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Where’s the evidence for malign
professionals, or carers?

Heath seems to be haunted with nightmarish
visions of Drs Mengele and Shipman, together
with fears that a “malign” future govemment may
take advantage of dignity in dying and require
one’s death." The reality is much less dramatic:

in places that allow assisted dying, there have
been no dramaticincreases that would justify her
fears. People request assisted dying in the face
ofintolerable pain and loss of autonomy caused
by severe iliness. Heath does not advance even
anecdotal evidence of “complicit, selfinterested
support from relatives, professionals, or carers.”
David Goldberg emeritus professor, institute of
Psychiatry, King’s College London, London SE5 2AF,
UK davidpgoldberg@yahoo.com

Competing interests: DG is a member of the steering
commitiee, Healthcare Professionals for Assisted Dying.

Heath . What's wrong with assisted dying. BMJ

Legislation would protect
against malign individuals

Heath's association of the narnes of Mengale
and Shipman with doctors supportive of
legislation for assisted dying is unwarranted."
The fundamental differences are centred in
compassion and patient choice.

Heath’s avowed reservations about assisted
dying result from an expectation
of the abuse of power, eitherby
arelative or by the state should
a“malign” government come to
power. Butitis more likely that
malign individuals who coerce
the “vulnerable” into seeking an
assisted death will be identified
proactively by the professional
scrutiny that any legislation in this
areg will embody.

if a malign government were
to come to power, as citizens,
we would have far more to worry
about than the abuse of assisted dying.
Liza Macdonald oncologist and writer, London
W1G 6Q5, UK eamsears@aol.com

Competingintere i is a member of the Steering
Cornrittee, Healthcare Prefessiorials for Assisted Dying.
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Consider suffering associated
with lack of control over dying

Godwin’s law states that whoeverraises

the holocaustin an ethical argument
automatically loses, and Heath’s ariicleis a
good case in point.” Most geople who support
the self determination of patients in the dying
process are kind hearted and motivated

by beneficence, unlike her unfortunate
analogies.

Ifthe aveidance of evilis Heath’s prime
motivation, as it seems to be, shewould do
better to consider more carefully the vast
arnount of suffering associated with lack of
patients’ control overthe dying process. The
spectre of “vuinerable” patients being coerced
cannot justify all this avoidable suffering. If
aware of the possibility of coercion, society can
build in safeguards, here as elsewhere.

David Hadom retired physician, Fairlie, New Zealand
7987 dhador@gmail.com
Competing interests: None declared.

1 Heath ! What's wiong with assisted dying. BM/
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Legisltation and debate needed

Heath asserts that “itwill be impossible
te draft a law rebust enough to protect the
vulnerabie.”' However, such legistation
has beenin placeinthe
Netherlands, Belgium, and
Gregon, USA, foratieast 10
years, with no suggestion of
coercion for the vulnerable
and ncragid rise in numbers
seeking assisted death. Loerd
Falconer's Commission on
Assisted Dying published
earlier this year provides a
balanced legal framework
on which we could move
forward.

Legislation is needed
notonly to protect the vulnerable but also
to protect professionals caring for patients.
Amateur partners {acting with best intentions}
who helg their terminallyill loved ones to
die are now uniikely to be prosecuted, but

currently health professionals are not allowed
even to discuss the matter.

Doctors are still not universally discussing
their patients’ wishes with regard to dying, and
neither are they universally offering advanced
directives forterminally il patients. it is the lack
of autonomy that patients fearat such a time.

Paltiative care should be considered as
complementary to assisted dying, not presented
by our profession as the onty choice available.
in the Netherlands and Belgium these services
are well develcped yet the hospice movernent
continues to thrive.

Finally, Heath states, “l don’t want assisted
dying, buti also don’twant a percutaneous
endoscopic gastrostomy.” That is her persornal
choice, but she should not deny patients their
own choice of assisted dyingifthey consider
their suffering has become unbearabile.

