that no action
against the company was necessary
considering the sanctions already
levied by the ABPI.
It seems that only one of about 100
European healthcare professionals
attending the Milan meeting
complained to regulators: the UK
doctor who complained to the PMCPA.
Most doctors recruited by Astellas
seem to have been either unaware
of, or habituated to, the unethical
promotional activities or to have been
indifferent to being targeted with
off-label promotion and being used—
in what was essentially a market
research exercise—to evaluate the
likely success of promotional claims.
The European Federation of
Pharmaceutical Industries and
Associations (EFPIA) did not
suspend Astellas Europe and has
not publicly castigated it. EFPIA says
that the responsibility to process
complaints about companies’
conduct rests with its member
associations, such as the ABPI.
An EFPIA spokesperson told The
BMJ, “EFPIA convenes a network
of [industry] code authorities from
across Europe. Breaches of the codes
are shared across the network with a
view to ensuring that actions found
in breach of a code in one country are
not replicated in another country.”
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