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EDITORIALS

Caldicott 2 and patient data
A new principle added and commissioning groups’ claim of entitlement to access rejected

Paul Taylor reader in health informatics, Centre for Health 
Informatics and Multiprofessional Education, University 
College London, London N19 5LW, UK   
p.taylor@ucl.ac.uk

Sixteen years ago Fiona Caldicott was commis-
sioned to review the use of patient data in the 
NHS.1 That review set out six principles for the 
protection of patient confidentiality and recom-
mended the appointment of what became known 
as Caldicott guardians. A lot has changed since 
then—patient access to electronic records is a real-
ity, clinical research increasingly uses routinely 
collected data, and the organisational and legisla-
tive framework of the NHS has been transformed. 
An updated “Information Governance Review” 
has just been published, again the work of a team 
led by Caldicott.2

The first review was exclusively concerned 
with the non-clinical use of patient data. The 
six principles resulting from the review aimed to 
preserve patients’ trust by restricting the flow of 
information out of patient records. The current 
review recognises that concerns about informa-
tion governance have also affected the clinical use 
of information. A seventh principle has therefore 
been added to correct the overly cautious stance 
that some clinicians have adopted. This principle 
states that: “the duty to share information can be 
as important as the duty to protect patient confi-
dentiality.”

The report makes 26 recommendations, includ-
ing one that patients should have the fullest pos-
sible access to their electronic care records and the 
holders of these records should make available an 
audit trail of who has accessed that record. The 
detail of the report implies that this measure is 
aimed at allowing patients to have confidence that 
any carers or nominees given access to the record 
have made appropriate use of it. However, because 
a comprehensive audit trail is harder to compile for 
shared data, the effect may be to inhibit sharing.

Researchers who rely on access to medical data 
will have a particular interest in the new report. 
The section on research classifies data into three 
categories. The first is that of confidential data—
that is, patient identifiable data that should be 
disclosed only with consent or under statute 
and accompanied by a contractual agreement. 

Equally straightforward is the category of data for 
 publication, which are data from which patients 
could be identified only with unreasonable effort 
and which can be publicly disclosed. 

Between these two clear categories is a grey 
area: “de-identified data for limited disclosure,” 
which it may be helpful to illustrate with an exam-
ple. In 1997, a US agency sold data it believed to be 
anonymised that described the medical histories of 
135 000 employees of the state of Massachusetts. 
The data included zip codes, sex, and date of birth. 
The voter registration list also contained those 
three items, but they were associated with names, 
so by linking the two datasets the medical histories 
of named individuals could be ascertained.3

Linked datasets are increasingly important for 
medical research. By linking data on exposure to 
risk factors to later data about outcomes, we can 
explore hypotheses that might previously have 
taken decades to test. The report proposes that 
data that are subject to a risk of re-identification 
should be disclosed only where there is a contrac-
tual agreement and “data stewardship functions” 
are in place. The recommendation is that such 
data be held in accredited “safe havens,” where 
researchers can carry out analyses under condi-
tions that guarantee confidentiality. Researchers 
may have conflicting views about this, because 
privileged access to data undoubtedly confers a 

competitive advantage, which these proposals 
could serve to entrench for some and overturn for 
others.

The NHS Commissioning Board (now NHS 
England) presented evidence to the review panel 
arguing that it would require access to confiden-
tial data, and that patients could be assumed to 
have consented to this as part of the deal between 
the NHS and its users. The review is forthright in 
rejecting this view. Neither NHS England nor clini-
cal commissioning groups are providers of care. 
Most of their requirements can be met by obtain-
ing explicit consent, using anonymised data, or 
relying on providers to perform analyses. 

There are, however, two residual problems. The 
Health and Social Care Information Centre will 
become a safe haven but will not be able to meet 
the needs of all commissioners. Some processing 
of confidential data will be done by the new com-
missioning support units, some of which will host 
what are termed data management integration 
units. The review notes that safeguards to ensure 
adequate information governance in these entities 
are not in place and, as things stand, we don’t have 
an appropriate legal framework for these entities 
to act as data processors. 