Philip Hartropp retirad general practitioner

and patiiative care lead for primary care trust,
Peterborcugh, UK phartrepp@aol.com

Competing interests: PHis a board member of Dignity in Dying.
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Perfect art of allowing
death with dignity

Heath eloquently outlinies sorne of the
difficulties that beset assisted dying." In my
experience, most families and carers would not
coerce 3 person into considering the option of
assisted dying and often go fo great fengthsto
care forthese people. These sacrifices made
by carers are usually recognised and riay lead
to intense feelings of guilt, hopelessness, or
even depression. This can create a potential
morat obligation on the part of the patientto
consider assisted dying as an ¢ption. The most
vulnerable would be at greatestrisk, and no
tegal framework could robustly prevent harm
being caused.

The law would also nead to guard vulnerable
pecple againstiess well intentioned elements
of society, especially when considering the
potential financial consequences of long
term care, Coercion in these cases may be
impassible to detect.

Thereal debate should be about the nature
and level of intervention afforded to people
with serious conditions. End of life carein
dementiaisinitsinfancy andis riddied with
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moral dilemmas that are stili to be resolved. We
should be concentrating on perfecting the art of
allowing patients to die with dignity.
Roger E Cable consuitant oid age psychiatrist, NHS
Lanarkshire, Cariuke Health Centre, Cariuke
ML8 4BA, UK cablere@yahoo.com
Competing interests: None declared.
1 Heathl. What'swrongwith assisted dying. BM/

2012;344
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META
UK quailty assurance of blood
metal ions after hip implants

in 2010 the Medicines and Healthcare Products
Regulatory Agency (MHRA) issued a medical
device alert recommending measurement

of cobaltand chromium concentrations in

blood from patients experiencing discomfort

or pain associated withi metal-on-metat hip
prostheses.? ?This followed concerns relating
to possible adverse effects of inetal refeased
from theimplants. A secend alert updated the
advice and provided recommendations for
managing patients with and without symptoms
in four groups based on the type of hip
reptacement.’ Accurate measurements of cobait
and chromium are imperative forimptementing
these alerts, both requiring that samples be
sentto laboratories participating in the UK
National External Quality Assessment Scheme
fortrace elements (TEQAS), which is accredited
by Clinical Pathology Accreditation (UK).

Each rmonth two blood specimens selectaed
frorn six different pocls were sentio scherne
participants for analysis. During the yearfrom
Aprit 2011 to March 2012 2ach of the pogls
was analysed on four different occasions. The
pools were prepared by spiking equine btood
with the metals to match patient samptles and
to calculate recovery of the added cobialt and
chrorniurm,

Cobalt concentrations ranged from 10 pg/L
to 60 ug/L and chromium from 10 pg/Lto 35
ug/L. The mean recovery for the analysis of all
20 specirnens was 96.4% (SD 2.23, coefficient
ofvariation 2.3%) for cobaltand 96.1% (3.19,

3¢

3.3%) for chromium. The excellent agreement

between the amounts in the specimens and the

mean vaiues indicates that the results reported
are accurate. Trhie agreement between the pocls
distributed on ditferent occasions shows that
results are also reproducible.

These results should reassure surgeons and
patients that the laboratories measuring cobalt
and chromium concentrations are producing
results that are fit for purgose.

Chris F Harrington principal heaithcare scientist and

scheme manager chris.harringtoni@nhs.net

Andraw Taylor consultant clinical biochemist and

scheme director, TEQAS, Faculty of Health and

Medical Science, University of Surrey, Guildford

GU2 7XH, UK

Competing interests: None declared.

1 Medicines and Healthcare Praducts Regulatory Agency
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Flaws in anaiysss Eead to
misteading conclusions

The meta-analysis by Prochaska and Hilton

has several methodological limitations in data
analysis and interpretation, which lead to
misieading conclusions." Despite the removat
of cardiovascular events from thetrialsand a
statistical approacti that has limited power to
detect a significant effect, there is an excess risk
of cardiovascular events with varenicline in all
five measures reported.

