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 Ж Read more articles by Margaret McCartney online at bmj.co/margaretmccartney
 Ж Should the UK adopt an opt out system of organ donation?  

     Yes, said 67% of readers in an online poll
 Ж Read more articles by Daniel Sokol online at bmj.co/danielsokol 

NO HOLDS BARRED Margaret McCartney

The false god of appraisal

‘

‘Appraisal is a false god. It is a waste of time and misuse of 
resources. It was never going to “stop another Shipman”

T
wenty three minutes on a train. 
Until a couple of years ago I 
used the time spent on this 
regular journey thinking about 
things I’d like to write about, or 

the best birthday presents for friends, the 
colour of the trees rushing by, the enticing 
smell of other people’s fish and chips. That 
time was mine. It was aimless but glori-
ously, fruitfully productive.

This has stopped. Appraisal now means that I use 
those 23 minutes writing down my “learning activi-
ties” from the week before. Appraisal means that I 
must keep collecting evidence of professional devel-
opment. It is a sacrifice to the god of revalidation—
because only when written down is something proved 
to have happened.

Like everyone else, I look up things I don’t know 
about during the course of the day—diagnoses I’m 
unsure of, drug interactions I’ve forgotten, treatments 
that are new to me. But I don’t write it down as I go 
because, despite coming to work earlier and leaving 
later, minutes spent on myself mean fewer spent on 
patients.

Appraisal is a false god. It is a waste of time and 
a misuse of resources. It was never going to “stop 
another Shipman.” Of course, it’s nice to have a con-
versation with a fellow GP about the work we do and 
the hazards we face—but, if it takes appraisal for this 
to happen once a year, it’s the working conditions that 
are the problem, and appraisal is not the solution.

What are your strengths and weaknesses? 
What are your reflections on learning? What 
have you learnt from this activity? What 
changes have you made? The questions 
invite answers by rote from a numb mind.

Appraisal now includes “360 degree feed-
back,” which means that each of the United 
Kingdom’s 43 000 GPs sends an appraisal 
every five years to 15 peer raters. If the 10 

minutes it takes me to fill one in is the average, then 
health professionals spend 21 500 hours a year ticking 
boxes rating colleagues. Where is the evidence of value? 
What work—or what life enhancing, burnout reducing, 
play away from work—is not getting done instead? Look 
to business: the financial services company Accenture 
has just got rid of annual appraisals for employees.1 
Bravo!

What of the harms? I know of several doctors who 
have had vile slurs written on feedback documents. 
How many others have retired early because of stress 
brought on by appraisal? Complaints against doctors 
are rising, not falling2—any hopes that the process 
would help are unfounded.

Yet our colleges have signed up to this time wasting, 
navel gazing, and expensive process without properly 
considering either the opportunity costs or whether the 
endeavour is evidence based.

Margaret McCartney is a general practitioner, Glasgow  
margaret@margaretmccartney.com 
Follow Margaret on Twitter, @mgtmccartney
Cite this as: BMJ 2015;351:h4982
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ANALYSIS

Our battle for 
heart drugs data
When Robert Fleetcroft and colleagues 
attempted a systematic review of the 
treatment of heart failure, they were 
unable to answer their research question 
because of poor reporting and non-
disclosure of data. And yet the necessary 
studies had been done. Here they discuss 
their experience and possible solutions.

M
ost patients with heart failure have 
only minor symptoms; one study has 
reported that 83% of patients with 
heart failure in primary care in the UK 
have mild symptoms, classified as class 

I (no dyspnoea) or class II (slight to moderate dyspnoea 
on exercise) on the New York Heart Association (NYHA) 
scale.15 However, the National Institute for Health and 
Care Excellence (NICE) guidelines for the management of 
cardiac failure in primary care rely heavily on evidence 
from trials of patients in secondary care, who tend to have 
more severe symptoms.16 Thus, drugs for cardiac failure 
may be less effective in patients in primary care.17 

We conducted a systematic review to determine the 
effectiveness of heart failure drugs for patients with NYHA 
class I and II symptoms. We included randomised controlled 
trials of beta blockers, angiotensin converting enzyme 
inhibitors, or angiotensin receptor blockers. We used 
standard systematic review methodology. Two independent 
reviewers screened the titles and abstracts for results. A 
total of 30 studies met the inclusion criteria. Most studies  
reported NYHA class in baseline characteristics, but none 
included enough data to calculate outcomes for patients in 
different NYHA classes.18‑47 We emailed the corresponding 
authors (or the first authors where these details were absent) 
of each study asking for additional summary outcome data 
stratified by NYHA class (see appendix on thebmj.com for 
further details of the search results).