A second difficulty is that some patients might 
reasonably object to their confidential data being 
submitted to the Health and Social Care Informa-
tion Centre or released by it, and the law requires 
any reasonable objection to be respected. “Section 
251”of the National Health Services Act 2006 
could be invoked to allow the public interest to 
over-ride the duty of confidentiality,4 but there 
must still be due process, patients’ concerns must 
be considered, and the reasons for over-ruling 
their objections made public.
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The Paralympic effect on amputees’ legal claims for prosthetics
Demand for newer technology may be costly but is offset by improved function in the future 

Alison Bate associate , Berrymans Lace Mawer LLP, 
Manchester M3 2NU, UK  alison.bate@blm-law.com

London 2012 saw the most successful Paralym-
pic Games in history, watched by more spectators 
than ever before. The increased interest reflected 
a welcome change in attitudes towards disabled 
people in general, and amputees in particular. The 
success of the games was owed in part to techno-
logical advances in the field of prosthetics.

The games showed what can be achieved when 
technology and human effort combine. Develop-
ments in prosthetics look set to continue raising 
the bar for Paralympic achievement. It is worth 
considering what the lasting effect of this may 
be in the aftermath of the games, particularly the 
potential impact on the cost of personal injury 
claims. 

Although current prosthetics are not cheap, 
the next generation will be even more expen-
sive. The “Paralympic effect” may mean that not 
only elite athletes will want to have the benefit of 
ever advancing technology. The cost of personal 
injury claims after amputation looks set to rise. 
The NHS already faces challenges in providing 
prosthetics, and these challenges often affect 
users of NHS prosthetics. However, people who 
have lost limbs as a result of accidents or acts of 
negligence will not be considering future restric-
tions when pursuing compensation claims. It is 
therefore necessary to consider the impact that 
future technological advances may have on the 
cost of personal injury claims after amputation 
and how we can manage patients’ expectations.

The main battleground for future prosthetics 
claims of this type will probably be around the 
requirement for claimants to show a reasonable 
need for expensive technologically advanced pros-
theses. However, technological improvements to 
prostheses will also mean increased ability and 
independence for amputees, which should lead to 
substantial reductions to other types of loss, such 
as care costs and loss of earnings.

An example of a state-of-the art prosthesis avail-
able for upper limb amputees is the myoelectric 
limb, which is operated by the user voluntarily 
contracting residual muscles attached to electronic 
sensors.1 Multiarticulating prosthetic hands are a 
newer generation of prostheses that can cost up 
to £45 000 (€52 268; $69 705).2 They are made of 
ultra lightweight materials, such as carbon fibre or 

titanium, and incorporate microprocessors, motors, 
and microhydraulic systems to provide movement 
that is smoother, quicker, and more complex than 
previous functional versions. However, there are 
important limitations. The unit is heavy, despite 
use of lightweight components. Muscle damage 
and infection of the residual stump owing to pres-
sure, movement, and friction at the interface with 
the prosthetic limb remain common problems.

Some exciting new developments look set to 
revolutionise the field of prosthetics. The process 
of osseointegration involves surgically implanting 
the prosthetic limb directly into bone, negating 
the need for a socket-stump interface and leading 
to improved function.3 This technique is already 
used in procedures such as knee and hip replace-
ments and dental implants. It is yet to be widely 
used in the field of prosthetics because it is more 
expensive than standard socket-stump prosthetics 
and the increased risk of infection means that it is 
not  currently an appropriate choice in all cases.

Another recent development is targeted muscle 
reinnervation, where nerves in the amputated limb 
are surgically redirected to a muscle elsewhere in 
the patient’s body.4 When the patient tries to move 
the amputated limb, the signal is received by the 
healthy muscle and the muscle contracts. The elec-
trical activity of the healthy muscle contracting is 
transferred through electrodes and used to operate 
a prosthetic limb. The end result is a prosthesis that 
is controlled by the patient attempting to move the 
amputated limb.

There is still a long way to go before prostheses 
can replace all functions of a human limb, but the 
technology is available to develop bionic limbs 
that are integrated into the skeleton, controlled 
by the nervous system and microprocessors, and 
powered by motors. This could revolutionise the 
lives of amputees by providing a degree of inde-
pendence and function that, perhaps eventually, 
could match and even surpass the functioning of 
their biological limbs. 