Therisk difference model Prochiaska and
Hilton used is statistically underpowered at low
event rates and biases the estimates towards the
nuki.? This flawed apgroach is not recommended
by the Cechrane Handbook, whiich states that
the Peto odds ratio method was found to be “the
least biased and most powerful method” and
thatrisk difference analytical methods “tended
to show conservative confidenceinterval
coverage and low statistical powerwhen risks of
events were low.™”

They analyse data by treatment levet and
exclude events occurring in randoniised
patients. By contrast, we adhered to intention
to treat analysis according to the regulations
and established and generally accepted
scientific principles of the US Food and Drug
Administration.” The higher dropout rate in the
placebo groug is irrelevant when the intention
to treat principleis adhered tc.

Their study does not havethe optimal

information size to detect a significant result.
They conflate the lack of significancein an
underpowered meta-analysis as clinically
insignificant.

Adequately powered randomised controlled
trials are needed because none of the trials
evaluated cardiovascuiar events as a primary
outcome orwas powered to detect individual
differencesin cardiovascularoutcomes
bretween varenicline and placebo. The CATS
study, a 52 week post-tarketing study
comparing varenicline, placebo, bupropion,
and nicotine reptacement therapyin around
8000 p:atients, should provide further
inforrnation on the size ¢f this risk >

Clinicians need to considerthe overalt
risks of varenicline noted in the prescribing
information--serious cardiovascular risk and
risks of suicide and depression®—and balance
them againstits benefits. The United States
Veterans Administration does not recommend
varenicline as first line treatment for smoking
cessation.”

Sonal Singh assistant professor, Johns Hopkins
University, 680 B, 624 N Broadway, Baltimore, MD
21205, USA sosingh@ijhsph.edu
Yoon K Loke clinical senior lecturer, Norwich Medical
School, University of East Anglia, Norwich. UK
Corapeting interests: Nene declared.
Prachaska )i, Hilton |F. Risk of cardiovascular serious
cisted with varenicline use for tobacco
C review and mets-analysis. BAY
4 May)
i), Bettin JA, Russell Localio A, Much
g:acomparison of the performance
al methods with rare events. Stat Med
7.
eks )i, Altman DG, eds. Special topics in
: insJPT, Gteen S, eds. Cochrane handbook
for systematic reviews ¢ erventicns. vVarsion 5.1.0
(updated March 20 11). Cachrane Collabaoration, 2011,
4 SinghsS,ioke YK, Spangler G, Furberg CD. Riskof
serious adverse cardiovascliar events associated with
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5 Na‘IO walinstituts sofheal[h ClinicaiTrials
evaluate cardiac assessments followir ent treatments
of smoking cessarion medications in subjects with and
without psy« c disorders. (CATS). httr://clinicaitrials.
gov/cr2 /show/NCT0 1574703,

6 Foodand Drug Adsmiinistration. Charitix {vareniciine).
Highiights of prescribing informaticn. www.accessdata fda.
gov/drugsatfda_docs/iabel/2012/021928s028ibt pdf.

7 USDepartmentof Veterar s Pharmacy Ben
Managernent Services. Clini ance: varenicline criteria
for prescribing. www.pbm va.gov/CriteriaForUse.aspx.

gov. Study to

Authors’ reply

The principle inintenticn to treat analysis
isthat all trial participants be anatysed as
randomised and foliowed up to the study end
pointof interest. Both our meta-analysis and
thatof Singh etalanalysed ali participants
asrandomised.! 2For assessment of
cardiovascular safety, weidentified the

period of treatrent exposure plus 30 days as
biologically relevant and followed up both arms
forequal duration. indeed, the primaryend
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point of the CATS study is major cardiovascuiar
events occurring during the treatment phase.
Singh et al analysed safety using the efficacy
foliaw-up periad, which extenided well after
treatment and differed between study arms.?
Consequently, the excess riskreported by them
could beattributable to bias resuiting from
more extensive follow-up of the varenicline arm.
The CATS trial, a four-group design, wilt have
2000 treated with varenicline, cornparad with
5431 individuals treated with vareniciine in our
meta-analysis.