Inadequate responses to requests for data
We received six replies in total. Three authors said that data 
were not available; one said that only one class of heart failure 
patient had been included in their study; one author refused 
to supply data stating that “such subgroup analyses are not 
appropriate and likely to generate spurious findings;” and 
one author recommended that we approach a co‑author for 
additional data, which we are now following.

Of our 30 requests we received only one response with the 
potential for further data to inform our research. We anticipated 
that the numbers of patients included in the 30 studies (80 450) 
would have been more than sufficient to provide an answer to 
our research question. The barriers we experienced were poor 
reporting of results in the original publications; inadequate or 
outdated contact information for the lead author; no response 
to requests for data; and one refusal to release data. Lack of 
contact details is partly understandable because 11 of the 
studies were published in the 1990s.

Difficulties accessing data
Our findings are surprising in the current climate of increasing 
access to information. Outcome data were usually presented 
for all classes of heart failure combined, leading to incomplete 
reporting of results. Many of the trials were published long 
ago—11 in the 1990s, 15 in the 2000s, and four published 
since 2010. One study was retracted in 2013.33 Email addresses 
for the corresponding author were missing for 12 studies, and 
a further six were invalid. One corresponding author had died, 
and three reported that the data were no longer available. We 
encountered one refusal owing to concerns about misleading 
secondary analysis of their data.

We were surprised by the extent of the difficulties we 
had, given that a cross sectional survey of corresponding 
authors on the sharing of their clinical trial data found that 
77% had granted at least one data sharing request.2 Some 
authors may refuse to release data because they think that 
they have intellectual property rights.48 or that the data 
will be misinterpreted and cause harm.2 We acknowledge 
that intellectual property concerns may be potentially a big 
obstacle, but we do not think it valid to withhold data when 
there is a public interest and where the results are expected to 
influence healthcare.

Our findings 
are surprising 
in the current 
climate of 
increasing 
access to 
information

Robert Fleetcroft clinical lecturer in general practice,  
r.fleetcroft@uea.ac.uk
John Ford NIHR doctoral research fellow, 
Nicholas D Gollop MRC doctoral research fellow in cardiology, 
Pieter MacKeith academic clinical fellow in primary care, 
Jhenaan Sorefan medical student, 
Caroline Thurlow academic clinical fellow in primary care, 
Rachel Wakelin academic clinical fellow in primary care,  
Nicholas Steel reader in primary care  
Norwich Medical School, Norfolk NR4 7TJ, UK
Kosala Perera general practitioner, JS Medical Practice, London
Ashia A Shafi specialist trainee, obstetrics and gynaecology, North Central 
and East London Deanery, London
Martin R Cowie professor of cardiology, National Heart and Lung Institute, 
Imperial College 
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Fig 2 | Flow diagram of contacting authors of included studies

KEY MESSAGES

•   The evidence base for the benefits of drugs for 
patients with mild heart failure is not clear, so 
we tried to perform a systematic review based on 
published trials

•   Access to requested data on the outcomes of 
treatment for patients with mild heart failure  
was not possible for 29 of the 30 studies we 
identified

•   Difficulties with access to patient data from 
published studies are well known and several 
organisations have recommended improvements

•   Mechanisms for data sharing need to be 
developed, such as central national repositories 
for trial data

Until data are openly shared and researchers 
can undertake secondary analyses, 
unnecessary trials will continue to take place

about new drugs based on clinical effectiveness data 
that are not in the public domain. Such transparency is 
essential to bolster trust in the process of evaluation of new 
treatments and technologies. Research ethics and funding 
committees should make future access to the raw data a 
mandatory requirement of their approvals. 

Funders could, for example, withhold the final part 
of grant funding until individual data are made publicly 
accessible, in the same way that some funders withhold 
final payment until they have receipt of a satisfactory 
final report. They should also provide adequate funding 
to cover the costs of archiving data and should insist that 
arrangements for archiving are discussed in the protocol. 
Journals could require evidence of archived data as a 
condition of publication of clinical trials, in the same way 
that they currently require evidence of ethical committee 
approval.

However, these recommendations will not tackle the 
problem of accessing historical data. We encountered 
difficulties identifying corresponding authors from older 
clinical trials, authors refusing to release data, and datasets 
that were no longer available. Others have had difficulties 
with older data formats, coding changes in computer 
software, and use of stored paper data.52 Authors may not 
agree on who owns the dataset and have concerns about 
intellectual property rights and other legal issues.53 This 
is contentious—it has been suggested that the data really 
belong to the patients, and the researcher is merely the 
custodian.54 

Lack of informed consent can be a concern if data are 
not anonymous or where historical consent was used. The 
Health Research Authority standard consent form now 
includes consent for anonymous data sharing with other 
researchers. Considerable time and cost may be spent trying 
to access historical data, especially if they are in paper 
format. These barriers prevent an easy solution to accessing 
historical data, but progress can be made.