However, costs will undoubtedly rise in line 
with technological advances for the foreseeable 
future, so the question for compensators in per-
sonal injury claims is how best to manage this 
cost and the expectations of amputee claimants. 
When awarding damages (compensation), awards 
should put injured parties in the same—or as close 
to the same as possible—position they would 

have been in if they had not been injured. This 
 fundamental definition makes it almost impossible 
to argue in any amputation claim that the claim-
ant should not have access to the best technology 
available.

The court must assess what is reasonably 
required by the claimant when making such an 
award, in accordance with the provisions of the 
Law Reform (Personal Injuries) Act 1948. This 
question of reasonableness is one that often arises 
in amputation claims. It allows the compensator 
an opportunity to temper more extreme claims that 
are disproportionate to the claimant’s needs. How-
ever, because nothing is yet available that can fully 
replace a lost limb, the hurdle of reasonableness is 
one that most claimants can overcome fairly easily.

The result is that the question of reasonableness 
in claims after limb amputation is rarely tested in 
court, but that does not preclude successful argu-
ments to mitigate the claim. For instance, claims 
for multiple replacement limbs for sporting activi-
ties when the user has no history of participation 
in such activities, or for expensive cosmesis (cov-
erings) where the limbs may never be on public 
display, can be successfully rejected.

Reasonableness will remain the primary concern 
when managing the cost of such claims in future. 
As technology allows replacement limbs to match 
the abilities of biological limbs more closely, argu-
ments about the claimant’s lifestyle requirements 
will remain the central battle ground. In future, 
betterment of function could become a considera-
tion, especially in the sporting arena—that is, the 
claimant would seek to achieve something with a 
prosthetic limb which would not have been possi-
ble with his or her biological limb.

Compensators should brace themselves for a 
rise in the costs of amputation claims. However, 
as improvements in the functionality of prosthetic 
limbs allow amputees to live fuller and more inde-
pendent lives, this may be offset by a substantial 
reduction in the amount of care and help that 
claimants require in the future. Loss of earnings 
claims should be similarly reduced. Whether such 
savings will offset the increased cost of the pros-
thetic limbs entirely remains to be seen.
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Surgery or drugs for gastro-oesophageal reflux?
Surgery is more effective, but patients need time to make up their minds preoperatively

Peter McCulloch chair, IDEAL Collaboration, Nuffield 
Department of Surgical Science, John Radcliffe Hospital, 
Oxford OX3 9DU, UK peter.mcculloch@nds.ox.ac.uk

No one could complain about a lack of ran-
domised trials looking at the effectiveness of 
surgery for gastric reflux. Since the development 
of laparoscopic fundoplication, more than 130 
papers, relating to more than 30 separate trials, 
have been published. But surprisingly, few of 
these trials have compared surgery with non-
surgical treatment. Before the REFLUX trial, 
whose long term results are published in a linked 
paper by Grant and colleagues,1 only four studies 
had compared surgery with medical treatment. 
Most trials compared types of fundoplication or 
instrumentation (open, laparoscopic, or robotic). 
Comparisons of two ways of doing the same thing 
are easier, but comparisons of fundamentally 
different treatment approaches are usually more 
important.

Grant and colleagues report the five year out-
comes of the multicentre REFLUX trial, which 
originally recruited 810 participants who had 
had gastro-oesophageal reflux disease for longer 
than 12 months at baseline. Self reported quality 
of life was better at five years on several measures 
in patients who underwent surgery than in those 
who received drugs, whereas complications and 
reoperations after surgery were few.

Patients and surgeons often have strong pref-
erences for surgery or non-surgical treatment 
that are based on values and perceptions of risk 
rather than evidence, which makes randomisa-
tion a challenge. The inclusion of parallel cohort 
studies of patients who refused randomisation 
was therefore a great strength of the REFLUX 
study. The data from these cohorts reinforced 
the message that surgery provides more effec-
tive long term relief from symptoms of reflux, 
and the worse the symptoms, the greater the 
improvement.