Our use of treatmentemergent events as the
end paint reduced the crude baseline event rate
froen 0.8%7t0 0.5%." Bradburn et al showed
that the power of ail summary statistics declines
with this rate, including the Peto odds ratio.”
However, inclusion of 12% mare participants
in our meta-analysis on the basis of the risk
difference increased its relative power." Both
meta-analyses allocated participants 3:2 to
varenicline, ¢n average, whereas Bradburn
et at examined balanced allocation.”” Thus
this citation does not confirm the claim that
our risk difference based meta-analysis' was
underpowered. The Cochrane Handbook*
discourages use of the Peto odds ratio when
studies have unequat allocation.”

Amanifestation of low statisticat power
is a wide confidence interval. Bradburn et al
showed that coverage of the risk difference
increases towards 100% as event rates drop
under 1%.” Furthermare, they reported that the
risk difference method “also produces relatively
unbiased estimates of treatment effects.”
Thesefindings increase the assurance thatthe
truerisk differencefies below the estirated
upper confidence limit 0f 0.63%." The risk
difference based cumulative meta-anatysis
showed thie excess risk estimate has changed
negligibly with inclusion of the most recent 11
trias."

We concurwith Singh that treatment risks and
benefits need te he weighed. Our four summary
estimates were intended to provide transparent
and comparative findings to inform decision
making fortobacco dependence treatment.
joan F Hilton professor, Department of Epidemiclogy
and Biostatistics, University of California, San
Francisco, USA
Judith | Prochaska associate professor, Department
of Psychiatry and Center for Tobacco Control
Researchi arid Education, University of California,
San Francisco, CA $4142-0984, USA
jProchaska@ucsi.edu

Competing Interests: Detailed disclosures are inctuded in

reference 2, Inctuding grant funding from NIDA, NiMH, TRDRP,

FAMRI, and a single investigator initiated research award from

Ffizerto jJP. Thefunding frem Pfizer did not support the work

of the meta-analysis or this letter,

1 Prochaskalj, Hilton |F, Risk of cardiovascularserious
adverse events associated with vareni use for tobacco
cessation; systematic review and meta-analysis. 81j
2012,344:02856.(4 May)
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Authorities should be
held to account

Sguthall’s wrecked careeris a tragedy.”
Unfortunately, alt judicial systems (inciuding
General Medical Council {GMQ) fitness to
practise pracedures) have theirimperfections.
When consultants employad by the NHS or
university have to defend themsselves in judicial
proceedings on account of actions taken during
work for the NHS or university, surely they
shoutd considerthis part of the job. Doctors
mustrecognise thatthe process of determining
contentious issues often causes personal stress
and shiould accept itas part of their role.

When all of these proceedings cenciude
with an acquittat orthe absence ofany case to
answeritis surely wrong for the doctor to incur
tinancial penalties. The professior should
strongly support Southatlin taking proceedings
againstthe GMCto recover his probabie
financialloss, and the organisations of the
profession—stuch as the BMA, his royal coliege
and willing donors, and hopefully his defence
organisation—should join in financing stich
proceedings. Of course, he ray prefer to walk
away frorn his nightrmare, but { would fiope that
he woutd consider making such proceedings
the apotheosis of his academic contribution to
child grotection by holding the authorities to
account.
Michael } Goedman consultant gastroenterologist,
Manchester M2 4DW, UK
dr.m.goodman@btinternet.com

Competing interests: M)G was a member of GMCfitriess o
nractise panels, 2006- 2009 and deputy chairman of the BMA
Consultants Committes, 1997-2002.