Guideline committees could insist on data sharing 
agreements for the research they use, which would 
encourage authors of historical and important studies to 
share their data, but this is a complex issue.

Guidelines should include all relevant data but the 
research quality of a particular guideline could be 
downgraded or given a “health warning” if those data are 
not shared, so that this information is transparent to the 
users of the guideline.

Although it would not be feasible for all data from 
historical trials to be placed in a repository, the Wellcome 
Trust has suggested the storage of historical data from 
priority research areas such as cardiovascular disease and 
cancer.55 Until data are openly shared and researchers can 
undertake secondary analyses, unnecessary trials will 
continue to take place and the evidence base supporting 
best clinical practice will be harder to identify.
Full version and references are in the version on thebmj.com.
Cite this as: BMJ 2015;351:h5002

What next?
Ethical approval for future randomised controlled trials 
of drugs for heart failure in patients with mild symptoms 
may be difficult to obtain as guidelines have already been 
published.49‑51 And they may be unnecessary because 
substantial numbers of these patients have already been 
included in these 30 published studies. 

We need central national repositories for trial data based 
in the country of the trial sponsor, accessible to researchers 
after 18 months. Possible repositories in the UK include the 
UK data archive, which already provides access to research 
data from many observational studies, or the Health 
Research Authority, as recommended by the Association of 
Medical Research Charities. This will require coordinated 
actions from funders, journals, ethics committees, and 
national guideline developing bodies.

Guideline developers such as NICE have an important 
role. We think it is unacceptable for NICE to make decisions 
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Moral courage is when you act on the 
conviction that something is morally 
right even though you believe that 
something of personal value may be 
lost. It need not be heroic in the grand, 
traditional sense. A doctor breaking 
bad news may show moral courage. 
She will tackle head on the question 
of, say, whether the patient will ever 
walk again.

Awards for moral courage
Since 2010, Washington Hospital 
Center in Washington, DC, has given 
moral courage awards to clinicians 
who have “exemplified the virtue of 
courage and acted against difficult and 
ethically challenging circumstances.” 
A past winner of the award was a nurse, 
Crystal, who called a dying patient’s 
family. The relatives were several 
hours away and the patient only 
minutes from death. Anticipating the 

inevitable, the medical team left the 
patient, but Crystal stayed behind. For 
several minutes she held the patient’s 
hand and uttered comforting words. 
“No one should ever die alone,” she 
told the colleague who eventually 
nominated her for the award. 

In another act of moral courage 
a doctor may speak out against an 
ethical violation when all others are 
silent. At a morbidity and mortality 
meeting, the consultant orthopaedic 
surgeon describes how the operation 
was conducted on the wrong level 
of the spine. Another procedure, at 
the correct level, is needed. No one 
asks whether the patient has been 
informed, until a trainee surgeon 
raises his hand: “Has the patient been 
told about this?” In a department 
where consultants are emperors, 
asking that simple question could 
require tremendous courage.

O
n 1 December 2015, Wales will unilaterally 
become the first UK country to introduce an 
opt-out system for organ donation.1 Scotland and 
Northern Ireland are debating similar legislation, 
and pressure will mount for England to jump on 

the opt-out bandwagon. 
Support for an opt-out system is well intentioned but 

misguided. The balance of evidence was against UK 
implementation in 2006, although the public supported such a 
change.4 And recent analyses show that organ procurement is 
higher in countries with opt-out systems, albeit with a drop in 
living donation.5 Simple legislative change, however, may not 
have the same effect on donor rates in other countries.

Any success in Wales will probably owe more to mass 
publicity than to legislative change alone. Spain, the leading 
light for deceased organ donation, has an opt-out system but 
no opt-out register: presumed consent is dormant and non-
publicised, and family wishes are respected. Spain attributes 
its success to investment in education, training, and hospital 
resources to support robust organ donation infrastructure.7 
Spain has successfully nurtured a national culture of organ 
donation, which the United Kingdom lacks.

From a British perspective, opt-out systems may not be a 
panacea for several reasons. Firstly, the Organ Donor Register is 
a register only of interest: being registered is not a commitment 

PERSONAL VIEW Adnan Sharif

Prioritise donors to  
receive organs
Attitudinal change is key, rather than an 
opt-out system, to raise donation rates

ETHICS MAN Daniel Sokol

Doing the right thing
Doctors can do good not only with their  
stethoscopes, scalpels, and clinical skills  
but also with acts of moral courage
There are times when health 
professionals endanger life and limb 
to care for their patients. Nearly 900 
medical staff have contracted Ebola 
virus disease in Sierra Leone, Liberia, 
and Guinea, with 512 deaths, since 
the start of the current outbreak.1

Army medical personnel have also 
risked all to treat injured soldiers on 
the battlefield, under the threat of 
snipers, ambushes, and roadside 
bombs. So too have the thousands 
of humanitarian health workers who 
have been victims of violence, or 
threats of violence, in conflict zones.