The study also dealt well with some other 
concerns that typically cause problems in ran-
domised trials of surgical techniques.2 To ensure 
optimisation of the surgical intervention, par-
ticipating surgeons had to have performed 50 
antireflux procedures before trial entry. Although 
this does not prove competence, the number is 
considerably larger than the median number of 

procedures (typically 15-30) needed to achieve 
near-plateau performance in most studies of sur-
gical learning curves. The pragmatic design was 
appropriate for the question asked and allowed 
surgeons to use their customary technique. Sur-
geons’ unhappiness with following an unfamiliar 
specified technique has inhibited trials in many 
areas, and proposed solutions such as “expertise 
based” randomisation have suffered from prob-
lems of logistics, feasibility, and confounding by 
contextual factors.3 The study lacked any assess-
ment of surgical quality, such as manometry or 
operative videos, but the low rate of reoperation 
for complications or recurrence suggests that 
quality was at least as good as in other trials of 
this operation.

An unusual feature of this trial was that only 
63% of those allocated to the “surgical policy” 
group had an operation. The paper makes it clear 
that both surgeon and patient had an opportu-
nity for “second thoughts” after randomisation, 
partly because economic problems resulted in 
long waiting times, and that this led to substan-
tial dropout. Of those who ultimately did not pro-
ceed to surgery, 38% were advised not to by their 
surgeon, and the rest declined because of symp-
tom improvement or worries about complications 
or invasive preoperative tests. The “adjusted 
treatment received” analysis suggests that this 
low uptake rate reduced the relative benefits of 

f undoplication apparent in the main “intention to 
treat” analysis. However, it is interesting to specu-
late whether those who did not have surgery were 
less likely to benefit, as might be suggested by 
the manner of their selection, and what effect this 
might have had on the overall analysis.

The current study reports a low rate of seri-
ous complications. Complications of surgery 
were the patients’ biggest fear (as indicated in an 
earlier analysis published in 2008).4 The LOTUS 
trial previously reported a high rate of long term 
postoperative morbidity, which impacted on 
quality of life, and if this had been reproduced 
in the long term outcomes of the REFLUX trial it 
might have eliminated the benefits found for the 
surgical strategy.5 Why long term morbidity was 
so low in REFLUX is a matter for informed specu-
lation. The double opportunity for self (and clini-
cian) selection provided by the REFLUX protocol 
may have excluded some patients prone to side 
effects; the choice of centres and high experience 
bar may have ensured more expert surgery; or, as 
the authors suggest, the fact that 50% of patients 
had partial wraps, compared with all having com-
plete (360°) wraps in LOTUS, may have led to the 
reduced morbidity.

This trial makes it clear that surgery is bet-
ter than drugs for relieving the symptoms of 
gastro-oesophageal reflux in the medium to 
long term, but only if the surgical complication 
rate is low. Patients are more likely to benefit 
if they are younger and fitter, and if they have 
worse reflux to start with. When given enough 
pause for thought, a third of patients allocated 
to surgery changed their minds, and they may 
have been right to do so. The use of decision 
making aids that provide objective information 
about the consequences of choices and take 
patients’ values into account may be helpful 
in such situations.6 Perhaps one of the most 
important lessons is that, when designing trials, 
more attention needs to be paid to the difficulties 
encountered when trying to synthesise scientific 
evidence and patient values while choosing 
between an operation and a pill.
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patients allocated to surgery changed their minds, 
and they may have been right to do so
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Diabetes control in older people
Treat the patient not the HbA1c

must now aim for control along a range (less than 
58.5 mmol/mol, less than 64 mmol/mol, and less 
than 75 mmol/mol) depending on the clinical situ-
ation. Although targets provide an important driver 
to improve glycaemic control, evidence that this 
approach improves outcomes is lacking, and in 
older people there is potential for harm. A system 
that focuses on HbA1c targets is not compatible 
with individualised care because the emphasis is 
on treating a number rather than the patient. Cli-
nicians should not be reassured that a pragmatic 
“target” HbA1c precludes all risk of hypoglycae-
mia—evidence suggests that patients with “poor” 
glycaemic control (HbA1c >8%) also experience 
hypoglycaemia.9

Recommendations on glycaemia control must 
take into account the increase in the number of 
drugs available for treating diabetes. Dipeptidyl 
peptidase 4 inhibitors, glucagon-like peptide 1 
receptor analogues, and sodium/glucose cotrans-
porter 2 inhibitors have been shown to reduce 
HbA1c and have been marketed as having a lower 
risk of hypoglycaemia, except in combination 
with sulfonylureas.10-12 These drugs may seem to 
be an attractive option for older people whose gly-
caemic control is suboptimal but who are at risk 
of hypoglycaemia. However, they are expensive 
and evidence that they improve patient outcomes 
on hard endpoints in any age group is lacking; for 
some of these drugs the glucose lowering effect 
is minimal. Although these concerns apply to all 
patients, iatrogenic risk will be greatest in older 
patients in whom comorbidity and polypharmacy 
are prevalent. The mantra must remain—treat the 
patient not the HbA1c level.