1 Dyer C. David Southall: anatomy of 5 wrecked career. BAY
2012;344:63377. (16 May

PACA response

We endorse the excellentaccount of Southall’s

ordeal,’ which describes “what steps have

been taken to make sure no other doctor has

to go through such an ordeal.” Nextmonth, the

General Medical Couricil (GMC) issues guidance

on how doctors should conduct themselves to

safeguard children. However, it is the GMC that

neads to change, We advise that:

» The GMCtakes notice of previous inguiries by
the doctor's employer and other agencies

« in child protection cases, the doctor’s actions
are analysed from the point of view of intended
berefit to the child, perhaps by appointing an
advocate forthe child in the proceedings

® Any charge brought against a doctorata
full hearing shouid be sufficiently severe
to warrant serious sanction. Asuspicion of
serious child abuse reported to the police, as
in the Clark case, does not suggestimpaired
fitness to practise

« Members of fitness to practise panels hearing
child protection cases should have training in
its basic principles

s Experts are chosen more carefully: Professor
David had defied ajudicial orderand
Nicholson was not a bona fide expert

e The GMCshould be wary of complainants’
motives and have courage to resist
unreasonabte demands from politicians and
the media.

The practice of child protection will suffer

untilthe GMC shows that it wishes to do better.
Finally, other doctors have atso suffered

“prolonged suspension, traumatised personal

lives, multiple GMC hearings, loss ofincome,

careerdestruction and repeated vilification

in the press.”” In the UK, research and child

protection work have experienced long terrn

adverse consequences.”

Against Chitd Abuse {PACA), Barnsley, UK

john.bridson@doctors.org.uk

Competing interests; None deciared.

1 Dver C David Southall: anatomy of a wrecked caresr. B/
2012;344:3377.{16 May}

2 ModiN, Mdrtosh N. The effect of the neonatal Continuous
Negative Extrathoracic P re (CNEP; triad encuiries on
research in the UK Arch | iid 2011;96:500-4.

3 Wright T. The Stoke CNEP saga—how it damaged ail
irvolved. /R SocMed 2010;103:23-8.

4 Mathews B, Payne i+, Bonnet C, Chadwick D. Away to restore
British paediatricians’ engagement with chiid protection.

GMC was not “too lenient”
with Southall

Aithough Dickson is to be applauded for his
partial apology to David Southall, | wonder who
advised him on his responise that the GMCwas
“too lenient.”?
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Inthe Clark case, the Council for Healthcare
Regulatory Excellence appealed the General
Medical Council (GMC) decision, believingitto be
too tenient. The court case proceeded on the basis
that the panel decisior was correct and leniency
was judged againstthatbackground. Southall
was urniable to argue the merits of the case.

Subsequently, a differently constituted GMC
panel considered his case, asking whether he
had any continuing irnpairmentto practise. This
panel guestioned many of the original panel’s
keyfindings. Acriticism had been that he was
precipitate in reporting his concerns. The 2008
panel explained this was wrong becausethere
is a dutyto raise child protection concemns,
and they accepted the opinions of four expert
witnesses, who felt that the events could have
indicated non-accidental injury, On the criticisim
fornotinterviewing the Clarks, the 2008 panel
heard from the experts, who said that this was
notthe accepted practice. There s littie serious
contentin the rest of the criticisms, which
included being guilty of failing to stateina
report that he had not seen the medical records,
which therecipients ofthe report knew; acting
when barred by his trustfrom doing child abuse
work, when he did so initially as a private citizen
and subsequently with permission; and basing
his concerns on a “mere hypothesis” sternming
from his work on smothering, work thatis widely
regarded as seminal.

Therefore saying the GMCwas found to be
too lenientgives a less than full picture. No
responsible person who has read the 2008
determination should suggest that the GMChad

been too lenient on Southall.

Catherine Williams honorary reader in law, Sheffield
University, Sheffieid. UK williams@doctors.org.uk
Competing interests: CWis a member of Professionais Against
Child Abuse (PACA).
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TG ANCNYMISED DATA
Risk for vulnerable patients

Our practice looked into aliowing all patients

to have access to their records via theinternet
when the facitity becare available about eight
years ago. We didn’tdoitin the end because
we couldn’t find a way to prevent potential
cornpromise to the confidentiality of vulnerabia
people, such as patients under 146 years, who,
for somereason do not want their parents to
know they have had a discuission with the GP.

In principle the proposed access to records
is a good idea and can empower patients.’ But
itwill cause me concern untit ministers can
explain how they will get around the unforeseen
consequence of young people not wanting to
access primary care services for advice about

32

contraception or unwanted pregnancy, or even

to disclose abuse, because they know their

parents can read their confidential madical

records online.