While physical courage is lauded by 
all, lesser known is the moral variant. 

As Theodore 
Roosevelt 
said, knowing 
what’s right 
doesn’t mean 
much unless 
you do what’s 
right

Having  
more names 
on the  
register with  
an opt-out 
system 
does not 
automatically 
translate into 
more organ 
donors

to donating, and not being registered is not a commitment 
not to. In fact, most deceased organ donors in the UK were 
never registered, and 59% of the 1320 deceased donors last 
year were not originally registered.8 Having more names on 
the register with an opt-out system does not automatically 
translate into more organ donors.

It is meaningless to change to an opt-out system without 
a change in attitude. Overall consent/authorisation rate for 
organ donation has dropped to 58% and changing to opt-out 
won’t simply change this.8 We still allow families to over-rule 
the wishes of their deceased loved ones despite their having 
given explicit consent in life; for example, the past year alone 
saw 119 such cases.8 Transplant professionals currently 
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maintain a non-confrontational 
passivity with over-ruling families, 
and this docility has been rightfully 
criticised from an ethical perspective.9 
Clear demarcation of intent (and tacit 
authorisation) exists in an opt-in system 
but will be a grey area in an opt-out 
system. 

Another concern is that countries 
with opt-out systems have fewer living 
kidney donors.5 Less than 1% of deaths 
in the UK are in circumstances where 
donation could occur, and living donors 

are an invaluable source of organs—
predominantly kidneys (accounting 
for 34% of kidney transplants last year 
and growing).8 An abundant supply of 
deceased organ donors could attenuate 
the need for living kidney donors, but 
living donation is imperative in some 
circumstances. Recipients of living 
kidneys have better long term mortality 
and kidney allograft survival,8 and for 
some patients at high risk it is their only 
realistic option to attenuate the risk of 
death soon after transplantation. 

We should not be restrained to a 
narrow view of just two options—opting 
in or out. Even countries with opt-out 
systems have large waiting lists for 
transplants. NHS Blood and Transplant, 
the special health authority, has not led 
the debate on this issue, and this must 
change.

A more radical jolt to the consent 
process and registration system, rather 
than opt-out, is the best solution for 
achieving significant culture change. 
Our message to unwilling donors must 
be clear: if you are happy to receive 
organs you must be willing to give. 
Adnan Sharif is a consultant nephrologist 
Department of Nephrology and 
Transplantation, Queen Elizabeth Hospital 
Birmingham, Birmingham  
adnan.sharif@uhb.nhs.uk
Cite this as: BMJ 2015;351:h5165

ETHICS MAN Daniel Sokol

Doing the right thing
Doctors can do good not only with their  
stethoscopes, scalpels, and clinical skills  
but also with acts of moral courage

Duty of candour
Under England’s new duty of candour 
a health service body such as an NHS 
trust has a statutory obligation to notify 
patients of a safety incident that has 
resulted, or has the potential to result, 
in moderate or severe harm.2 3 Failure to 
do so is a criminal offence. Doctors are 
responsible for discharging the duty. If 
your trust has not given you training or 
information on the duty of candour, ask 
for it.

And yet, even with the duty of 
candour and the GMC’s guidance that 
doctors must be open and honest with 
patients, a culture of secrecy lingers. 
In those places, a doctor who strives to 
act morally and legally will need moral 
courage.

Few doctors seem aware of paragraph 
25 of the GMC’s guidance on consent, 
which states, “If you think that limits on 
your ability to give patients the time or 

information they need is [are] seriously 
compromising their ability to make an 
informed decision, you should raise 
your concerns with your employing or 
contracting authority.”4 If there is no 
time to obtain proper consent, whether 
through lack of staff or some other 
systemic reason, you should tell the 
managers and include paragraph 25 in 
your letter.

Nor should long term gaps in the rota 
be tolerated, which can push staff to the 
brink, violate the law on safe working 
times, and put patients at risk. Many 
doctors know that these practices are 
unsafe and probably illegal, but they do 
nothing. As Theodore Roosevelt said, 
knowing what’s right doesn’t mean 
much unless you do what’s right.
Daniel Sokol is a barrister and medical 
ethicist, 12 King’s Bench Walk, London  
Sokol@12kbw.co.uk
Cite this as: BMJ 2015;351:h5288

A PATIENT WHO CHANGED ME

Equalling inequality
He was a few weeks older than me. He weighed 30 kg 
less. He believed in a different God. He was born in a 
country with one of the world’s worst human rights 
record. And yet for an hour we shared the same space, 
a side room in an infectious diseases ward. How did we 
both get there?