The evidence for strict glycaemic control in older 
people is incomplete, and the potential for harm is 
substantial. The new guidance on revising HbA1c 
targets in frail older adults is welcome only if taken 
in the context of individualised care. It should be 
used to stimulate discussion around removing 
Quality and Outcomes Framework targets for 
HbA1c in older people. A pragmatic approach—
that aims to individualise treatment while balanc-
ing symptomatic and potential prognostic benefit 
against the potential for side effects—is needed.
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Medical providers must prepare for two important 
demographic changes—increase in life expectancy 
and the fact that we are getting fatter. The preva-
lence of diabetes is rising across the age spectrum, 
including among older people. People over the age 
of 65 years with diabetes experience higher rates of 
microvascular and macrovascular complications, 
which leads to increased hospital admissions, 
healthcare expenditure, and requirements for 
social care. Treating older people with diabetes is 
challenging, not least because the risks of hypogly-
caemia and associated complications from overly 
aggressive treatment are also increased.

In recognition of this treatment challenge, the 
American Diabetes Association (ADA) and the 
American Geriatrics Society published a joint 
statement providing guidance for clinicians.1 
Previous American Geriatrics Society guidelines 
recommended treatment aimed at achieving a gly-
cated haemoglobin (HbA1c) of less than 53 mmol/
mol (<7%) for all adults, regardless of age.2 The 
new guidance, however, emphasises the need to 
tailor treatment in older people. This echoes state-
ments from the British Geriatrics Society and the 
European Diabetes Working Party for Older Peo-
ple, which both supported this approach,3  4 rec-
ommending that hypoglycaemia, ability to self 
manage, cognitive status, comorbidities, and life 
expectancy are taken into account when making 
decisions on treatment.

The new joint guidance goes further than other 
guidelines by offering explicit targets. For older 
people with little comorbidity and preserved cogni-
tive and physical function, the HbA1c target is less 
than 58.5 mmol/mol, but for those with multiple 
chronic illnesses and mild to moderate cognitive 
impairment who are at risk of falls and hypogly-
caemia, the target is less than 64 mmol/mol. In 
those with end stage chronic illnesses, moderate 
to severe cognitive impairment, and those in long 
term care, the HbA1c target is less than 69 mmol/
mol. These guidelines could be applied to older 

adults with diabetes in the United Kingdom, where 
the prevalence of type 2 diabetes is 4.1%, with half 
of these patients over the age of 65 years.5 Ten per 
cent of people in the UK aged over 75 years and 
14% aged over 85 years have diabetes, and a sub-
stantial number may have undiagnosed disease.

Guidance suggesting a “sliding scale” for treat-
ment according to age is open to criticism, but 
trial data to underpin treatment for older people 
with diabetes are lacking. Landmark trials such 
as the UK Prospective Diabetes Study excluded 
patients over 65 years, yet guidance has tended 
to extrapolate from evidence provided by such 
studies. Recently, a series of high profile stud-
ies was unable to show an improvement in car-
diovascular outcomes with intensive glycaemic 
control, and in one study there was a suggestion 
that this approach may result in greater harm in 
older people.6-8 These trial data align with obser-
vational data that suggest an association between 
hypoglycaemia and cognitive and physical decline, 
the underlying mechanism for which is unclear. In 
patients with a long duration of diabetes, cardio-
vascular disease, and other comorbidities, the risk 
of hypoglycaemia associated with intensive glycae-
mic control may outweigh any potential benefit.

For general practitioners in the UK, and clini-
cians in any healthcare system where reimburse-
ment is driven by achieving specific HbA1c targets, 
the new guidance has important implications. In 
the UK, Quality and Outcomes Framework targets 
for HbA1c have recently been revised to reflect 
concerns that tight control can lead to harm. How-
ever, treatment is still target driven—clinicians 

Tight targets carry potential for harm
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