David Porteous general practitioner, Fishponds

Family Practice, Bristol BS16 5DS, UK

dave.porteous@gp-181013.nhs.uk

Competing interests: None declared.

1 Cross M. Anonymised data of alt NHS tizatments must
be putin public domain by 2015, strategy says. 84/
2012;344:03648, (22 May)

No more arbitrary upper age
limits for clinical research

Armulti-faceted approach is needed ts end the
systematic exciusion ofolder peopie from ctinical
research.! However, one simple measure coutd
have a majorimpact—a zero tolerance policy
from funders and ethics commitiees for arbitrary
upper age limits. The use of such upper age limits
is common, with 33% of papers published in four
leading medical journals using explicit exciusions
enthe basis of age.” in many instances,
researchers opt for an arbitrary upper age timit,
without offering a scientific justification forwhy,
forexample, a 75 yearold would be a suitable
research participantbut a 76 year old would riot.
The Age and Ageing Specialty Group,
supported by the National institute for Health
Research (NIHR) Clinical Research Network
Coordinating Centre, has posted a staternanton
the NIHR public and researcher websites about
equity in clinical research regarding the inclusion
of older participants. > It airns to redress the
imbalance of older pecplein clinical research,
notonly in the interests of equity, but because
ofthe need to draw on the resuits of good
quality research to inform best practice in the
managernent of our growing otder population.
Otherfunders may wish to follow this lead if
ageism in clinical research is not to flourish.
Marion ET McMurde professor of ageing and heaith,
University of Dundee, Ageing and Health, Medical
Research Institute, Ninewells Hospital and Medical
School, Dundee D1 95Y, UK
m.e.t.memurdo@dundee.ac.uk

Cormpeting interests. x'\EW' M is chiair of the NIHR age and
ageing speciatty research grow

1 Watts G. Why the exclusion of older peopile from clinical
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2 McMurde ME, Witham MD, Gitlespie ND. Including oidar
peopte inclinical reseaich. BV 2005;331:1036-7.

3 National ute for Health Resea ity in ctinical
research: inclusion of older paiticipants. www.cmec.ninr.

ces/NIHR%2 0CRN%20 CC/Documents/

arch_22June2010 pdf.

How we risk getting it wrongin
cognitive screening too

McPherson asks how we got it wrong with breast
screening.! Willwe be asking a similar question
of cognitive screeningin 10 years’ time? The
discipline of public health epidemiology must
be given dueweightwhen considering cognitive
screening in elderly people. Robust, repeated
epidemiological findings worldwide show

that more than half of elderly people with mild

2arly rnemory loss do ot prograss to clinical

dementia.” This group aiso needs consideration.

Adiagnosis of dementia is a life changing event:

we cannot simply ignore the potential for false

positive diagnoses. This is perhiaps especially
truefor a vulnerable group like this whose voice
has notbeen sought.

Fears have been exprassed that screening
based on the propesed Diagnostic and
Statistical Mandal of Mental Disorders, fifth
edition, category of “minor neurocognitive
disorder” may result in this group being
classified as having early dementia.’ Yet, seen
from a clinical and epidemiological perspective,
these patients do not have dementia—they have
mild mernory loss that is static (occasionally
reversible), with o serious functicnal foss.

I support my colleagues in seeking a timely
diagnosis of dementia and agree thatthisisa
challengethat deserves serious thinking. But
specialties such as minemust notigrore the
wider real world sociology ofageing alongside
robust epidemiological evidence. Furthermore,
perhaps we need to consideriessons learnt
through other early screening programmes.”
Utherwisein 10 years’ time wemight be
asking: how did we get it wrong with cognitive
screening?

Peter } Gordon old age psychiatrist, NHS Forth Valiey,

Clackmannanshire Comrmunity Heaithcare Centre,

Sauchie, Alloa FK10 3jQ, UK

pgsg@bridgeofallan.plus.com

Competing interests: None declared.
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