I had sailed through school and into a virtually free 
university education. I had opportunity, advice, and 
provision thrust at me from every angle. That morning 
we met I had rolled out of my clean double bed in my 
comparatively palatial home, strolled through the 
leafy suburbs of my prosperous city, free from danger, 
persecution, or attack.

He had fled his country of birth and worked as a 
nurse in a Libyan prison. He cared for sick and dying 
patients in a totalitarian state that was collapsing 
around him. To provide for his young family, he, 
along with 250 others, climbed aboard a small boat to 
journey across the Mediterranean. Through willpower 
and ingenuity he travelled to Calais and secretly 
climbed aboard a lorry, finally securing safe passage to 
England, where his cough worsened and a fever began 
to rise. Tuberculosis. Not just tuberculosis: multidrug 
resistant tuberculosis.

Now here he sat in front of me. Two men the same 
age with grossly different journeys. I watched as his 
head and shoulders dropped when I told him that the 
four drugs he was so diligently taking wouldn’t work. 
Here sitting in front of me was not a cockroach, a rat, 
part of a swarm, an invading army, or someone who 
threatened my standard of living. Not even an asylum 
seeker, a failure, or a problem. Here sat a man, a human 
being. Just like me, equal, yet profoundly unequal.

Now, I had the opportunity to knock off a corner 
of that inequality. I was going to spend taxpayers’ 
money to make him better, and I told him so. We can 
cure a disease that is fatal in many parts of the world. 
It is difficult, the drugs are toxic, the side effects 
numerous—but we can do it. I was pleased that he had 
fled, that his boat didn’t capsize, that he chose the right 
lorry. I was pleased that he was sent to my city and that 
we got to share time in the same room. Above all else, I 
was pleased that I was able to make one unequal story a 
little more equal.
James Meiring, specialist registrar, infectious diseases and 
medical microbiology, Royal Hallamshire Hospital, Sheffield 
james.meiring@paediatrics.ox.ac.uk 
Patient consent obtained.
Cite this as: BMJ 2015;351:h5187

Emotional advertising campaigns 
may not be enough
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1973 John and Freda returned to the UK and he became a GP in Kirkham,  
Lancashire. Predeceased by Freda in 2013, John leaves three children, six 
grandchildren, and five great grandchildren.
Rex Parry 
Cite this as: BMJ 2015;351:h4788

James Robert Anthony Deans
Orthopaedic surgeon Canada (b 1938; q Birmingham University Medical 
School 1962; FRCS), died from bowel cancer on 4 January 2015.
James Robert Anthony Deans (“Tony”) did his house jobs in 
W olverhampton and then worked a year as a general practitioner in 
S tafford. He then spent two years in Dar-es-Salaam before returning to 
the UK and undertaking surgical training in Lincoln and Warwick. In 1969 
he left England for Newfoundland, and later, moved to Ontario. Tony 
leaves Brenda, his wife of 54 years, and two children.
Jonathan Deans 
Cite this as: BMJ 2015;351:h478

John Lewis Winkler
General practitioner (b 1921; q 1944; MD, MRCS), died on 12 July 2015.
John Winkler wanted to be an English teacher, but it was his father’s 
idea for him to train to be a doctor. He set up his own practice in 
T achbrook Street, Pimlico, which he ran singlehandedly for more than 
40 years. He was retired by NHS rules at age 70. John leaves his wife, 
Fay; three daughters; six grandchildren; and two great grandchildren.
Geraldine Winkler 
Cite this as: BMJ 2015;351:h4587

Frances Kathleen Oldham 
Kelsey (b 1914; q Chicago 
1950), d 7 August 2015. 

Frances Kathleen Oldham Kelsey 
was born in and died in Canada, 
but she made her name in the 
United States. She gained a PhD 
in pharmacology in 1938, and 
went on to study medicine at the 
University of Chicago. In Chicago, 
she helped establish the toxicity 
of elixir of sulphanilamide, and 
researched a cure for malaria. In 
1943 she married her colleague, 
Fremont Ellis Kelsey (1912-66). 

In 1960 Kelsey and her 
husband both accepted offers of 
work in Washington, DC, at the 
FDA and National Institutes of 
Health, respectively.

The first drug application the 
FDA assigned to Kelsey for review 
was for thalidomide (tradename 
Kevadon). Filed in September 
1960 by Richardson-Merrell, 

Ronald Ian Gleadle
Doctor and gardener (b 1940; q St Bartholomew’s 
Hospital Medical School 1963; MRCP (UK)), died 
from metastatic prostate cancer on 15 July 2015.
Ronald Ian Gleadle (“Ron”) had a varied medical 
career with spells in hospital medicine in Ports-
mouth and Glasgow, general practice in South 
Molton, and as a clinical pharmacologist for Smith 
Kline and French Laboratories and then for the Ministry of Defence. He 
made a major lifestyle change in his 40s, moving to the Isles of Scilly as a 
gardener, where he could enjoy his love of birding, fishing, and boating. 
In later years he moved back to north Devon, where he remained close to 
the sea and continued to enjoy birdwatching, at home and abroad. He 
finally moved to the Cotswolds to be nearer his family. He leaves his wife, 
Wendy; three children; and four grandchildren.
Jonathan Gleadle 
Cite this as: BMJ 2015;351:h4585

John Edward Parry
Medical missionary in Zambia, general practitioner, minister in the United 
Reformed Church (b 1923; q Manchester 1947; DTM&H), d 9 August 2015.
In 1949 John Edward Parry and his wife, Freda, travelled to Mbereshi, 
Northern Rhodesia, where he managed a hospital as well as assisting 
the Church elders with bible study classes and taking occasional ser-
vices. After independence, he remained as general medical officer in 
charge under the British government’s overseas service aid scheme. In 

OBITUARIES

Frances Kathleen Oldham Kelsey
Instrumental in stopping thalidomide use for insomnia and nausea  
and vomiting in pregnancy in the US

the drug and the very severe 
birth defects,” she recalled.1 
“It’s very important to be alert 
and perhaps take a chance 
sometimes and a leap into the 
unknown.”

Kelsey’s “exceptional 
judgment in evaluating a new 
drug for safety for human 

thalidomide had been patented 
by German manufacturer Chemie 
Grünenthal in 1954 and was 
initially available over the counter 
as a sedative. It was ultimately sold 
in over 46 countries—approved in 
20—before being withdrawn from 
the market in 1961-62. 

Chemie Grünenthal assured 
regulatory authorities, doctors, 
and the public that the drug was 
a safe sedative and antiemetic. In 
fact, thalidomide has teratogenic 
effects. Thousands of pregnant 
women who took the drug gave 
birth to babies who died soon after 
birth, or were born without limbs, 
or with phocomelia, or who had 
major internal organ damage.

“I got this [drug application] 
because I was new, and they 
thought I should have an easy one 
to start with,” said Kelsey in 2010, 
adding that the FDA also assigned 
a pharmacologist and chemist to 
review thalidomide. “We all felt 

that the initial submission was 
inadequate to show safety.”

Kelsey read a letter from A Leslie 
Florence in the 31 December 1960 
issue of The BMJ that reported 
that four patients had developed 
peripheral neuritis after taking 
thalidomide. There were also 
reports that the drug might 
cause polyneuropathy. Kelsey 
was a new hire, a Canadian in 
an US institution, and a woman 
in the male dominated world 
of science. Thalidomide was 
already approved in about 20 
other countries. When Kelsey 
decided to withhold FDA approval 
for thalidomide use in the US, 
pending further scientific evidence 
of its safety, she knew there would 
be repercussions. She came under 
massive pressure and was accused 
of being stubborn, petty, and 
unreasonable. “Before the matter 
got resolved, word came from 
Europe of the association between 

Frances O Kelsey receives the 
President’s Award for Distinguished 
Federal Civilian Service from President 
John F Kennedy in 1962
US NATIONAL LIBRARY OF MEDICINE  
(IMAGES FROM THE HISTORY OF MEDICINE, A018057)

When Kelsey decided to 
withhold FDA approval for 
thalidomide use in the US, 
she knew there would be 
repercussions
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Connor Edward Morris
General practitioner (b 1952; q Barts, London, 1977; MRCGP), died in a 
microlight flying accident on 3 July 2015.
In 1984 Connor Edward Morris (“Ed”) took up a post at the Nuffield 
Health Centre in Witney, Oxfordshire, where he remained for the rest of 
his career, latterly as senior partner. Ed was a Quaker and was involved 
in all sorts of charitable and humanistic projects. He was also a sporting 
man and trained as a microlight pilot. It was while flying his microlight 
that he died in an accident at Enstone airport, Oxfordshire, on 3 July. He 
leaves his wife, Lesley; two daughters; and three grandchildren.
Derek Summerfield 
Cite this as: BMJ 2015;351:h4619

Jack T Watters
Vice president Pfizer, New York (b 1952; q 
University of Edinburgh 1977), died from bladder 
cancer on 30 June 2015.
After a spell with Ciba-Geigy in Switzerland, Jack 
T Watters moved to New York and in 1989 was 
recruited by Sterling Winthrop. In 1994 he moved 
to Pfizer, where he served in an array of medical and management posts 
in nearly every corner of the world. Jack’s work extended well beyond the 
confines of the pharmaceutical industry
R J C Steele 
Cite this as: BMJ 2015;351:h4791

harmful medicines” by the 
New York Times in 2010,5 
received many other honours, 
awards, and accolades during 
her lifetime, and had a minor 
planet and a school named 
after her. In 2000 Kelsey was 
inducted into the National 
Women’s Hall of Fame. 

Predeceased by her husband 
in 1966, Frances Kelsey leaves 
two daughters.
Barbara Kermode-Scott, Vancouver  
kermodeb@gmail.com
Cite this as: BMJ 2015;351:h4809

use has prevented a major 
tragedy of birth deformities 
in the United States,” said 
President John F Kennedy in 
1962, when he presented Kelsey 
with the President’s Award for 
Distinguished Federal Civilian 
Service, the highest honour that 
can be granted to civilian officers 
or employees of the federal 
government in the US.3 

Kelsey continued at the FDA 
for another 45 years, retiring at 
age 90 in 2005. Kelsey, called 
the “public’s quiet saviour from 

LATEST BLOGS 

Meeting the Syrian 
refugees arriving on a 

small Greek island
While on holiday on the tiny 
Greek island of Amorgos, 
Richard Hurley heard that a 

boat of refugees had landed 
for the fourth time this year, 

bringing the total number of 
refugees who have landed there in 

2015 to about 250. He went to meet the refugees, 
who mostly came from Syria, and found out what 
local volunteers were doing to help them and what 
lies in store. 
http://bmj.co/refugees_greece

Meaningful patient collaboration— 
a mountain to climb?
How can patient engagement be made more 
meaningful? The collaborative pairs programme 
of the Kings’s Fund aims to do just that. 
Edward Wernick, clinical director of a clinical 
commissioning group, and Steve Manley, 
representative of a project that aims to give 
communities a greater say in their healthcare 
services, write about how they are collaborating 
to develop new models of care that will engage 
patients at every point in the design and 
implementation of the new look service. 
http://bmj.co/collaboration

The daily routine of gun 
violence in the US

Earlier this month the United 
States experienced yet 
another mass shooting. Yet 
while gun violence in the 

US comes and goes from the 
national media stage, Ted Alcorn 

says this does not reflect any 
variation in the continuous massacre 

of Americans—88 of whom are killed with guns 
on an average day. He calls for journalists, 
researchers, and policymakers to arm themselves 
with more knowledge on the causes and costs 
of gun violence—the first step, he says, to doing 
something about it.
http://bmj.co/daily_gun_violence

Welcoming the new mass ageing
With relatively little fanfare, the World Report on 
Ageing and Health was recently launched by the 
World Health Organization. Geriatrician Desmond 
O’Neill explores how the report debunks many of 
the myths around ageing, with a particular focus 
on readers from countries where mass ageing into 
later life is a relatively new phenomenon.
http://bmj.co/who_ageing
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CALCIUM AND FR ACTURES

Wanted: clarity on calcium 
and vitamin D supplements
Michaëlsson (Editorial 3 October) 
warns against increased calcium 
supplementation in elderly people 
because even when supplements 
contain vitamin D they do not 
protect against fractures.

The Department of Health 
advises that a mixed diet probably 
has all the vitamin D and calcium 
that most people over 65 need, yet 
recommends a daily supplement 
of 10 µg vitamin D for those not 
exposed to much sunlight or 
with a dark skin. Adults need 
700 mg of calcium a day, there is 
no general recommendation to 
take a supplement, and there is a 
warning that supplements of more 
than 1500 mg a day can cause 
abdominal pain and diarrhoea.

Medical advisers and the public 
need a simple and sound way to 
identify those who are at risk of 
osteoporosis and fractures, for 
whom supplementation may be 
valuable. Is this impossible?
William Cutting  
(william.cutting@talktalk.net)
Cite this as: BMJ 2015;351:h5478

Vitamin D supplements 
may be useful
I agree with Michaëlsson that 
calcium supplements are not 
needed in people with a healthy 
diet (Editorial 3 October), but 
vitamin D supplements might 
well be. My patients live in 
Scotland, where most of us are 
deficient in vitamin D.

Bone health might be influenced 
by a mineral rich diet and sunshine 
or vitamin D early in childhood; it is 
unlikely to be affected much during 
the few years of a trial in later life.

However, vitamin D contributes 
to a healthy immune system. And 
even in later life many conditions 
encountered by GPs could be 
influenced by correcting vitamin 
D insufficiency.
Helga Rhein   
(helga.rhein@blueyonder.co.uk)
Cite this as: BMJ 2015;351:h5477 

LIBERATING TRIAL DATA

Don’t exaggerate the 
benefits of data sharing
Henry and Fitzpatrick 
(Editorial 19 September) 
stated that there have been 
“over 220 ancillary studies 
using DCCT [Diabetes 
Control and Complications 
Trial] data.” We suspect 
that they misinterpreted 
the Epidemiology of 
Diabetes Interventions 
and Complications (EDIC) 
publications to be “ancillary 
studies.” EDIC is the long term 
epidemiological study of the 
DCCT cohort, not an ancillary 
study. The DCCT/EDIC research 
group has published about 
250 papers to date.

The authors also stated that 
several papers derived from 
data sharing “have had an 
impact on the management of 
diabetes” but then reference 
our main study paper. 
Relatively few, perhaps 25, 
publications have come 
from independent analyses 
of shared data available 
through the National Institute 
of Diabetes and Digestive 
and Kidney Diseases central 
repository, and none has 
materially influenced diabetes 
care to date.

We agree that data sharing 
is desirable, but the benefits 
should not be exaggerated.
David M Nathan (braffett@bsc.gwu.
edu), Saul M Genuth  
Bernard Zinman, John M Lachin 
Cite this as: BMJ 2015;351:h5508

THERAPEUTICS AND BIAS

The BMJ: almost all studies 
have some degree of bias
Muzerengi and Clarke (Practice 
3 October) say that health 
economic studies on drugs 
for Parkinson’s disease were 
“funded by drug companies 
and results may be biased.” I 
wonder whether if I submitted 
a paper that said “However, 
these studies were funded by 

anti-pharma ideologies and 
may be biased,” the statement 
would escape editorial scrutiny. 
I doubt it.

I presume that the authors 
meant to use the word “biased” 
in a lay, non-technical sense, 
meaning deliberately distorted 
to suit a purpose. If not, then I 
wonder if they are aware that 
almost all studies have some 
degree of random or systematic 
bias. Do they also consider 
that entities other than drug 
companies may produce 
material that is biased? Some 
such people publish books 
to the retail market decrying 
the industry but escape any 
accusations of bias themselves. 
It is a pity that The BMJ has 
a blind spot for what is, 
ironically, its bias.
Martin Toal  (martin.toal@mac.com)
Cite this as: BMJ 2015;351:h5490

ADMITTING MISTAKES

Duty of candour should  
not be tied to an “apology”
It is unfortunate that the statutory 
duty of candour includes the 
requirement for an apology 
(Hawkes, Feature 5 September).

When Open Disclosure 
was mandated in Australia, 
doctors were worried that use 
of “sorry” would be pleaded 
as an admission of liability 
in litigation. So each state 
legislated, with slightly different 
wording, to make clear that an 
apology cannot be so pleaded.

The UK Compensation Act 
2006 states that an apology is not 
an admission of liability, but it is 
unclear whether this still applies 
now that the Candour Act covers 
nearly all healthcare practitioners.
Paul Nisselle  (nisselp@ozemail.com.au)
Cite this as: BMJ 2015;351:h5473

LETTER OF THE WEEK

Time to retract biased journal articles
Study 329 (Research 19 September) may be the most infamous 
example of biased reporting within psychiatry, but this practice is 
widespread. We examined the reporting of antidepressant trials 
submitted to the FDA and found that 61% and 44% of negative trials 
for depression and anxiety, respectively, remained unpublished. 
To compound the problem, most published negative trials were 
reported as positive, often because of outcome reporting bias.

Our analysis included trial STL-N/S-95-003 (sertraline for social 
phobia). A memo in the FDA review stated: “Since the sponsor 
acknowledged that this was a negative study . . . they needed to 
submit only a summary report.” However, this trial was published 
as a success because significant results for sertraline were obtained 
by dichotomising a combination of scales into response versus non-
response categories. The discrepancy between this article and the 
company’s acknowledgement of a negative result is striking.

0ur papers identified biased articles, but none has since been 
retracted. We urge editors, drug companies, and authors to retract 
such articles. An unequivocal stance against biased reporting will 
help ensure that the literature faithfully represents the true results.
Ymkje Anna de Vries (y.a.de.vries@umcg.nl), Erick H Turner, Annelieke M Roest 
Cite this as: BMJ 2015;351:h5497
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